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[IpeaucioBue

Menn w npuHounsl crapgaptu3anuu B Poccuiickon  ®enepanum  yCTaHOBIIEHBI
®denepanbHbIM 3aK0HOM OT 27 nekadps 2002 r. N 184-d3 "O TeXHUYeCKOM peryIupoBaHHA", a
MpaBHJIa IPUMEHEHUsI HAllMOHAIBHBIX cTaHnapToB Poccuiickoit ®eneparu - 'OCT P 1.0-2004
"Crannaptusanus B Poccuiickoit @enepanyiv. OCHOBHbBIE TIOJIOKEHHUS .

Ceenenus o crangapTe

1. TloaroroBien Accoluainyeil HMHXEHEPOB IO KOHTPOJIIO  MHMKpPO3arpsi3HEHUI
(ACMHKOM) Ha ocHOBE COOCTBEHHOI'O ayTEeHTHUYHOTO IepeBoaa [IpaBuil, yKka3aHHBIX B ITYHKTE
4,

2. Buecen Texnmueckum komutTeroM To crapaaprusanuun TK 458 "lIpomsBoactBo u
KOHTPOJIb KaU€CTBa JIEKAPCTBEHHBIX CPEJICTB" .

3. VrBepxknmeH u BBeneH B gneiictBue Ilpukasom @DenepanabHOro areHTCTBa IO
TEeXHUYEeCKOMY perymupoBanuto u merposioruu ot 20 mas 2009 r. N 159-cr.

4. Hacrosmuii ctangapt uaeHTHdeH [IpaBuiam mpou3BOICTBA JIEKAPCTBEHHBIX CPENICTB
71 yenaoBeka u xkuBOTHBIX EBpomeiickoro Coroza (EC Guide to Good Manufacturing Practice
for Medicinal Products for Human and Veterinary Use) no cocrostauio Ha 31.01.2009, 3a
uckiroueHneM npuioxerus 20.

[Ipy npuMeHEeHMM HACTOAIIEr0 CTaHAapTa PEKOMEHAYETCS HCIOJb30BaTh BMECTO
CCBUJIOUHBIX MEXJYHAPOJHBIX CTaHAAPTOB COOTBETCTBYIOLIME UM HAI[MOHAJIbHBIE CTAaHAAPTHI
Poccuiickoit ®enepanuu, ykazaHHble B paszzaene CBeIEHUS O COOTBETCTBHHM CCHIJIOYHBIX
MEXAYHApOAHBIX CTAHAAPTOB HAIIMOHAIBHBIM CTaHJApTaM .

5. Bzamen 'OCT P 52249-2004.

Nudopmanmsi 00 W3MEHEHMSIX K HACTOSIIEMY CTaHIApTy ITyOJIUKYETCS B €XKETrOJIHO
n31aBaeMoM MH(OPMAIMOHHOM yKa3aTelsie ' HalmoHanbHbIE CTaHAAPTHI , @ TEKCT U3MEHEHUN U
MOMPABOK - B E€XEMECAYHO M3/1aBacMbIX HH(MOPMAIMOHHBIX yKa3aTensx ' HaruoHalabHbIC
crangapTel’. B cimyuae mepecmoTpa (3aMeHBI) WM OTMEHBI HACTOSIIErO CTaHAapTa
COOTBETCTBYIOIICE yBEAOMJICHHE OyIeT ONyOJMKOBaHO B HWH(DOPMAIIMOHHOM yKasarele
"Hammonanpaple cranmapthl’. CooTBeTCTBYIOIIas WHGOPMAIUsSA, YBEAOMJICHUS U TEKCTHI



pa3MenaroTcs Takke B MH(GOPMALMOHHONW CHUCTEME OOLIero Mojb30BaHUS - Ha O(UIIHATILHOM
caiite defepanbHOrO areHTCTBA M0 TEXHUUYECKOMY PETrYJIMPOBAHUIO U METPOJIOTUU.

Bsenenue

Hacrosimmii cranmapt sBisieTcss MACHTUYHBIM TiepeBogoM mpaBuin GMP Erpomneiickoro
Coroza (GMP EC) "Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use" o cocrosinuto Ha 31 suBapst 2009 r.

Briepsrie npaBuina GMP EC 6putn npunsitel B Poccun B 2004 r. B xauectBe ['OCT P
52249-2004 "I1paBuina mpoU3BOJCTBA H KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEJICTB", KOTOPHIH
cootBerctBoBai nmpasmwiam GMP EC 2003 r. 3a uctekmee Bpems B npasmia GMP EC BHeceHbl
CJIEYIOIIME CYHIECTBEHHbIE U3MEHEHHUS U JOTIOJTHEHUS:

- 100aBJIeHbI HOBBIE TPEOOBaHUS B OCHOBHOU TEKCT;

- BHECEHBI I3MECHEHUS B!

npuioxenue 1. [Ipon3BoICTBO CTEPHIIbHBIX JIEKAPCTBEHHBIX CPE/ICTB,;

npunoxenne 3. [Ipon3BoacTBO paguodapMaleBTHIECKIX penapaTos;

npuioxenue 7. [Ipon3BoICTBO IEKapCTBEHHBIX CPEJICTB U3 PACTUTEIBHOTO ChIPbS;

npunoxenne 13. [Ipon3BoACTBO JEKapCTBEHHBIX CPEJICTB /ISl HCCIIEIOBAHUMH,

- BBEJICHBI JIBa HOBBIX MTPHUJIOKCHUS:

npunoxenne 19. KoHTponsHbIe 1 apXUBHBIE 00pa3IHL;

npunoxenne 20. AHaTU3 PUCKOB ISl KAU4eCTBa,;

- BHECEH PSJI APYrUX U3MEHEHUH.

Taxke Obuta W3MEHEHa CTpykKTypa maHHoro ctanmapra. B T'OCT P 52249-2004
npunoxenne 18 comepxkano "PykoBOICTBO MO MPOM3BOACTBY aKTHUBHBIX (hapMaleBTHUECKUX
cyocraniuit (ADPC)", uto coorBercTBoBaio IIpaBuiaam GMP EC na 2003 r. B HOBO# penakiuu
npaBuii GMP EC tpe6oBanus k nmpouzBoactBy ADC nepeHeceHbl 3 MPHUIOKEHHUSI B OCHOBHYIO
4acTb, KOTOpasi COJIEP>KUT TETEPh JABE YACTH:

- yacTh |. OcHOBHbIE TpeOOBaHUS U

- yacth |l. OcHOoBHBIC TpeOOBaHMsI K aKTUBHBIM (hapmarieBTuueckuM cyocranmmsm (ADC),
HCIO0JIb3YEMbIM B KQU€CTBE MCXOHBIX MATEPUAJIOB.

[Tpunoxenne 18 orcyrcTByeT, XOTS COXpaHEH ero Homep. Takod MOPSIOK CTPYKTYPHI
crangapta coxpaneH u B [OCT P 52249-2009.

Koncynbrantlnroc: npumedanue.

TekcT B CHOCKax CTaHIapTa, BBIACICHHBIA KYPCUBOM, B 3JIEKTPOHHOW BEPCHH JTOKYMEHTA
0003HaueH 3HaKoM "#".

B nocnennroro pepakmuio npasuit GMP EC Beeneno npunoxenne 20 00 aHAJIM3e PUCKOB,
sBIstonieecs Tekcrom pykopojactBa ICH Q9 "Amnamus puckoB s kadectBa” (Quality Risk
Management). DTOT TEKCT W3JIOKECH HEKOHKPETHO U HENPUTOJCH K MPAKTHYECKOMY
npuMeHeHH0. B ¢Bs3u ¢ 3TuM nputokenre 20 B TEKCT HOBOTO CTaHAAPTa HE BKIFOUEHO, O YeM
YKa3aHO B CHOCKAaX B TEKCTE CTAH/APTa, BHIJCICHHBIX KyPCHBOM.

ITo Texcty cranmapra omyiens! cchuiku Ha JlupextuBsl EC, conmepkamuecss B OpuruHaie
npasuin GMP EC.

ObnacTb NpUMEHEHUs

Hacrosimuit crangapt ycraHaBiuBaeT TpeOOBaHMS K IPOU3BOJICTBY U KOHTPOJIIO KauecTBa
JIEKapCTBEHHBIX CPEJICTB ISl YEJIOBEKa U KUBOTHBIX.

CrangapT pacrpocTpaHsieTcsl Ha BC€ BUIbl JICKAPCTBEHHBIX CPEACTB M yCTAHABIMBAET
oOume TpeOoBaHUS K MX IPOU3BOJCTBY M KOHTPOJIIO KAayecTBa, a TaKXKe CIelHaIbHbIe
TpeOOBaHMsS K TMPOM3BOJCTBY AKTHBHBIX (apMmareBTHueckux cyocranimii (dacte Il) u
OT/EJbHBIX BUJIOB JieKapcTBeHHBIX cpeacTB ([Ipunokenus 1 - 19).



CrannmapT He yCTaHaBIMBAET TPEOOBAHUM K 0OECIICYCHHIO MPOMBIIIICHHON 0€3011acHOCTH,
MOKapHOU O€30MMacHOCTH, B3PHIBOOE30MACHOCTH, XUMUUYECKOW 0€30MacHOCTH M 0€30MacHOCTH
JIPYTUX BUAOB IIPU IIPOU3BOICTBE JIEKAPCTBEHHBIX CPEICTB.

Yacrs |
OCHOBHBIE TPEBOBAHUA
1. Opranusanus paboThl 0 0OECIEUEHUIO KauecTBa
OO11ue no0XKeHus

[IpousBouTeNnb JEKapCTBEHHBIX CPEJICTB JIOJDKEH OPraHM30BaTh UX MPOU3BOJICTBO Tak,
4YTOOBI JIEKAPCTBEHHBIE CPEJICTBA I'apaHTUPOBAHHO COOTBETCTBOBAJIM CBOEMY HA3HAYCHHUIO WU
NperbsABIsSEMbIM K HHMM TpeOOBaHUSM M HE CO3JaBaJid pHUCKa JUIsl MOTpeOuTeNed u3-3a
HapylleHUus YCJIOBHH Oe3omacHOCTH, KadecTBa Wik d(pdextuBHOCTH. OTBETCTBEHHOCTHh 3a
BBIIIOJIHEHUE JTHUX TpeOOBaHUI HECYT PYKOBOAMUTENM U Bce pPaOOTHUKU MpPearpHUsITHI-
MIPOU3BOIUTENS, @ TAKXKE MOCTABILIUKY U JUCTPUOBIOTOPBHI.

JUis JOCTHXKEHHsl 3TOM LeIM Ha MpeanpHsITUU-IIPOM3BOJIUTENIE HA OCHOBE HACTOSILErO
crangapta (npaBun GMP) nomkna ObITh cO37JaHa  CcHcTeMa OOECHCUEHHS KauyecTBa,
BKJTIOYAtOIIas B ceds opranu3amnuio padoTsl mo GMP, KOHTpoIh KadecTBa M CHCTEMY aHAIIN3a
PHUCKOB.

JloyKHBI OBITH JTOKYMEHTAIbHO O(OPMIIEHBI B IMOJHOM 0ObeMe TpeOOBaHUS K CHUCTEME
o0ecrieyeHrs KauyecTBa U OPraHM30BaH KOHTPOJb 3¢ (eKTUBHOCTU ee pyHKUHOHUpOoBaHUs. Bee
3BEHbS OTOM CHCTEMBbI CJEAYyeT YKOMIUIEKTOBAaTh KBAIW(DPUIMPOBAHHBIM IEPCOHAIIOM,
o0ecneuuTh HEOOXOJMMBIMHM IOMEIIEHUSAMHU, oOopynoBaHueM U 1mp. OTBETCTBEHHOCTh 3a
(YHKIIMOHMPOBAaHUE CHUCTEMBl BO3JIaraercs, B IMEPBYIO OuYepeab, Ha pPYKOBOAMUTENEH U
YIOJHOMOYEHHBIX JIULI.

OcHOBHBIC TIPUHIOUIBI oOecrieueHuss KadecTBa, mpaBwin GMP, koHTpons kadecTBa M
CUCTEMbI aHaJIM3a PUCKOB B3aUMOCBSI3aHbl U UMEIOT MIEPBOCTEIIEHHOE 3HAUEHUE B OpPraHu3aluu
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB.

OobecrieueHne kauyecTBa (yrpaBiieHHE Ka4eCTBOM)

1.1. OGecnieuenne KadecTBa (ympaBiIeHUE KadeCTBOM) SIBJISICTCS KOMIUICKCHOW 3aaadei,
pelieHre KOTopoil TpeOyer peanus3alid BCEX MeEp, HANpPABIEHHBIX Ha JIOCTH)KEHHE
YCTaHOBJIEHHBIX TpPeOOBAaHMN K KadyecTBY JIEKAapCTBEHHBIX cpeacTB. (ObecrieueHue KauecTBa
OCHOBBIBAETCSl Ha BBIIOJIHEHUH TPeOOBaHUI HACTOSIIErO CTaHJIApTa U JAPYTUX HOPMATUBHBIX
JOKYMEHTOB.

Cucrema obecrieyeHus1 KauecTBa (CHCTEMa KayeCTBa) MPH MPOM3BOJICTBE JICKAPCTBEHHBIX
CPEACTB J0JKHA FapaHTUPOBATh CIIEYIOLIEE:

|. JlekapcTBeHHBIE cpelcTBa pa3pabOTaHbl C yueTOM TpeOOBaHMN HACTOSILErO CTaHIapTa
(mpaBun GMP).

Il. Ha Bce mpou3BOACTBEHHbIE M KOHTpPOJIbHBIE Olepanuu pa3zpaboTaHa JOKyMEHTalus,
COOTBETCTBYIOIIAsl TPEOOBAHUSAM HACTOSIIETO CTaHapTa.

[11. OTBEeTCTBEHHOCTD U 0053aHHOCTH BCEX PAOOTHUKOB YETKO OMPE/IECIICHBI.

V. [IpenycMoTpeHsl Mephl, 00eCIIeUBAIOLINE TPOU3BOJICTBO, IOCTABKY U HUCIIOJIb30BAHUE
UCXOJHBIX U YIIAKOBOYHBIX MaTEpUajIOB, COOTBETCTBYIOLIUX YCTAHOBJIEHHBIM TPEOOBaHUSIM.

V. KoHTponb OpoOMEXYyTOUYHOM  NOPOAYKUMHM U  TEXHOJOTMYECKOro  Ipoliecca
(BHYTpUIIPOM3BOICTBEHHBIH KOHTPOJIb), aTTecTanys (MCIBITAHKS) MPOIIECCOB U 000PYIOBaHHS
IIPOBOISITCSI B HEOOXOIMMOM O0BEME.



VI. IIpou3BoaCTBO M KOHTPOJb TOTOBOM MPOAYKLHHU BBIOJHSAIOTCS IO YTBEPKICHHBIM
UHCTPYKIHSAM (METOIHUKAM).

VIl. Peanuzauusi neKkapCTBEHHbIX CPEJICTB JO BbIJAYM YIOJIHOMOYEHHBIM JIULOM
paspelleHns Ha BBITYCK HE JOIMYyCKaeTcs. YTOJHOMOYEHHOE JIULO JIOJDKHO HOJITBEPAUTH, UTO
KaXJas cepus NpOAYKLUHMU TNPOU3BEJEHAa U IPOBEpEHAa B COOTBETCTBUM C TPEeOOBAHUSIMH,
YCTaHOBJIEHHBIMU IIPU FOCYIaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO CPECTBA.

VIII. CymecTByromas cucrema Mep o0ecreunBaeT KadyecTBO JIEKAPCTBEHHBIX CPEACTB IIpU
UX XpaHEHUH, OTIPY3KEe U MOCIIEAYIOIEM 0OpallleHuU B TEUEHUE BCEr0 CPOKa T'OJHOCTH.

| X. TTopsimok MpOBEICHUSI CAMOMHCIICKIIMN H/MJIM ayIUTa KauecTBa MO3BOJISET PErysipHO
o1leHUBAaTh A3((PEKTUBHOCTH CUCTEMBI 00ECIICUEeHUS Ka4eCTBa.

TpeOoBanus K MPOU3BOJICTBY U KOHTPOJIO KayecTBa JiekapcTBeHHbIX cpencTB (GMP)

1.2. Hacrosmmii cTaHmapT HampaBlIeH Ha OOecIeueHHe KadecTBa, T.e. oOecledeHue
TFapaHTHH TOTO, YTO IPOU3BOJICTBO U KOHTPOJIb Ka4€CTBA MPOIYKIUHU ITOCTOSTHHO COOTBETCTBYIOT
TpeOOBaHUSAM, YCTAaHOBJIEHHBIM TIpU TOCYAApCTBEHHON  perucrpanud, HOPMAaTUBHOM
JOKYMEHTAlMH, CTaHJapTaM Ka4yecTBa, U MPOAYKIUS COOTBETCTBYET CBOEMY HAa3HAYEHHUIO.

Ocnosubie TpeboBanust GMP

|. Bce mpou3BoACTBEHHBIE MPOLIECCHI JOJIKHBI ObITh YETKO PErIaMEHTUPOBAHBI U JIOJIKHBI
MEePUOIUYECKH NIEPECMaTPUBATLCS C YUYETOM HAKOIUIEHHOTo ombiTa. CieayeT KOHTPOJIMPOBATH
CTaOMJIBHOCTD MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB C 3a/laHHBIM Kau€CTBOM B COOTBETCTBUU
co cnenupuKasIMy Ha HUX.

Il. Cnemyer mnpOBOAMTH AaTTECTALUIO (MCIBITAHHS) KPUTHYCCKUX CTAJMH TPOILIECCOB
MIPOM3BOJICTBA, B TOM 4YHCJI€ NPU BHECEHHWU CYIIECTBEHHBIX M3MEHEHUN B TEXHOJIOTMYECKHI
poLecc.

[11. Cnemyer obOecrieunth BCE€ HEOOXOIMMBIEC YCIOBHS U BBITIOJHEHUS TpeOOBaHUM
HACTOSIIIEro CTaHAapTa, B T.4. BKIIOYasl HAIMYKE:

- 00y4eHHOI0 U aTTECTOBAHHOTO [1€PCOHANA;

- HeOOXOIMMBIX IIOMEIIEHNUI U IUIOMAAEH;

- COOTBETCTBYIOIIET0 000PYI0BAaHUS M CUCTEMbI 00CTYKUBaHUS;

- MaTepHalioB, CPEICTB YMAKOBKM U MapKUPOBKH, YIOBJIETBOPSIOUIUX YCTAaHOBJIEHHBIM
TpeOOBaHUsAM;

- YTBEP>KJICHHBIX UHCTPYKLIUNA U METOJIUK;

- TpeOyeMbIX YCIOBHM XpaHEHUs U TPAHCIOPTUPOBAHUS.

V. HWHCTpyKIMM ¥ METOJUKHU JIOJDKHBI OBbITh KOHKPETHBIMM, H3JIOKEHBI SICHO H
OJIHO3HAYHO B MUCbMEHHOMU (hopMme.

V. [lepconan nomxeH ObITh 00y4€H MPAaBUIBHOMY BBIIOJHEHUIO HHCTPYKIIUH.

VI. B mpoiecce mNpOU3BOACTBA CICAYeT COCTABIATH IMPOTOKOJIBI  (3aMOHIEMbIS
PYKOIIUCHBIM CIIOCOOOM H/WJIM C TPUMECHEHHEM TEXHUYECKUX CPEACTB), ITOKYMEHTAIBHO
MOATBEP:K IAIOLTUE ¢dakTuyeckoe [IpOBEJICHUE MIPEyCMOTPEHHBIX WHCTPYKIUSIMHA
TEXHOJIOTUYECKUX CTaJAUi M MOJy4eHHE MPOAYKLUHUU TpeOdyeMoro KadecTBa B KOJIMYECTBE,
COOTBETCTBYIOILIEM YCTAaHOBJIEHHBIM HOpMaM. Bce OTkiOHEHMsI HEOOXOAMMO paccieoBaTh U
IIPOTOKOJIUPOBATH B MOJIHOM 0OBEME.

VIIl. Ilporokosbl Ha cepui0 MPOAYKIMH, B T.4. Ha JOKYMEHTAIMIO [0 peanu3aiuu
MPOJYKIIMH, JTOJDKHBI JaBaTb BO3MOKHOCThH IIPOCIIEKHBATh M3rOTOBJIEHUWE KAXKIOW CEpUU U
XPaHUTHCS B TIOJTHOM 00BbEME B JOCTYITHOU (hopMe.

VIII. Tlopsaok peanuzanuu (ONTOBOM MPOJAKH) TMPOAYKIIMH JODKEH CBOJUTH K
MUHUMYMY JIF000H pUCK JUIsl €€ KauecTBa.

IX. Cnenyer opranu3oBaTh CHCTEMY OT3bIBa JIO0OM CEpUU MPOAYKIHUH U3 TPOJAKH WU
MIOCTaBKHU.



X. PexilamManiuu Ha Ka4ecTBO MPOAYKLUHU CIEAYeT TIATEIIbHO pacCMaTpUBaTh, a MPUYHHbI
YXYAUIEHUs KadecTBa pPAcCIeNOoBaThb C IPUHATHEM COOTBETCTBYIOUIMX MEP 1O HX
MPEAOTBPALLECHHUIO.

Kontpons kauectBa

1.3. KoHTposib KayecTBa SIBISCTCS 4YacThio Hactosmiero crangapra (npaswin GMP) u
BKJIIOYaeT B cebs oTO0op mpoO, NpoBeJACHHUE UCHbITaHHK (aHATM30B) ©U  OGOpMIICHUE
COOTBETCTBYIOIIEH JOKyMEHTaluu. MHCTpykuMM 1o opraHu3anuy, JOKYMEHTUPOBAaHHUIO U
BbIJau€ pa3pellieHus Ha BBINYCK NPOJYKIMH JOJDKHBI BKIIOYATh B ceOs NMPOBEACHHUE BCEX
HEOOXOJIMMBIX HCIIBITAHUNA M 3allpellaTh HCIOJIb30BAHWE HMCXOJHOTO ChIpbS U MaTepualioB U
peain3anuio roTOBOM MPOAYKLUUU 0 MOATBEPKIECHUS COOTBETCTBUS KayecTBa YCTaHOBIJIEHHBIM
TpeOOBAHUSAM.

OcHoBHbIE TPeOOBaHUS K KOHTPOJIIO Ka4ecTBa:

|. Hanwume HEOOXOAMMBIX TOMEIICHUH H 000pymoBaHMs, OOy4E€HHOTO II€pPCOHANA,
YTBEPKIACHHBIX METOJIUK 10 O0TOOpPY MpoO, MPOBEpKE U MPOBEJCHHUIO MCHBITAHUNA MCXOJHBIX U
YIaKOBOYHBIX MaTEpHUaJOoB, MPOMEXKYTOYHOM, Hepac(pacoBaHHON U TOTOBOM MPOIYKIIHH,
KOHTPOJIIO OKpYy’Karolei cpeil B COOTBETCTBUM C TPeOOBAaHUSMU HACTOSALIErO CTaHJapTa
(mpaBun GMP).

Il. IIpoBenenune otdopa Mpod MCXOAHBIX M YINAKOBOYHBIX MATEPUAJIOB, IPOMEXYTOUYHOM,
Hepac(acoBaHHON M TOTOBOM NPOAYKLUUU aTTECTOBAHHBIM IIE€PCOHAIOM B COOTBETCTBUM C
METOAMKaMH, YTBEPKJACHHBIMU OTIEIOM KOHTPOJISI Ka4eCcTBa.

[11. TlpoBeneHMe UCTBITAaHUI AaTTECTOBAHHBIMU METOIAMHU.

V. CocraBieHre MpPOTOKOJIOB (3alOJHSIEMBIX PYKOIUCHBIM CIOCOOOM W/WiIU ¢
NPUMCHEHUEM TEXHHUYECKHX CPEICTB), MOATBEPXKIAONIMX (DAKTHUSCKOE TPOBEACHUE BCEX
HEOOXOIUMBIX OTOOPOB TPOO, MPOBEPOK W HCIBITAHWN, a TaKKE PETUCTPAIMIO JIFOOBIX
OTKJIOHCHHUH M paccieI0BaHMil B TIOJIHOM 0OBbEME.

V. [TIloarBepxkaeHwe  TOro, 4YTO TOTOBas  MPOJYKIHUS  COAEPKHUT  aKTUBHBIE
bapmaneBTHUecKUe CyOCTaHIIMU (MHTPEIUEHTHI), 1O KAYECTBCHHOMY M KOJHUYECTBCHHOMY
COCTaBy  COOTBETCTBYIOIIME  TpeOOBaHUSAM, YCTAaHOBJIEHHbIM IPU  TOCYJapCTBEHHOM
perucrpanuu, UMeeT TpedyeMyto YUCTOTY, IPAaBUJIbHO YIIAKOBAHA U MapKHPOBaHA.

VI. OdopmiieHne mNpoTOKOJIOB MPOBEPKH KCXOJHOTO ChIpbs M  MaTepHasioB,
MIPOMEXYTOUYHOM, Hepac(pacoBaHHON W TOTOBOM NPOAYKLIMH, HX aHalIU3 M CpPaBHEHHUE CO
cnenudukanusaMu. OLeHKa MNPOAYKIHH BKJIOYaeT B ce0s H3ydeHHE Bcell HeoO0XoauMoin
IIPOM3BOJICTBEHHON TOKYMEHTAIMU U aHaJIN3 OTKJIIOHEHUH OT YCTaHOBJICHHBIX TPEOOBaHUH.

VII. Ilony4yeHnue paspelieHus: Ha IPOAAXKy UM OCTAaBKY JIF0O0H cepuH MPOTYKIUHU TOJIBKO
[ocJie  MOATBEPXKACHUS  YIOJHOMOYEHHBIM JIMLIOM €€ COOTBETCTBUS  TpeOOBaHMSIM,
YCTaHOBJIEHHBIM IIPU FOCYIaPCTBEHHON PErUCTpaLIUU.

VIIlI. Coxpanenne AOCTaTOYHOTO KOJMYECTBA OOpA3IOB HMCXOJIHBIX MaTEpHUATIOB U
MIPOAYKIIMU TSI BO3MOYKHOM MTPOBEPKH B ciiydae HeoOoxoaumocT. OOpasibl MPOIyKIIUU CIAEAYET
XpaHUTh B UX OKOHYATEJIbHON YIAKOBKE, 3a UCKIIFOUEHUEM KPYITHBIX YIIaKOBOK.

AHanu3 KadyecTBa IPOAyKLIHUH

1.4. Cnenyer peryisipHO MPOBOJUTH aHAJIW3 KadyeCcTBAa MPOIYKIUU U OQOPMISATH €ro
JOKYMEHTAJIHHO B BHUJIE AHAIIMTUYECKOTO 0030pa ISl BCEX JIMIICH3UPOBAHHBIX JIEKAPCTBEHHBIX
CPEJIICTB, BKJIIOYAs MpeIHA3HAYCHHBIC TOJIBKO JIJISl DKCIOPTA, C IEJIbI0 MPOBEPKH HEM3MEHHOCTH
JNEHCTBYIONIUX TIPOIIECCOB, COOTBETCTBUS CHEIU(PUKAIMAM HCXOJHBIX MAaTepUaOB U TOTOBOU
MPOAYKIIMUA JUISi OOHApYXKEHUS JIOOBIX W3MEHEHWHW U TEHACHIHMH W TMOATBEPXKICHUS
COBEPIIICHCTBOBAHUS MPOAYKIIMH U TpoiieccoB. Kak mpaBumio, Takoi aHaK3 CJIeAyeT IPOBOIUTH
OJIMH pa3 B roJi, MpUHUMAsi BO BHUMaHUE PE3yIbTaThl TPOBEICHHBIX paHEE aHAIN30B.

[IpoBenenue aHann3a JOHKHO BKIIIOYATh B ce0s1, KAK MUHUMYM, CJIEYIOIIEE:



|. AHanmu3 MCXOIHBIX U YINAKOBOUHBIX MaTE€pUAJIOB, UCIOJb3YEMbIX [UIsl MPOU3BOACTBA
MPOIyKIIMH, oOpariast oco00e BHUMaHKUE HAa MaTepHalibl, IOJIy4€HHbIE OT HOBBIX ITOCTABILIUKOB.

Il. AHanu3 BHYTPUIPOU3BOACTBEHHOTO KOHTPOJISI (KPUTHYECKHX (DAKTOPOB) M KOHTPOJIS
TOTOBOM ITPOTYKLIHAH.

1. Anmanu3 Bcex cepuil, UIsi KOTOPHIX OTMEUYEHBI OTKJIOHEHHS OT crneruduKanui, u
Pe3yJbTaTOB PacCiIeI0OBaHUS ITUX OTKIOHEHUH.

V. Ananu3 BceX CYIIECTBEHHBIX OTKJIIOHEHHM WM HECOOTBETCTBHM, pE3ylIbTaTOB HX
pacciefoBaHusi U OLEHKa A((EKTUBHOCTH MNPEANPUHUMAEMBIX KOPPEKTUPYIOIIUX HWIH
MPeYNPEXIAIOLIUX MEP.

V. AHanu3 BCeX U3MEHEHU, BHOCHMBIX B ITPOIIECCHI H/WIIM QaHATTUTHYSCKUE METO/IbI.

V1. AHanu3 U3MCHEHHI B PETUCTPALIMOHHON JTOKYMEeHTAIMU (MPEICTaBICHHBIX, IPUHSITHIX
WIM OTKJIOHCHHBIX), BKJIIOYAs W3MCHEHUs, OTHOCSINUECS K MPOJYKIUH, IMpeIHa3HAYCHHON
TOJIBKO ISl OKCIIOPTA.

VII. Ananu3 pe3yabTaToB KOHTPOJIS CTAOUIBHOCTH U JIFOOBIX OTPUIIATEIBHBIX TEHIACHITUH.

VIIl. Ananu3 BO3BpaTOB MPOAYKIMH, CBSI3AHHBIX C KAa4€CTBOM, pEeKIaMaldil U OT3bIBOB
MIPOJIYKIIMU U PE3YIbTATOB IPOBEIEHHBIX paHee pacciael0BaHu.

IX. Ananu3 3¢pdexkTuBHOCTH JIOOBIX paHee BHECEHHBIX W3MEHEHHH B MpOLIECChl WU
000py10BaHUE C LIEJBI0 UX COBEPILIEHCTBOBAHUSI.

X. AHanu3 3amMedaHuil Ha BHOBb 3apETHMCTPUPOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA WIIHU
[10CJI€ BHECEHUSI U3MEHEHUH B IOKYyMEHThI, OTHOCAIINECS K TOCYAapCTBEHHOM perucTpauu.

XI. Paccmorpenue pe3yibTaToB arrectaluu (HCHOBITAaHUH) 00OpYHAOBaHHMS, MPOLECCOB H
TEXHOJIOTUYECKUX CpeJll, HalpuMep, CUCTEM BEHTWISALMM U KOHJIMLIMOHHMPOBAHMS BO3/yXa,
MIOATOTOBKH BOJIbI, CKaTOTO BO3/1yXa U Jp.

XIl. PaccmoTpeHue paboThl MO KOHTpakTam (pa3zmen 7) C LEeNbl0 MOATBEPKICHUS e
COOTBETCTBUS JEUCTBYIOIIUM JIOKYMEHTaM.

[MpousBoauTeNlb U BIIAJCNCI] PETHCTPAOHHOTO CBHICTENBCTBA (€CIIM OHU SBJISIFOTCS
pa3HBIMHM JIMI[AMH) JIOJDKHBI ~ OLCHHUTh  pE3yJIbTaThl JAHHOTO  aHajiu3a, YCTaHOBHTh
HECOOTBETCTBUS U JaTh MPEUIOKEHUS 110 MPUHIATUIO KOPPEKTUPYIOIINX U MPEAYyHPEexKTAr0INX
JCHCTBUI ¥ HEOOXOJMMOCTH MPOBEICHUS MOBTOPHOH aTTecTanuu (ucnbitanuii). OO0CHOBaHUS
JUId  TakuxX JAEWCTBUM JOJDKHBI OBITh OQOpMIIEHBI JOKyMeHTalbHO. [IpeanpuHumaemblie
KOPPEKTUPYIOILIKE U MPEeAYNpexatolne 1eUCTBUS JODKHBI ObITh TPOBEACHBI d3PPEKTUBHO U B
ycTaHOBJIEHHBIH cpok. Cienyer pa3paboTaTb MHCTPYKLUMU 10 KOHTPOJIIO BBINOJHEHUS STHX
NEUCTBUM M OIEHKE HX pe3yibTaToB. OD(PPEKTUBHOCTb 3TUX HHCTPYKUUN JOJDKHA OBITH
MPOBEPEHA B MTPOLECCE CAMOUHCIIEKIUN.

Ecnu Biageneny perucTpallMOHHOTO CBHJIETENICTBA HE SBIISETCA IPOU3BOJUTEIIEM
MPOJIYKIHMHU, TO B CIELHUAIBHOM COIJIAIIEHUH MEXAY OSTUMHU CTOPOHAMHU JIOJDKHA OBITh
oTpejiesieHa OTBETCTBEHHOCTh Ka)/J0W CTOPOHBI B OTHOLIEHUM IPOBEJCHMS aHAIM3a KauyecTBa.
YHO0JIHOMOYEHHOE JIMIIO, TOATBEPXKIAIOIIEe COOTBETCTBUE CEPUU TOTOBOM MPOAYKLUHU
YCTaHOBJIEHHBIM TPeOOBaHUSM, COBMECTHO C JepXaTesieM JIMIEH3UH JIOJDKHO YOeOUThCs, YTO
aHaJIM3 KauecTBa MIPOBEJIEH CBOEBPEMEHHO U HA/JIEKAIUM 00pa3oM.

AHaJIU3 PUCKOB

1.5. AHanu3 pHUCKOB SBJIETCS CHCTEMAaTU3UPOBAHHBIM IPOLIECCOM OLEHKH, MPUHSATHS
pCHICHI/II\/II U MCP, CBA3AHHBIX C PUCKAMHU, BIHUAIOIIUMH Ha KAa4CCTBO JICKAPCTBCHHOI'O CPCACTBA.
On MoXer MMPOBOAUTHECA KaK B IICPCIICKTHUBHOM, TaK M B PCETPOCIICKTHBHOM (Ha OCHOBE
NPEALICCTBYIOIINX JaAHHBIX) TUIAHE.

1.6. Cucrema aHanm3a pUCKOB JJOJDKHA 00eCIeunBaTh <* >

- OLCHKY pHCKa IJId KaucCTBA, OCHOBLIBASACHh HAa HAYYHOM IIOAXOJC, OIIBITC pa6OTBI H, B
KOHE€YHOM CUECTE, NCXO4 U3 3alllUThI HOTpC6I/ITCJ'[$I;

- COOTBETCTBHE NMPUHUMAEMBIX MEP U CTEIEHb JOKYMEHTAIHLHOTO O(GOPMIICHHS Tpolecca
aHaJIM3a XapakTepa pHucKa.



<*> #B mannowm pasznene npaBwt GMP EC nana ccbuika Ha npmitokenne 20 o MeToaam
aHanM3a pUCKOB. B wHacrosimumii cranmapt mnpuinoxkenne 20 He BKIIOYEHO BBHIY €ro
HEKOHKPETHOCTHU M PE3KOW KPUTHKHU B €0 a/IpEC CO CTOPOHBI CIIELUATHCTOBH.

2. ITepconain

Opranmzanus U1 (QYHKIIMOHUPOBAHUE MPOU3BOJACTBA U CHUCTEMBI OOECIEYCHHUs] KayecTBa
JIEKApCTBEHHBIX CPEJICTB 3aBUCAT OT MepcoHana. [Ipeanpustue A0MKHO OBITh YKOMIUIEKTOBAHO
MEePCOHAJIOM HEOOXOJAMMOM YHCICHHOCTH M KBajmudukanuu. JlODKHOCTHBIE OO0sS3aHHOCTH
KXKJIOTO COTPYAHUKA JOJDKHBI OBITh OGOpPMIIEHBI JOKYMEHTAJIBHO M YCBOCHBI HM. Bce
COTPYIHUKH TaKKe JO/DKHBI 3HATh TpeOoBaHUs Hactosmero crapmapra (nmpasun GMP),
oTHOCsIHUECS K chepe X NeATeTbHOCTH, M MPOXOJAUTh HAYAIBHOE U MOBTOPHOE OOYYECHHE B
COOTBETCTBUU C UX 0053aHHOCTSAMH, B T.4. 10 TIpaBUjIaM JTUYHON TUTHUCHBI.

OO01rre moI0XKEeHUA

2.1. llpeampusitue IOJDKHO OBITh YKOMIUIEKTOBAHO JIOCTaTOYHBIM  KOJHYECTBOM
NepcoHana, HMMEIOIHUM HEOOXOAUMYI0 KBaIM(PUKALUIO M MPAKTUUYECKUH OMNBIT pPabOTHI.
JIO0JKHOCTHBIE 00513aHHOCTH OTJEJIBHOTO COTPYAHUKA HE JOJKHBI ObITh CIMIIKOM OOJIbIIUMH U
MPUBOJUTh K €ro Ype3MEpHOH 3arpyXeHHOCTH, OTPHULATENbHO BIHAMONIEH HAa KadecTBO
MIPOJTYKIIUH.

2.2. Tlpeanpustue JTOJDKHO WMETh YETKYI0 OpPraHHM3aIllMOHHYIO CTPYKTYpy. CiyxkeOHbIe
00S3aHHOCTU PYKOBOJSAIIUX pPaOOTHUKOB JIOJDKHBI OBITh M3JI0KEHBI B  JIOJDKHOCTHBIX
UHCTPYKUUAX. PyKoBOAWTENM NOJKHBI MMETh JOCTAaTOYHBIE IOJHOMOYHUS JJISl BBIIIOJHEHUS
cBoux (ynkuui. Mx mnomHOMOuMs MOryT ObITh HepefaHbl O(UUIUANIbHO Ha3HAYEHHBIM
3aMECTUTENSIM, UMEIOLIUM JIOCTaTOUHYI0 KBanpukauio. Cieayer UCKIIOUNUTh HEONpaBJaHHOE
NyOIMpOBaHUE OTBETCTBEHHOCTU COTPYJHUKOB, CBSI3AHHOM C BBINIOJIHEHUEM TpeOOBaHMIA
HACTOSILLIEr0 CTaHJapTa, U HE JOIMYyCKaTh CIydyaeB, KOrJa Kakue-InOo (YHKIMM HU 3a KEM He
3aKpEIJICHBI.

PykoBogsiue paboTHUKHI

2.3. PykoBouTenM MPOU3BOJICTBA, PYKOBOJAUTEIb CIIYKObI (OT/Ie/Ia) KOHTPOJISI KayecTBa
YIIOJIHOMOYCHHOE JIMIO (JIMIA) JODKHBI OBbITh 3aHSATHI HA MPEIIPUSITHH, KaK TPABUIIO, TOJIHBINA
pabouwii feHb. PykoBomuTe M MPOM3BOICTBA U CIYXObI (OT/HENa) KOHTPOJISI KayecTBa JOJKHBI
ObITh HE3aBUCHMBIMHM JIpyr OT Japyra. Ha Oonblux mnpennpusaTHsX dYacTb (QyHKUHUH,
MEPEeYHCICHHBIX B 2.5 - 2.7, JIomyckaercsi, TpU HEOOXOJUMOCTH, NepeaaBaTh JAPYrHM
COTPYIHHUKAM.

2.4. O0s3aHHOCTH YIIOJHOMOYCHHBIX JIUI]

a) B oTHOIIEHMH JIEKapCTBEHHBIX CPEICTB, BBINYIICHHBIX B Poccuiickoit denepanum,
YIOJHOMOYEHHOE JIMIO JOJDKHO TapaHTUPOBaTh, 4YTO KaxKJaas cepus MPOAYKIUH Oblia
M3rOTOBJIEHA U MTPOBEPEHA B COOTBETCTBUU C YCTAHOBJICHHBIMHU TPEOOBAHUSMH.

b) B oTHOmIeHMM JEKapCTBEHHBIX CPEJCTB, BBINYIIECHHBIX 3a MpeaenaMu Poccuiickoit
@enepanny, YINOJIHOMOYEHHOE JIMIO JOJDKHO TapaHTUPOBATh, YTO HMMIOpPTUpYEMas Cepus
MPOIYKIMHU MPOILIJIa MPOBEPKY B MOPSIIKE, YCTAHOBIEHHOM B Poccuiickoit Denepanum.

C) Jlo BbImaum paspelieHds Ha BBIMYCK JIGKAPCTBEHHBIX CPEACTB B cdepy oOpaieHwus
YIOJIHOMOYEHHOE JIIO JOJDKHO JOKYMEHTAJIBHO MOATBEPAUTH, YTO KaXIas CEpHsl NPOAYKLHH
YIOBJIETBOPSAET TPEOOBAHUSIM, YCTAHOBJICHHBIM IPU TOCYJapPCTBEHHON PETUCTPaLIUH.

KBanudukanus yrnoJsHOMOYEHHOTO JIMLAa JOJDKHA COOTBETCTBOBATH YCTAHOBJICHHBIM
TpeOOBaHUAM. YTIOJHOMOYEHHOE JIUIIO JIOJKHO BXOJUTH B IITAT IPEIIPUITUS - IPOU3BOAUTENS



JIEKapCTBEHHBIX CpeACTB. Ero o0s3aHHOCTH MOTYT OBbITh IEpelaHbl TOJIbKO JHUI[AM, UMEIOIINM
CTaTyC YIOJHOMOYEHHOTO JIMIA.

2.5. OcHOBHBIC 00SI3aHHOCTH PYKOBOMUTES TIPOU3BOICTBA

|. Opranuzanusi Npou3BOACTBA U XpPaHEHUS MPOIYKIIMHU B COOTBETCTBUU C JIOKyMEHTaLUEN
C 1IeJIbI0 00ecieyeHus TpedyeMoro KauecTBa.

Il. VYTBepxkaeHue HHCTPYKLUMH, CBSI3aHHBIX C TPOU3BOACTBEHHBIM IIPOLIECCOM, H
o0ecreyeHre uX TOUHOTO BBIITOJIHEHHUS.

1. KoHTponap paccMOTpeHHMs M TOJIUCAHHUS BCEX IPOU3BOACTBEHHBIX IPOTOKOJIOB
JUIAMH, UMEIOUIMMH HEoOXOIuMble IOJHOMOYHMSA, 10 Mepelayd UX B CIyxkO0y KOHTpOJIA
KayecTBa.

V. KonTposib paboThl MOJIBEIOMCTBEHHOIO IOJPA3ACICHUs, COJCPKaHUS MOMEIICHUH,
AKCIUTYaTallMi U TEXHUYECKOT0 00CTy)KMBaHUS 000pyJOBaHUS.

V. KoHTposib npoBeeHus: padoT 10 arTecTay (MCIbITAHHUSIM).

VI. Opranuzamnmss TEpBUYHOTO U TMOCJIEAYIOMEr0o OOyYeHHs TPOU3BOJICTBEHHOTO
nepcoHaia.

2.6. OcHOBHBIE 00513aHHOCTH PYKOBOJUTEIIS CITyKOBI KOHTPOJISI KAYeCTBa

|.  VYTBepxaeHue wWiIM OTKJIOHEHME MCXOJHBIX M  YINAaKOBOYHBIX MaTepHUaJIOB,
MIPOMEXKYTOYHOM, HepachaCOBAaHHON U TOTOBOU MPOTYKIIHH.

I1. OueHka NPOTOKOJIOB HA CEPUIO TPOAYKLIUH.

[11. TIpoBenenre HEOOXOAMMBIX UCTIBITAHUH.

V. V1Bepxaenue crnenupukauuid, HHCTPYKIUI 10 0TOOPY MpoO, METOAUK HCHBITAaHUHN U
JPYTrUX METOJUK [0 KOHTPOJIIO KayecTBa.

V. Jlomyck k paboTe crenuaiucTOB-aHATUTHKOB, pa0OTAIOIINX 110 KOHTPAKTY, U KOHTPOJIb
UX JIESTEIIbHOCTH.

VI. KoHTpoas paGoThl MOJBEIOMCTBEHHOTO OT/ENA, OOCITYKHWBAHHS €ro IMOMEIICHUN U

000pyI0BaHUA.
VI1I. KoHTpoJb npoBeeHns aTTecTaliiuy (MCIIbITAHHIA).
VIIl.  Opraamzanys  TEpBUYHOTO W MOCIEAYIONIEro  OOydeHHs  TepcoHalia

MIO/IBEIOMCTBEHHOIO OTJEJIa C y4eTOM OcCOOeHHOCTeW mpou3BoicTBa. Jlpyrue o0si3aHHOCTH
COTPYIHUKOB CITYObI KOHTPOJIS KadecTBa IPUBEACHBI B pa3eine 6.

2.7. PyKoBOMTENN MTPOU3BOJICTBA U CIY)KOBI KOHTPOJISI KAYECTBA UMEIOT PSJT COBMECTHBIX
00s13aHHOCTEHN, OTHOCSAIIUXCS K 00eCIIeyeHUI0 KauyecTBa MPOAYKIUMU. ITU 00I3aHHOCTH C YYETOM
NEUCTBYIOUIMX HOPM U IIPaBUJI MOTYT BKJIIOUATh B ce0s CleyIollee:

- YTBEpXKJCHHE MUCHMEHHBIX HMHCTPYKIHH, METOJAWK M APYrHMX TOKYMEHTOB, B T.d.
BHECEeHHE U3MEHEHUH B HUX;

- KOHTPOJIb IPOU3BOJACTBEHHOMN CPEIbl;

- KOHTPOJIb COOJIIO/IEHUS TPABUJI IPOU3BOJICTBEHHON T UEHBI;

- aTTecTaluio (UCIBITaHKs) TPOIIECCOB;
00y4eHHE TIepCOHaNa,;

- YTBEP)KJEHHUE U KOHTPOJIb MOCTABIIMKOB HCXOJHBIX MaTEpHAIIOB,;
- YTBEP>KIEHHUE U KOHTPOJIb IPOU3BOIUTENEH, pa0OTAIOIIUX 110 KOHTPAKTY;
- OIIpeJIeIeHNE YCIOBUI XpaHEHUsI MaTEPHAJIOB, IPOYKIIMN U KOHTPOJIb UX COONIIOIEHNUS;
- XpaHEeHHE JOKYMEHTOB,
MOCTOSIHHBIM KOHTPOJIb COOTBETCTBUS TPeOOBAHUSIM HACTOSIIETO CTaHIapTa,
MIPOBEJIEHUE HWHCHEKUUH, paccieloBaHUM U OTOOPOB MpPoO C II€JIbI0 BBISBICHUS
(akTOpOB, CIOCOOHBIX MOBIMATH Ha KAYECTBO MPOIYKIIMH.

OO6yuenue

2.8. Tlpennpuarue-mpou3BOAUTENb JOJDKHO OOECTIeYUTh OOy4YEeHHE BCEX COTPYIHHUKOB,
3aHATBIX MPOU3BOJICTBOM HJIM KOHTPOJIEM KadecTBa (B T.4. TEXHUYCCKHH, OOCIY)KHBAIOIIUN



MEePCOHANI ¥ TIEPCOHAJ, BBIMOJHSIIONUA YOOPKY), a TaKkKe APYrHX COTPYIHUKOB, JACATEIBHOCTh
KOTOPBIX MOKET BJIMATH Ha KAUYECTBO MPOTYKIIHH.

2.9. Tlomumo 6Ga30Boro 0OydeHHs TPEOOBAHUSAM HACTOSAIICTO CTaHAApTa (IO TEOPUH H
npaktike GMP), BHOBb NPUHSITBIC COTPYAHUKHU TODKHBI MIPONTH 00yYeHHE, COOTBETCTBYIOIIEE
UX JIOJDKHOCTHBIM 00si3aHHOCTAM. ClielyeT OpraHu3oBaTh EPHOAUUECKOE 00yUeHHE epCOHaa
U OLIEHHUBATh 3((EKTUBHOCTh 3TOTO 00ydeHHs Ha mpakThke. OOyueHue cieayeT NpoBOAUTH IO
nporpaMmam, yTBEpKJICHHBIM PYKOBOJUTEIISIMHU TIPOU3BOJICTBA MIIH CIYKObI (OT/IeN1a) KOHTPOJIS
KauecTBa. Ha npeanpusTuu 10mKHA XpaHUTHCS TIOKYMEHTAIMS O IPOBEICHUU 00yUEeHHUS.

2.10. Cotpynnuku, paboTaromue B 30HAX, B KOTOPBIX 3arps3HEHHE IPEICTABIISIET
ONACHOCThb, HANpUMEpP, B UYHUCTBIX 30HAaX MJIM B 30HAX PAaOOTHl C CUJIBHOJCHCTBYIOLIMMHU,
TOKCUYHBIMU, WHOUIUPYIOUUMU WU CEHCUOMIM3UPYIOIMMHU BEIIECTBAMHU, JIOJDKHBI HPOUTH
crenuagibHOe 00y4YeHHUE.

2.11. Tlocerutenu wu/viu HEOOy4YCHHBIC COTPYIHHKH HE JOJDKHBI JOIYCKAThCS B 30HBI,
CBSI3aHHBIE C IPOU3BOJICTBOM U KOHTposieM KayecTBa. [Ipm HEOOXOIMMOCTH OHH JIOJIKHBI
MIPEIBAPUTENILHO PONTH UHCTPYKTAXK IO MIpaBUiaM JIHMYHOM T'MTHEHbI, TOPSIKY MepeoIeBaHUS U
HOILIEHUIO CIELMAIBbHONW OJEK/bl. 3a STUMH JIMLIAMU JTOJDKEH ObITh OPraHU30BaH TIIATEIbHBIN
KOHTPOJIb.

212. Ilpu oOyueHm:m creayer TMOAPOOHO pa3bsICHATH H  OOCYKIATh IPUHIIHIIEI
obecrieueHns KauecTBa MPOAYKLUHU /Ul UX ITOJTHOIO YCBOCHHUS U AaJIbHEHIIIEro MPUMEHEHHUS.

['uruena nepconana

2.13. Ha npeanpustuu AOJDKHBI OBITH pa3pabOTaHbl U BHEAPEHBI HHCTPYKIUU TIO JIMYHOMN
TUTHEHE NIepCoHalla ¢ y4eTOM 0COOEHHOCTEN KOHKPETHOIO ITPOU3BOCTBA. MIHCTPYKIIMM TOJIKHBI
YCTaHaBJIMBATh TPEOOBAHUS K COCTOSHUIO 370POBbSI COTPYIHUKOB, COOJIFOJICHUIO UMM JMYHOM
TUTHEHbl M TpaBWJIaM HOILEHUS OAEK[Ibl. JlaHHBIE HMHCTPYKLUMH JOJDKHBI COOJIIOJIaTh BCE
COTPYIHHKH, CBSI3aHHBIE C HaXOXJACHHUEM B IPOU3BOJICTBEHHBIX MOMEIICHUSIX M MOMEIICHUSX
KOHTpOJIsl KadecTBa. PyKOBOACTBO NpeNnpUsiTUS HECET OTBETCTBEHHOCTb 3a BBINOJHEHUE
[IEPCOHAJIOM IIPABUJI JTMYHOU FMTUEHBI U OPraHU3aiio0 He00X0JUMOro 00yUEHUS.

2.14. Bce nuna, MpuHUMaeMble Ha paboTy, IOJDKHBI MPOWTH MEIWIIMHCKUN ocMmoTp. Ha
MPENNPUATHH JTOJDKHBI ObITh pa3paboTaHbl U BHEAPEHbI MHCTPYKIUH C MEPEYHEM MOKa3aTesiel
COCTOSIHUS 37I0POBbsI, KOTOPbIE MOTYT OKa3aTh BIMSHHME HA KauecTBO MpOIyKIuHu. B ciydasx,
CBSI3aHHBIX C INPOM3BOJICTBEHHON HEOOXOJMMOCTBIO WM COCTOSIHUEM 3J0POBbsl, COTPYAHHUKH
JOJIKHBI TPOXOJAUTH MIOBTOPHBIM METUITMHCKUN OCMOTP.

2.15. Jluna ¢ nHQEKIMOHHBIMY 3200JIEBAaHUSIMH U TIOBPEXKACHUSMHI Ha OTKPBITBIX YU9acTKaX
TeJa He JOMYCKATCs K IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB.

2.16. Opnexnma COTpYOHHMKA, BXOJSIIETO B IPOU3BOJCTBEHHBIC IMOMEIICHHS, IOJDKHA
COOTBETCTBOBATh HA3HAUEHUIO ITOr0 MMOMEIEHUSI.

2.17. B npou3BOACTBEHHBIX M CKJIAJICKUX 30HAX 3alPEMAlOTCs KypeHne, MPUeM TUIIH HITH
MUThE, JKEBAHWE PE3MHKH, a TAKKE XpaHEHHE MUIIEBBIX IPOJYKTOB, HANMUTKOB, TaOauHBIX
U3JIeNM W JIMYHBIX JIEKapCTBEHHBIX cpelacTB. He nomyckaercs mo0asi AeATEIbHOCTD,
Hapyllamollas YCTAaHOBJICHHbIE NpPaBWJia TUTUEHbl B IPOU3BOJICTBEHHBIX MNOMEIIECHUSAX WIH
JPYTrUX MECTax, KOTOpasi MOKET 0Ka3aTh OTPULIATENILHOE BIMSHUE HA KAY€CTBO IMPOIYKLIUH.

2.18. HemocpencTBeHHBII KOHTAKT OTIEPATOPOB C OTKPHITON MPOJYKIMEH WIH JFOOBIMHU
neTansiMu o00py10BaHuUsl, KOHTAKTUPYIOIUMHU C MIPOIYKIIMEH, HE JOMYCKAaETCs.

2.19. TlepcoHalt TOJDKEH MPOUTH WHCTPYKTAX IO MPABHIIAM MBIThSI PYK.

2.20. CneumanbHble TpeOOBaHMS, OTHOCSAIIMECS K TPOU3BOJCTBY OTIEIBHBIX BHJIIOB
MPOJIYKIIUH, HAIPUMEP, CTEPUIIbHBIX MPErnapaToB, MpuBeAeHb! B [IpuilokKeHUsIX K HACTOSALIEMY
CTaHJapTYy.

3. [lomemenus u 00opyI0BaHUE



OO01Ire moI0KEeHUA

MecTo pacnolioKeHUs, MPOEKT, CTPOUTENbLCTBO, MOHTaX, OCHALIEHUE U OOCITyXUBaHUE
MOMEILEHUH U 000pyIOBaHUS JOJDKHBI COOTBETCTBOBATH XapakKTEPy BBIMOJHSAEMBIX pPaOOT.
[ImanupoBOUYHBIE  pEUICHHS TOMENICHWH ¥  KOHCTPYKIUsS  OOOpYIOBaHHS  JOJDKHEI
MUHHUMHU3HPOBAaTh PHUCK OLIMOOK, IperycMarpuBaTh MpoBeAeHHE 3(PGEeKTUBHON YOOpKH U
00CIyKMBaHUS C LENbI0 MPEJOTBPAIICHUS IIEPEKPECTHOTO 3arpsiI3HEHUS, MOSBICHUS TbLIN WX
I'psI3U U, B 00IIIEM clTy4dae, yCTpaHeHUs JTI000T0 (pakTopa, yXyAIalmero Ka4eCTBO PO TYKIUH.

Tlomenienusa
OO01Ire moI0XKEeHUA

3.1. Puck 3arpsi3HEHUs MaTEepPHAIOB W IMPOIYKIIMH, CO3JIaBaeMbIi OKpYXKaIoIeH cpemoit
NPOM3BOJICTBEHHBIX TMMOMEUICHUH (37aHuil), NODKEH ObITh MHUHHMAIBHBIM TIPH YCIOBUHU
cOOJIIOICHUS BCEX MEP 3alllUTHI.

3.2. Ilpu sKcIuTyaTanuy MOMEIIEHUH ciieayeT coOII0IaTh MEephl MPEI0CTOPOKHOCTH. [Ipn
3TOM [MPOBEIEHUE TEXHUYECKOTO OOCIYy)KMBaHHSI U pPEMOHTa HE JOJDKHO OKa3blBaTh
OTPULATENILHOTO BIMSHHUS Ha KauyeCcTBO NPOAYKUMU. YOOpKa M JAe3UMH(EKIUs NOMEIIeHUN
JOJIKHBI TPOBOAUTHCS B COOTBETCTBUU C MUCbMEHHBIMU MHCTPYKLIUSMH.

3.3. OcBemienne, TeMIEPaTypHBIA PEKUM, BIAKHOCTh BO3yXa W BEHTWISIIHS JIOJKHEI
COOTBETCTBOBaTh HA3HAUYEHHUIO IIOMELIEHUS M HE OKa3blBaTh NPSIMOrO WM KOCBEHHOTO
OTPULATENILHOTO BIUSHUS Ha paboTy 000pYyIOBaHMS U JIEKapCTBEHHbIE CPEJICTBA BO BpeMs HMX
M3TOTOBJICHUS U XPaHEHUS.

3.4. Tlpu TPOEKTHPOBAaHWUHM M OKCIUTyaTalldd TOMEIICHWH HOJDKHA OBITH obOecreueHa
3aluTa OT IPOHUKAHUS B HUX HACEKOMBIX HJIN )KMUBOTHBIX.

3.5. B nomerieHus He JOKHBI JOMYCKAThCS JIUIA, HE MMEIOIINE MIPpaBa J0CTYyIa B HUX.

[Ipou3Bo/ICTBEHHBIE, CKIAJICKUE IOMEHICHHS U IOMEIIEHUS KOHTPOJI KauecTBa He
JOJIKHBI MCMOJIB30BaThHCS JJIsl CKBO3HOTO MPOXO0Ja EpcoHaia, He paboTaroIEero B HUX.

[IpounsBocTBEHHAs 30HA

3.6. [lyi1 MUHEMHU3AIIUH PUCKA JUTS 3I0POBbsI JIIOACH M3-3a TIEPEKPECTHBIX 3arps3HEHUH TIPH
MPOM3BOJICTBE HEKOTOPBIX JICKAPCTBEHHBIX CPEIICTB, TAKUX KAK CEHCHOMIM3UPYIOIINE BEIIECTBA
(HampuMep, NMEHWIMUTAHBI) WM OHWOJIOTHYECKHE JIEKapCTBEHHBbIC CpeACcTBa (Hampumep, U3
KMBBIX MHKPOOPraHH3MOB), CIEIyeT MPEeIyCMOTPETh CICHUATbHBIC M H30JIMPOBAHHBIC
TEeXHUYECKUE cpeacTBa (MoMeleH s, 000pyI0oBaHKe, CpecTBa 00CIy)KUBaHU U JIp.). B oaHuX
U TeX X TOMEIICHHUSX HE JOMYCKaeTCs MPOU3BOJCTBO OTICIbHBIX BHJIOB AHTHOHMOTHKOB,
HEKOTOPBIX TOPMOHOB, IIMTOTOKCHHOB, CHJIbHOACHCTBYIOIIMX JICKAPCTBCHHBIX CPEACTB H
NPOIYKIIUK HEMEIUIIMHCKOTO Ha3HAYeHHs. B MCKIFOUMTENBHBIX CIy4asX MPOU3BOJICTBO TaKHX
npernaparoB JOIMYCKAaeTCs B OJHHUX MOMEIICHUSAX MPU Pa3/elieCHUH LUKIOB MPOM3BOJCTBA IO
BPEMEHH, C COOJIIOZICHHUEM CICUUAIBHBIX MEp MPEJOCTOPOKHOCTH U MPOBEICHHUEM
HeoOxoquMoi artectanuu (McnbITaHui). B 31aHMAX, HCMONB3YeMbIX ISl HPOM3BOJCTBA
JICKAPCTBEHHBIX CPEJCTB, HE JOIMYCKAETCsl MPOU3BOJCTBO 0B TEXHHUYECKOTO HA3HAUCHHUS
(mecTUIMIOB U TepOUIUIOB).

3.7. IInaHupOBOYHBIC PEIICHHS TIOMEIICHHUH, 0 BO3MOKHOCTH, JIOJDKHBI COOTBETCTBOBATh
JIOTMYECKO# MOCIIe0BATEIbHOCTH TPOU3BOACTBEHHBIX OMEPAIUil U 00ECIIeYNBAThH BBIMOJHCHUE
TpeOOBaHUMN K YUCTOTE.

3.8. IlnanupoBouHbIC pelieHUs padO4YMX 30H W 30H XPAHEHUS BHYTPH MPOU3BOJCTBA
JOJDKHBI  00eCIieunBaTh IOCICIOBATEIFHOE U JIOTHYHOE pa3MEIIeHUe OO0OpYIOBaHUS U
MaTepUaJIOB, CBOJUTh K MUHUMYMY PHCK MEpEIyThIBAHHS Pa3IMUYHbIX JICKAPCTBEHHBIX CPEJICTB



WM UX KOMIIOHEHTOB, NIEPEKPECTHOTO 3arpsiI3HEHUS U OLIMOOYHOIO BBIIOJIHEHUS WK MPOITyCKa
JOOBIX OIepanuii Mo MpoU3BOACTBY HJIK KOHTPOIIIO.

3.9. Ecnmu wcxogHble W TEPBUYHBIE YIIAKOBOYHBIC MAaTE€pPHAlbl, MPOMEKYTOUYHBIE HITH
Hepac(acoBaHHbIE MPOJYKTHI MOJBEPIratOTCsl BO3IECHCTBUIO OKPYXAIOIIEH cpesbl, BHYTPEHHUE
MOBEPXHOCTH MOMEIICHUH (CTCHBI, TOJ U TOTOJOK) [OJDKHBI OBITh TJIaJKHMH, HE HMETh
OTKPBITHIX COETMHEHHUN U TPEIIMH, HE BbIAEIATh YaCTUI] U JOJDKHBI 00€CIIeYnBaTh BO3MOXKHOCTD
OecripensTCTBEHHON U 3PPEeKTUBHOM YOOPKH, a TakxKe, IpU HEOOXOAUMOCTH, 1e3UH(EKINH.

3.10. KoHcTpyknus M pa3MelieHue TpyO, OCBETHUTEIBHBIX MPUOOPOB, 00OPYyIOBAHUS
BEHTWJISIUM U T.II. HE JOJDKHBI UMETh MECT, TPYIHOJOCTYIHBIX /ISl OUUCTKU. [10 BO3MOXKHOCTH
uX OOCIyXUBaHUE JIOJDKHO OCYIIECTBIATHCA C BHEIIHEH CTOPOHBI IPOM3BOJICTBEHHBIX
ITOMELIECHUH.

3.11. TpyOompoBOIbI UIsi CTOKOB (KaHAJIHM3alKs) J0JDKHBI UMETh HEOOXOAUMbIE pa3Mephl 1
ObITH 00OPYIOBaHbl YCTPOMCTBaMHU, MPEIOTBPALIAIOIIMMEI 00paTHBIN noTok. Cinexyer n3berarhb
MIPUMEHEHHS] OTKPBITHIX kesn000B. [Ipn HE0OX0IMMOCTH OHM JOJKHBI ObITh HETJTyOOKUMH JJIst
y100CTBa OYUCTKHU U JI€3UH(EKIIH.

3.12. B mnpoW3BOJICTBEHHBIX 30HAX, B 3aBUCHUMOCTH OT BBIIYCKA€MOW IPOIYKIIUH,
BBITIOJTHSIEMBIX OIEpalii U TpeOOBaHUN K OKpPYXKAIOIIEH cpeie, CIeayeT MperycMaTpUBaTh
3GGEKTUBHYI0O CHUCTEMY BEHTWIALMU C obecrnieyeHHMeM TpeOyeMol Temmepartypsl H, Ipu
HE0OXO0IMMOCTH, BJIQKHOCTH BO3/1yXa U €ro (pHIIbTPaLUH.

3.13. UcxomHble MaTepHanbl B3BEIIMBAIOT, KaK MPABHWJIO, B CHENUAIBHO 000PYIOBaHHBIX
JUISL 3TOTO TIOMEIIECHHUSIX.

3.14. Eciu BbINOJHEHUE PabOThI COMPOBOXKAACTCS BBIICICHUEM TMbUIM (Hampumep, MpH
otOope mpoO, B3BEIIMBAHWH, CMELIEHUH, MPOU3BOJICTBEHHBIX OINEPALUAX U YINAKOBKE CYXUX
MPOJYKTOB), TO HEOOXOMMMO IPEAYCMOTPETh MEPbl MO MPEIOTBPAIICHHIO MEPEKPECTHOTO
3arpsi3HEHUs U MPOBEACHUIO OYHCTKH.

3.15. Ilpu npoektupoBanuu (B T.4. pa3pabOTKe IUIAHUPOBOYHBIX PELICHUI) MOMEIICHUI
JUI YNAKOBKHM JIEKAPCTBEHHBIX CPEICTB CJENyeT IpeaycMaTpuBaTh CIeLUaIbHbIE MEpHI,
[pEeOTBpAILAIOIIEe MEePENyThIBAaHUE WM IEPEKPEeCTHOE 3arpsA3HEHUE MaTepualioB U
MIPOJTYKIIUH.

3.16. IIpou3BOACTBCHHBIC TOMEIICHHS JOJDKHBI OBITH XOPOIIO OCBEIICHBI, OCOOCHHO B
MecTax MPOBE/ICHUS BU3YaJIbHOTO KOHTPOJIS.

3.17. BHYTpUIIPON3BOACTBEHHBI KOHTPOJIb MOET MPOBOJUTHCS B 30HE MPOU3BOJICTBA,
€CJIM 3TO HE CO3/aeT MOMEX JUIsl TEXHOJOTUYECKOTO MpolLiecca.

30HBI CKJIaIUPOBAHUS

3.18. 30HBI CKIIAAMPOBAHUS OJDKHBI UIMEThH JIOCTaTOYHYIO BMECTHMOCTH ISl 00eCTIeueHUs
HAJUIeKAIICTO XPAHCHHS Pa3JIMYHBIX KATETOPUil MaTEPHATIOB U MPOIYKIHH (HCXOHOTO ChIPhS U
YIaKOBOYHBIX MAaTepUaioB; MPOMEXKYTOYHOM, Hepac(hacoBaHHOM M TOTOBOM MPOIYKLUU;
MPOAYKLMH, HAaXOJAIIECWCs B KapaHTUHE; Pa3pelleHHOM Uil BBIMYCKA, OTKIOHEHHOM,
BO3BPAIIICHHO! MJIM OTO3BAHHOM MPOAYKIIHH).

3.19. Ilpm mTpOEKTUPOBAHWM W  OPraHU3aUM 30H  CKIQJAUPOBAHUS  CIIEAYET
IpelycMaTpuBaTh HaAJIEKalIUe YCIOBUS XpaHEHUs. 30HbI CKJIaJUPOBAHUS JOJDKHBI OBITH
YUCTBIMU M CyXUMH, B HUX JIOJDKEH ObITh oOecrieueH TpeOyemblil TemrnepaTypHblil pexxuM. [lpu
HEOOXOJMMOCTH ClieyeT OO0ecleunBaTh CHCIHMANbHBIC YCIOBUS XpaHeHus (Temieparypa,
BJIAXKHOCTb BO3/lyXa H T.II.) K UX KOHTPOJIb.

3.20. B 30Hax MPUEMKH U BBIIAYA MaTEPUAIIOB U MPOIYKIIUH JT0JDKHA OBITH 0OecTieyeHa ux
3aluTa OT HEOJIaroNnpusATHOrO BIMSIHUSA OKpyXarouei cpeibl. [IpoeKkT 30HbI MPUEMKHU JOHKEH
MIpEeAYyCMAaTpUBaTh OYMCTKY YIAKOBOK C IOCTYNAKOIIMMHU MaTepuajaMy Iepel HX
CKJIaIUPOBAHUEM.

3.21. Ecnm pexuM KapaHTHHA OOECIIeYMBACTCS XpaHEHHEM MPOIYKIUH B pa3AeibHBIX
30HaX, TO 3TH 30HbI JIOJDKHBI OBITH YETKO 0003HaueHbI. JIoCTyll B HUX JIOJDKEH OBbITh pa3pelieH



TOJIBKO JIIIaM, UMEIOIUM Ha 3TO mpaBo. J[robas npyras cucrema, 3aMeHSIOMmas (GU3NIecKoe
paszesneHue, 10JKHa 00ecTieunBaTh SKBUBAJICHTHYIO 0€3011acHOCTb.

3.22. Ot6op pod UCXOAHBIX MAaTEPHATIOB, KaK MPABUIIO, CJIEAYET BBITIOJIHITH B OTACITBHOM
3o0He. [Ipu oTGope mpob B CKIIaICKO# 30HE MOJLKHBI OBITH TMPUHSATHI MEPHI, TPEAOTBPAIIAIOIIIE
MPSIMOE HITH TTEPEKPECTHOE 3arpsisHEHHE.

3.23. OTKIOHEHHBIC, OTO3BAHHBIC WJIM BO3BPAIICHHBIC MATEPHAIIBI M MIPOIYKIIHIO CICTYET
XPaHHUTH B U30JUPOBAHHBIX 30HAX.

3.24. CMIIbHOICHCTBYIONINE BEIIECTBA U TPENapaThl JTOJDKHBI XPaHUTHCS B O€30TMACHBIX U
OXpaHSEMBIX TOMEIICHHSX.

3.25. JlomwkHO OBITH oOOeECHeueHO HaJaeKHOe U 0e301macHOe XpaHEHUE IeYaTHBIX
MaTepHAJIOB BBHJY WX KIIOUEBOW POJM B TOIATBEP)KICHHH HWICHTHYHOCTH JICKAPCTBEHHBIX
CpEACTB.

30HbI KOHTPOJIS Ka4ecTBa

3.26. Kax mnpaBuio, JlabopaTopui KOHTPOJISI Ka4ecTBa JIOJDKHBI OBITH OTACICHBI OT
IIPOM3BOJICTBEHHBIX TMOMEUIEHUH. OTO O0COOEHHO BaXHO s J1a0OpaTopuil  KOHTPOJIS
OMOJIOTUYECKUX, MHUKPOOHOJOTHYECKHX IMPErapaToB WM PaAHOU30TONOB, KOTOpPBIE TaKKe
JOJKHBI OBITH OT/ICJICHBI JIPYT OT APYTa.

3.27. TIpoeKT KOHTPOJBHBIX Ja0OpaTOpHii MIOJDKEH COOTBETCTBOBATH TPEOOBAHHAM K
BBITIOJTHSIEMBIM B HUX omnepanusM. [lmomane mabopaTtopuil 0oDKHA OBITH JTOCTATOYHOW ISt
WCKITFOUSHHSI TIEPETTyTHIBAaHHUS U TIEPEKPECTHOTO 3arpsi3HEHMs], a TaKXKe Ul XpaHEeHUs] 00pa3IoB
Y JIOKyMEHTAIIHH.

3.28. ns pa3MmemieHus: YyBCTBUTEIBHBIX INPHOOPOB, HYKIAIOMIUXCS B 3alIUTE OT
AIIEKTPOMATHUTHBIX ITOJICH, BUOpAIIMH, TIOBBIIICHHOHN BIIXXHOCTH BO3JIyXa WJIHM JIPYTUX BHEIITHUX
(baxTOpOB, MOTYT OBITH IPEYCMOTPEHBI OT/ICITBHBIC TOMEIICHHS.

3.29. OcoOple TpeOOBaHUSI TPEIBABISIOTCS K J1a0OpaTOpPHSIM, B KOTOPBIX MPOBOISATCS
pabotel Cc oOpasmamu  crnenu(PUUEeCKUX BEIIECTB, HANpUMEpP, OHOJOTHYECKUMH  WIIH
palMmOaKTHBHBIMH MaTepHaJIaMHU.

BcnomorarensHbie 30HbBI

3.30. KoMHaTBI OTABIXa ¥ IPHEMa THIIH JTOJDKHBI OBITh OTAEIICHBI OT IPYTUX 30H.

3.31. llomemenus Ui TIEpEOJICBaHMs, TYaJeThl W JylIeBble KaOWHBI JTOJDKHBI HMETh
YIOOHBIA JOCTYN; WX IUIAHUPOBKA M pPa3Mepbl JOJDKHBI COOTBETCTBOBATH UHCIICHHOCTH
nepconana. He mormyckaercst BBIXOJ M3 TyaJIeTOB HEMOCPEACTBEHHO B IPOU3BOJICTBEHHBIC WIIH
CKJIaJICKHE 30HBI.

3.32. PeMOHTHBIE yYacCTKH JIOJDKHBI OBITh, 110 BO3MOXHOCTH, OTJICJCHBI OT
MIPOU3BOJICTBEHHBIX moMmeneHnil. [lpu HeoOXoauMOCTH XpaHEHMsI 3alacHbIX dYacTed u
WHCTPYMEHTOB B 30HE IPOM3BOJICTBA JIOJDKHBI OBITh MPEAYCMOTPEHBI CIIEIUAIBHBIC TIOMEIICHHS
WM IKagBbI.

3.33. IlomemnieHus UTsS COJIEPIKAHUS JKUBOTHBIX JTOJDKHBI OBITH M30JIMPOBAHBI OT OCTATBHBIX
30H, 000PYI0BaHbI OTACIHHBIMHI CUCTEMaMHU BEHTUISIIIAN M OT/ACTBHBIM BXOJIOM.

Ob6opynoBanue

3.34. KoHCTpyKIHsi, MOHTaX H TOPSAJOK TEXHUYECKOTO OOCIYXHBaHHS 000PYIOBaHHS
JOJI’KHBI COOTBETCTBOBATh €0 Ha3HAYCHHUIO.

3.35. PaboThl 1O pEMOHTY M TEXHHYECKOMY OOCITY)KHUBaHUIO 00OPYHOBaHUS HE JIOJKHEI
OKa3bIBaTh OTPULIATEIIFHOTO BIIMSHUS Ha KAYECTBO MPOTYKIIHH.

3.36. KoHCTpyKIHs MPOU3BOJCTBEHHOTO 000PYIOBaHHS JOJDKHA 00eCIIednBaTh yIo0CTBO
¥ BO3MOJKHOCTB €ro ouncTku. Ormepanuu 1mo o4ucTke 00OpYAOBaHUS JOJDKHBI BBITIOJTHITHCS B



COOTBETCTBUM C TOJIPOOHBIMH THChMEHHBIMH HMHCTpYKIUsAMH. OOopynoBaHHe cJemyeT
COJIEp’KaTh B CyXOM M YHUCTOM COCTOSTHUH.

3.37. VHBeHTaph W MaTepHajbl JJISl MBIThS M OYUCTKH HE JOJDKHBI OBITh MCTOYHUKAMHU
3arps3HECHUS.

3.38. OOopymoBaHue JODKHO OBITh YCTAHOBJIICHO TakK, 4YTOOBI, IO BO3MOIKHOCTH,
WCKITFOUUTH PUCK 3aTrPsA3HEHHS W BBITIOJIHEHUS OIINOOYHBIX ICHCTBHIMA.

3.39. TexHonoruveckoe 00OpYAOBaHUE HE JOJDKHO BIHMATH HAa KA4eCTBO MPOIYKIHUU H
MPECTaBIATh COOOM Kakyro-IMOO ONacHOCTh JIs MPOXYKIUH. YacTH TEXHOJOTHYECKOTro
000pyI0BaHMUs, KOHTAaKTUPYIOIIHE C MPOAYKIMEH, HEe JOJDKHBI BCTYNATh C HEHM B XUMUYECKYIO
peaKkuuio, BbLAEIATh WIM abcopOMpOBaTh BEIIECTBA, OKAa3bIBAIOLIUE BIIMSHME HAa KayecTBO
TIPOYKITHH.

3.40. TIlorpemrHOCTP BECOB H JPYroro HW3MEPUTENLHOTO OOOpYNOBAaHUS JOJDKHA
COOTBETCTBOBATH IPOU3BOJACTBEHHHIM W KOHTPOJIGHBIM ONEpaIysM, B KOTOPHIX OHH
HCIOJIb3YIOTCH.

3.41. TIlepuoguyHOCTh KaMOpPOBKU (MMOBEPKH) HU3MEPUTEIBHBIX, PETHCTPUPYIOLIHX,
KOHTPOJILHBIX TPUOOPOB M BECOB JOJDKHA COOTBETCTBOBATH TPEOOBAHMSAM WHCTPYKIUH U
METOJAMK Ha O3TH npubopbl. PesynpraTel KamuOpoBku  (MOBEpKH)  JOJDKHBI  OBITh
3aJI0KyMEHTHPOBAHBI.

3.42. CrammoHapHble TPYOOUPOBOIBI JIOJDKHBI HMMETh MAapKHpPOBKY C yKa3aHHEM
MPOXOISIINX TI0 HUM BEIIECTB M, €CIIN TPeOyeTcsl, HallpaBJICHH MOTOKA.

3.43. TpyOompoBOIbI It BOJBI OUYHUINEHHON M BOMABI IS HHBEKIHH (IUCTHIUTMPOBAHHOM,
JICMOHU30BAHHOW W JPYyrHMX BHJOB BOJBI) cjeayeT oO0padaThiBaTh B COOTBETCTBHH C
WHCTPYKIUSMH, B KOTOPBIX YKa3aHbI MIPEIeSIbl MUKPOOHOTO 3arpsi3HEHHS U TPHHUMAEMbIE MEPBI
B CJIy4ae MX MPEBBIIICHHUS.

3.44. HeucnipaBHOE 000pYyJIOBaHKE CIICAYET YAAIATh W3 30HBI MPOU3BOJCTBA M KOHTPOJIS
KauecTBa WJIK 0003HAYaTh COOTBETCTBYIOIIUM 00pa3oM.

4. JlokymeHTalus

[IpaBunbHO  coCTaBi€HHass JOKYMEHTAIUs SBIIAETCS BaXXHOM YacThIO  CUCTEMBI
obOecnieueHus kadectBa. Yerkoe odopmiieHHE AOKYMEHTAllMM TIO3BOJIET MPEIOTBPATUTD
OLIMOKM, BO3MOXHBIE IPU YCTHOM OOIIEHUM, U TPOCIEOUTh BCE HTallbl IPOU3BOJCTBA
KOHKpeTHO! cepuu npoaykuuu. Crnenudukanuy, IpOMBIIIJICHHbIE PErIaMEeHTbl, UHCTPYKLIUH,
METOJUKH U MPOTOKOJIbI HA CEPHUI0 MPOAYKUUHU JOJDKHBI ObITH O(OpPMIIEHBI HaJIeKaIIUM
00pa3oM U He JI0JDKHBI coepkarh omnook. [IpaBmiibHOe U TOUHOE 0OopMIIEHHE TOKYMEHTAllUU
HMeEET IEPBOCTEIIEHHOE 3HAUCHHUE.

OO01rre moI0KEeHUA

4.1. Bunbl JOKyMEHTOB

Cneunduxanus (Specification): nokymeHT, coiepkamuii TpeOOBaHUS K MaTepuaiam |
MPOJIyKTaM, MCIOJb3YeMbIM HJIHM MOJy4aeMbIM MPU MPOU3BOJICTBE, SBJISIONIMNACS OCHOBOW ISt
OLICHKH Ka4eCTBa JICKAPCTBEHHBIX CPEIICTB.

[TpOMBINUICHHBIH PErJIAMEHT, TEXHOJOTHMYECKash UHCTPYKIUS U MHCTPYKIHUS TI0 YIIAKOBKE
(manufacturing formulae, processing and packaging instructions): H0KyMeHTBI, ONPEICIISIONIUE
BCE HCIOJIb3yeMbIE HCXOJHBIE MaTepUalbl M OINEpaliyd [0 MPOU3BOJICTBY U YIIaKOBKE
HPOTYKIIUH.

Wuctpykuus, MeToauka, mporeaypa (procedure): moxKyMeHT, COAEpIKaIlui yKa3aHHs I10
BBIMOJIHCHUIO OTJICIBHBIX BUJIOB OTepanuil (Hampumep, 1o OYUCTKE, MePeoIeBaHUI0, KOHTPOIIO
OKpY)KaloIleH cpelibl, 0TOOPY MO0, MPOBEICHUIO UCIIBITAHUHN, IKCILTyaTal[ikd 000PYI0BAHHMS).



[Mpotokon Ha ceputo (record): TOKyMEHT, OTpaXKaroIlUi MPOIECC MPOU3BOICTBA KAKIOH
CepuU MPOIYKLHH, B T.4. pa3pelieHHUEe Ha €€ pealu3aluio, U Bce (PAKTOpHI, BIMSIIOIINE Ha
Ka4eCTBO FOTOBOW MPOTYKLIHH.

4.2. JlomkxeH OBITh yCTAHOBIIEH IMOPSAIOK pa3padOTKd, O(GOpMIICHHUS, BBIJAYU, HU3BATHS
JOKYMEHTOB U BHECEHMs] B HHX H3MEHEHMH. J[OKyMEHTbI JOJDKHBI COOTBETCTBOBATH
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU PErUCTPALIUH JIEKAPCTBEHHOIO CPE/ICTBA.

4.3. JIoKyMEHTHI JOJDKHBI OBITH TOANMCAHBI U YTBEPXKACHBI JIMIIAMHU, UMEIOIIUMH IPABO
MOAIMKCH, C YKa3aHUEM JaThl.

4.4. JIokyMEeHT HE JOJDKEH JIOIYyCKaTh JIBYCMBICIEHHOro TojikoBaHus. Ha3Banue, Bug u
Ha3HAYeHUe JOKYMEHTa JOJDKHBI OBbITh YETKUMU U SICHBIMU. JIOKYMEHT JOJKEH HMETh
JIOTUYHYIO CTPYKTYpy, OOECHeuMBaIOIIYI0 MPOCTOTY €ro mnpoBepku. Kommum HOKyMEHTOB
JOJDKHBI OBITH SICHBIMH M 4eTKHUMHU. Croco0 CHATHUS KOMUK ¢ pabovMX JOKYMEHTOB JIOJDKCH
UCKJII0YaTh BO3MOKHOCTD MOSIBJICHUSI OIINOOK.

4.5. JIOKyMEHTBl CjelyeT peryiaspHO IepecMaTpuBaTh U aKTyalu3upoBath. I[lpu
[epecMOTpe JOKyMEHTa HEOOXO0AUMO UCKIIIOYUTh UCIIOIb30BaHUE YCTApEBIIEH BEpCUU.

4.6. He pexomenayercs OQOpPMIISATH JOKYMEHTBI B pYyKONUCHOM Buzae. llpum
HEO0OXOJIMMOCTH JaHHbIE B JIOKYMEHT BHOCST UYETKUM, Pa300pUYUBBIM IOYEPKOM TaK, YTOOBI
BHECEHHbIE JaHHbIE HEJb3sl ObUIO YAANUTh. J{1s1 BHECEHMS TaHHBIX B JIOKYMEHTE JOJIKHO OBITH
MPEyCMOTPEHO JOCTaTOYHO CBOOOIHOTO MECTA.

4.7. Ilpu BHeceHMHM HM3MEHEHUH B JOKYMEHTBHI ClEAyeT NpPOCTaBJIsATh JaTy BHECEHUs
M3MEHEHHUsI U MOJINUCH JIMIla, BHECIIETo 3TO u3MeHeHue. [Ipu HeoOX0IMMOCTH CllelyeT yKa3aTh
MIPUYMHY BHECEHUs W3MEHEeHHH. BHeceHHble M3MEHEHMs] HE JIOJDKHBI CO3JaBaTh 3aTPyAHEHUN
JUIS. BOCIIPUSITHS UCXOTHOTO TEKCTA.

4.8. TIpoTokombl cieayer ohOopMIIATh OJTHOBPEMEHHO C BBITIOJTHEHUEM COOTBETCTBYIOIIUX
NeUCcTBUIM TakuM 00pazoM, 4TOObI MOXHO OBLJIO HPOCJIENUTh BCE OCHOBHBIE ONEpaluu Ipu
IIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEICTB. IIpOTOKOIBI ceyeT XpaHUTh HE MEHEE OJTHOTO roJia Co
JIHSI OKOHYaHUS CpOKa FOJAHOCTH TOTOBOM MPOIYKIIUH.

4.9. 3anuch NAaHHBIX MOXXET BBIMOJHATHCS C HCIOJIB30BAaHHEM JIIEKTPOHHOW TEXHUKH,
(dhoTorpadupoBaHus WIH APYTUX CPEACTB, 0OCCIICUNBAIOIINX HAIEKHOE XpaHeHHE WH(opMaIun
B COOTBETCTBUU C MHCTPYKLUHSMH I10 MCIIOJNb30BaHUIO 3TUX cpencTB. Crenyer mpoBepsATh
TOYHOCTh 3anuceid. Ilpu BeaeHHMH MOKyMEHTAlUMHU B 3JEKTPOHHOM BHJIE MPABO JOCTYNA HIH
W3MEHEHUsI JaHHbIX B KOMIIBIOTEPE MOTYT HMETh TOJBKO JIMI[A C COOTBETCTBYIOLIUMU
MIOJIHOMOYUSIMH, TIPU 3TOM CJIE[yeT BECTH MPOTOKOJ MU3MEHEHUN U U3bATHH. i1 orpaHuueHus
J0CTyIa K 3JEKTPOHHOH 0a3ze MaHHBIX CleAyeT HCIOJb30BaTh CUCTEMY IapoJiell WM JIPYrux
CPEICTB; BHECEHHE 0CO00 BaYKHBIX JIAHHBIX JOJKHO MTPOBEPATHCS HE3aBUCUMBIM criocoOoMm. [lpu
XpaHEHUH IMPOTOKOJIOB HAa CEpPUM NPOAYKLIUHU B IEKTPOHHOM BHUJE Ul 3alUTHl OT MOTEpU
nHpopmMalud HEOOXOIMMO CO37aBaTb pE3EpBHbIE KOMUM HAa MAarHUTHBIX HOCHTEJSX,
MUKpomiIbMax, Oymare Wid MHBIX HAJEKHBIX CpeAcTBax. B mepuoa XpaHeHus 3TU JaHHbIE
JOJIKHBI OBITH JOCTYITHBIMH.

O0s13aTenbHast JOKyMEHTaIHs

Crnenundukammmn

4.10. CrienmpuKaMy COCTABIISIOT U YTBEP)KIAAIOT HA MCXOTHBIE, YITAKOBOYHBIE MaTEPHAIIbI
Y TOTOBYIO MPOayKIHI0. [Ipy HE00X0MMOCTH COCTABIIAIOT CHEHU(PUKAUU HA TPOMEXYTOUHYIO
1 Hepac(haCOBaHHYIO MTPOTYKIIHIO.

CHCIII/I(bI/IKaIII/II/I Ha UCXOOHBIC 1 YITAKOBOYHBIC MAaTCPUAJIbI

4.11. Cneuudukanyy Ha HCXOJHbIE MaTepHalbl, MEPBUYHYIO YIAKOBKY WM IE€YaTHbHIE
MaTepHasbl JOJKHBI BKIIOYATh B ce0s ClIeyIolIne JaHHbIE!



a) ONMCaHue MaTePHANIOB, B T.4..

- HaMEHOBAHKE M BHYTPU3ABOJICKON KOJI;

- CCBUIKY Ha (papMakKomelHyI0 CTaThiO HJIH IPYryH0 HOPMATUBHYIO JOKYMEHTAIHIO (IIpHU ee
HAJTUYUH);

- HaWMCHOBAaHUC YTBEPXKICHHBIX IIOCTABIIMKOB U, IO BO3MOXXHOCTH, II€PBHYHOTO
MPOM3BOIUTEIIS MATEPUATIOB;

- oOpasell eyaTHbIX MaTEepPHUaJIOB,;

b) MeToauku or6opa MPOO U MPOBEICHUS MCIBITAHUI MM CCBUIKA Ha COOTBETCTBYIOIIHE
METO/IUKH;

C) KOJIMYECTBEHHbIC M KAYCCTBEHHBIC XapPAKTCPUCTHUKH C YyKa3aHUEM JOMYCTUMBIX
MpeJeIbHbIX 3HAYCHUH;

d) ycinoBust XpaHeHHUsT 1 MEPBI TIPETOCTOPOIKHOCTH;

€) MaKCHMAJIbHBIN CPOK XPAHEHHUS JI0 TOBTOPHOTO KOHTPOJISL.

Crenuukanuy Ha IpOMEXYTOUHYIO U Hepac(hacOBaHHYIO IPOIYKIIHIO

4.12. Cnenudukanuu Ha MPOMEKYTOYHYIO W Hepac(hacoBaHHYIO T'OTOBYIO IPOJIYKITUIO
JOJIKHBI OBITh B HAJTMYUHU NIPU €€ MPUOOPETEHUH UM OTTPY3KE U MPU HUCIIOJIb30BAHUU JAHHBIX O
MIPOMEXYTOUYHOM MPOJYKIMH MPHU OIEHKE KauecTBa TOTOBOW MPOAYKUUHU. DTH cHelUupUKaUuN
JOJKHBI OBITh AQHAJIOTMYHBI CHEHU(UKALIUAM Ha MHCXOJHbIE MaTepuabl HIH TOTOBYIO
INPOJIYKIMIO B  3aBUCUMOCTM OT XapakTepa HCIHOJIb30BaHHUS MPOMEXKYTOYHOM  WiIH
Hepac(acoBaHHOI rOTOBOM MPOAYKIUH.

Crnenudukanu Ha TOTOBYIO MPOTYKITUIO

4.13. CrenuduKaii Ha TOTOBYIO MPOIYKIMIO JTOJDKHBI BKJIIOUATh B CeOS CIICAYIOIIUE
JIaHHbIE:

a) HaMMEHOBaHKE MPOAYKIMHU ¥ KO (Tpr HEOOXOAMMOCTH);

b) cocraB nekapcTBEHHOTo CpeCTBa MM CCHUIKY HA COOTBETCTBYIOIIUI TOKYMEHT;

C) onucaHue JeKapCTBEHHOM (DOPMBI U IaHHBIC 00 YIIaKOBKE;

d) meroauku 0T6Opa MPOO U MPOBEACHUS UCTIBITAHMI (MM CCHUIKH Ha HHX);

€) KOJIMYECTBCHHbIC M KAYCCTBEHHBIC XApPAKTCPUCTHUKH C YKa3aHUEM JOMYCTUMBIX
MpeJeIbHbIX 3HAYCHUH;

f) ycrmoBus XpaHeHHs W 0COObIe MEpbl MPEAOCTOPOKHOCTH TPH OOpPAIICHHH C
JICKapCTBEHHBIM CpeJCTBOM (TP HEOOXOAUMOCTH);

g) CPOK T'OJTHOCTH.

HpOMBIIHJ'[GHHBIfI PErIIaMCHT U TCXHOJIOTHYCCKNEC MHCTPYKI NN

JIns  KaxIoro BHAAa MPOAYKIMH JOJDKHBI OBbITh pa3pabOTaHbl W yTBEPIKICHBI
NPOMBIIUICHHBIA PErJIAMEHT M TEXHOJIOTMYECKHE WHCTPYKIIMH C yKa3aHHEM pa3Mepa Cepuu
(MoryT OBITH OOBETMHEHBI B OJHOM JIOKYMEHTE).

4.14. JlanHble 0 MPOIYKTE BKIIOYAIOT B CEOSI:

a) HaMMEHOBAHKE U KOJI B COOTBETCTBHU CO CIieI(UKAIINCH;

b) onucanme nexapcTBeHHOMH GOPMEI, €€ JT03UPOBKH U Pa3Mep CepuH;

C) mepedeHb BCEX HCXOIHBIX MATEPHATIOB C TOYHBIM HAMMCHOBAHHMEM, YKa3aHUEM HX
KOJIMYECTBA B COOTBETCTBUHM C TNPHHATOH HOMEHKIATYPOW KOJOB, @ TaKXKE BCEX BEIICCTB,
KOTOpPBIE MOTYT IIPE0OPa30BBIBATHCS B X0JI€ TEXHOJIOTHIECKOTO MPOIecca;

d) oxumaeMplii BBIXO/ FOTOBOM MPOAYKIIMU C YKa3aHHEM JOMYCTUMBIX MPEJIEIOB U BBIXO]
MPOMEXYTOYHBIX MTPOAYKTOB ([P HEOOXOIUMOCTH).

4.15. TexHONOrMYECKUE HHCTPYKIUHU BKIIOYAIOT B CeOs:

a) JaHHbBIC O MECTE HaXOXKJCHHUS MPOU3BOJICTBA K OCHOBHOM 000PYIOBaHUH;



b) uHCTpYKIIMHK MO MOATOTOBKE OCHOBHOTO (KPHUTHYECKOT0) 000pya0BaHus (HAIpUMED, IO
OYHCTKE, COOpKe, KaTuOpoBKe (MOBEPKE), CTEPUIIM3ALIMHI) UK CChUIKH Ha HUX;

C) moApoOHOE MOCTaAUHHOE ONMUCAHUE TEXHOJOTHYECKOTo mpolecca (HampuMep, o
KOHTPOJIIO MaTepHajioB, IPEIBAPUTEIbHON 00pabOTKe, IOCIENOBATEILHOCTH BHECCHUS
MaTepHalioB, BpEMEHH MIEPEMEIINBaHKS, TEMIICPAType U T.11.);

d) onucanue Bcex BHIOB BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJIS C YKa3aHHEM JOMYCTUMBIX
peJIeNioB;

€) ycIIOBHs XpaHEHUs Hepac(pacoBaHHOW MPOAyKiuH (B T.4. TpeOOBAaHHUS K YIAKOBKE,
MapKUPOBKE) U CHEIHATbHBIC YCIOBHUS XpaHeHHUs (IpU HEOOXOAMMOCTH);

f) crienuasabHBIC MEPBI TIPETOCTOPOIKHOCTH.

NHcTpykuun 1o yrnakoBke

4.16. [na Kaxaoro BUAa MNPOAYKIUH, pa3Mepa W BHIA YIAKOBKH JOJDKHBI OBITh
pa3paboTaHbl U YTBEP:KJI€HBl HHCTPYKLMU IO YIIAKOBKE, BKIIIOYAIOIINE B CEOSI:

a) HaMMEHOBaHUE MPOAYKIINH;

b) onucanue ee nekapcTBEHHON POPMBI U IO3UPOBKH (IIPU HEOOXOIMMOCTH);

C) KOJIMYECTBO TMPOJYKTa B OKOHYATEIbHOW YIIAKOBKE, BBIPHKEHHOE B CAMHHIIAX
u3Mepenus (ITyKax, eAMHUIIAX MACChI WK 00beMa);

d) mepedeHr BceX YMAKOBOYHBIX MAaTEPHAIOB, HEOOXOJUMBIX Ui CEPHU IMPOIYKIUH
CTaHJIApPTHOIO pa3Mepa, B T.4. KOJMUYECTBO, pa3Mep W THUI YIAaKOBOYHOTO MaTepuana ¢
yKa3aHHEM KOJia UJIM HOMEpa B COOTBETCTBHUHU C UX clienu(UKaLUEeH;

€) oOpasen WM KONHMIO COOTBETCTBYIOLIETO NEYaTHOTO YIAKOBOYHOIO Marepuana (IpH
HEO0OXOIMMOCTH) ¥ 00pa3ipl ¢ yKa3aHWEM MecTa HAaHEeCCHHUS HOMEpa CEpPUH U CPOKa TOJHOCTH
MIPOJIyKTa;

f) ciermanbHbIC MEpPBI TPEIOCTOPOKHOCTH, B T.4. TIIATEIBHYIO IIPOBEPKY 000PYAOBaHHS U
30HBI YIIAKOBKH, TapaHTUPYIONINE YHUCTOTY YITAKOBOYHOH JIMHUH TIEpe] HAa4ajIoM paOOTHI;

g) omucaHue Mpolecca YIaKoBKH CO BCEMH OCHOBHBIMH BCIIOMOTATEIbHBIMU OTICPAIIASIMH
U UCHOJIb3yeMbIM 000pY/10BaHUEM;

h) mompoOHOe omucaHue NPOBEACHHSI BHYTPUIIPOM3BOJCTBEHHOTO KOHTPOJS, B T..
MOPSLIOK 0TOOpa Mpod U yKa3aHHE JOMYCTUMBIX MPEEIOB.

JIOTIOTHUTENBHO MOTYT OBITH pa3paboTaHbl JAPYrue JAOKYMEHThI, KOHKPETHU3HPYIOILIHE
IOJIOXKEHUSI TPOMBIIIIJIEHHOTO perjaMeHTa.

[IpoTOKOJIBI HA CEPUIO MPOAYKIIMHI

4.17. Ha kaXIyl Cepui0 MPOAYKIMH JOJDKEH ObITh COCTABICH MPOTOKOJ (IIPOTOKOJI Ha
cepuro TpoaAyKuuHu). IIpOTOKOJN MOKEH XPaHUTHCS B YCTAHOBJICHHOM TMOPSAKE U OBITH
COCTaBJIEH B COOTBETCTBUU C TPEOOBAHUSAMU IPOMBIIIEHHBIX PETJIAMEHTOB U TEXHOJOTHYECKUX
UHCTPYKUMHA. MeToauka cOCTaBJIEeHHUsS MPOTOKOJIA JOJDKHA HCKIIYaTh OMIMOKH TMpU €ro
3arnoJHeHuu. B mpoTokosie 10KeH ObITh YKa3aH HOMEp NMPOU3BEACHHON Ceprur MPOAYKLIUH.

[lepen HayanoM Jir0OOTO TEXHOJOIMYECKOI0 MPOIEcca HEOOXOIMMO BBIMIOJHUTE IPOBEPKY
u 0GOpMUTH HPOTOKOJI O TOM, YTO 00OpyAOBaHHME U paboyee MECTO HAXOJIATCS B YUCTOM
COCTOSIHUM, HE COJIEp>KaT OCTAaTKOB MPEAbLAYIIETO MPOIYKTa, JOKYMEHTAIM U MaTepuasioB, HE
OTHOCSIIMXCS K JAHHOMY IIPOLIECCY, U TOTOBBI K UCIOJIb30BAHUIO.

[IpoTokoJ Ha cepuio MPOIYKIMH JIOJDKEH BKIIOYATh B ¢e0sl CIEAYIOLINE TaHHBIE:

a) HaMMEHOBAHUE MPOAYKTA;

b) nary u Bpems Hadana ¥ OKOHYAHHS OCHOBHBIX NMPOMEXKYTOYHBIX ATAINIOB U MOJHOTO
TEXHOJIOTUYECKOIO MpOoLIecca,

C) gaMWwIMI0 W WHHUIKAIBI COTPYAHUKA, OTBETCTBCHHOTO 3a BBINOJHEHHE KaKIOM
MPOU3BOJCTBEHHOMN CTaJINU;



d) damunuro(n) u uHUIMANED onepaTopa(oB), OTBETCTBEHHOTO(bIX) 32 OCHOBHBIC CTAIIUH
NPOM3BOJICTBA, & TAKKe (AMUIMU M MHUIMANIBI JIMI, TPOBEPSBIIMX BHIMIOJHEHHE KaXIOH U3
ITUX orepaluii (Harmpumep, B3BEIIMBAHUS);

€) HOMep CepuM W/WIIM HOMEp aHaliu3a, a Takke (PakTHUECKOe KOJMYECTBO B3BEUICHHBIX
MCXOJHBIX MaTepHajoB, B T.4. HOMEP CEPHU M KOJHYECTBO J0OABJICHHBIX PEreHEPUPOBAHHBIX
WK TIepepabOTaHHBIX MAaTEPHAJIOB,;

f) OCHOBHBIC TEXHOJOTHYECKUE OINEpalud WM JCUCTBHs, a TaKKe OCHOBHOE
000pyI0BaHKE;

g) OPOTOKOJBI BHYTPUIIPOHM3BOJCTBEHHOTO KOHTPOJS C yKa3aHHEM WCIOJHUTEICH H
MOJIYYEHHBIX Pe3yJIbTaTOB;

h) BbIXO MPOAYKIIMH, TOJTyYeHHON Ha OCHOBHBIX IIPOM3BOJICTBEHHBIX CTAIUIX;

i) moapoOHOE OMUCAaHUE JFOOBIX OTKJIOHCHHH OT TMPOMBIIUICHHOTO perjaMeHTa Hu
TEXHOJOTMYECKUX MHCTPYKIUH, OIITMCAHHOE OTBETCTBEHHBIM JIUIIOM.

[MpoTokoaBI HA CEpUIO TPOAYKIHH JOJDKHBI OBITh O(GOPMIICHBI JOKYMEHTAJIBHO
OJTHOBPEMEHHO C BBITIOJIHCHUEM COOTBETCTBYIOIEH ornepaiuu. [IpoTokos Ha Cepuio PO IYKIUH
JIOJDKCH OBITh TOJIUCAH JIMIIOM, OTBETCTBEHHBIM 32 IIPOBEICHHBIN TEXHOJIOTHUECKHIA TIPOIIECC, C
yKa3aHUEM JIaThl.

[IpoTOKOJIBI HA YIAKOBKY CEpUH IMPOAYKIIMHI

4.18. 55 KaXKI0¥ CepUy WM YacTH CEPUU TPOIYKIMH JTOJDKEH OBITh COCTABIIEH IPOTOKOJ
Ha YIMAaKOBKYy, KOTOpBIM cleAyeT XpaHWTh B YCTaHOBJIEHHOM Imopsnke. [Iporokos nomkeH
COOTBETCTBOBATH TPEOOBAHUSM JICHCTBYIOIIMX WHCTPYKIMHA IO YHMAKOBKE MPOIYKIHU. MeTon
COCTaBJIEHUSI NIPOTOKOJIOB JIOJDKEH HCKIIIOYaTh OMIMOKHM MpU €ro 3amnojHeHuu. B mporokonax
JOJDKHBI OBITh  yKa3aHbl HOMEp CEepUM M KOJMYECTBO Hepac(pacoBaHHON MPOIYKLHUH,
[OJUIeXkKAIlel YIAaKOBKE, a TaKKe€ HOMEp CEepud M IUIAHUPYEMOE KOJHMYECTBO T'OTOBOU
TIPOIYKITHH.

[lepen nHayanoMm 000N YHNaKOBOYHOM omepanuyd HEOOXOJMMO IPOBECTU MPOBEPKY M
0(GOpPMHUTH NIPOTOKOJI O TOM, 4TO O0OpyHOBaHME MU padouee MECTO HAXOAATCA B YHUCTOM
COCTOSIHUM, HE COJIEPKaT OCTAaTKOB MPEAbLAYIIETO MPOIYKTa, JOKYMEHTAIlM U MaTepuasioB, HE
OTHOCSIIINXCS K JAaHHOMY TIPOIIECCY, U TOTOBBI K UCTIOJIB30BAHUIO.

[IpoTokoJ1 HAa yIaKOBKY CEpUU MPOIYKIIMH JTOJDKEH BKJIIOYATh B c€0sl CIEAYIOIINE TaHHbIE:

a) HaMMEHOBAHKE MPOAYKTA;

b) nary(s1) u Bpems onepariuii Mo yrnakoBKe;

C) baMUJIMIO U MHUIIMAIIBI JIUIA, OTBETCTBEHHOTO 32 YIIAKOBKY;

d) pamuimu 1 MHUIKATIBI YITAKOBIIMKOB, OTBETCTBEHHBIX 33 PA3JIMYHbIC CTaJMH YIAKOBKH;

€) IPOTOKOJIbI IPOBEPKU COOTBETCTBHUS YITAKOBKU TPEOOBAHUSAM MHCTPYKIIHIA MO YITAKOBKE,
B T.4. pe3yJbTaThl BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJIS;

f) mompoOHble JaHHBIC O BBIMOJHEHWH OICpAlMH 10 YHNAKOBKE, B T.4. CCBUIKM Ha
UCIOJb3yeMOe 000pyJOBAHNE U YIIAKOBOYHBIE JINHUH;

g) oOpas3iibl IeYaTHBIX MATEPUAJIOB, B T.4. 00pa3iibl ¢ 0003HAYCHUEM HOMEPA CEPUH, CPOKa
TOJIHOCTH U J1I000H TOMOTHUTENbHOU HH(OpMaLINY;

h) mompoOHOe omucanue JIOOBIX OTKJIOHEHWH OT MPOMBIIUICHHOTO PErJIaMeHTa,
MHCTPYKLUHI MO YIIAKOBKE U MOJIMUMCAHHOE PAa3pEeLIeHHE Ha OTKIOHEHHE;

I) KOJMYECTBO W HAMMCHOBAHMS BBIJIAHHBIX, HCIIOJIb30BAHHBIX, YHUYTOXXCHHBIX HIIH
BO3BpALIEHHBIX HA CKJIAJ] I€YaTHBIX MaTEepPUaJIOB U Hepac(hacoOBaHHOM MPOIYKIIUU U KOJIUYECTBO
MOJIy4E€HHOI rOTOBOM MPOAYKIMH /JIsl COCTaBJIeHuUs o01iero OanaHca.

Oty JaHHble caeayeT OQOpMISATh JOKYMEHTAJIbHO OJHOBPEMEHHO C BBINIOJHEHUEM
COOTBeTCTBYMOIIEH onepauuu. IIpoTokon Ha yHmakoBKY cCepuu HPOIYKIMH JIOJDKEH OBbITh
MOIMTUCAH JINIIOM, OTBETCTBEHHBIM 32 YIAKOBKY, C YKa3aHUEM JIaTHI.

NHcTpyKum 1 MpOTOKOJIBI



[Ipuemka

4.19. TlpueMKy KaKIOH CepUU KaJIOTO BUIA MOCTABIISIEMbIX MCXOHBIX, YITAKOBOYHBIX H
IIEYaTHBIX MAaTEpPHAIOB NIPOBOJAT B COOTBETCTBHM C IHCbMEHHOM uHCcTpykuuen. Ilo
pe3yJibTaTaM MPUEMKH JI0JDKEH ObITh 0(OPMIICH MPOTOKOJ.

4.20. [TpoTOKOJIbI MPHUEMKH JIOJDKHBI BKIIIOYATh B Ce0s1 CIICTYIOLIHE JaHHbIC:

a) HaMMEHOBaHKE MaTepHaa Mo HaKJIaJAHOW 1 0003HAYCHUE HA YIIAKOBKE;

b) BHyTpM3aBOICKOE HAaMMEHOBAaHWE WJIM KOJA Marepuana (€cid OHU OTIMYAKOTCS OT
yKa3aHHBIX B nepednciieHnn "a');

C) AaTy NPUEMKH;

d) HauMeHOBaHUS MOCTABIIMKA U TIPOU3BOIUTENS (10 BO3MOKHOCTH);

€) HOMEpP CEPHUU TIPOU3BOIUTEIIS;

f) o0lee KOIMYECTBO MOJTyICHHBIX MATEPUAIOB U YUCIIO SAMHHIL YIAKOBKH;

g) HOMep, IIPUCBOCHHBIN TTOCIIE TPUEMKH;

h) 3ameuanus (Hampumep, 0 COCTOSIHMM YIaKOBKH).

4.21. Cnenyet pa3paboTaTh U YTBEPANUTh HHCTPYKIIUH 10 BHYTPHU3ABOJICKOH MapKHpPOBKE,
KapaHTHHY U XPAaHCHHUIO UCXO/IHBIX, YIIAKOBOYHBIX U JIPYTUX MATEPHAIIOB.

OT60p P06

4.22. B MHCTPYKIHAX TI0 OTOOPY MPOO JTOIDKHBI OBITh YKa3aHBI JIMIA, YITOJHOMOYECHHBIC Ha
IIPOBEJIEHUE O3TUX ONEpalUi, HUCHOJb3yeMble METOJUMKM U 000pyrOoBaHUE, KOJINYECTBO
OoTOMpaeMbIX MAaTE€pUaJIOB U MEpbl MPEIOCTOPOKHOCTH, HCKIIOUAIOLIUE 3arps3HEHUE WU
yXyJIIeHne kadectBa npoaykiun (6.13).

[IpoBeaeHue ucnbITaHUN

4.23. Cnenyet pa3paboTaTh U YTBEpAUTH METOIUKH MCIIBITAHUN MaTePHAJIOB U MPOIYKIIUH
Ha pa3MYHbIX 3Talax MPOU3BOJCTBA C YKAa3aHHWEM HCIOJB3YEMbIX METO/J0B U 000PYAOBAHMUS.
Pe3ysbraThl HcnbiTaHui 0(OPMIISIFOTCS B BUe ipoTokosa (6.17).

[Ipouee

4.24. Cnenyer pa3paboTaTh ¥ YTBEPOUTh HHCTPYKIHH, PETIAMEHTHUPYIOIIUE BBIIATY
YIOJHOMOYEHHBIM JIMIIOM pa3pelieHui Ha peaju3aluio M OTKIOHEHHE MaTepuajoB U
MPOJIYKIIUH, B YACTHOCTH, Pa3pelICHU Ha pealu3alliio TOTOBOM npoaykiuu (2.4).

4.25. JIOKyMEeHTaIMI0 Ha Pean3alnio KaKIOW CEpUU MPOIYKIUHU CIEITyeT XPaHUTh LIS
obecrieueHuss (mpu HEOOXOIMMOCTH) BO3MOXKHOCTH €€ OINEPaTHBHOIO OT3bIBA B Ciydac
Heobxoaumoctu (paszen 8).

4.26. Cnenyet pa3paboTaTh U yTBEPAUTh METOUKN (MHCTPYKIMH) HA CIICAYIOLIHE PaObOThI:

- aTTecTauuio (UCIbITaHNS);

- MOHTaX M KalInOpoBKy (IOBEpKyY) 000pynOoBaHuUS;

- TEXHUYECKOE 00CITYy)KHBAaHUE, OUUCTKY U JE3UH(EKIINIO,

- oOydeHue nepcoHasna, ooecreueHme ero oek 01, COOTI0ICHHE MPABWIT IMYHON TUTHEHbI
v 1p.;

- KOHTPOJIb OKPYKAIOLIEH CPeIbl;

- 60pBOYy ¢ mapa3uTaMu, HACEKOMBIMU U IPYTUMU KUBOTHBIMH,

- pexjamanuy,

- OT3BIB MTPOAYKIIHH;

- BO3BpAT NPOAYKLIUH.

BrinonHenue kaxa0# U3 yKazaHHBIX padOT JIOJDKHO OBITH 0()OPMIICHO B BHJIE TTPOTOKOJIA.



4.27. Cnenyer pa3paboTaTb W YTBEPAWTH HMHCTPYKIHMH I10 O3KCIDTyaTalldkd OCHOBHOTO
MPOM3BOJICTBEHHOTO U KOHTPOJIbHO-aHATUTUIECKOTO 000PYI0BAHUSI.

4.28. Jl1st KpUTHYECKOTO 000PYI0BaHUsI CICYeT BECTH )KYPHAJIBI C IEPSUUCICHUEM B HUX
BCEX OIepalii 10 arTecTaluu (MCIbITaHUSIM), KaTnOpoBKe (MMOBEpKe), 00CTY)KUBAHHIO, OUHCTKE
WIM PEMOHTY, B T.4. C yKa3aHueM JaT, GamMuimii M MHUIMAJIOB, a TAKXKe MOJIHUCEH JIMII,
MPOBOMBIINX ITU OTEPAIHH.

4.29. Vicnionb30BaHHe OCHOBHOTO MJIM KPUTUYECKOTO 000PYAOBAHHS U MPOM3BOICTBECHHBIX
IUIOMIA/ICH, Ha KOTOPBIX MPOBOJUIUCH TEXHOJOTHUSCKHUE OTICpAIINH, CIIEAYET PErUCTPUPOBATh B
CIIEIHATbHBIX JKypPHAJIAX B XPOHOJOTMYECKOM TIOPSIIIKE.

5. [IpousBoacTBo

Jlis mostydeHusl MpOAYKIUH TpeOyeMOro KadecTBa TEXHOJIOTMYECKHUE OIEpaluy CIEoyeT
BBINIOJIHATh COTJIACHO IPOMBIIUIEHHOMY PETJIAMEHTY M COOTBETCTBYIOIIMM HWHCTPYKLUSM,
TpeOOBaHUSAM  HACTOSILErO CTaHJapTa, HOPMATUBHBIX JOKYMEHTOB U  TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPHA PErMCTPALIMH JIEKAPCTBEHHOTO CPECTBA.

OO01rme moI0XKEeHUA

5.1. IIpou3BOACTBEHHBI MpPOLECC W €ro KOHTPOJb JOJDKHBI — OCYLIECTBISTHCS
KBJIN(DULIMPOBAHHBIM IIEPCOHAIIOM.

5.2. Bce omeparuu ¢ MatepuaiaMi U MPOAyKIKeH (Harmpumep, MprueMKa, KapaHTHH, 0TOOp
npo0, XpaHeHHEe, MapKUPOBKA, MOJrOTOBKA, MPUTOTOBJICHUE, YIMAKOBKA M OTTPY3Ka) IOJDKHBI
BBITNIOJIHATHCS. COTJIACHO MUCBMEHHBIM HMHCTPYKLUSAM WJIM METOJUKaM M, MPU HEOOXOJIUMOCTH,
MIPOTOKOJIUPOBATHCS.

5.3. Bce mocrynaromue Marepuanbl JODKHBI OBITh IPOBEPEHBI HA COOTBETCTBHE 3aKazy.
Tapy 1 ynakoBKy clieJlyeT OUUILIaTh U MapKUPOBATh.

5.4. ®akThl MOBPEKICHUS Tapbl U YINAKOBKH, KOTOPbIE MOTYT OKa3aThb OTPHUIIATEIbHOE
BJIMSIHUE HA KaU€CTBO MaTepUasoB, CIEAYET paccieoBaTh U MPOTOKOJIUPOBATH C MOCIEAYIOUIUM
coo011eHrneM 00 3TOM B OTJEJ1 KOHTPOJISI KauecTBa.

5.5. Ilocrymaromue wmartepuanbl U MPOU3BEICHHAs TOTOBask MPOIYKLHUS JOJKHBI
HEMEJIEHHO NOMEIAThCs B KAPAHTHH, JCHCTBYIOLUI MO MPUHLIMITY Pa3eIbHOTO XpaHEHUS WU
3a CYET OpraHMU3allMOHHBIX MEp, U COJEpP’KAaThCS B HEM /IO TMOJYYEHHUs pa3pelieHHs] Ha
HCII0JIb30BAHUE WU OTTPY3KY.

5.6. Ilpmemky mnpomexyTouyHod U HepachacoBaHHON MPOIYKIUU TPOBOIAT B
COOTBETCTBUU C MPABUIIAMHU, JEHCTBYIOIIMMHU JIJIs1 HCXOJIHBIX MaTepHasoB.

5.7. Bce marepuasibl MU MPOAYKIHIO CIEAYET XPAaHUTh B COOTBETCTBYIOILUX YCIOBHSIX,
YCTaHOBJIEHHBIX MPOU3BOJAUTENEM, B IOPSAKE, 00ECIIEUMBAIOLIEM Pa3/IeIeHUE CEPUI MPOAYKIIUU
1 ee 000pOT Ha CKIIAJE.

5.8. Iy rapaHTHU OTCYTCTBHS OTKJIOHEHUH 32 JIOITYCTUMBIE MTPEJIEITbI CIeIyeT 00eCIIeYnTh
KOHTPOJIb BBIXOJa (BBITYCKa) MPOAYKIIMU M KOJMYECTBEHHOE COMOCTABJIICHHE €ro C JaHHBIMHU
IIPOMBIIIJIEHHOTO PErjaMeHTa.

5.9. He nomyckaercs OJHOBPEMEHHOE WM IOCIIEOBATEIbHOE MPOBEACHUE OMEpaIuii C
Pa3IMYHBIMU IPOJAYKTAMHU B OJHOM M TOM € MOMEUICHUH MPU OTCYTCTBHM 3aIUTHI OT pUCKa
MePEeNyThIBAHUS UM TIEPEKPECTHOTO 3arpsI3HEHUS.

5.10. Ilpoxykiust 1 MaTepHaibl JOJDKHBI OBITh 3alIMIEHBI OT MEKPOOHOTO U IPYTUX BHJIOB
3arpsiI3HEHUI Ha BCEX 3Tarax Mpou3BOICTBA.

5.11. [Ipu pabore ¢ cyxuMu MaTepuagaMu 1 MpoayKTaMH HEOOX0AUMO IPUHUMATh 0COObIE
Mepbl MPEJOCTOPOKHOCTH IO MPEJIOTBPALLIEHUI0 00pa30BaHUS M PACHPOCTPAHEHUS IbUIH,
0COOEHHO TIpH paboTe ¢ CUITLHOACUCTBYIOIUMH ¥ CCHCUOMIN3UPYIOIIUMH BEIICCTBAMHU.

5.12. B x0/1¢ BBINOJHEHHS TEXHOJIOTHIECKOTO TIpoIlecca Ha BCEX MaTepHaliaX, yIakoBKax C
HepachacOBaHHOW MPOIYKIMEH, OCHOBHOM OOOPYIOBAaHUM W TIOMEIICHHSIX JOJKHBI OBITH



o0o3HaveHusi (MapKUpPOBKa) C yKa3aHHEM IMPOU3BOJUMON MHPOIYKIUH WM MaTepHuaja, ero
n03upoBKHU (pu HEOOXOIUMOCTH) ¥ HOMepa cepuu. [Ipr HEOOXOJAUMOCTH CIEYyeT YKa3bIBaTh
CTaJIMI0 TEXHOJIOTHYECKOIo Mpoliecca.

5.13. O6o3HaueHus (MapKUPOBKA) Ha YITaKOBKE, 000PYA0BAHUH HJIH MOMEIICHUSX TOJIKHBI
ObITh YETKMMH, OJHO3HAYHBIMM, YyCTaHOBJIEHHOWH (opmbl. Kpome mnpumeHeHus: OyKBEHHBIX
0003HaYeHUH, PEKOMEHYETCsl KCII0JIb30BaTh LIBETOBYIO MApKUPOBKY, YKA3bIBAIOIIYIO CTATYC
npoaykiuu (Hanpumep, "Kapantun", "[Ipunsrto”, "Otkinoneno”, "Uucroe" u T.11.).

5.14. Cnenyer KOHTPOJMPOBATH NPABHILHOCTH COEOUHEHHSI TPYOONPOBOJOB U JIPYroro
o0opynoBaHus, TMPEIHA3HAYEHHOTO MJJIs TPAHCIOPTHUPOBAHUS HPOIYKLIMU W3 OJHON 30HBI B
APYTyIo.

5.15. He pomyckaercss OTKJIOHEHHE OT MHCTpYKUMH. Ilpu HEoOXoIMMOCTH HMUCHBMEHHOE
pazpellieHre Ha OTKIOHEHHE OT MHCTPYKLUUN JOHKHO OBITh MOJIyY€HO OT KOMIIETEHTHBIX JIUI] U
OTJie1a KOHTPOJISl KauecTBa.

5.16. B npou3BOJACTBEHHBIC TOMEIICHUS MOXET BXOAHWTH TOJIKO IEPCOHAN, UMEIOIIUI
[IpaBoO JOCTYIA B HUX.

5.17. Kak mnpaBuio, B MOMEIIEHUSAX U Ha 00OPYJOBaHUH, NpPEIHA3HAYECHHBIX IS
MIPOM3BOJICTBA  JIEKAPCTBEHHBIX CPEJICTB, HE JIOMYCKAeTCS M3rOTOBJIEHHE MPOAYKLIUU
HEMEIUIIMHCKOTO Ha3HAYEHUSI.

[IpenoTBpallieHne NepeKPECTHOTrO 3arpsiI3HEHUS PU POU3BOICTBE

5.18. Craemyer HUCKIIOUYUTH BO3MOXKHOCTH 3arpsi3HEHUS HMCXOJHBIX MAaTEPHalIOB HITH
OPOAYKTOB APYIUMH MaTepuajlaMi WIH TpoAyKTamMH. B mporecce NpOW3BOJCTBA PHUCK
CIIy4allHOTO NEPEKPECTHOrO 3arpsi3HEHUsT BO3HUKAET IPU HEKOHTPOJIHUPYEMOM BBIJCIICHUU
MbUTH, Ta30B, UCIIAPSHUH, a’p030Jiei I MUKPOOPTaHU3MOB M3 MaTepHaioB (IPOIYKIMH) U OT
OCTAaTOYHBIX 3arpsi3HEHU Ha 000pYyA0BaHUU U ofek e rojel. CTeneHb pucKa 3aBUCUT OT THIIA
3arpsi3HEHUs U MPOYKTa, MOBEPKEHHOTO 3arps3HEHUIO.

K naunbonee onacHbIM 3arps3HSIOIIMM BEIIECTBAM OTHOCATCA CEHCUOMIM3UPYIOLINE
BELIECTBA, OMOJIOTMYECKHE IpernapaThl, COJAEp)KallUe >KUBbIE MHUKPOOPTaHU3MBbI, HEKOTOpbIE
TOPMOHBI, IUTOTOKCHMHBI M JIpyrue CHJIbHOJAEHCTBYIoIMe BemiecTBa. OCOOEHHO OmacHo
3arps3HEHNE WHBEKIIMOHHBIX MPENapaToB, a TAKKE MPErnapaToB, NpeAHa3HAYCHHbIX VIS IpHeMa
B OOJIBIINX 7I03aX M/UJIK B TEYCHUE MPOIOJKUTESIBHOTO BPEMEHH.

5.19. Jlns mpenoTBpamieHusi TEPEKPEeCTHOTO 3arpsi3HEHHS CIeIyeT MpelryCMOTPETh
HEO0XO0IMMbIE TEXHUUECKUE W OPTaHU3allMOHHBIC MEPhI, HAIIPUMeED:

a) MPOU3BOJCTBO B BBIJICJICHHBIX 30HaX (00s3aTelbHOE MJIsI TAKUX MPOJYKTOB, Kak
NEHUIWJUIAH, JKUBBIE BaKIWHBI, OaKTepHaJbHBIC TMpEMapaThl U3 JKUBBIX MHKPOOPTAaHM3MOB H
HEKOTOpbIE JApYyrue OHOJIOTHYECKUE JICKAPCTBCHHBIC CPEICTBA) WM PA3JCICHUE IUKIOB
MIPOM3BOJICTBA BO BPEMEHHU C COOTBETCTBYIOIIEH YOOPKOH MOMEIIEeHUs U 000pyJOBaHUS MEXKITY
LUKJIaMH;

b) opranu3anus BO3IyIIHBIX [ILTFO30B U BBITSDKHBIX YCTPOUCTB;

C) CBEICHHE K MHUHHMYMY pHCKa 3arps3HCHHS, BBI3BIBAEMOIO PEIMPKYISAIHCH HIH
MTOBTOPHBIM MOCTYIJIEHUEM HEOOpaOOTaHHOIO WIIM HEAOCTATOYHO 00paboTaHHOIO BO3yXa,;

d) xpaHenuwe 3amuTHON (CHEHMANBHOW) OJEXKAbI B Mpeaesiax 30H IPOM3BOJCTBA
MPOIYKIIMH C BEICOKAM PUCKOM IEPEKPECTHOTO 3arps3HEHNUS,

€) HCIOJb30BaHHUE BBICOKOI(D(PEKTUBHBIX METOJOB OYHCTKH M OOpabOTKH C IEJIbI0
HCKIIFOYEHHSI HEJOCTaTOYHOM OYHMCTKHM, 4YacTO SABJIIIOLIEHCA IPUYMHOM NEPEKPECTHOIO
3arps3HECHUS,

f) ucronp30BaHue "3aKPBITHIX CHCTEM" TIPOU3BOJICTBA,;

f) KOHTpOJb HATMYUS OCTATKOB MPEABIAYIIEr0 MPOIAYKTa WM MOIOIIUX CPEICTB H
MapKUpOBKa 000pYyJOBaHUS C YKa3aHUEM CTaTyca YUCTOTHI.

5.20. Crnemyer mepHOIMYECKH TPOBEPATH APPEKTHBHOCTH MEp IO MPEIOTBPAIICHHIO
MEPEKPECTHOTO 3arpsI3HEHUSI B COOTBETCTBUH C YTBEPKJACHHBIMU MHCTPYKIHSMH.



Artrecrarust (MCTIBITAHHS)

5.21. Artectanus (MCHBITaHWS) HANpaBicHa Ha MOBbIIICHUE 3()(EKTUBHOCTH PabOTHI U
MIPOBOJIUTCSI B COOTBETCTBUU C YTBEP)KIACHHBIMH METOJMKaMH. Ee pe3ynbTaThl JOJDKHBI OBITH
0(hOpMIICHBI JOKYMEHTAJIBHO.

5.22. [lpu yTBEepKICHHH HOBOTO TPOMBIIIJICHHOTO PErjaMeHTa WM METOJla IPOU3BOJICTBA
ClleyeT TpPOBEPATh HX MPUTOJHOCTh JJIsi CEPUHHOro Mpou3BOJCTBA. JIOMKHO OBITH
MOATBEPKJICHO, YTO JAHHBIN Mpoliecc, UCIOIb3yeMble MaTeprallbl U 000PyA0BAHHUE TTO3BOJISIOT
MIOCTOSIHHO MPOU3BOAUTH MPOIAYKIMIO TPeOyeMOro KauecTBa.

5.23. Ilpu cymiecTBEHHBIX HM3MEHEHHSX TEXHOJIOTHH, B T.4. JIOOBIX HM3MEHEHHSIX
o0Opy/lOBaHUSA WM MaTepualoB, CHOCOOHBIX BIHUATH HA KadecTBO MPOIYKIUH WU
BOCIIPOM3BOJMMOCTh  MpoIlecca,  CIeayeT  HPOBOJWTh  aTTeCTaluio  (MCIBITAHHS)
COOTBETCTBYIOLUX ITPOIIECCOB.

5.24. ]Iy MOCTOSIHHOTO TOITBEPKICHHS JIOCTIOKEHUS TPEOYyeMBIX Pe3YIbTaTOB CIICAYET
MPOBOIUTH MOBTOPHYIO aTTeCTAINIO (MCIIBITAHUS) TEXHOJIOTHYECKUX MPOLIECCOB U METOTHK.

Hcxonuble MaTepuansl

5.25. OGecrieyeHne HCXOIHBIMH MaTepUallaMU SBISIETCS OTBETCTBEHHOU oOIepanuei,
TpeOyIoIIel MOIHBIX CBEJIEHUI O MOCTABLIUKAX.

5.26. WcxomHble MaTepuaibl CIEAYeT 3aKylaTh TOJBKO y YTBEPKICHHBIX ITOCTABIIUKOB
(yka3aHHBIX B crienu(UKaIMK) U, IO BO3MOXKHOCTH, HETMIOCPEICTBEHHO Y TIPOM3BOIUTEIICH ITHUX
MatepuanoB. TpebGoBaHMS K HMM JOJDKHBI ObITh YKa3aHbl B cCleUU(UKALUIX HA HCXOJHbIE
MaTepuasbl, YTBEP)KICHHBIX IPOU3BOAUTEIEM JIEKAPCTBEHHBIX CPEACTB, U COIJIAaCOBAHBI C
MOCTAaBILMKOM. Bce Bompochl, CBsi3aHHBIE C TMPOM3BOJCTBOM U KOHTPOJEM MCXO/IHBIX
MaTepuagoB, B T.4. paboTa C HHUMH, MAapKHUPOBKA, YNAKOBKa, MOPSIAOK MpPEAbIBICHUS
pexinamManuii M OTKJIOHEHHUS, JOJDKHbI OBITh COTJIACOBAaHBI MEXJY IPOU3BOAUTENEM U
MTOCTABIIIUKOM.

5.27. B kaxm0¥ TOCTaBKe CIEAYeT MPOBEPSATHh LEIOCTHOCTh Taphl, YIMAKOBKH M TUIOMO,
COOTBETCTBUE HAKIIAJIHOW MapKUpPOBKe Ha Tape (YImakoBKe).

5.28. Ilpu mocTaBKe NUCXOIHBIX MaTEPHUATIOB U3 HECKOJIBKUX CEPUI KOKIYIO CEPHIO CIIEIyeT
paccMaTtpuBaTh Kak HE3aBUCHMYIO B OTHOLIEHHMM OTOOpa MpoO, MPOBEIEHUS HCIBITAHUNH U
[IOJIy4EHUS pa3pelIeHus] Ha UCII0JIb30BaHHUE.

5.29. HUcxomHbie MarepHaibl, HAaXOAANIMECS HA CKIaae, MOJDKHBI OBITh MapKHpPOBAHEI
cootBercTByromMM obOpaszom (5.13). MapkupoBka J0JDKHA COJAEpXKaTh, KaK MHHHUMYM,
CJIeYIONTYI0 HH(OpMaIIHIO:

- 0003HaueHUE UCXOAHOTO MPOAYKTa U BHYTPU3aBOACKOM KO,

- HOMEp CEepHH, IPUCBOCHHBIN NPHU NPUEMKE;

- cratyc marepuana (Hanpumep, "Kapantun", "HUcnsrtanus”, "Paspemeno”, "OTkioneHo"
U T.IL.);

- CpPOK TOJHOCTH WJM JaTy, IOCie€ KOTOpPOW HEoOXOAMMO IMpPOBEACHHUE IOBTOPHOIO
KOHTPOJISL.

Ecnu cknazackoe X03s1CTBO MOJHOCTHIO OCHAILIEHO KOMIIBIOTEPaMH, YKa3blBaTh BCIO 3TY
nH(pOpMaLHIO B MApKUPOBKE HEOOA3aTEIBHO.

5.30. KoHTpoib MOUIMHHOCTH COAEPKUMOTO KAKIOW YHAKOBKM C HMCXOIHBIMHU
MaTepuajaMd  pPErIaMEHTUPYETCSI COOTBETCTBYIOIIMMM MHCTPYKUHUSMH M METOJAMKAMHU.
VYnakoBku ¢ HepachacoBaHHOW MPOMYKIMEH, U3 KOTOPHIX OBLIM OTOOpaHBI MPOOBI, JTOTHKHBI
HUMETh COOTBETCTBYIOIIYIO MapKUpoBKy (6.13).

5.31. Ilpm mnpom3BOACTBE JIEKAPCTBEHHBIX CPEICTB MOTYT HCIIOJIB30BaThCS TOJIBKO
UCXOJHbIE MaTepHalibl C HEHCTEKIIUM CPOKOM TOJHOCTH M JONYIICHHBIE OTAEIOM KOHTPOJIS
KayecTBa.



532 I/ICXOHHBIG MaTCpurajibl OOJDKHBI BbIAABATHCA TOJIBKO CIICHUAIBHO HAa3HAYCHHBIMU
JIJIMOaMuU B COOTBCTCTBUHU C MHUCbMEHHOU I/IHCTPYKIII/IGI\/II, IIpU 3TOM MOOJIKHBI BBITIOJHATHCA
Tpe6OBaHI/I5[ K TOYHOCTH B3BCIIMBAHUA W OTMCPHBAHUA MATCpHUAJIOB B UYUCTYIO U
MapKHPOBAHHYIO Tapy.

5.33. CregyeT mpoBOJNUTH HE3aBHCHMYIO IPOBEPKY KaXKJIOTO BBIJIAHHOTO BEIIECTBA, €ro
Macchl ¥ o0beMa. Pe3ynbTaTsl IpOBEPKU AOKHBI ObITH 0(OPMIIEHBI JOKYMEHTAIBHO.

5.34. Marepuanbl, TIOJTydeHHBIE IS KaXKIOW CEepHH, CIeayeT XPaHWUTh B OJHOM MeECTe,
KOTOPOE JIOJDKHO OBITh YETKO 0003HAYEHO.

[IpomexyrouHas u HepacacoBaHHAs TPOLYKLIUS

5.35. Ilepen nHawamoMm IF0O0OH TEXHOJIOTHYECKOW OIEpaluyl CIEAYyeT IMPHHATH MEpHI,
rapaHTUPYIOIINE YUCTOTY MPOU3BOACTBCHHOW 30HBI W OOOPYAOBAHHUS, OTCYTCTBHE JHOOBIX
UCXOJHBIX MaTepHaJOB, IMPOAYKIMH, OCTATKOB MPOAYKIMH WM JOKYMCHTAllUH, HE
OTHOCSIITUXCS K JAaHHOMY TIPOIIECCY.

5.36. IIpomexyrounyio u HepachacoBaHHYIO MPOAYKIUIO CIIEIyeT XpaHUTh B
H/IJISKAIIAX YCIOBHSIX.

5.37. Kpuruueckue nporecchbl T0KHbI ObITh arTecToBanbl (5.21 - 5.24).

5.38. BrinosHeHne BceX HEOOXOMMMBIX OTEpalfii 10 BHYTPUIIPOU3BOJICTBCHHOMY
KOHTPOJTIO 1 KOHTPOJTIO OKPYXKAIOIIEH Cpebl TOJHKHO OBITh 0POPMIICHO TOKYMEHTAIBHO.

5.39. Cnenmyer perucTpupoBaTh M pacciieioBaTh Bce (aKThl CYNIECTBEHHOTO OTKJIOHEHUS
BbIX0/1a (KOJMYECTBA) MPOIYKIIUH OT O¥KHIACMOTO.

Y11akoBOYHBIE MaTEPHUAIIBI

5.40. 3akymke, XpaHEHWIO ¥ KOHTPOIIO TMEPBHYHBIX W TICYATHBIX YMAKOBOYHBIX
MaTepHUaoB CIEYET YAEIATh TAKOE )K€ BHUMAHHE, KAK U UICXOJHOMY CBIPBIO.

5.41. Ocoboe BHUMaHUE CIENYET YAENATh MeyaTHbIM MaTepuanam. VX cieayer XpaHuTh B
0€30MacHbIX YCIOBHUAX, MCKIIOYAIOLIUX JOCTYI MMOCTOPOHHUX JIML. Pa3pe3aHHble ATUKETKU U
JOPYTHe pa3pOo3HEHHBbIE MaTepuaibl JOJKHBI XPAaHUTHCS M TPAHCHOPTUPOBATHCA DPA3JEbHO B
3aKpBITOM Tape, HCKIIOYAIOIIE MX IepenyTbiBaHuve. PaspelieHne Ha HCHIOJIb30BaHHE
YIAKOBOYHBIX MaTE€pPUaOB JOJDKHO BBIJABATHCA TOJBKO CIELUAIBHO HA3HAYEHHBIMM JIMLIAMH B
COOTBETCTBUU C YTBEPKIACHHON MHCTPYKLIUEH.

5.42. Kax10if mocTaBKe WM CEPUH IMEPBUYHBIX WIIM MEYATHBIX YITAKOBOYHBIX MaTEPHAIIOB
JOJIKEH OBITh IPUCBOEH HOMEP WJIM OTJIMYUTENbHBIN 3HAK.

5.43. TlpocpodeHHbIE WM HETPHUTOJHBIC K WCIOJIB30BAHUIO NMEYATHBIC WM TEPBUYHBIC
YIaKOBOYHbIE MaTE€PHAJIbI JIOJIKHBI OBITH YHUUTOXKEHBI C O(POPMIIEHUEM MPOTOKOJIA.

Onepanuu 1o yrnakoBke

5.44. Tlpu ymakoBKe MPOAYKIIUH JOJDKEH OBITh CBEJIEH K MUHUMYMY PUCK ITEPEKPECTHOTO
3arps3HEHUs, TEPeNyThIBAHUS WM TMOJAMEHBl. He Jomyckaercs yHmakoBBIBATH IPOIYKIIUIO
Pa3IMYHBIX BHJIOB B HETIOCPEACTBEHHOW OJIM30CTH APYT OT JAPYra MPH OTCYTCTBUH (PU3HUUECKOTO
pa3esieHus 30H.

5.45. Tlepen HayasoM orlepaiuil Mo ymakoBKe CilenyeT yOeIuThCs B TOM, 4TO pabouas
30Ha, YIIAaKOBOYHBIC JIMHWUH, TICYaTHBIE MAIIMHBI M IPYroe 000pyJI0BaHUE HAXOISATCS B YHCTOM
COCTOSSHUM ¥ HE COJAEp)KaT MaTepHhajoB, MPOAYKIWHA WIA JIOKYMEHTOB, OTHOCSIIUXCS K
MPEAMIECTBYIOMEH paboTe M HE HCIOJB3YIONIMXCS B TeKymeMm mporecce. OUncTka JTUHUA
YITAKOBKH TPOIYKIIMH JTOJDKHA TPOBOJUTHCS 110 CHEIHATBHBIM HHCTPYKIMAM. HaumeHoBaHue 1
HOMEp CEpHH YIAaKOBBIBAEMOU MPOIYKIIMH JOJDKHBI OBITh yKa3aHbl HAa KaXJIOW JIMHUHM WIH
YCTaHOBKE.



5.46. [Ipu mocTymIeHUH MPOIYKIMU U YITAKOBOYHBIX MATEPHAJIOB HA y4aCTOK YITAaKOBKH
CIIEyeT MPOBEPHUTH UX KOJINYECTBO, MOUIMHHOCTh U COOTBETCTBUE HHCTPYKIIHSM IO YITaKOBKE.

5.47. IlepBuuHas yrnakoBKa Iepej HauyajaoM ONepaliy HaNOJHEHUs JI0JKHA ObITh YHUCTOM.
Oco0oe BHUMaHHUE CIIeAyeT 0OpaTUTh Ha yJaJICHHE JFOOBIX 3arps3HAIONIMX BeliecTB (OCKOJIKOB
CTEKJIa, METAUTMYCCKUX YACTHIL U TIP.).

5.48. Tlocne HamoJHEHHS H YKYIIOPUBAaHUS TPOAYKIMH €€ MapKHpPOBKY CIEIyeT
BBITIOJTHATh KaK MOKHO ObICTpee. Eci 3TO HEBO3MOXKHO, TO CIIEAYEeT MPUHSATH HEOOXOJUMEIE
MEpBI, TPEIOTBPAIAIOIINE TIEPEITYTHIBAaHHE MTPOAYKIIUHU HIIM OIINOOYHYIO0 MAaPKHUPOBKY.

5.49. TIpaBUIBHOCTH BBIMOJHECHUS JIFOOBIX MMEYATHBIX Omepanuii (Hampumep, HaHeCEHHs
KOJIOB MJIM CPOKA T'OJHOCTH) MPU YIIAKOBKE U TIOCIIE HEe CIIEAYET TIIATSIbHO KOHTPOJIMPOBATh U
opopmisaTh JOKyMeHTabHO. Oco0oe BHHMAaHHE CIEAyeT YAeNATh PYYHOW MapKHPOBKE,
KOTOPYIO CIIeAyeT KOHTPOJIMPOBATH Yepe3 OlpeieIeHHbIe HHTEPBAJIBI BPEMCHHU.

5.50. OcoObie Mepbl MPEenoCTOPOKHOCTH JIOJDKHBI MPHUHUMATHCS TPH HUCIIOIB30BAHUHU
pa3pe3aHHBIX ITUKETOK W HAHECEHWH I1eYaTH BHE JIMHUM YIIAKOBKH. [ mpemoTBparieHus
MEepenyThIBAaHUs TE€YaTHOTO MaTepuaiia PEKOMEHIYETCS HCIOJb30BaTh ITHKETKH B PYJIOHE
BMECTO Pa3pe3aHHBIX ITHKETOK.

5.51. Cneayer KOHTPOJUPOBATh MPAaBUIBHOCTH PAOOTHI 3JIEKTPOHHBIX CUMTHIBaTENEH
KOJIOB, CYSTUYMKOB STUKETOK U IPYTUX MMOJOOHBIX YCTPOUCTB.

5.52. MapkupoBKa yIakOBOYHBIX MaTEpUAIOB, HAHECEHHAs C TOMOIIBIO TE€YaTH WU
METOJIOM THCHEHHS, JIOJDKHAa OBITh OTYETJIMBOWM, YCTOWYMBOM K BO3JCUCTBUIO CBETa
(BBITOpAHUIO) U YIAICHUIO.

5.53. Ilpu KoHTpOJIE Tpoliecca YIAKOBKU MPOAYKIIMU Ha JIMHUH CIIEAYET MPOBEPSTh, KaK
MUHUMYM, CJeIyIomIee:

a) oOIIuil BUJ] YITAKOBKH;

b) KoMIIEKTHOCTD YIIaKOBKH;

C) MNpaBHJIBHOCTH HCIIOJIb30BAHUSI YIAKOBOYHBIX MATCPUAIOB B COOTBETCTBHUH C
TpeOOBaHUAMU JTOKYMEHTALMU Ha JTAHHYIO PO TYKIIHIO;

d) npaBUIBHOCTH HAHECEHHSI ICUATHBIX HAMUCEH;

€) NpaBUILHOCTH PAOOTHI YCTPOHCTB KOHTPOJIS HA JINHHH.

OOpa3npl MPOAYKIMH, OTOOpaHHBIE C YNAKOBOYHOMW JIMHMM, MOBTOPHO HA JIMHUIO HE
BO3BPAILAIOT.

5.55. Ecnu npu ymakoBKe MpOAYKIIMH BO3HUKIINA HEMPEABUIACHHBIE 0OCTOATENHCTBA, OHA
MOJKET OBITh BO3BpAIlIEHA B IMPOU3BOJICTBO TOJIHKO TTOCIIE CIIEIUATEHON TPOBEPKHU, MPOBEICHHS
paccieoOBaHus U C Pa3pelIeHus JIUIA, UMEIOIIET0 COOTBETCTBYIOIIUE TIOJTHOMOYUS. YKa3aHHbIE
JEUCTBUSL JOJDKHBI OBITH O(OPMIICHBI B BHAE NTPOTOKOJIOB, KOTOpBIC CIEAYeT XPaHUTh B
YCTaHOBJIEHHOM TIOPSIZIKE.

5.56. Ilpu cymiecTBeHHOM WM HEOOBIYHOM PACXOKICHWH, YCTAaHOBJICHHOM TIPH
COIOCTABJICHUM  KOJIMYECTBA Hepac(hacOBaHHOW MPOIYKIMH, TIE€YATHBIX YITaKOBOYHBIX
MaTepHAIOB M KOJUYECTBA EIWHUI] TOJTYYeHHOW TOTOBOH NPOAYKIIHH, CJIEIyeT MPOBECTH
paccieoBaHHe W YCTAHOBUTH MPHUYMHY ITOTO PACXOXKACHHUS 10 TOJYYEHHUS pa3peuieHus Ha
peanu3annio JAHHOW MPOTYKLIHH.

5.57. Tlocne 3aBepiieHUs OMEpAIMii IO YIAKOBKE JIOOBIE OCTABIIHMECS YHNAKOBOYHBIE
MaTepualibl C HAHECEHHBIM HAa HHX HOMEpPOM CEpPHHM JOJDKHBI OBITH YHHUYTOXKEHBI C
MOCIIEYIOIUM COCTaBIICHHEM INPOTOKOJa. Bo3BpaT Ha ckilag HEMapKHPOBAHHBIX YITAKOBOYHBIX
MaTEepHAIIOB MIPOU3BOIST B COOTBETCTBUH C YTBEP)KIACHHOW HHCTPYKIIAEH.

I'otoBas npoxykuus

5.58. Jlo Bbmaum paspenieHns Ha peaqu3aiio roToBas MPOIYKIUs JTOJDKHA COIEePIKATHCS B
KapaHTHHE B YCIIOBUSX, YCTAHOBJIEHHBIX IIPOU3BOAUTEIIEM.

5.59. Tlopsimok OIEHKHM KadecTBa TOTOBOM MPOMYKIMK M TpeOOBaHUS K JOKYMEHTAIUH,
HEOoOX0JMMBIE /TS MOJYYeHHS PAa3pelIeHNs Ha pealln3aliuio, IPUBEICHbI B pasene 6.



5.60. [Tocne BeIJauM pa3peieHus: Ha PeaTH3alnio TOTOBAs MPOIYKIHS TOJDKHA XPaHUTHCS
Ha CKJIaJie TOTOBOM MPOJYKIIUU B YCIOBUSX, YCTAaHOBIEHHBIX IIPOU3BOIUTEIEM.

OTKJ’IOH@HHBIG, IMOBTOPHO HUCIIOJB30BAHHBIC U BO3BPAIICHHBIC MaTCPUAJIbI

5.61. OTkJIOHEHHBIE MaTepUaANbl W TPOIYKIHUS JOJDKHBI UMETh YETKYI0 MapKHPOBKY H
XpaHUTBHCS pa3lielbHO B 30HaX C OrPAaHUMYEHHbIM JocTynoM. OHHM mojjiexar BO3BpaTy
MOCTABIIKKY, TepepaboTke (eciau 3TO MOMYCTHMO) MM YHHYTOKEHHIO. JIFOObIE BBIMOJTHEHHBIC
NEUCTBUS JOJKHBI ObITh JTOKYMEHTAJIbHO OGOpPMIIEHBI M YTBEP)KIEHBI JUIAMH, HUMEIOIIUMU
COOTBETCTBYIOIIHE TOJIHOMOYUSI.

5.62. IlepepaboTKa OTKIOHEHHOW MPOIYKIIUH JOIMYCKAETCS B MCKIIOYUTEIBHBIX CIydasx
IpU YCJIOBUU OTCYTCTBHUSl YXYJIIEHUS KadecTBa TOTOBOM MPOJYKIMHU M BBIIIOJIHEHUS BCEX
TpeboBanuii cnenudukanuit. IlepepaboTKy OCYyIIECTBISIOT B COOTBETCTBUU C YTBEPIKIECHHBIMU
UHCTPYKUMSMU TIOCJE€ OIIEHKM BO3MOXKHOTO pHCKa C TOCIEAYIOIIMM JOKYMEHTaJIbHBIM
0(hOpMIICHHEM.

5.63. TloBropHOe wuCHOJBL30BaHUE BCced (WM YacTH) paHee MPOM3BEICHHOW CepUU
MPOJIYKIIUU TPeOyeMOro KauecTBa MMyTeM OObEIUHEHUS €€ C IpYroi cepuei Toi ke MpoayKIuu
Ha OIpEIEICHHOM JTale IPOM3BOJACTBA  JOIYCKAETCS  TOJIBKO  IIOCHE  IOJIy4eHUs
[IPEIBAPUTENILHOTO  pa3pellieHusi, MOJIUCAHHOIO OTBETCTBEHHbIMM JuuaMu. [loBTopHOE
UCIIOJIb30BAHUE MIPOJYKIUHU JOMYCKACTCS TOJILKO MOCIE OLEHKH BO3MOXKHOTO pUcKa (B T.4. €ro
BJIMSIHUS HA CPOK TOJTHOCTH CEPHH) 10 YTBEPKACHHONH HHCTPYKIHH € 0(OPMIICHUEM ITPOTOKOJIA.

5.64. Heo0X0aMMOCTh IOTIOIHUTENFHOTO KOHTPOJII TOTOBOW TPOIYKIIUH, MPOIIEIIISi
nepepaboTKy, WIK MPOIYKIHH, B KOTOPYIO Obljla BKJIIOUEHA paHee M3rOTOBJIEHHAS MPOIYKLUS,
olnpenenseT OTAe] KOHTPOJI Ka4ecTBa.

5.65. BosBpamieHHass ¢ pbIHKa NPOAYKIHS, HAJI KOTOPOW OBLT yTpayeH KOHTPOIb CO
CTOPOHBI ITPOU3BOIUTENS, TOJKHA OBITh YHUUTOXKEHA, €CJIM HE TOJATBEPIK/IEHO COOTBETCTBUE €€
KayecTBa YCTAHOBJIEHHbIM TpeOoBaHUAM. PelieHue o MOBTOPHOM Npojaaxke, MepeMapKUpOBKE
WM TOBTOPHOM HCIIOJIb30BAHUM MOXET ObITh MPHHITO TOJIBKO MOCJE CHELHAIbHOTO aHaIN3a,
IIPOBEJACHHOIO OTAEIIOM KOHTPOJIS Ka4eCTBa B COOTBETCTBUU C MHUCbMEHHOW MHCTpyKuueu. [Ipu
3TOM HEOOXOJUMO YYUTHIBaTh XapakTep MPOAYKIHH, €€ TMPEeAbICTOPUI0O U COCTOSIHHE,
coOiroicHHE ClielUalbHbIX YCIIOBUM XpaHEHHUs W BpeMs, IpoIlejliee ¢ JaThl Bbllycka. [lpu
JOOBIX COMHEHHSAX B OTHOIIEHHWM KayecTBa MPOAYKIMH HE JIOIYCKAeTCsd €€ IOBTOPHOE
WCII0JIb30BAHKE WJIM TMIOBTOPHBIN BBITYCK, HO JOITyCKAaeTCs €€ XMMHUEcKas repepadoTKa C LEeJbIo
pereHepanyy aKTUBHBIX HHIPEIUEHTOB. Bce BbimosnHseMmble JEHCTBUS JOJDKHBL  OBITH
0(hOpMIICHBI JOKYMEHTAJIBHO.

6. KoHTposb kayecTBa

KoHTposb kauecTBa BKIItOUaeT B ce0s 0TOOP npo0, MpOoBEACHNUE UCIIBITAHUN U POBEPOK Ha
COOTBETCTBHE TPEOOBAaHUAM crielM(DUKAINI, MHCTPYKIIHHA U APYTUX TOKYMEHTOB, OPTaHU3aLUI0
paboThl, JOKYMEHTHUPOBAHKE U BblJIauy pa3pelieHuil Ha peanusanuio. Lleas KoHTpoJis kauecTna -
HE JIONYCTUTh K WCIOJB30BAHUIO WM peaM3aliil MaTepHalibl WM TPOIYKIHUIO, HE
YIOBJIETBOPSAIOIINE TpeOOBaHMUSIM KauecTBa. JleATENbHOCTh MO KOHTPOJIIO KauecTBa He
OTPAaHWYUBACTCA TOJIBKO paboToi sabopaTopuid, a BKJIIOYAET B ceOS TakkKe MPOBEICHUE
WCCIICIOBaHUH, TPOBEPOK M y4acTHE B TMPHHATHH JIIOOBIX PEIICHWH, KAaCAIOMIMXCS KadecTBa
npoaykiuu.  OCHOBOTONAralOMUM  MPUHIMIIOM  KOHTPOJII  KadecTBa  SIBJSIETCS  €T0
HE3aBHCUMOCTh OT MIPOU3BOJICTBEHHBIX MOIpa3aeineHuit (pazaen 1).

OO01Ire moI0KEeHUA

6.1. Ha kaXXJa0M TpeAnpUsTHNA-U3TOTOBUTENIC JIOJDKCH OBITh OT/JET KOHTPOJS KadecTBa,
HE3aBUCUMBIA OT JAPYruX MojApasfeneHuid. PykoBoauTenp 3TOTO OTAeNa JOJKEH HWMETh



HEOOXOJUMBIH OMBIT W KBaMM(puKanuio. K oTaeny KOHTpOJIs KadecTBa OTHOCATCS OJHA WIIH
HECKOJIbKO KOHTPOJIBHBIX JabopaTopwid. [y BRIMOTHEHUST CBOMX (DYHKIMIA OTAET AOJDKEH OBITH
o0ecrieyeH BceMU HEOOXOIMMBIMH PECYPCaMH.

6.2. OcHOBHBIC 0053aHHOCTH HaYaJIbHHUKA OT/IEIa KOHTPOJIS Ka4eCTBa M3JIOKEHBI B pa3iene
2. Ha oraen Bo3nararorcsi Takke OOS3aHHOCTH MO pa3paboTke, arrecTalud (MCIBITAHUSIM),
BHEJIPCHUIO BCEX MHCTPYKIMH (METOIHMK) 1O KOHTPOJIO KauyecTBa; XPAHCHUIO KOHTPOJIBbHBIX
00pa3loB MaTepuaiOB M TPOIYKIHH, KOHTPOJIO MPABIILHOCTH MapKHPOBKH YITAKOBOK C
MaTepHallaMi U MPOIYKIUEH; 00eCIIeYeHUI0 KOHTPOJS CTAOMIBHOCTH MPOIYKIIUH; YYaCTHIO B
paccieoBaHUM peKJIaMalnid, CBS3aHHBIX C KAa4eCTBOM MPOIYKIWH, U T.I. Bece 3tn dQyHKIMH
JOJDKHBI BBITIOJIHATBCS. B COOTBETCTBHU C YTBEP)KICHHBIMH WHCTPYKIUSMH C O(GOPMIICHHEM
MIPOTOKOJIOB (TP HEOOXOAUMOCTH).

6.3. Ilpu omeHke KadecTBa TOTOBOM TIPOJMYKIMU CIEAYeT pacCMaTpUBAaTh BCE
COITYTCTBYFOIINE dbaxTopsl, B T.9. YCIIOBUS MIPOU3BOJICTBA, pe3ynbTaThI
BHYTPHUIIPOM3BOJCTBEHHOTO KOHTPOJISI, aHAJIM3 IPOM3BOJCTBCHHONW JOKyMEHTanuu (B T.4.
JOKYMEHTAIl[MM Ha YIMAaKOBKY), COOTBETCTBUE CcHEHU(DUKAIMAM Ha TOTOBYIO MPOIYKIHUIO H
COCTOSIHME OKOHYATEIbHOM YIAKOBKU TOTOBOM IIPOTYKIUH.

6.4. CoTpyJHHKH OT/ea KOHTPOJIS Ka4eCTBa JOJDKHBI UMETh JOCTYI B IIPOU3BOJICTBCHHBIC
30HBI JUIs1 0TOOpa MPOO U MPOBEACHUS aHAINU30B.

Opranuzanys paboTbl KOHTPOJIbHBIX JabopaTtopuit

6.5. [Tomemenus u 000pyTOBaHNUE KOHTPOJIBHBIX JIAOOPATOPUH JIOJDKHBI COOTBETCTBOBATH
OOIIMM M CIEeIHATbHBIM TPEOOBAHMSM, MPEIBIBISICMBIM K 30HaAM KOHTPOJIS KadecTBa (passen
3).

6.6. Ilepconais, momMemieHuss U o0OpymOBaHUE Ta0OPATOPUN JOJDKHBI COOTBETCTBOBATH
BHJIy 1 00bEMY IIPOU3BOJICTBA. B OTHEIBHBIX CIIydasx JTOMyCKAaeTCs MCIOIb30BAHNE CTOPOHHUX
nabopaTtopuii MPU YCIIOBHH BBITIOJHEHUS MMHU TPeOOBAHWM, W3JIOKEHHBIX B paszuene 7/, U
BHECEHUS COOTBETCTBYIOIINX 3aITUCEH B MPOTOKOJIBI KOHTPOJIS Ka4eCcTBa.

JlokymMeHTanus

6.7. JlokyMeHTaIsl KOHTPOJIBHBIX JIA0OPATOPUI JOJKHA COOTBETCTBOBATH TPEOOBAHUSM,
U3JI0’KEHHBIM B pazfene 4. K 1okyMeHTaluu no KOHTPOJII0 Ka4eCTBa OTHOCATCA:

- cnenupuKanum,

- METOJIUKH 0TOOpa mpoo;

- METOJIMKH U MPOTOKOJIBI IIPOBECHUS UCTIBITAHUIA (B T.4. aHATUTHYCCKUE OTEPAIUOHHBIC
JMCTHI W/ WK JTab0PaTOPHBIE KyPHAIIbI);

AHAJIMTUYECKHE OTYEThI M/MJIH MaclopTa,;
pe3yabTaThl KOHTPOJISI OKPYXKAIOIIEH cpeibl B TPOU3BOICTBEHHBIX TOMEIICHHUSIX;

- IPOTOKOJIBI ATTECTAIMHU (MCTIBITAHMI) aHATUTUYISCKUX METO/IOB;

- METOJAMKA U TPOTOKOJIbI KAIMOPOBKU (MOBEpKH) MNPUOOPOB U OOCTY)KUBaHHS
anmnaparypsl.

Ora uHpopMalus Bcerja JIoJKHA ObITh FOTOBAa K IPEACTABICHUIO B OTHEN KOHTPOJIS
KayecTBa.

6.8. JlokyMmeHTalusi IO KOHTPOJIIO KadecTBa, OTHOCAIMIA’CS K MPOTOKOJAaM Cepuit
MPOJYKIIUH, AODKHA XPAaHUTHhCS B TEUYEHHWE OJIHOTO Tojia IOCJIe MCTEYEHHUS CpOKa TOJIHOCTH
CepUU U B TE€UEHHE HE MEHEE IISITHU JIET IOCJIE MOATBEP)KJIEHUS YIMOJIHOMOUYEHHBIM JIMIOM €€
COOTBETCTBHUS YCTAaHOBJICHHBIM TpeOoBaHusM (2.4, nepeuncienue "C", 4acth |).

6.9. lns HEKOTOpBIX JaHHBIX (HAMpUMEp, Pe3yJIbTAaTOB AHATUTHYCCKUX HCIBITAHUH,
BBIXOJIOB TOTOBOW TPOJYKIIMH, MapaMeTpOB OKPYKAIOIICH Cpelbl W T.II.) IeIeco0Opa3Ho
XpaHUTh IPOTOKOJIbI B BUJIE, MO3BOJISIOLIEM OLIEHUBATh TEHICHIIUN U3MEHEHHUSI IapaMeTPOB.



6.10. B nomosiHeHHE K MPOTOKOJIAM Ha CEPUH MPOAYKIIMU CICIYeT XPAaHUTh B JOCTYITHOM
BUJC W JPYryl0 TMepBUuYHYr0 HH(popMmammioo (Hampumep, JIabOpaTOpHBbIC KYpHAJIbl /WU
MPOTOKOJIBI).

OTt60p P06

6.11. Orb6op m1poO MODKEH TIPOBOIAWTHCS B COOTBETCTBHU C  yTBEPIKICHHBIMHU
WHCTPYKIUSMH, BKITFOUAIOIIUMU B ceOsl:

- METOJIUKY 0TOOpa mpoo;

- IepeYEHb UCIO0JIb3YeMOro 000pyI0BaHUS,;

- KOJIMYECTBO P00, KOTOPOE AOTHKHO OBITH 0TOOpaHO;

- HHCTPYKIIMH TI0 pa3/IeJICHUI0 OTOOpaHHOU MPOObI Ha YacTu (MIpU HEOOXOAUMOCTH);

- TUI ¥ XapaKTEPUCTUKHU Taphl Il 0TOOpa mMpoo;

HaHECeHHe MapKUPOBKHU Ha Tapy C 0TOOpaHHBIMU IIPOOAMH;
CHelHalIbHble MEpbl IPEIOCTOPOKHOCTH, OCOOEHHO B OTHOIIEHHM CTEPUIIBHBIX H
OTAaCHBIX BEUIECTB,;

- YCIIOBUS XpaHEHUS,

- UIHCTPYKLIUHU 10 OYUCTKE U XpaHEHUI0 000pyn0BaHus uig 0TOOpa mpoo.

6.12. OroOpaHHBIE  KOHTpPOJIbHBIE  OOpa3Ibl  JOJDKHBI  HPEACTaBIATH  cO0O0i
MIPEJICTAaBUTENbHYIO BBIOOPKY CEpUM MaTepualioB WU Mpoaykuuu. Bo3moxkeH otOop mpood,
XapaKTEePU3YIOIINX KPUTHUYCCKUAE CTAIMU TEXHOJIOTHYECKOro mpoliecca (HarmpuMep, ero Havaio
WM OKOHYAHUE).

6.13. Ha mapkupoBKe Tapel C OTOOpPaHHBIMH IPOOAMH JIOJDKHBI OBITh YKa3aHBl €e
COJIep’)KUMOe€, J1aThl 0TOOpa Mpo0, a Takke 0003HAUEHUE YITAKOBKH, U3 KOTOPOU 3T MPOOkI ObLIN
OTOOpaHBHI.

6.14. PykoBojcTBO IO paboTe C KOHTPOJBHBIMH M apXWBHBIMH OOpasliaMH MpPUBEICHO B
[Mpunoxennn 19.

[IpoBeaenue ucnbITaHUN

6.15. AHaiuTHYeCKHE METOIMKHA IOJDKHBI OBITH aTrTecTOBaHBl <*>, Bce wHCHBITAHHUA,
MPUBEJICHHBIE B HOPMATHUBHOW JOKYMEHTAIMH, TOJDKHBI OBITH TPOBEIECHBI B COOTBETCTBUHU C
YTBEPKICHHBIMH METOTUKAMH.

<*> #3a UCKJIIOUEHUEM METOJIOB, YCTAHOBJICHHBIX HOPMATUBHBIMU IOKYMEHTaMU#.

6.16. [losrydeHHbBIE Pe3yIbTaThl UCIIBITAHUN JTOJDKHBI OBITH O(OPMIICHBI TOKYMEHTAIBHO C
THIATENIbHOM MPOBEPKOM BCEX BHECEHHBIX [JaHHBIX. Bce pacuersl cienyer TIIATEIbHO
MIPOBEPSATH.

6.17. IIpoBoAMMEBIEC UCTIBITAHUS CIIEAYET O(QOPMIIATH TOKYMEHTAIBHO C YKa3aHUEM:

d) HAaMMEHOBAHHs Marepuaja WM MPOAYKIMU U, TPU HEOOXOJUMOCTH, JEKapPCTBEHHOM
bopmsr,

b) HOMepa cepum u, mpHM HEOOXOAMMOCTH, HAUMCHOBAHUS IPOU3BOIUTENS W/ MUK
MIOCTABILIHKA;

C) CCBUIKM Ha COOTBETCTBYIOIINE CIICIU(PUKAIIMHA U METOIMKH UCIILITAHHH;

d) pe3ynbTaToB MCHBITAHUH, B T.4. HAOIIOICHHS, BBIYUCIICHHS U CCHUIKU HA BCE MPOTOKOJIBI
IIPOBEJICHHBIX AHAJIU30B,;

€) JaThl IIPOBECHUS UCTIBITAHUI;

f) paMuuit ¥ MHUIIMAIOB JIMII, TPOBOMBIINX UCIBITAHKE;

0) baMmiMii ¥ UHUIKAJIOB JIUII, IOJTBEPIUBIINX MPOBEICHUE UCIBITAHUNA U PE3YJIbTaThI
BBIYHCIICHUH,



h) yeTkoro 3akioueHus O BbIaue pa3peIleHus WM OTKIOHSHUH MPOIYKIUH (MK IPyroro
PELICHHUS O cTaTyce MPOIYKIIUH), IaThl U TOAMUCH OTBETCTBEHHOTO JIMIIA.

6.18. Bce omepanuu MO BHYTPUIPOU3BOJACTBEHHOMY KOHTPOJIO, B T.4. OIEpaIdHy,
BBITIOJTHSIEMBIE JIMIIaMH, HETIOCPEICTBEHHO PaOOTAOIIMMH B TIPOU3BOJICTBEHHBIX 30HAX, JOJKHBI
MIPOBOJIUTHCSI B COOTBETCTBUH C METOJIMKAMH, YTBEPKICHHBIMH OTJEIIOM KOHTPOJISI Ka4ecTBa, a
WX PE3yNbTaThl JOJKHBI OBITH 0()OPMIICHBI JOKYMEHTAIBHO.

6.19. Ocoboe BHUMaHHE CIENYET YIENSATh Ka4eCTBY JIA0OPATOPHBIX PEaKTHBOB, MEPHOM
1a00paTOPHON TMOCYIBI M TUTPOBAHHBIX PACTBOPOB, CTAHIAPTHBIX OOPA3IOB M MHTATEIBHBIX
cpen. VIx mpuroToBiIeHNE W MOATOTOBKA JIOJDKHBI COOTBETCTBOBATH TPEOOBAHHSIM MHCTPYKIIHA,
YTBEP)KJICHHBIX B YCTAaHOBJICHHOM TIOPSIIIKE.

6.20. PeakTuBbl, TpeAHAa3HAYCHHBIC Ui JJTUTEIBHOTO WCIIOJIb30BAHMS, JOJDKHBI MMEThH
MapKHPOBKY C YKa3aHHWEM JaTbl MPUTOTOBICHHUS W C MOIIUCIMU HCHONHHUTENeH. Ha sTHkeTke
JOJDKEH OBITh YKa3aH CpPOK TOJHOCTH HECTaOWIBHBIX PEAaKTUBOB, NHTATEIBHBIX Cpel U
cienu(uIecKrue yCIOBUS UX XpaHeHUs. [lJi1 TUTPOBaHHBIX PACTBOPOB CIEAYET yKa3bIBATh NIATY
MOCIIETHETO YCTaHOBJICHHUSI TUTPA M COOTBETCTBYIOIINI TOMTPABOYHBIH KOAPPHUIIUEHT.

6.21. I[lpu HEOOXOAMMOCTH Ha Tape CIEAYeT YKa3blBaTh JaTy MOJYYCHHUS KaKIOTO
BEIIIECTBA, UCIIOJIb3YEMOTO [UIsl TPOBEICHHS UCIBITAHU (HAIpHUMEp, PEAKTUBOB M CTaHIAPTHBIX
00pasIoB), ¢ COOTBETCTBYIOLIMMU HHCTPYKIMSMHU IO €0 HCIOJIb30BAHUIO M XpaHEHHUI0. B
HEKOTOPBIX CIIydasx TIIOCJIe TIOJy4eHHs] WM TIepel] WCIOJIb30BaHUEM pPEaKTHBA MOXKET
BO3HHKHYTh HEOOXOJMMOCTh MPOBEICHUS €ro KCIBITAHUS HA TOJIMHHOCTh W/WIN JPYroro
WCTIBITAaHHSL.

6.22. JKMBOTHBIX, HCHONB3YEeMBIX JMJISI KOHTPOJS KOMIIOHEHTOB, MAaTEpHAIIOB HJIH
MPOIYKIMH, CIEAYeT, MPH HEOOXOJAUMOCTH, IMOMENIaTh B KAPAHTUH Iepe]] HadajioM paboTHI C
HUMH. YXOJ 3a )KHBOTHBIMH M KOHTPOJIb 32 HUMH JIOJDKHBI OBITh OPraHU30BaHBI TaK, YTOOBI
00ecreynTh MX MPUTOJHOCTh K MCIOJB30BAHMIO 1O Ha3zHAueHHIO. JKMBOTHBIE JOJKHBI OBITH
MapKHPOBAHBI, a HCTOPUH PAabOTHI C HUMH JIOJKHBI OBITH 0(OPMIIEHBI JOKYMEHTAIBHO.

[Iporpamma nmocnenyromux UCOBITAHUN CTAOUITEHOCTH

6.23. Ilocne peanu3ary JICKAPCTBEHHOTO CPEJICTBA CIIEYET CUCTEMATHUYSCKH MPOBOIUTH
UCTIBITAaHUSI €ro CTa0MJIBHOCTH IO TIPOrpaMMe, TIO3BOJISIONIEH OOHApy)XUBaTh JIIOOBIC
U3MEHEHUS, HUMCIOIIME OTHOIICHHEe K CcTaOwibHOCTH (HampuMmep, HW3MCHEHHE YPOBHS
3arpsA3HCHUsT WJIM XapakTepa pacTBOpa), B COOTBETCTBHM C PEIENTYPOH pPealn30BaHHOIO
MPOIYKTA.

6.24. 1lenpro mMporpaMMbl TOCIEAYIOIINX HUCIBITAHHA CTAOMIBHOCTH SIBISIETCS. KOHTPOJIb
CaMoro TMpoJyKTa B TEYEHHE €ro CpOKa TOJHOCTH W YCTAHOBJIEHHE TOTO, YTO MPOIYKT
COOTBETCTBYET (MOXET OBbITh MPU3HAH COOTBETCTBYIOIIMM) CHEHU(MUKAIMK TPU YCIOBHSIX
XpaHEHUs!, yKa3aHHBIX B MAPKUPOBKE.

6.25. BrimeykasanHple TpeOOBaHHMS OTHOCSTCS, TJIaBHBIM 00pa3oM, K TOTOBBIM
JICKApCTBEHHBIM CPEJCTBAM B YIIAaKOBKE, NMpeIHA3HAYEHHBIM JUTSI TIPOJAXKH, HO CIIEIyeT TaKKe
o0paTuTh BHUMaHHE Ha BKJIIOUYEHHE B METOJMKY HepacdacoBaHHOW mponaykuuu. Hampuwmep,
eciu Hepac(acoBaHHYIO MPOIYKIIUIO XPAHST JUTUTEIBHOE BPEMs JI0 YIIAKOBKHU /MM TIepe/Iauu C
MIPOU3BOJICTBEHHOTO y4acTKa Ha y4acTOK YITAKOBKH, TO CJEIyeT M3YYUTh W OIEHHUTH BIUSHHE
sToro (akropa Ha CTaOMIIBHOCTH TOTOBOH MPOIYKIIMH IPH COOTBETCTBYIOIIMX MapaMeTpax
oKpyxamwmieit cpeabl. bonee Toro, cienyer o0paTUTh BHMMAaHHME Ha MHPOMEKYTOUHYIO
OPOIYKIMIO, KOTOpas XpaHWUTCA M UCIOJB3YEeTCS B TEYEHHE JUIUTEIBHOTO IIepHOJA.
HccnenoBanne CTa0MIBHOCTH TEpepadOTaHHBIX IMPOIYKTOB MPOBOJAAT TMPH pa3paboTKe
JICKApCTBEHHOTO CPEJICTBA; TOCIEIYIONIET0 KOHTPOJS CTaOMIIBHOCTH TaKOTO MPOAYKTa HE
Tpedyerca. OnHako, MpU HEOOXOTUMOCTH, MOXKET MPOBOJUTHCS KOHTPOJb CTaOMIBHOCTH
nepepaboTaHHOTO MPOIYKTA.

6.26. TIporpamma TOCIEAYIONINX UCIBITAHAA CTAOMIBHOCTH JOJKHA OBITh 0OpMIICHA B
JOKYMEHTAJIbHOM BHJIE COTJIACHO OOIIMM IpaBuiaM pasjnena 4, yactu |, a pe3ynabTarsl pabOTh



odopmiieHsl B Buie oTdera. OO0OpymoBaHHE, MCMOJB3yeMOE I MOCIEAYIOMMNX HCIBITAaHUN
cTaOWIbHOCTU (B T.4. KaMepbl JJIsi KOHTPOJIA CTaOMIBHOCTH), JOJDKHO OBITh aTTECTOBAHO H
00CITy’)KUBaThCSI B COOTBETCTBUHU C 0OIIMMHU TIpaBmwiiaMu pasnena 3, yactu | u [Ipunoxenns 15.
6.27. OTtueTr 0 paboTe Mo MporpaMMe MOCIEAYIONINX UCTIBITAHUNA CTaOMIBHOCTH JOJDKEH
BKJIIOYaTh B ce0si BeChb MEpPUOJ 1O HCTEUEHHUs CpOKa TOAHOCTH MPOAYKIMH U COJEPKATh
CIIeIyOlIHe JaHHbIe (HO HE OrPaHUYMBATHCS UMH):
- HOMepa cepuil Uil pa3IMYHBIX MoKaszareneil 3h(ekTUBHOCTU U pa3MepoB CepUid, eciu
Tpedyercs,
- JJaHHBIE O (PU3MYECKUX, XUMUYECKHX, MUKPOOHOJIOTHYECKUX U OHOJIOrMUYECKUX METOoJax
HUCIIBITAaHNH,
KpUTEPUU IPUEMIIEMOCTH;
CCBUIKH Ha METOJIbI UCTIBITAHH;
OTMCAHUE YITAKOBKU U CUCTEMbI YKYIIOPUBaHUS;
HNEPUOIMIHOCT UCIIBITAHUH (1aThI);
OINMCAaHUE YCIOBHI XpaHeHUs (CieayeT MCIOJb30BaTh cTaHmapTHeie ycinopus |CH <*>
NPU JUTUTENIbHBIX UCIIBITAHUSX, COOTBETCTBYIOIINX JAHHBIM MaPKHPOBKH);
- Ipyrue 1noKa3aTeiu, OTHOCSIIUECS K JAHHOMY JIEKapCTBEHHOMY CPEJICTBY.

<*> #ICH - International Conference for Harmonization (MexxyHaposaHast KOH(GEpEHIIHS
10 TApMOHHU3AIIKH). 371ECh U Jajiee 10 TEKCTYH.

6.28. Otuer o paboTe MO MPOrpaMMe IMOCIICAYIOMNUX HCIBITAHUN CTaOMIBHOCTH MOKET
OTIMYATBCS OT OTYeTa O MEPBOHAYAIBLHOM JUIMTEIBHOM HCIBITAHHHA CTAOMIBHOCTH,
NPUIIAraeMoro K JIOChe Ha MPOIYKT. DTU OTIMYUS JOJDKHBI ObITh YKa3aHbI B OTYETE (HArmpuMmep,
MEPUOJMYHOCTD KOHTPOJIS HJIH IIPOBEJICHUE €r0 B COOTBETCTBUH ¢ pekomenaausimu |CH).

6.29. Uuciio cepuii u MEPHOJUIHOCTh MCIBITAHUN JIOJDKHBI 00€CIICYHBATh JIOCTATOYHBII
00beM JaHHBIX JUTS MPOBEJCHUS aHAN3a TCHICHIIMKA W3MEHEeHHs. Ec He yka3aHo MHOE, TO B
IporpaMMy HCIBITAHUN CTa0MJIBHOCTH CJEeIyeT BKJIIOYMTh HE MEHee OJHOH cepuH
MIPOU3BEJICHHON MPOAYKIIMU 32 TOJ JUTSI KaXI0To 3Ha4eHUs 3()h(HEKTUBHOCTH M BUAA TIEPBUIHOM
yrnakoBku (eciu oHM pa3nuyarorcs). VICKIoYeHueM SIBIISIOTCS Cydad, KOTJa B TCYCHHE Toja
TaHHBIA TPOAYKT HE BBIMycKaics. s MpoayKTOB, MOCIEMYIONINE HCIBITAHUS CTAOMIBHOCTH
KOTOPBIX TPeOYIOT WCIIOJNB30BAHUS JKUBOTHBIX M HE CYIIECTBYET aJIbTEPHATHBHOTO
aTTeCTOBAHHOTO  METOJd, TIEPHOAMYHOCTH KOHTPOJS MOXET OBITh yCTAaHOBIEHA C
MCTIOJIb30BAHMEM aHAIHM3a PUCKOB. [Ipn Hamuuu B 0T4eTe 000CHOBAHUS MOYKET HCIIOJIE30BATHCS
TIPUHIIUIT BEIHECCHHUS 32 CKOOKH U TIOCTPOCHUS MATPHIL.

6.30. B HEKOTOpBIX cly4asX B TIOCJICIYIOUINE WCIBITAHUS CTAOMIBHOCTH CIIEAYET
BKJIIOYATh JOTOJHHUTENbHBIE cepud. Hampumep, mMocienyroone HCIBITaHUS CTaOMIBHOCTH
CIIEyeT TPOBOIUTH TTOCIIE JFOOBIX CYIIECTBEHHBIX N3MEHEHHI WIIH CYIIECTBEHHBIX OTKIOHECHHHA
B TEXHOJIOTMYECKOM IIPOIIECCE MIIM YITAKOBKE. DTO K€ OTHOCUTCS M K JIFOOBIM OMEpaIusaM o
MMOBTOPHOM 00paboTKe, mepepaboTKe UITH pereHepaIiy.

6.31. Pe3ymbTaThl MOCIEAYIOMINX HCHBITAHUH CTAOMIBHOCTH JIOJDKHBI OBITH JTOCTYITHBI
PYKOBOISIIIUM PaOOTHHUKAM, 0COOCHHO yIoJHOMOYeHHOMY iy (nuiam). Ecin mocnemyromue
UCTIBITAaHUS. CTAaOMJIIBHOCTH TPOBOAST HE HAa MeCTe MpPOW3BOJACTBA Hepac(hacoBaHHON WM
TOTOBOM TPOMYKIIMH, TO MEXAY YYAaCTBYIOIIUMHU CTOPOHAMH JIOJDKHO OBITh 0(OpPMIIEHO
MUCHbMEHHOE COTJIAllleHHe. Pe3ynbTaThl MOCIEAYIONUX HCIBITAHUH CTaOMIBHOCTH JIOJKHBI
HAXOJUTHCS Ha MECTE TIPOM3BOJICTBA IS MTPECTABICHUS HAJ30PHBIM OpraHaM.

6.32. Crmemgyer aHaTM3MpPOBaTh CIydad BBIXOJA 3a TMpPeAeibl creluUKAuA |
CYIIECTBEHHbIE HEOOBIYHbIE TEHIACHIUHU. JIF00OW TIOATBEPKACHHBIA BBIXOJ 32 TIPEACIbI
crienn(hUKaIUN WIH CYIIECTBEHHBIE HETaTUBHBIC TEHACHIIUH JOJDKHBI JIOBOIUTHCS /10 CBEICHUS
HAJ30PHBIX OPraHoB. BO3MOXXHBIC pelIeHUS B OTHONICHUM BBIMYIICHHBIX Ha PBIHOK CEepUid
MPOIYKIIMH CJIETyeT NMPUHUMATh B COOTBETCTBHH C paszzieioM 8, dacTh | mo corimacoBaHuio ¢
HA/I30PHBIMH OpTaHaAMH.



6.33. Crnemyer IOKyMEHTaIbHO OQOPMIIATH M JOIMOJHATH 3aKIIOYCHUS 10 BCEM
MOJIYYEHHBIM JIAHHBIM, BKJIFOYAs MPOMEKYTOYHBIC BBIBOJBI. YKa3aHHOE 3aKIFOUCHHE CIICIyeT
MEPUOINIECKHA PACCMATPUBATh.

7. PaboTa o KOHTpAaKTaM Ha MIPOU3BOJICTBO MPOTYKIIUU
U IPOBEJICHUE aHATIM30B

Bo usbexxanue pazHOUTEHHH, CIIOCOOHBIX MPHUBECTH K YXYALIEHUIO KaueCcTBa MPOAYKLIUU
WM BBINIOJIHEHUSI paboT, ClieyeT TIIATelIbHO COCTaBJSATh, COIJIACOBBIBATH U KOHTPOJIMPOBATH
BBIIIOJTHEHUE KOHTPAKTOB Ha IPOM3BOJCTBO NPOAYKLIMH W NIpOBEeAcHHE aHann30B. KoHTpakT
MEXY 3aKa3UMKOM U UCIIOJHUTENEM J0JKEH ObITh 0(pOpMIIEH B MIUCbMEHHOM BUJIE C YKa3aHUEM
YETKO ONPEJENIEHHbIX 00sf3aHHOCTEH KaXJ0M U3 CTOpOH. KOHTpaKT NOJIKEH yCTaHaBIMBATH
MOPSAJOK JIEMCTBUM M OTBETCTBEHHOCTH YIIOJHOMOYEHHOTO JIMIA 3a BbIJAYY pPa3pelICHHs] HA
peanu3annio KaxxJ 101 CEpUH MPOTYKLIHH.

[Ipumeuanme - Hacrosumii pasgen  paccMaTpuBaeT  TOJNBKO  OTBETCTBEHHOCTh
MIPOM3BOIUTENICH 3a BBITIOJIHEHUE TPEOOBAHUI HACTOSIIIETO CTaHIapTa.

OO01me moI0XKEeHUA

7.1. KoHTpakT fqoikeH ObITh 0OpPMIIEH B MMCHbMEHHOM BUJE U JIOJDKEH BKJIIOYATh B ceOd
NepeueHb MPOU3BOJCTBEHHBIX OINEPAlMil W/WIIM aHAIW30B, BBIMOJHAEMBIX HAa OCHOBaHHUHU
MOJIO)KEHUI KOHTPAKTA, U IPOBOAUMBIX TEXHUYECKUX MEPOTIPUSATHH.

7.2. BpinosiHeHHE KOHTpAaKTa Ha MPOW3BOJCTBO W/WIM TPOBEICHHUE aHAJIM30B, B T.4. C
Y4€TOM TMPEJIOKEHHbIX HW3MEHEHUH TEXHUYECKOro WM JpPyroro Xapakrepa, [IOJIKHO
COOTBETCTBOBAaTh TPEOOBAaHUSAM HOPMATUBHBIX JIOKYMEHTOB Ha IMPOU3BOJICTBO U TPEOOBAHUSM,
YCTaHOBJIEHHBIM IIPU FOCYIaPCTBEHHOW PErUCTPALMU JIEKapCTBEHHOTO CPECTBA.

Jaka3uuk

7.3. 3aKa34uMK HECET OTBETCTBEHHOCTh 3a OIEHKY KOMIIETEHTHOCTH HCIIOJIHUTEINS U €ro
CIOCOOHOCTH BBIMIOJIHUTH KOHTPAKT HA/JIEKALIUM 00pa3oM, a TakKe 3a BKIIOYEHHE B KOHTPAKT
MOJIOXKEHUH, 00ecreunBaroIIUX BHIOJHEHHE TpeOOBaHHUM HACTOSILErO CTaHAapTa.

7.4. 3aka3udMK TPENOCTABISAET HCIOJHHUTENIO WHPOPMAIHMIO, HEOOXOAUMYI0 s
BBINIOJIHEHUSI TPEAYCMOTPEHHBIX B KOHTPAaKTe pabOT B COOTBETCTBUU C TpPeOOBAHUSIMH,
YCTAaHOBJIEHHBIMU  IPU  TFOCYJApCTBEHHOM  PETUCTPAllUU  JIEKApCTBEHHOTO  CpEICTBa,
HOPMAaTUBHBIX JIOKYMEHTOB U HAIlMOHAJIBHOI'O 3aKOHO/ATENbCTBA. 3aKa3UMK JIOJKEH YOeIUuThCs
B TOM, YTO HCIHOJHHTENIb o00Jajaer mnoyHOW wuHopmanuerdn o QakTopax, CBS3aHHBIX C
MPOJIYKIHUEH WK paOOTOMN, BBIIOJHAEMOMN MO KOHTPAKTY, U MPEJCTABIISIIOIIMX ONAaCHOCTb AJIs
€ro NoMeuieHui, 0600pyA0BaHUsl, IEPCOHANA, APYTUX MATEPHATIOB HIIA ITPOTYKTOB.

7.5. 3akazuuk JODKEH yOeauTbcs B TOM, YTO BCS TOTOBas MPOAYKIUS M MaTepHallbl,
[IOCTABJICHHbIE €My HCIIOJIHUTENIEM, COOTBETCTBYIOT CHEUM(UKAIMAM, a pa3pelieHue Ha
pealin3aluio 3T0i MPOAYKIIMH BBIIAHO YIIOJTHOMOYEHHBIM JIULIOM.

Wcnonuurenns

7.6. VicioTHUTENh IOJDKEH UMETh COOTBETCTBYIOIINE MTOMEIIECHHUs, 000pyI0BaHUE, 3HAHUS,
ONBIT U KOMIIETEHTHBIM MEPCOHAN I HAJJICKAIIEro BBIMNOJHEHUS KOHTpakTa. KoHTpakT Ha
MPOU3BOJCTBO MOYET BBINOJHATh HCIOJHUTENb, UMEIOIINI pa3pelieHHe Ha POU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB.

7.7. VicnonmHuTENh JOJDKEH TapaHTHUPOBATh MPUTOAHOCTH IMOJYy4aeMbIX UM MAaTEpUATIOB U
MPOIYKIMHU 17151 UCTIOJI30BAHUS 110 Ha3HAYEHHUIO.



7.8. VcnonauTenbs HE JOJDKEH TNPHUBIEKATH TPETHIO CTOPOHY JJIsl BBIIOJHEHHUS padoT,
MOPYYEHHBIX €My MO KOHTpakKTy, 0e3 MpeaBapUTEIbHOIO PACCMOTPEHHUS U COTJIACOBAHUS C
3aKazuukoM. [Ipu 3akmroueHun corytaneHuss Mex 1y UCITOJTHUTENIEM U TPEThEN CTOPOHOM JT0JKHA
ObITh OOecrieyeHa rapaHTHsl TOTo, 4TO MH(OpMalLUs O MPOU3BOJCTBE U MPOBEACHUM aHAIU30B
OyZeT NOCTyMHaA 3aKa34YUKy B COOTBETCTBHUHU C MOJIOKEHUSIMH KOHTPAKTA.

7.9. HcnonHuTens HE AODKEH MPEIIPUHUMATH JEHCTBHS, KOTOPBIE MOTYT OKa3aTb
OTPHIATEIbHOC BIIMSHUE HA KAYECTBO MPOIYKIIUH, TPOU3BEICHHON M/WITK TIPOAHATM3UPOBAHHOM
VM B COOTBETCTBHH C IOJIOKEHUAMHU KOHTPAKTA.

Kontpakr

7.10. KoHTpakKT 3aKiI04aeTcsi MeXIy 3aKa34uKOM M MCIIOJIIHUTENEM. B KOHTpakTe JoinKHA
OBITh YKa3aHa OTBETCTBEHHOCTb CTOPOH 3a IMPOU3BOACTBO U KOHTPOJIb IPOAYKINHU. TeXHuYecKue
aCreKThl KOHTpAKTa JOJUKHBI OBITh COCTABJIEHBl KOMIIETEHTHBIMM JIMLIaMH, OOJaJaroluMu
COOTBETCTBYIOIIMMHU 3HAHUSMU B 00JIACTH TEXHOJIOTHH MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB,
MIPOBEJICHUSI AaHAM30B U TpeOOBaHMM HacTofAlero craHjpapra. Bce corjamenuss 1o
MIPOM3BOJICTBY M IPOBEACHUIO AHAIM30B JIOJDKHBI OBITH COTJIACOBaHbI OOCHMMH CTOPOHAMH U
JOJIKHBI COOTBETCTBOBATh TPEOOBAHMSM, YCTAHOBIEHHBIM IPU TOCYJAPCTBEHHONW PErucTpaluu
JIEKapCTBEHHOI'O CPEJICTBA.

7.11. B KoHTpakTe AOKHO OBITH yKa3aHO, KaKUM OO0pa3oM YIOJHOMOYEHHOE JIMIIO,
OTBETCTBEHHOE 3a BBIIIYCK CEpUU MPOAYKLIUU JUIsl peajau3anuu, o0ecreurnBaeT rapaHTuio Toro,
YTO KaKJgas cepus MPOJIYKIHH OblIa HM3rOTOBJIEHA M MPOILJa KOHTPOJb B COOTBETCTBUU C
TpeOOBaHUAMU HOPMATHUBHOW JOKYMEHTAlMM U TpPeOOBAHUSMHU, YCTAHOBJIEHHBIMU IIpU
perucTpanuu JeKapcTBEHHOIO CPEICTBA.

7.12. B KOHTpAKTE JIOJDKHBI OBITH YKa3aHBI JIMIIA, OTBETCTBEHHBIC 3a 3aKYIKY, IPOBEICHUE
UCIBITAHUN U BblJIady pa3pelleHUi Ha MCIOJIb30BaHUE MATE€pUaJIOB, MMPOU3BOJICTBO, KOHTPOJIb
KavecTBa (B T.4. BHYTPHIIPOU3BOJICTBEHHBIN KOHTPOJIb), 0TOOP MpoO M MPOBEICHUE aHAIN30B. B
KOHTpaKTe Ha MPOBEJIECHUE aHAJIM3a JIOJDKHO OBITh YKa3aHO, 0053aH JIM MCIOJIHUTEIb OTOMpPAThH
pOOBI B MOMEIIEHUSAX POU3BOAUTENS POTYKIUH.

7.13. TIpoTOKOJIBI TPOW3BOJACTBA, AHAIM30B M pEATM3AUU MPOAYKIHH, a TaKKe
COOTBETCTBYIOIIME KOHTPOJIbHBIE 00pa3Lbl JOJKHBI XPAHUTHCS Yy 3aKa3YMKa WU JIOJKHBI OBITH
eMy JoCTynHbl. IlepedyeHb OKYMEHTOB, OTHOCAIIUXCA K OIIEHKE KayecTBa HPOIYKIHH U
CBSI3aHHBIX C pPEeKJIaMallMsIMU WJIM BO3HUKHOBEHHEM COMHEHHUI B KauecTBE MPOAYKIHUH, TOJKEH
OBITh OTpE/ICNiCH 3aKa34YMKOM B HMHCTPYKIHSIX IO OTKIOHEHHIO (OT3bIBY) MPOAYKIIHMH. JTH
JOKYMEHTBI JIOJDKHBI OBITh JOCTYITHBI JUIsl 3aKa34HKa.

7.14. B KoHTpakTe JOJKHO OBITH MNPEIYCMOTPEHO IMPaBO 3aKa3zyhMKa Ha IOCELIEHUE
IIPOM3BO/ICTBA UCTIOTHUTEIIS.

7.15. [1pu 3aKiI04eHUN KOHTPAKTa Ha MPOBEICHNE aHAIN30B BO3MOKHO MHCIIEKTUPOBAHUE
WCIIOJIHUTEISI HAJ30PHBIMHU OpraHaMu.

8. PexsramManiuu ¥ OT3bIB TPOTYKITUH
OO01Ime moI0KEeHUA
Bce pekmamanmuu w  uHMOpMAINUWsA, KacarolWecs NPOAYKIUHA C IPEANoIaracMbIMH
HapyIICHUSIMH Ka4deCcTBa, JIOJDKHBI OBITH TIATENBHO IPOAHAIM3UPOBAHBI B COOTBETCTBHU C
WHCTpYKIMsAMHA. Ha mpeanpusatun moipkHA OBITH CO37aHa cucTeMa ObIcTporo U 3¢ (GEeKTUBHOTO

OT3bIBa C pbIHKA NPOAYKIIMU C ABHBIMU WUJIU ITPCAIIOJIaraCMbIMU HAPYIICHUAMHA Ka4C€CTBA.

Pexnamanuun



8.1. Ha mnpennpuatuu A0DKEH OBITh HAa3HAYCH COTPYIHHUK, HWMEIOIIUNA B CBOEM
pacnopsiKeHUH HeOOXOTUMBIA NEepcoHall, OTBETCTBEHHBIM 3a PAcCMOTPEHHE peKjaMalui U
NpUHATHE perieHuid. Eciiu 3TOT cOTpyIHUK HE ABJISETCS YIOJIHOMOYEHHBIM JIMIIOM, TO JaHHOE
JUIO JOJHKHO OBITh IOCTaBJICHO B M3BECTHOCTh 000 Bcex (hakTax pexjamaliuil, pacciegoBaHui
1 OT3BIBOB MTPOYKIIMH.

8.2. JleWicTBHs MO PACCMOTPEHHUIO peKIaMaliii Ha MPEIIOJIOKUTEIHPHO HEKa4yeCTBEHHYIO
MNPOJIYKIHMIO M TPUHATHE pelleHus 00 OT3bIBE MPOAYKIMH JOJKHBI OBbITh H3J0XKEHBl B
COOTBETCTBYIOIIEN MHCTPYKLIAH.

8.3. Crnenyer mpoBOIUTH TIIATENBFHOE paccieOBaHWE pEeKIaMaliii ¥ JOKyMEHTAIBHO
opOpMIISITH €ro ¢ ONMUCaHUEM JeTajeil mpeTeH3uH Ha KayecTBo mpoaykuuu. K stoit pabore
OOBIYHO ClIeAYyeT NMPUBJIEKATh JIULIO, OTBETCTBEHHOE 32 KOHTPOJIb KaueCTBA MPOAYKLIUH.

8.4. Ecu o0HApy>KEHO WIIH ITOJI03PEBASTCS HECOOTBETCTBHE KavyeCTBa KaKOW-IHOO Cepuu
MPOJIYKIIMM YCTAaHOBJIEHHBIM TpEOOBAaHUSAM, CJEIyeT MPUHATH pEUIeHHE O IPOBEpKE
aHAJIOTMYHBIX cepuil. B yacTHOCTH, MpoBepke MOrYT OBITh MOJBEPTHYTHI IPYTHE CEpHH,
coJieprKaliue nepepadboTaHHbIN MPOYKT U3 3TON CEpUH.

8.5. Pemienust u Mephl, IPUHATHIE MO JIIOOOH peKJIaMalliH, JOJDKHBI ObITh BHECCHBI B
COOTBETCTBYIOIIUN TPOTOKOJ Ha CEPUIO TPOIYKIIUH.

8.6. IIpoToKONBI pekIaManuii CleAyeT PEryIspHO paccCMaTpuBaTh W aHAIU3UPOBATH C
LEIbI0 BBISBIEHUS CHEUU(UYECKUX U TMOBTOPSIOMIMXCS (HAKTOPOB, TPeOYOIUX 0co00ro
BHUMAHHUS U KOTOPbIE MOTYT IIPUBECTH K OT3bIBY MPOYKIIHH.

8.7. Ocoboe BHMMaHHE CIEAYyeT YICIATH OLEHKE TOTO, SBJSCTCS JIM MPUYUHON OT3hIBA
¢danbcuduraus TpoIyKLIUH.

8.8. Ilpu ommOkax B NPOW3BOJCTBE, YXYIIICHUH KayecTBa MPOAYKIMH, OOHApPYKECHHH
¢danbcuukay WIK IPYTUX CEPbE3HbIX MpoOIeMax € KaueCTBOM, B OTHOIIEHHHU KOTOPBIX
NPENNPUHUMAIOTCS  KOPPEKTUPYIOUIUME  ACWCTBUS, IPOU3BOJAUTENh  00sI3aH  W3BECTUTH
COOTBETCTBYIOIINE KOMIETEHTHBIE OPTaHBbI.

OT3bIB IPOAYKLIUU

8.9. Ha mnpennpusatuu A0DKeH OBITh HAa3HAYCH COTPYIHHUK, HWMEIOIIUNA B CBOEM
pacrnopsiKeHUH HE0OXO0AUMBIi MepcoHall, OTBETCTBEHHBIN 3a CBOEBPEMEHHBIN OT3bIB IMPOIYKIIUN
¢ peiHka. Kak nmpaBuiio, 3TOT COTpYIHUK JOJKEH ObITh HE3aBUCHUMBIM OT CIYXKO peanuzaluuu u
MapkeTuHra. Eciin 3TOT cOTpyqHUK He SIBISETCS YIMOJIHOMOYEHHBIM JIMIOM, TO JIAaHHOE JIUIO
JOJIKHO OBITH OCBEIOMJIEHO 000 BeexX (pakTax OT3bIBa MPOTYKIIMH.

8.10. Tlopsmox oOT3bIBa TPOAYKIMH JOJDKEH OBITh pErJIaMEHTHPOBAaH WHCTPYKIUEH,
KOTOPYIO CIeAYyeT PEryIsipHO MIPOBEPSATH U MIEpeCMaTpUBATh.

8.11. OT3bIB IPOAYKIIUH JOHKCH OCYIIECTBIIATHCS OTICPATUBHO H B JIF000E BPEMSI.

8.12. KoMrieTeHTHBIE OpraHbl CTPaH, KyJa MOTJIa ObITh HampaBlIeHA MPOMYKIIHS, TOJKHEI
ObITh HEMEIJIECHHO HMH(OPMUPOBAHBI O MPHUHITHU pelIeHUs 00 OT3bIBE MPOIYKIHMH B CBSI3U C
MI0I03PEHUEM WIIM OOHAPYKEHHUEM HECOOTBETCTBUS €€ KaueCTBa.

8.13. JlokymeHTaIMs TI0 OTIPY3Ke MPOIYKIIUH JODKHA OBITh AOCTYIMHOW JJIst Jiuia (JIMIr),
OTBETCTBEHHOTO(BIX) 3a OT3BIB MPOIYKIMH, U COACPKATh JNOCTATOYHYH HH(pOpManuo 00
OITOBBIX MOKYIATENIAX U MPSIMBIX 3aKa3zdyrkax (agpeca, Homepa tenedonos/hakcoB B pabouee u
B Hepabodee BpeMsi, HOMepa Cepuil 1 00bEeMbI MIOCTABOK), IKCIIOPTHBIX MOCTABKAX M MOCTABKAX
00pa3IoB JIEKAPCTBEHHBIX CPEJICTB.

8.14. Ha o0TO3BaHHOW WPOJYKIHMH JIOJDKHA OBITH COOTBETCTBYIOIIAS MapKHPOBKA.
OTO3BaHHYIO NMPOAYKIHUIO CIEAYET XPaHUTh B HAJEKHO H30JIMPOBAHHBIX 30HAX 1O MPUHATHUS
pELIeHUs O €€ JaJIbHEHIIEM HCIIOIb30BaHUH UM YTHIIM3AIUH.

8.15. INocnenoBaTenbHOCTD NEMCTBUN NIPU OT3BIBE MPOIYKIMH JTOJDKHA OBITH O(opMIIeHA
JNOKyMEHTanbHO. OKOHYATEIbHBIM OTYET JOJDKEH CcOoJepXkaTh OajJaHC MEXIy KOJUYECTBOM
ITIOCTABJIEHHON Y OTO3BaHHOW IPOAYKLIHH.



8.16. DQPeKTHBHOCTh MEPONPHUATHIA TIO OT3BIBY MPOIYKIHHA CIEAYeT pPEryIsipHO
aHaAJIM3UPOBATH.

9. CaMOUHCIIEKIIUHU
OO01Ime moI0XKEeHUA

CamowuHcrniekiysi  (BHYTpEHHHMH aymuT) JOJDKHA TPOBOIUTHCS C IIEJIbI0 POBEPKH
BBINIOJIHEHUS MPEANPUATHEM TpeOOBaHUN HACTOSIIErO CTaHIApTa M HPUHATUS HEOOXOIMMBIX
Mep 10 YCTPAHEHUIO HEJJOCTATKOB.

9.1. C uenpto oOecrieyeHHs KadecTBa MPOAYKIIMU BOMPOCHI, CBsi3aHHBIE C pabOTOi
nepcoHana, MOMEUICHUSIMH, O00OpYyJOBaHHEM, JOKyMEHTalUEeH, MPOU3BOJICTBOM, KOHTPOJIEM
KayecTBa U pealn3alieil IeKapCTBEHHBIX CPECTB, MEPOIPUITUSIMHU 10 pabOTe ¢ peKIaMallusIMU
U OT3bIBY MPOAYKLHH, a TaKkKe [POBEICHUIO CAMOMHCIEKIUI, JOJDKHBI PETyJIspHO
paccMaTpuBaThCs B COOTBETCTBUU C YTBEPKACHHOU MPOIPAMMOMU.

9.2. CaMoWHCIIEKIIUS JIOJDKHA MPOBOJUTHCS HE3aBUCMMO U THIATEIHHO CIIEIUAIBHO
HA3HAYCHHBIM COTpPYAHUKOM(amMM), cOCTOSIIMM(MMH) B IITare Mpeanpustus. Moxer ObITh
I0JIE3HBIM IIPOBEACHHUE HE3aBUCUMOTI'0 ayJIUTa SKCIIEPTaMU CTOPOHHUX OpraHU3aluil.

9.3. PesympraThl CaMOWHCHEKIHMHA JOJDKHBI OBITH  OGOpPMIIEHBI JOKYMEHTAJIBHO.
[IpoTokoiibl, cOcTaBieHHbIE 10 pe3yabTaTaM CaMOMHCIIEKIIMH, JOJDKHBI BKIIIOYaTh B ce0s BCIO
NOJYYCHHYI0  MHQOpPMAalMi W HEOOXOIMMBbIE  KOppeKTUpyoume jeiictBus  (npu
HeoOxoaumocTtH).  JleficTBUs,  MpeampHHUMaeMbie 1O  pe3yjabTataM  [POBEACHHOMN
CaMOMHCIIEKIINH, CIIeyeT OPOPMIISITh TIOKYMEHTAIbHO.

Yacrs Il

OCHOBHBIE TPEBOBAHUA K AKTUBHBIM
OAPMALIEBTUYECKUM CYBCTAHIUUAM (ADC), UCTTIOJIb3YEMbIM
B KAYECTBE NCXO/JHbIX MATEPUAJIOB

1. Beeneuue

1.1. [lens

JlaHHas 4YacTh CTaHIAapTa SBJSETCS PYKOBOJCTBOM IO mpuMeHeHHio mpaBmwi GMP k
MIPOM3BOJICTBY AaKTHBHBIX (hapMarieBTHueckux cyocraniuii (ADPC) ¢ menpio obOecreucHHs
rapaHTUU X KayecTBa U COOTBETCTBUS TPEOOBAHUSIM K YHUCTOTE.

Tepmun "mpousBoiacTBO” BKIOYaeT B cedst Bce Buipl omepauuii ¢ ADC: mpueMmky
HCXOJHOTO CBIPbS, MPOU3BOJICTBO, YIMAKOBKY, MEPEYNaKOBKY, MAPKUPOBKY, INEPEMapKUPOBKY,
KOHTPOJIb KauecTBa, BBIITYCK MPOJIYKIIMH, XpaHEHUE U PeaU3aliio, a TAaKKe COOTBETCTBYIOIINE
Mepbl KoHTpoJist. [lonsTus "nomxen”, “cnenyer”, mpUMeHsieMble B HAcCTOAIIEM PYKOBOJCTBE,
YKa3bIBalOT Ha PEKOMEHIALIMM, BBIMOJIHEHHWE KOTOPBIX IPEAIOoJaraeTcsi, 3a HUCKIOYEHHEM
CJIydaeB, KOTJIa UX BBIIIOJHUTh HEBO3MOYKHO MM OHU MOTYT OBbITh 3aMEHEHbI AJIbTE€PHATUBHBIMU
NEeUCTBUAMH, 110 KpaiiHEeH Mepe, ¢ IKBUBAJICHTHBIM YPOBHEM 00€CII€YeHHs KaueCTBA PO TYKIIUH.

CrangapT He 3aTparuBaeT BOIPOCOB OE30IaCHOCTH MEpPCOHaa, 3aHATOr0 B MPOU3BOJICTBE,
1 TpeOOBaHMU MO 3alIUTE OKpyXarouedl cpenbl. IIpons3BoauTenbs HECET OTBETCTBEHHOCTH 3a
0€30MMacHOCTh NEPCOHANa U OKPYXKAIOIIeH cpe/ibl B COOTBETCTBUH C 3aKOHOAATEIBCTBOM.

CraHIapT HE yCTaHaBIMBAaeT TPEOOBaHHIA, MPEIbABISIEMBIX MPU perucTpanuu (mojgaye
3asBku Ha peructpanuio) ADC, u He 3amenser TpeOoBanuii PDapmaxornew, HE 3aTparkBacT
MIOJIHOMOYUH COOTBETCTBYIOIIMX OPraHOB IO YCTAHOBJIEHUIO CHEUMPHUECKUX TpeOOBaHUN K
A®C gans  BbIauM  pa3pelICHUs Ha  peaiu3aluio/IPpOM3BOJCTBO WM  MPUMEHEHHE
JIEKapCTBEHHbIX cpeAcTB. ClrieyeT BBINOJHATh BCe TpPeOOBaHUS, YCTAHOBJIEHHbIE IPHU
rocynapctseHHoi peructpauuu ADC.



1.2. OGmacTh MpUMEHEHUS

Crangapt ycraHaBiuBaeT TpeOoBaHMs K mpou3BoAcTBY ADC, wHCHONb3yeMbIX B
JICKAPCTBEHHBIX CpPEACTBAX JUI 4YeJIOBEKa M JKMBOTHBIX (MEOMIIMHCKMX mpernaparax). K
POU3BOJICTBY cTepiiibHBIX ADC OHO MPUMEHUMO TOJIBKO 0 CTaauu crepuin3auuu. Ctanaapt
HE pacmpoCTpPaHAETCs Ha TPOLECCHl CTEPHJIM3AIMU W TPOU3BOACTBO CTepwibHbIX ADC B
aCeNTUYECKUX YCIOBHSX. DTH MPOIECCHI CIEAYeT MPOBOJUTH B COOTBETCTBUU C TPEOOBaHUSAMU
HacTosmiero craHaapra (B T.4. mpuBeleHHbIMH B [Ipunoxenun 1) u APYrux HOPMATHBHBIX
JOKYMEHTOB.

B cnydae nmpownsBoAcTBa CpeACTB IMPOTHUB HKTONAPAZUTOB MOTYT HCIIOJIB30BATHCS JIPYrHe
HOPMAaTUBHBIE IOKYMEHTHI.

CrangapT He pacmpoCTpaHsAETCs Ha MPOU3BOJICTBO IEJBHBIX KIETOK, LENbHON KpOBU U
IUIa3Mbl, TIPOU3BOJIHBIX KPOBU M IUIa3Mbl ((PaKIMOHUPOBAHKE IUIA3MbI), HO PACHPOCTPAHICTCS
Ha mnpous3BoacTBO A®DC, mojydaeMmblX C HCIOJIb30BAaHHMEM KpPOBH WM IUIa3Mbl B KauecTBE
HCXOJHOTO ChIphsi. Ha MpOM3BOACTBO KJIETOYHBIX CYOCTpaToB (MJICKOMMTAIOIIUX, PACTCHHI,
HACEKOMBIX WJIM OAaKTepHil, TKAaHEeH WM OPraHOB XMBOTHBIX, B T.4. TPAHCTCHHBIX KHUBOTHBIX) U
paHHUE CTaJuu MPOU3BOJCTBA MOTYT PacCIpOCTPaHAThCS TpeOOBaHMs HACTOSILEro CTaHIapTa,
BBIXOJSIIME 32 pPAaMKU JaHHOM dactu cranaapra. CTaHaapT He paclpocTpaHseTrcss Ha
IIPOM3BOJICTBO HEpac(hacoOBaHHBIX JEKAPCTBEHHBIX CPEJCTB, HO PACIPOCTPAHSAETCS HAa AKTHBHbBIE
(dapmareBTHUECKHE CyOCTaHIINK, OTHOCAIMECs K [IpunoxeHusm 2 - 7 HaCTOSIIEro cTaHaapTa.

Pasmen 19 craHmapra conepuT TpeOOBaHUS, pPACIPOCTPAHSIONIMECS TOJBKO Ha
npousBojgcTBO  ADC, uCHOAB3yeMBIX I TOJY4YEHHUsS  JIGKAPCTBEHHBIX  CPEJICTB,
NpeJHA3HAYCHHBIX JUIS KIMHUYECKUX HCCIeNIOBaHUN (MCCIIeIOBATEILCKUX JICKAPCTBEHHBIX
CPEJICTB).

Ucxonusiit Matepuan aiis npousBoactsa ADC - ceipbe, MPOMEKYTOUHbIE TPOAYKTHI WU
npyrue AD®C, wucnonb3dyemble B mnpousBojctBe ADPC u Brimoyaemble B ADC B kauecTBe
CYIIIECTBEHHOTO CTPYKTYpPHOTO 3emMeHTa. Mcxomuerit Matepuan s npoussojictBa ADC moxer
ObITh TPOIYKTOM (MaTepuaioM), TOJIy4aeMbiM OT OJHOTO HJHM OoJiee MOCTaBIIUKOB, HIIU
MaTepHuaIoM, MPOU3BOIUMBIM Ha camoM mpeanpustuu. Kak npasuno, mig npoussBoactsa ADOC
HCIIOJB3YIOTCA MCXOAHBIE MaTepHallbl C KOHKPETHBIMH XUMHYECKMMH CBOMCTBAMH U
CTPYKTYpPOil.

[TpousBogutens ADPC M0DKEH ONpEAeTUTh M JIOKYMEHTaJbHO OQOPMHTH CTAIUIO, C
KOTOPOM JOJDKHO HAYMHATHCS MPou3BOJCTBO ADC u3 HCXOAHOTO ChIphs. Jlimsi mporeccoB
XMMHUYECKOTO CHUHTE3a 3Ta CTaJus ONPENENseTCs KaK CTaaus BBOJA MCXOJHBIX MAaTEpHUAIIOB B
TeXHOJOorudeckuii mpomecc mpousBoactBa ADC. [ns apyrux mporeccoB (dpepmeHTarmm,
OKCTPAKLMHU, OYMUCTKM W TIp.) JaHHYIO CTaJUI0 ONPEACISIOT C YY4eTOM KOHKPETHBIX
ocobeHHocTel mpou3BojcTBa. B Tabnune 1 npuBenens! craauu npousBoicTBa pa3nindHbix ADC
C BBLACIICHHEM CTaaui, Ha KOTOPBIX HMCXOJIHBIM MaTepuas, KaK IpPaBWIO, BBOJUTCA B
TEXHOJOTMYECKHI TTpOoLIeCC.

Hauwnas ¢ 9TOH cTaiuu Ha JaHHBIC MPOMEXKYTOYHBIC NPOIYKTHl W/WIM CTaIuu
npousBojictBa ADC nelcTBYIOT MpaBWia JaHHOM yacTu cranjgapra. OHUM BKIIIOYAOT B ceOs
TpeOoBaHMs K arrecTaly (MCIBITAHUSIM) KPUTUYECKUX CTAJUN TEXHOJOTHYECKOTo Mpoliecca,
okaspiBaronux BiusHUE Ha kadecTBo ADC. B To ke Bpems BbIOOp CTaAMii TEXHOJIOTUYECKOTO
nporiecca Jyisl IPOBEICHUS aTTecTaliy (MCIbITaHUIA) HE 0053aTe/IbHO O3HAYALT, YTO 3TH CTAJAUU
SBJIAIOTCSI KpUTHYecKUMU 115 KauectBa ADC.

Koncynbrantlnroc: npumedanue.

Texcr Tabnuib! 1, BeIICIEHHBIN cepbIM (POHOM, B JIEKTPOHHON BEPCUH 0003HAUEH 3HAKOM
ll& n .

TpeOoBaHus HACTOALIEH YaCTU PACIIPOCTPAHSIOTCS, KaK MPaBUJIO, HAa CTAJNH, BbIJCICHHBIE
B Tabmuue 1 ceppiM (oHOM. DTO HE O3HAYaeT, YTO B IPOLIECCE MPOU3BOJCTBA JIOJIKHBI
BBITIOJIHATHCS BCE CTAJIUU, yKa3aHHbIE B JaHHOM Tabnuue. CTpOrocTs ciae0BaHus TPEOOBAHUAM
GMP nomxHa Bo3pacTtaTh OT paHHUX CTamuil mpousBoacTBa ADC K 3aBepIIArOIIUM CTaIHsIM



TEXHOJIOTHYECKOI0 MPOLecca, OUUCTKU U yrakoBKU. Pusnueckyro 00padotky ADC, Takyro Kak
IpaHyJISIIKsS, MTOKPBITHE 000JI0YKOH WK (U3MUECKOe W3MEHEHUE pa3Mepa JacTHil (Harmpumep,
rpyOblii ¥ TOHKHMW IOMOJI), CIEeIyeT HPOBOJMTH, MO KpailHeH Mepe, B COOTBETCTBUH C
TpeOOBaHUAMHU HACTOSIIEr0 CTaHapTa.

Tab6muma 1



IMPUMEHEHUE CTAHJIAPTA JUIA ITPOU3BOJCTBA A®C

Bun Craguu npousBoacTBa ADPC, Ha KOTOPbIE pacIpOCTPAHSIETCS JaHHBINA CTaHIapT

MIPOU3BOJICTBA (BbIICIICHBI CephIM (DOHOM)

XUMHUYECKUI IIpounssoacTeo BBon ucxognoro | &IIpousBoactso &Brinenenne | & Pusnueckas

CUHTE3 HCXOJIHOTO Marepuaia AOC | mpoMeXyTOuyHOTO U OUHCTKa& obOpaboTka u
Marepuana Jajis B MPOIIECC MpOAYKTa& ynakoBKa&
ADC

ADC, [Tomyuenne N3menpuenne, &BBoj ucxoguoro | &Brinenenne | & dusnyeckas

BbIJICJICHHBIC U3 (coop) CMEIIMBaHHE matepuana AOC B |1 ouncTka& o0paboTka u

HCTOYHHUKOB oprasa, u/vmm mporecc yIakoBKa&

KHUBOTHOTO KHUJIKOCTH WIH NepBOHAYaNbHaAsl | MPOM3BOACTBA&

MPOUCXOXKJCHUS | TKaHeH 00paboTka

ADC, COop pacrenuii | M3menbuenue u &BBog ucxonnoro |&Breinenenue | &Duszmdeckas

BBIJICTICHHBIC U3 nepBoHavanbHas | matepuana AOC B | u ouncTka& obOpaboTka u

HCTOYHHUKOB AKCTPAKIUS mporiece yIakoBKa&

PacTUTEIBHOTO IIPOU3BOJICTBa&

MIPOUCXOXKICHUS

PacrturensHbie C6op pacrenuit | 3menpuenue u - & [lanbHelimas | & dusnueckas

OKCTPAKTHI, NepBOHAvYAIbHAs sKCTpakiusa& |oOpaboTka u

UCTIOJIb3yeMbIE B AKCTPAKIUS yIakoBKa&

kauectBe ADC

ADC, cocrosime | COop pacrenuit | I3menbueHue - - & duznueckas

U3 pa3MenbieH- u/WIM KyJIbTH- (pactupanue) o0paboTka u

HBIX WJIH BHUPOBaHUE U yIakoBKa&

pacTepThiX B coop

MOPOIIOK

pacTeHui

buoTexnonorus: Coznanne &IlonnepxkuBanue | &KynbTypa &Breinenenue | usnueckas

depmenTarms/ TJIABHOTO U pabouero OaHka KJIETOK M/Win M OYMCTKa& o0paboTka u

KyJIbTypa pabouero KIIETOK& bepmenTanun& yITaKOBKa

KJICTOK

OaHKOB KJIETOK




"Knaccuueckas" Coznanne [MonnepxuBanue |&BBox KIeTOK B &Breinenenue | dusnueckas
dbepmeHTanus 0aHKa KJIETOK 0aHKa KJIETOK mporecc U ouncTKa& obOpaboTka u
JUIsL IPOU3BOJ- bepmeHTannn& yIIaKOBKa
ctBa ADOC

YCUJIEHUE TPEFOBAHUM GMP ->




Hacrosiumit  crangapT He  pacHnpoCTpaHsieTcss Ha  TEXHOJIOTMYECKHME  CTajuH,
MpeIIeCTBYIOLME BBOAY UCXOJHBIX MaTepuaioB Juisl npou3BoacTBa ADC B TEXHOJIOTMYECKUN
poLecc.

Tepmun "axkTuBHas (apmaneBTHUecKass CyOCTaHIUS MOKET HCIIOJIb30BAThCSl HapsAy C
TepMHUHOM "akTuBHas cyOctanmms'. TepMuHBI W OmpeneneHus, mpuBelneHHbIe B pasnene 20
gactu ||, oTHOCSATCS TONMBKO K 3TOM yacTu. Psijg TepMuHOB ompezeneH B 4acTu | W JODKEH
HCII0JIb30BAThCS B TOM K€ CMBICJIE.

2. ObecrieueHue KayecTna

2.1. O0mue moJIOKEHUs

2.10. OTBETCTBEHHOCTH 3a KAa4eCTBO BBITYCKAEMOTO TIPOJYKTa HECET BECh IEPCOHAN
MPEIIPUATHS-TIPON3BOIUTEIIS.

2.11. Ha kaxaoM MpennpusTdd cleayeT pa3paboTarh, JOKYMEHTAIHHO OQOPMHUTH U
BHEJPUTH CHCTEMY 00€CIeUeHUs KaueCcTBa, KOTOpas MpeaycMaTprUBaeT aKTUBHOE y4acTUe B HEl
PYKOBOIUTENIEH IPEAIPUITHS U BCErO IEPCOHAINA, 3aHATOrO B POU3BOJICTBE.

2.12. Cucrema o0ecredeHusi KadecTBa OXBaThIBACT OPraHU3ALMOHHYIO CTPYKTYpY,
UHCTPYKLMHU, METOJMKH, TPOIECCHl U PEecypchl, a TakkKe JEHCTBUS, HEOOXOIUMble s
obecnieueHus rapantuu cootBeTcTBUsI A®DC BceM TpeOOBaHUSM K KadecTBY M YHCTOTE.
JlesTenbHOCTh, CBA3aHHAsE ¢ OOecredyeHHeM KadecTBa, JOJDKHA ObITh YETKO OIpeneieHa u
JOKYMEHTaJIbHO O OpMIIECHA.

2.13. Tlompaznenenus (OTAENBI, CIYy)KObI), OTBETCTBEHHBIC 3a OOECIIEYCHUE M KOHTPOJIb
Ka4ecTBa, JIOJDKHBI ObITh HE3aBUCHMBIMH OT MPOM3BOJCTBA. OTH (YHKIUH MOTYT BBHITIOJIHSTH
OTJIeJIbHbIE MOJPA3/IEICHUsI [0 00ECTIEYeHUIO U KOHTPOJIIO0 KauecTBa MO0 OBITH BO3JIOKEHBI Ha
OJTHO JIUIIO (IPYIIITY JIMII) B 3aBUCUMOCTH OT 00BEMOB U CTPYKTYPBI IIPEATIPHUSTHSL.

2.14. Cnenyer oOmpenenuTh KPYyr JIHIl, OTBETCTBEHHBIX 3a BBIIYCK IPOMEKYTOUYHBIX
npoykToB u ADC.

2.15. Bce peiicTBUsS MO KOHTPOJIO KadecTBa CieayeT OQOpPMIISTh IOKYMEHTAIBHO
HENOCPEICTBEHHO IIPU UX BBIIIOJIHEHUU.

2.16. JlroOble OTKIOHEHHS OT TPHUHATHIX HHCTPYKIHUH IOJDKHBI OBITH OOOCHOBAaHBI M
opopMIIEHbl  JOKyMEHTadbHO. KpuTHyeckue OTKIOHEHHs] CIeAyeT paccieloBaTh C
HEO0OXO0IMMBIM JIOKYMEHTaIbHBIM O(OPMIICHUEM.

2.17. He pnomyckaercsi BBITYCKaThb WM HCIOJB30BATh MaTepHAIBI IO MOJYyYCHUS
MOJIOKUTEIIFHOTO  3aKJIFOYEHUsS] OTnena(0B) KadyecTBa, €CIM HE YCTAHOBICH CHCIUATbHBIN
MOPSJIOK, JOMYCKAIOIIMKA COOTBETCTBYIOIIME OTKIOHCHHUS (HAmpHMep, BBIIYCK MaTepHAaJOB,
HaxoJsdImmxcs B KapantuHe, mpuBeaeHHbIXx B 10.20 Hacrosmero pykoBOJCTBa, WIH
HCII0JIb30BAHNE CBhIPbS WM MPOMEXKYTOUYHBIX IPOJIYKTOB, OI[EHKAa KayecTBa KOTOPBIX €Ille He
3aBepIICHA).

2.18. Cnenyer pa3paboTaTh TIOPSIOK CBOEBPEMEHHOTO H3BEIICHHUS PYKOBOJICTBA
MPENNPUATHS O pe3yabTaTaX HHCIEKIUH, TPOBOAUMBIX OpraHaMu KOHTPOJISI U HaJ30pa, CIIydasx
CepbE3HOr0 HapylleHUs TpeOOBaHUN HACTOSIIET0 CTaHJapTa, OOHApYXEHUS HECOOTBETCTBUS
OpOJyKTa W HPUHATBIX Mepax (MPeTeH3HWsX K Ka4deCcTBY MPOIYKIMH, OT3bIBAX MPOIYKIIHH,
3aKJIFOUCHUSX UHCTICKIMH U T.]11.).

2.2. DyHKITMY ¥ OTBETCTBEHHOCTD MOJIpa3ACiIeHUH 110 00SCIICUeHUIO U KOHTPOJTIO Ka4eCcTBa

2.20. JleaTenbHOCTh IMOAPA3JCIICHUHA 10 OOCCIICYCHHIO H KOHTPOJII0 KadecTBa
pacTpoCTpaHseTCsl Ha BCE aCIIEKTHI Ka4eCTBa.

2.21. Tloxpa3zaeneHust 0 00ECIICYCHUIO U KOHTPOJIFO KavyecTBa JODKHBI pacCMaTpHUBATh U
COTJTaCOBBIBATh (YTBEPIKAATh) BCE JOKYMEHTBI, HMEIOIIUE OTHOIICHHE K KAYeCTBY IMPOTYKIIHH.

2.22. OYHKIMY U OTBETCTBEHHOCTDH CITYXOBI KaueCcTBa, HE3aBUCUMOM OT IPOM3BOJICTBA, HE
MOTYT OBITh IEPEAaHbl IPYTHM TOJpa3JeliCHUsIM WK JuiaM. OyHKIUH U OTBETCTBEHHOCTH



3TOM CIIy’KOBbl JTOJKHBI OBITH O(OPMIIEHBI JOKYMEHTAJIBHO W BKJIKOYATh B ceOsl, MO KpalHel
Mepe, CIeAyoLIee:

1. Beinyck win o13biB J100bIX ADC. BblllycK WM OT3BIB MPOMEXKYTOUYHBIX MPOJIYKTOB,
HCI0JIb3YEMbIX BHE 30HbI KOHTPOJIS IPEANPUATUA-TIPOU3BOAUTETIS.

2. Pa3paboTKy ¥ BBOJ B JICHCTBHE CUCTEMBI BBIITYCKA WIIH OT3BIBA CHIPHS, IPOMEKYTOUHBIX
[POJIyKTOB, YIIAKOBOYHBIX U MIEYaTHBIX MATEPUAIOB (MaTEPUAIIOB [Tl MAPKHPOBKH).

3. IIpoBepku cepuu TOTOBOW MPOIYKIIMH M TPOTOKOJIOB JTa0OPATOPHBIX aHAJIM30B Ha
KPUTHYECKHUX CTaJIUAX TEXHOJIOTUYECKOTO Tpoiiecca 10 Bbimycka ADC B peanuzanuio.

4. PaccnenoBaHM€ NMPUYMH KPUTHUYECKHX OTKIOHEHUN MapaMeTpoB OT YCTAHOBJIEHHBIX
3HAYEHUH C MPUHATHEM HEOOXOMMBIX MEp U T.J.

5. CornacoBanue Bcex crequpuKalui U TEXHOJIOTHYECKUX UHCTPYKIMM IO IPOU3BOACTBY
MIPOJTYKIIUH.

6. CoracoBanue BceX MHCTPYKIUK M METOJHK IO KaYeCTBY MPOMEKYTOYHBIX TIPOJTYKTOB
numu AOC.

7. KoHTpOJIb IPOBEICHUSI BHYTPEHHHX MPOBEPOK (CAMOMHCIICKIIUH).

8. CoracoBaHne MpOU3BOAUTENEH MTPOMEKYTOUHBIX TPOAYKTOB U ADC, paboTaromux Mo
KOHTPAaKTY.

9. CormacoBaHne W3MEHEHHH, KOTOphIE MOTYT OKa3aTh BIHMSHHE HA IMPOMEXKYTOYHBIC
npoaykTel 1 ADC.

10. PaccmoTpeHne W corjlacoBaHHE TPOTOKOJOB M OTYETOB O MPOBEICHUH AaTTECTAIUU
(ucnbITanuii).

11. Kourtposp pacciefoBaHusi NPETEH3UHM, CBA3AHHBIX C KAdye€CTBOM MPOJYKIMH, U
MPUHATHS HEOOXOIUMBIX MEP.

12. KoHTpOJIb CBOEBPEMEHHOTO BBIMTOJHEHHUS TEXHUYECKOTO OOCITY)KUBAaHUS M KAITHOPOBKU
(moBepKH) KPUTHYECKOTO 000PYIOBAHHS B COOTBETCTBHU C YCTAHOBIICHHBIM MOPSIIKOM.

13. KoHTpOJIb MPOBECHUS UCTIBITAHUN B OPOPMIICHHS UX PE3YIIbTATOB.

14. Koutpons (mpu HEOOXOAMMOCTH) JAaHHBIX O crabunbHocTn ADC  wu/umu
MIPOMEXYTOUHBIX ITPOYKTOB JIIsl 000CHOBAHUS 1aThl UX IOBTOPHOI'O KOHTPOJISI, CPOKA FOJTHOCTH
U YCIOBUM MX XPAaHEHUS.

15. CocraBiaeHue OTYETOB O KadecTBe mnpoaykiuu (moapasmen 2.5 Hacrosiiero
PYKOBO/ICTBA).

2.3. OyHKIIMHM U OTBETCTBEHHOCTH MTPOU3BO/ICTBEHHBIX TOIPa3ICIICHUI

OYHKIMM MU OTBETCTBEHHOCTb IPOU3BOJICTBEHHBIX IOJpa3fefeHUul JOJDKHBI ObITh
o¢OopMIIEHBI TOKYMEHTAJIbHO U BKIIIOYATh B ce0s, MO KpaiiHell Mepe, clieayroliee:

1. Pa3paboTKy, epecMOTp U coriacoBanue (yTBEpXkICHHE) HHCTPYKIUA 110 TPOU3BOICTBY
NPOMEXYTOUHBIX MpoaykToB wu/mium ADC, a Takke o00ecnedeHHUe HHCTPYKIHMIMH BCEX
IIPUYACTHBIX NOJAPA3JIEICHUN U UCIIOJIHUTENIEH B COOTBETCTBUU C YTBEPKIACHHON MHCTPYKLIUEH.

2. IlpomsBoactBo ADC wu, mpu HEOOXOAUMOCTH, TPOMEKYTOUHBIX TPOIYKTOB B
COOTBETCTBUU C YTBEPKJACHHBIMU UHCTPYKIIUSIMHU.

3. PaccMoTpenue Bcex MpOTOKOJIOB MTPOM3BOJICTBA CEPUU TTPOAYKIIMH U TIOTBEPKICHUE HX
MOJIHOTBI U MIPABUIBHOCTH 0(GOPMIICHUS (IIOAMUCAHMUS) B YCTAHOBICHHOM HOPSIIIKE.

4. KoHTponb MNpOBeIEHHUs aHalu3a BCEX OTKIOHEHHWH B Mpollecce IPOU3BOJCTBA U
paccieoBaHMM  KPUTUYECKUX  OTKJIOHEHHH €  COOTBETCTBYIOILIMM  JIOKyMEHTaJIbHBIM
0(hOpPMIICHUEM.

5. KoHTposib YUCTOTHI NPOU3BOACTBEHHBIX IOMEUICHHH M, HpU HEOOXOIMMOCTH, HX
NEe3UH(EKIINUH.

6. KoHTpoJIb BBIMOJIHEHHST HEOOXOJUMBIX KATHOPOBOK (MIOBEPOK) U XpaHEHHSI MPOTOKOJIOB
KaJTMOPOBKH.

7. KoHTpousib coliepkaHusi MOMELIEHU W 00OpylOoBaHUS B HAJUIEKAIEM COCTOSHUU M
XpaHEHUS] COOTBETCTBYIOLIUX ITPOTOKOJIOB.



8. KoHtpouib BefieHusI U coriacoBanus (yTBEPXKICHHS) IPOTOKOJIOB H OTYETOB aTTECTAI[UH
(ucmbITanuit) 000PYIOBAHKS U MPOIECCOB.

9. OueHky mpeylaraéMbIX W3MEHEHHH B TPOJIYKIHWH, TEXHOJOTHYECKOM IPOIEcce HITH
000pyI0BaHUHU.

10. KoHTpons MNpoOBEeAEHUS  aTTECTAlMd  HOBBIX W, TPH  HEOOXOJIMMOCTH,
MOJIEpHU3UPOBAHHBIX TOMEILEHUN 1 000PYJOBaHMUS.

2.4. BuyTpeHHUE ayuThl (CAMOMHCIICKIIUH)

2.40. Jlns mOATBEP)KICHHUS COOTBETCTBHA Mpon3BoAcTBa ADC TpeOOBaHUSAM HACTOSIIETO
CTaHJapTa CJEAYeT PEryasipHO MPOBOJUTh BHYTPEHHHE ayIUThl COIJIACHO YTBEPKICHHOMY
rpaduky.

2.41. PesympraThl aymuTa W TOCICAYIONME KOPPEKTUPYIOIIME JICHCTBHS CICIYeT
0pOpMIISITh JIOKYMEHTaJIbHO M MPEACTaBIATh PYKOBOJACTBY mpeanpusatus. JledctBus no
pe3ysbTaTaM ayJauTa ciaeayeT BBIIOIHITh CBOEBPEMEHHO U HA/JIEKALIUM 00pa30M.

2.5. Ananmu3 xavyecTBa MpoTyKIUN

250. i mOATBEp)KICHUS TIOCTOSHHOTO COOTBETCTBHS TEXHOJOTHMUYECKOTO IIpoIecca
YCTaHOBJICHHBIM TPEOOBAHUSAM CJICYET PEryasipHO MpoBOAUTH aHanu3 kadectBa ADC. Takoit
aHaJIM3 CclIelyeT MPOBOJIUTh, KaK IPaBUJIO, €XKEroJHO C MOCIEAYIOIINM JOKYMEHTAJIbHBIM
odopmiienneM. OTUET O MPOBEACHUHU aHAIM3a KauyecTBa MPOAYKIIMH JOHKEH BKIIIOUATh B ceOs,
10 KpailHel Mepe, CIIEIYIOIIEE:

- paccMOTpEeHHE Pe3yabTaTOB BHYTPUIIPOU3BOJACTBEHHOTO KOHTPOJS M ucmbiTaHui ADC
10 KPUTHYECKUM IMapaMeTpam;

- aHaJIM3 JaHHBIX 000 BCEX CEpUAX MPOJYKIMH, KaYECTBO KOTOPBIX HE COOTBETCTBOBAJIO
YCTaHOBJICHHBIM TPEOOBAHUSM;

- aHaJIU3 BCEX CYIIECTBEHHBIX OTKJIOHEHUI B TEXHOJIOTMYECKOM IPOIECCE U PE3YyIbTaThl
paccieoBaHus UX MPUYHH,

- pacCMOTpPEHHE BCEX H3MEHECHHI, BHECEHHBIX B TEXHOJIOTHYECKHUN TMPOIECC WIH
AHATUTUYECKUE METOIbI;

- pacCMOTpEHHE Pe3yabTaTOB HEMPEPHIBHOTO KOHTPOJIS CTAOUIBLHOCTH;

- aHAJIM3 BCEX MPETEH3UH, BO3BPATOB M OT3BIBOB, CBS3AHHBIX C KAYECTBOM IIPOIYKIIUH;

- aHanu3 (p(HEKTUBHOCTH BCEX KOPPEKTUPYIOIIUX JEHCTBHUM, MPUHATHIX 1O pe3yibTaTaM
ayauTa.

2.51. Crnemyer OIEHWTH PE3YJIbTAaThl aHAIM3a W TPUHATH PEIICHHE O HEOOXOIMMOCTH
MPHUHATHS COOTBETCTBYIOIIMX MEp HIIM MOBTOPHOW arrectanuu (vcrbiTanuii). OOOCHOBaHHE
HEOOXOJUMOCTH OSTHUX MEp JOJDKHO OBITh O(GOpPMIIEHO TOKYMEHTAJIBHO. YKa3aHHBIE MeEphI
JIOJDKHBI OBITH BHITIOJITHEHBI CBOEBPEMEHHO M HA/IICKAIITM 00pa3oM.

3. [lepconan

3.1. Kpanuduxanus nepconana

3.10. IIpom3BoacTBO MAOKHO OBITH  YKOMIUIEKTOBAHO  HEOOXOJMMBIM  YHCIOM
COTPYJIHUKOB, HMEIOLIMX COOTBETCTBYIOIICe 0Opa3oBaHUe, MNPOIICANINX OOydeHue u/uiu
MMEIOLIUX JOCTaTOUHBIM ONBIT paboThl B pou3BoacTBE ADC 1 mpOMEKYTOUHBIX IPOIYKTOB.

3.11. OTBETCTBEHHOCTh M 00S3aHHOCTH BCEX COTPYIHUKOB, pabOTAIONINX B MTPOM3BOJICTBE
ADC u npoMeKyTOUHBIX TPOAYKTOB, JOKHBI OBITh JOKYMEHTAJIBHO O(OPMIIEHBI.

3.12. Cnemyer mNpOBOJUTH peEryIIpHOE OOydYeHHE IMepCoHaja C MPHUBJICUCHUEM
CHEIHAIMCTOB HEOOXOAUMON KBalM@UKAIMU. OTO O0O0y4eHHE JIOJDKHO OXBaThiBaTh, Kak
MUHHUMYM, BOIIPOCHI, CBS3aHHbIE C BBIIOJIHEHUEM KOHKPETHBIX OIepauuid U TpeOOBaHMIA
HACTOSIILIEr0 CTaHAapTa B 4YacTH O00s3aHHOCTEH MJaHHOrO coTpynaHuka. Crenyer BecTH U
COXPAHATbH NMPOTOKOJIBI O0YUEHHS] COTPYAHHUKOB, a TAKXKE IPOBOAUTDH IEPUOIUUECKYIO OLIEHKY UX
KBaJIM(DUKALIMH.



3.2. 'uruena nepcoHaa

3.20. ITepconai g0mKeH cOONMIOIATh MPaBUIIa TUTHEHBI.

3.21. IlepcoHan JOJDKEH HOCHTh YHCTYIO  OJCKIY, COOTBETCTBYIOIIYIO €ro
MIPOU3BOJICTBEHHOH AeATeNnbHOCTH. ClenyeT OnpeaeuTh MOPSI0K 3aMEHBI 3TOW omexabl. Jlis
3amuTel ADC 1 IPOMEXYTOUHBIX MaTEPUAIOB OT 3arps3HEHUs, IPH HEOOXOAUMOCTH, CIEIyeT
HOCHTB JIOTIOJTHUTEIILHBIC JIEMEHTHI 0JIK/IbI, IOKPBIBAIOIIIE TOJIOBY, JIULO U PYKH.

3.22. Cnenyet n30erarh IpsMOTO KOHTAKTa IEPCOHANA C TIPOMEKYTOUYHBIMHU TPOTYKTAMH H
ADC.

3.23. Kypenue, mpueM THIIM W HAIHUTKOB, XEBAHWE PE3WHKH W XPaHCHHE NPOIYKTOB
NUTAHUSA JOMYCKAIOTCS TOJBKO B CIEIUAIBHO BBIICICHHBIX MECTaX, OTICIEHHBIX OT
MIPOU3BOICTBEHHBIX TOMEIICHUH.

3.24. CorpymHHKH C WHQEKIUOHHBIMH 3a00JICBAaHUSIMH WM HWMEIONINE OTKPBITHIE
MOBPEXKJICHHUSI HAa HE3aKPBITHIX YYacTKaxX Teja He JOMYCKAIoTCs K padoTe, €CIM 3TO MOXKET
otpazutbes Ha kauectBe ADC. JIr000il coTpyqHUK ¢ 3a00J€BaHUEM WM HAJIWYUEM OTKPBHITON
paHbl, BBISBICHHBIMU MPU MEAUIMHCKOM OCMOTpE WIIM HAONIOJCHUH, JOJDKEH OBITh OTCTpaHEH
OT TIPOM3BOJICTBEHHBIX OIEPALAH, TIPU BBIOJHEHUH KOTOPBIX COCTOSIHUE €TO 30POBBS MOXKET
HEONMaronmpusTHO TOBIUATHh Ha KadecTBO A®DC, 10 BBI3IOPOBICHHUS WM MOTYYCHUS
MEIUIUHCKOTO 3aKIIFOYSHHUS O TOM, YTO HAXOXKICHUE 3TOTO COTPYIAHHMKA Ha paboueM MecTe He
MPEACTABIISIET pUCKA JJis Oe30macHoCTH uin kadecTBa ADC.

3.3. KoncynpranTsl

3.30. KoHCynbTaHThI 110 BOMPOCAM POU3BOJCTBA M KOHTPOJISI KAYeCTBA MPOMEKYTOUHBIX
marepuanoB win ADPC I0HKHBI KIMETh COOTBETCTBYIOIICE 00pa3oBaHUE, MOIATOTOBKY M OIBIT
pabOThI MM COUSTAHUE BBIIICTICPEUNCIICHHBIX TPEOOBAHHUIA.

3.31. Cnenmyer oOpraHu3oBaTh BEICHHE M XpPAaHEHHE IIPOTOKOJIOB O TPOBEACHUH
KOHCYJIbTAIM C YKa3aHHEM MMEH, aJ[pecOB, CIICIMAILHOCTEH M BUOB YCIYT, MPEAOCTABIISIEMbIX
TUMU KOHCYJIbTaHTAMHU.

4. 3nanus, TOMEIICHUS U HH)XCHEPHBIE CUCTEMBI

4.1. IlpoexTupoBaHuEe U CTPOUTEILCTBO

4.10. Ilpu pa3MemeHu#, TPOCKTUPOBAHUH M CTPOUTEILCTBE 3IaHUNA W TOMEIICHUH,
MpelHAa3HAYEHHBIX JUI1 IPOU3BOJICTBA IPOMEXKYTOUYHBIX MpoaykTtoB u ADC, cuexyer
IpelycMaTpuBaTh yI00CTBO MX JKCIUIyaTallUd U OOCIY)KMBaHUS B COOTBETCTBUHM C BUIOM U
cTazued mpousBojacTBa. IIpu mpoekTHpoBaHUMU TOMELIEHUH ClleyeT CBOAUTH K MHUHUMYMY
BO3MOXHOCTb 3arpssHeHusi. Ecim [uist mpoMexyTouHbIX MpoaykToB U ADC ycTaHOBIEHBI
TpeOOBaHUA K MHUKpPOOHOM 4YHCTOTE, TO TMpPH MPOEKTUPOBAHUU IOMEIICHUH CleayeT
IpelycMaTpuBaTh 3alIUTy OT MUKPOOHBIX 3arpsi3HEHUH.

4.11. 3paHus ¥ TIOMENICHUS JOJHKHBI MMETh JOCTATOYHBIC pPa3MeEpbl IS pa3MeEIeHUs
000pyI0BaHUs U MaTEpUAJIOB C IIeJIbIO NMPEAOTBPAILEHHUS UX EPENYThIBAHUS U 3arPSI3HEHUSL.

4.12. O6opymoBaHue, oOeCIEUMBAOIIEE HAUICKAIIYIO 3aIIUTy MaTepuaioB (Harmpumep,
3aKpbITass WIM UW30JMPOBaHHAs CHCTEMa), MOJXET YaCTHYHO BBIXOJUTH 3a MPEACIbI
IIPOM3BOJICTBEHHOTO MOMEIIIECHUS.

4.13. [1pu opraHu3anuy MOTOKOB MAaTePHAJIOB M MEPCOHAJA B 3AaHUSAX WIH MOMEIICHHUIX
JOJIKHO OBITh MPEAYCMOTPEHO MPEJOTBPAIICHUE NEPENyThIBAHUS U 3arpsi3HEHUS] MAaTEPUAJIOB U
MIPOJTYKIIUH.

4.14. Cnenyert npenycMaTpuBaTh OTJENIbHBIE 30HbI WM JAPYrUe aIeKBATHbIC PEILECHUs AJIs
CJIEIYIOLIUX OTIEPALIAN:

- TOJy4deHHs, UACHTU(]UKAIMK, 0TOOpa NMpoOd M HAXOXKJIEHUS B KapaHTHMHE MCXOJHBIX
MaTEepHaJIOB JI0 BbIJAUX pa3pellieHus Ha BBIITYCK UM OTKJIIOHEHHUE;



- HAXOJXKJEHUS B KapaHTHHE [0 BBINYCKA WM OTKJIOHEHHS NMPOMEXKYTOUYHBIX MPOAYKTOB
nn ADC;

- oTO60pa nMpod NPOMEKYTOUHBIX TPOAYKTOB Wi ADC;

- XpaHEHHs OTKJIOHEHHBIX MaTepHUajoB J0 MPHUHATHS peumeHuss 00 HX JalbHEeWIeM
UCIIOJIb30BaHUM (HAIIpUMeEp, IPH BO3BpaTe, MepepadoTKe WM YHHUYTOKCHUH);

- XpaHEHUs BBINYIIEHHBIX MaTEPHAJIOB,;

- BBIIIOJIHEHUS] TEXHOJIOTMYECKUX OIEpallUi;

BBITIOJTHEHMSI OTIEpaluii [0 YIIAKOBKE U MapKUPOBKE;
[IPOBEJICHHUS JTAOOPATOPHBIX AHATIU30B.

4.15. Cnenyer npeaycMaTpuBaTh HEOOXOAUMbIE OMEILIEHUS Ul MOATOTOBKH NEpcoHala
(MBITbE pYK ¥ Mp.) M TyaJeThl, 0OCCICYUTh MX TOpPSYEH M XOJIOJHOW BOJOH, MBUIOM HIIH
IPYTMMH MOIOIIMMU CpeACTBaMH, (eHaMu JUIsi PYK WIA OJHOPA30BBIMHU IOJIOTEHIIAMH.
[lomemienus Juis MOATOTOBKM I€pCOHAjia M TyaJeTbl JOJDKHBI OBITh OTHENIEHBI OT
NPOM3BOJICTBEHHBIX 30H (HE WMETh B HHUX TPSAMOrO BBIXOJA), HO JIOJDKHBI OBITh
JIETKOJIOCTYIHBIMU JUIs nepcoHana. [Ipu HeoOXoauMOCTH cieayeT NpelyCMOTPETh OMEIIeHUS
JUISL TIPUHSATHS Ty v/ Wi TepeoeBaHus.

4.16. Kax mpaBuiio, 1abOpaTOpUH U MOMEIIEHHS, B KOTOPBIX MPOBOJIAT aHAIU3BI, JTOJHKHBI
OBITh PACIIOJIOKEHBI OTJENBbHO OT IPOU3BOJCTBEHHBIX 30H. Ecinu mnpoBoauMmble B 30HaX
TEXHOJIOTUYECKHE OIepallii HEe BIMSAIOT Ha PE3yJbTaThl aHalu3a, a paboTa J1laboparopuil He
OKa3bIBAaeT OTPULIATEIBHOTO BJIMSHHUS Ha MPOM3BOJACTBO IMPOMEXKYTOUHBIX MPOAYKTOB U ADC,
naboparopuu (B YaCTHOCTH, JabOpaTOPUH BHYTPHUIIPOU3BOJCTBEHHOTO KOHTPOJISI) MOTYT OBITh
PacroJIOKEHbI B TPOU3BOICTBEHHBIX 30HAX.

4.2. In)KeHepHbIE CUCTEMBI

4.20. CnemyeT MpOBOIUTH aTTECTAIIMI0 HHKEHEPHOTO O0OPYIOBAaHUS U TEXHOJIOTUIECKUX
cpen (mampmmep, mapa, ra3oB, CKAaToro BO3J1yXa, CHCTEM OTOIUICHHS, BEHTWIISAINH,
KOHJIUIIMOHUPOBAHUSL M Tp.), KOTOPbIE€ MOTYT OKa3aTh BJIMSHUEC HAa KA4eCTBO MPOAYKIUH, U
ofOecrieunBaTh UX KOHTPOJIb U TEXHUYECKOE oOciyxuBaHue. [Ipu HECOOTBETCTBUM MapaMeTPOB
YCTAaHOBJIEHHBIM 3HAuUEHUSM ClelyeT MNpUHUMAaTh HeoOxonuMmble Mepel. Ha mpenmpusitun
JOJIKEH XPaHUTHCS COOTBETCTBYIOIIUN KOMIUIEKT IOKYMEHTALIUH.

4.21. Ilpu HeOOXOAUMOCTHU CIEAyeT MpPeAyCMAaTPUBATh CHCTEMBI BEHTHJISIIUH, OYUCTKU U
BBITSDKKM BO3ayxa. [Ipu mpoeKTHpOBaHMM M MOHUTOPUHIE 3THUX CHUCTEM CIIEIYyeT CBECTH K
MUHHUMYMY PUCK IPSIMOTO U MEPEKPECTHOTO 3arpsa3HEHUS U MPETyCMOTPETh COOTBETCTBYIOLIUMI
KOHTPOJIb MApaMETPOB Ha KaXKJIOH TEXHOJOTHMYECKO# cTamuu (HarmpuMep, JaBJICHHUs BO3IyXa,
HAJIMYUS  MHUKPOOPraHu3MoB  (MpH  HEOOXOIMMOCTH),  3albUICHHOCTH, BJIQKHOCTH U
temrepatypbl). Ocoboe BHUMaHUE CIEAyeT YACTUTh 30HaM, B KOTOphix ADC moaBeprarorcs
BO3/ICHCTBUIO OKPYKAOIIEH CPEbl.

4.22. B mpoOW3BOJACTBEHHBIX TIOMEIICHUSX C PENHUPKYJSAIHEH BO3IyXa CIEAyeT
MIPEeyCMOTPETH MEPHI [0 MPEAOTBPAILIECHUIO PUCKA IPSIMOT0 U MEPEKPECTHOTO 3arpsI3HEHUS.

4.23. Cnenyer mpemxycMOTpeTh MApKUPOBKY WM HWHOM METON HICHTU(UKAIIUU
CTal[MOHAPHBIX CHCTEM TpPYOONpoBOMOB (HampuMmep, TMyTeM MAapPKUPOBKUA  OTACIBHBIX
TpyOONIpOBO/IOB, OOECHEeUEeHUEM JIOKYMEHTALlUM, NPUMEHEHHEM CHCTEM C KOMIIbIOTEPHBIM
YIPaBICHUEM W KOHTpOJIeM M Tp.). PacrosiokeHue cucreMbl TPYOOIPOBOJOB HE JOJHKHO
IIPEJICTaBIATh OMACHOCTD 3arpsi3HEHUS IPOMEXKYTOUHBIX IPOAYKTOB U ADC.

4.24. Kananmu3alMoHHBIE TPYOBI JOJDKHBI MMETh COOTBETCTBYIOIIME pPa3Mephl M, IPH
HEOO0XOJMMOCTH, MMETh pa3pblB CTPyH MO0 Ipyrue CpeacTBa IpeAOTBPALICHHS OOpaTHOro
MOTOKA.

4.3. TloaroToBKa BOJIbI
4.30. Bopna, ucnonszyemasi nipu mnpousBoactee ADC, mopKHA COOTBETCTBOBATH CBOCMY
Ha3HAYCHHIO, YTO JOJIKHO OBITH MOJITBEPKICHO TOKYMEHTAIBHO.



4.31. 3a UCKIIFOYEHHEM OTICIIEHO OTOBOPEHHBIX CIIy4aeB, KAYeCTBO BOBI, HCIIOJIB3yEMO B
MIPOM3BOJICTBE, JOJDKHO, KaK MHUHUMYM, COOTBETCTBOBATh TPEOOBAHUSM JIEHCTBYIOILIUX
CTaH/IapTOB, MIPEIbSABISEMBIM K MIUTHEBOM BOJIE.

4.32. Ecim pgns obecneueHus kadectBa A®dC XapakTepUCTHK THUTHEBOH  BOJIBI
HEJIOCTATOYHO M HEOOXOJUMBI Ooyiee KECTKHE TpPeOOBaHUS K XUMHUYCCKUM  U/WIU
MHUKpPOOHOJIOrMUECKUM XapaKTEPUCTUKAM BO/IbI, JOJDKHBI ObITh pa3paboTaHbl TpeOOBaHUS K BOJIE
10 GU3UKO-XHUMHUYECKUM CBOMCTBaM, O0IIEMY YHCIYy MUKPOOPIaHU3MOB, YUCILYy HEKEIaTeIbHbIX
MHUKPOOPraHU3MOB U/HITH COJICPIKaHHIO SHIOTOKCHHOB B BOJIC.

4.33. CrnemyeT HpOBOJWTH ATTECTAIMIO IIPOIECCA IOATOTOBKH BOABI ONPEAEIECHHOIO
Ka4yeCcTBa, UCIOJIb3yEMON B TEXHOJOTMYECKOM IIPOLIECCE, U KOHTPOIMPOBATh €€ MapaMeTpsl C
YCTaHOBJIEHUEM HEOOXOAUMBIX MTPENIEIOB JICHCTBUS.

4.34. Ecim wnectepmwibHbie AD®C mpenHasHaueHBl Ui JAIBHEHIIEro IMPOM3BOJICTBA
CTEPUJIbHBIX JICKAPCTBEHHBIX CPEACTB (MM UX MPOU3BOJMTEINb 3asBIsET O npurogHoctu ADC
ISl ATOH 1IeNTK), TO BOJa, MPUMEHsIeMasi Ha KOHEYHBIX CTAJMSX BBIICICHUS U OYHCTKH, JOJDKHA
ObITh IIpoBepeHa Ha oOOIIee YUCI0  MHUKPOOPTaHM3MOB, YHCIO  HEXKeJaTeNbHBIX
MHKPOOPIraHU3MOB U YPOBEHb S3HJOTOKCHUHOB.

4.4. Paznenenue 30H

4.40. ]JInsi mpoW3BOJCTBA TMPOIYKIMU C BBICOKOW CEHCHOMIM3HUPYIOIIECH aKTHBHOCTHIO
(meHMIMIUTMHBL WK 1e(haTOCIOPHHBI U TP.) CJICAYET HCIOJIBb30BaTh CIEIUAIBLHO BbIICICHHbIC
IIPOM3BOJICTBEHHBIE 30HBI, B COCTaB KOTOPBIX MOIYT BXOJWUTH NOMEUICHUS, BEHTUISILIMOHHOE
U/WITM TEXHOJIOTHYECKOe 000PyI0BaHHE.

4.41. CrneumangbHble TIPOW3BOJCTBEHHBIC IUIOMIAMN JOJKHBI OBITh BBIIEICHBI IS
MIPOM3BOJICTBA MPOJIYKIHUU C HHOUIUPYIOIIMMH CBOMCTBAMHU, BBICOKOW (apMaKoIOrH4ecKon
AKTHBHOCTBIO WJIM TOKCHYHOCTHIO (HAampuMmep, HEKOTOPBIX CTEPOMJOB, IHUTOTOKCHYCCKUX
MPOTHUBOOIIYXOJICBBIX CPEJICTB), 38 UCKIIOUCHHEM CIIydaeB, KOTJa METObl MHAKTUBAIIUH W/WITA
OYKMCTKU 000PYJIOBaHMsSI MPOILIA aTTECTAMIO (MCIBITAHUS) U BBIIOJHSIOTCS B YCTAHOBJICHHOM
MOPSIIIKE.

4.42. Crnengyetr mpeayCMOTPETh MEpHI M0 MPEJOTBPAMICHUIO NMEPEKPECTHOTO 3arps3HEHUS
IIpU MepeMEILeHNH IepCoHalla, MaTepUalIoB U T.JI. U3 OJJHOU 30HBI B JPYTYIO.

4.43. He momyckaercs MpOBOIUTH B 3MaHUSX W/WiK Ha 000pYJOBAaHUH, MPEIHA3HAYCHHOM
st npousBozictBa ADC, ro0ble TIPOU3BOACTBCHHBIC ONEpaly (B T.4. B3BEIIMBAHHE, Pa3MOJ
WIM YIOAaKOBKY) C BBICOKOTOKCHYHBIMU He(papMaleBTHYCCKUMH MaTephajaMu, Harpumep,
repOunmaamMu u necturmaamu. OOpaleHue ¢ BBICOKOTOKCHYHBIMH He(apMarieBTUYECKUMH
MaTepuagaMu U UX XpaHEHUE JOJKHBI ObITh oTAeseHbl 0T ADC.

4.5. Ocsenienue
4.50. Inst oGierueHust MpaBHIIbHON DKCILTyaTalliH, 0OCITY)KUBAHUS M OYHCTKH TTOMEIICHUI
CIIeIyeT IPEeIyCMOTPETh HEOOXO0IMMBIN YPOBEHD UX OCBEIICHUSI.

4.6. CTOKH ¥ OTXO/IBI

4.60. Ctoxku u oTX01bl (Hampumep, TBEpAbIe, KHUIKHE WM Ta3000pa3Hble MOOOYHBIC
NPOJYKTHl MPOU3BOJICTBA) JOJDKHBI CBOCBPEMEHHO W 0€30MacHO yIalusIThCs W3 3IaHUN U
OKPY)KaIOIIeH UX 30HBI C COOJIOJICHUEM CaHUTApHBIX HOpM. KoHTelHeps! u/wiu TpyOoonpoBOIbI
U1 OTXOJ0B JJOJDKHBI UMETh YETKYI0 MApKUPOBKY.

4.7. YOopka, ne3uH(eKus U TEXHUYECKOe 00CITy)KUBaHHE

4.70. 3naHus W TIOMEIIEHHs, B KOTOPBIX MPOM3BOJSATCS MPOMEKYTOYHBIE MPOIYKTHI U
ADC, noJKHBI COOTBETCTBYIOIIMM 00pa3oM 00CITyKUBAThCS, PEMOHTUPOBATHCSA U COJIEPIKATHCS
B YHCTOTE.



4.71. lns nposenenus yoopku (00paboTKH, Ne3MHMEKIMH) TODKHBI ObITh pa3paboTaHbI
CHelHalibHble MHCTPYKLIMU C YKa3aHHEM HCII0JIb3yeMOro oOOpy/loBaHuUs, MaTepuaioB u
rpaduKOB BBINIOJIHEHUS padoOT.

4.72. Tlpn HEOOXOTUMOCTH JUIS TPENOTBPAICHHUS 3arps3HEHUsT 00OPYHIOBaHUS, CHIPHS,
YIAaKOBOYHBIX M I€YaTHBIX MAaTEpUajoB, MPOMEXKYTOUHBIX MNpoAykToB u ADC cruenyer
pazpaboTaTh MHCTPYKIMH 10 OOpbO€ ¢ TpBI3yHAMH, HWCIOJb30BAHUIO HWHCEKTHIIUIOB,
GyHrunua0B, GyMUTHPYIOLIUX CPEACTB, @ TAKKE YUCTAIMIMNX U AC3UHPHUIMPYIOIIUX CPEACTB.

5. Texnosoru4aeckoe 000pynoBaHNE

5.1. TpeboBaHusl K KOHCTPYKIIUU U MOHTaXy

5.10. ObopynoBaHue, MPUMEHIEMOE B TPOU3BOJICTBE MPOMEKYTOUHBIX TPOAYKTOB 1 ADC,
JOJKHO HMMETh COOTBETCTBYIOIIYIO KOHCTPYKIMIO M pPa3Mepbl W pacrojaraTtbCsi B MECTE,
YI0OHOM JUIsI €70 UCIIOJIb30BAHUS, OUYUCTKH, 1€3UH(EKINHN U TEXHUYECKOTO 00CITYKUBaHUS.

5.11. IloBepxHocTu 00OpPYIOBaHUS, KOHTAaKTUPYIOUIME C CBIPHEM, IMPOMEKYTOYHBIMU
npoaykramu win AQ@C, He TOJKHBI BIUATh HA KAYECTBO MPOMEKYTOUHBIX NMPoaAyKTOB U ADC u
U3MEHSTh UX XapaKTEPUCTUKU 3a MPeJieNbl JOIYCTUMBIX 3HAUYEHU.

5.12. TexHoNOTNYECKOE 00OPYNOBAHKE JODKHO UCIIOIB30BATHCS TOJBKO 110 HA3HAYCHHIO.

5.13. OcHoBHOE O00OPYIOBaHHE W CTAIIMOHAPHBIC TEXHOJOTHMYSCKHE JIMHHUU (PEaKTOpBHI,
KOHTEHHEpPBI JJIsl XpaHEHHs], TEXHOJOTHYCCKUAE JIMHUKM U TIP.), UCIOJIb3YeMbIe B IPOM3BOICTBE
MIPOMEXYTOUHBIX POIYKTOB U ADC, NOIKHBI UMETh COOTBETCTBYIOILYIO MapKUPOBKY.

5.14. He nomyckaeTrcsi KOHTAKT BCEX BELIECTB, NPUMEHSEMBIX B TEXHOJIOIMYECKOM
o0opynoBaHuU (CMa30K, HArpeBAIOLIMX U OXJIAKMAIOIIAX KHUIKOCTEH), ¢ MPOMEKYTOUHBIMH
npoayktramu 1 A®C, KOTOpbIM MOXET NMPUBECTH K HM3MEHEHHUIO KauecTBa MPOMEKYTOUYHBIX
npoayktoB 1 A®C 3a mpeznensl ycTaHOBJIEHHbIX TpeboBaHuil. HeoOxomumo paccienoBathb
J00bIe OTKJIOHEHUS OT 3TUX TpeOOBAaHUM, YTOOBI HE JIOMYCKATh OTPHULATEIBLHOTO BIIMSHUS
BCIIOMOTATENbHBIX BEIIECTB Ha mepepadarbiBacMble MaTepuanbl. [1o BO3MOXXHOCTH ciexyer
MCI0JIb30BAaTh CMA3KU U Macia, MpeiHa3HauYeHHbIE JJIs MUILEBON IPOMBILIIEHHOCTH.

5.15. OGopynoBaHue, N0 BO3MOXHOCTH, JOJKHO OBITh 3aKPBITHIM UM TepMeTHUHbIM. [Ipu
HCI0JIb30BAHUU OTKPBITOTO 000pYI0BaHUS HEOOX0IMMO IIPUHUMATh MEPHI [0 CHUKEHUIO pUCKa
3arpsi3HEHUs 10 MUHUMYMa.

5.16. Cnenyer XpaHUTh NEHCTBYIONIMIA KOMIUIGKT JOKYMEHTAIlMH Ha OOOpYyJIOBaHUE H
YCTAaHOBKU (HANpHMep, KOHTPOJIbHO-U3MEPHUTEIbHBIC MPUOOPBI, BCIIOMOTaTEeIbHBIC CHCTEMbI U

p.).

5.2. Texanueckoe 00CITY)KHUBaHUE M OUYUCTKA 000PYIOBAHHS

5.20. Texauueckoe oOCITy)KHBaHHE 0OOPYIOBAHUS CIIEYeT MPOBOJUTH B COOTBETCTBUU C
YTBEP)KJICHHBIMH TpadUKaMH ¥ HWHCTPYKIUSMH, B KOTOPBIX JIOJDKHBI OBITh yKa3aHBI
OTBETCTBEHHBIE JINLIA.

5.21. VHCTpyKIMU 1O OYHCTKE OOOPYIOBaHHS H €ro JOMYCKYy K TMOCIEeIyIoIEeMy
UCIIOJIb30BAHMI0O B IPOU3BOJICTBE MPOMEXKYTOUHBIX HpOoAykKToB M ADC n0mKHBI OBITH
JI0CTaTOYHO MOJPOOHBIMH U COAEPKATh CIEAYIOIINE JaHHbIE:

- OIIpeJIeJIeHNE OTBETCTBEHHOCTH 32 OYUCTKY 000PYA0BaHMUS;
rpaduk MPOBEACHUS OUYUCTKH H, PU HEOOXOAUMOCTH, JE3UH(EKIINH;

- IOJpOoOHOE OMKCAaHUE METOJO0B U MaTepUaOB, B T.U. IPUTOTOBJIEHUS MOIOLIUX CPE/CTB,;

- HHCTPYKIIMHU 10 pa300opKe U COOpKE KaKI0ro y3jia 000pyaoBaHus (Mpu HEOOXOUMOCTH);

- OPSAJIOK yAJICHUS ¥ YHUUITOKCHHS JaHHBIX O TIPEABIIYIICH CeprUr MPOAYKIIHH;

- UHCTPYKLUU T10 MPEIOXPAHEHUIO YUCTOr0 000OpYyIOBAaHUS OT 3arpsi3HEHUS 10 Havaja ero
UCI0JIb30BAHUS;

- TOpAJOK TMPOBEPKU UUCTOTHI OOOPYHOBaHUS HEMOCPEICTBEHHO TIEpe]  €ro
UCIOJIb30BaHUeM (MIPH HEOOXOIUMOCTH);



- MakCHMMaJIbHO JIONyCTUMOE BpeMs MOCe OKOHYaHMs MPOM3BOJICTBA JI0 Hayaja OYUCTKU
obopynoBanus (pu HEOOXOTUMOCTH).

5.22. Jlns mpemoTBpalieHUss NPSIMOTO M IEPEKPECTHOTO 3arps3HEHHH WM IepeHoca
MaTepHUaIoB, KOTOPbIE MOTYT MOBJIUATH Ha COOTBETCTBHE KaueCTBA MPOMEKYTOUHBIX IPOJYKTOB
n AOC ycTaHOBJIIEHHBIM TpeOOBaHUSAM, ClIEyeT IpeaycMaTpuBaTh HaJUIeXkKallee XpaHEHHUE,
OYKMCTKY OO0OpYIOBaHHS M TNPHHAIISKHOCTEH (NP HEOOXOAUMOCTH, JC3MHMEKIMIO HIIH
CTEPUITH3AIIHIO).

5.23. Jlns oOopynoBaHuWs, MpeIHA3HAYEHHOTO JJIsi HEMPEPBIBHOTO IPOU3BOJCTBA HITH
MIPOM3BO/ICTBA IUKJIAMH CEPUI OJTHUX U TeX Ke MPOMEKYTOUHBIX MpoaykToB miu ADC, cienyer
MIPEyCMOTPETh €r0 OYUCTKY 4Yepe3 OINpeAeTCHHbIE MHTEPBAJIbI BPEMEHHU Ul MPEAOTBPAIlCHUS
HAKOIUICHUSI W TIEPeHOCa 3arps3HeHuid (Hampumep, MPOJYKTOB pacraja HIH HEJIOIMyCTUMOMN
KOHIICHTPAIIMU MUKPOOPTaHU3MOB).

5.24. Jlia HecnenuaTu3upOBAaHHOTO O00OPYIOBAaHHUS MEXKIY MPOU3BOJCTBOM pa3THYHBIX
MaTEepUAIIOB CIIEAYET IPEIYyCMOTPETh €r0 OUUCTKY € LEIbI0 MPENyNpekACHUs EPEKPECTHOIO
3arpsi3HEHUsI.

5.25. JlomkHBI OBITh YCTAHOBIIEHBI JOMYCTUMBIC TMpEIeIbHbIC 3HAYCHUS OCTAaTKOB
3arpsi3HEHUH, a TaK)Ke METObl U MaTepualbl, HEOOXOIUMBIE JUIsl OYHCTKH.

5.26. IIpoBeneHne OYMCTKH OOOPYIOBAaHUS JTOJDKHO OBITh JOKYMEHTAIBHO O(OPMIICHO.
O6opynoBaHue TOJKHO ObITH IPOMAPKUPOBAHO.

5.3. Kanubposka (moBepka)

5.30. KamuOpoBky (HOBEpKy) KOHTPOJbHO-U3MEPUTEIBHOTO H  AHATUTHUYECKOTO
obopynoBanusi (B T.4. BECOB), UMEIOIIECTO KPUTUYECKOE 3HAYCHHUE JUIsi 0OSCIIeUeHHs KauecTBa
MIPOMEXYTOUHBIX MTPOIyKTOB Ui ADC, cinenyer NpoBOUTh B INIAHOBOM IMOPSIJIKE.

5.31. KamubOpoBky (moBepky) 00OpyIOBaHHs CIEAYET MPOBOJUTH C HCIIOJIH30BAHUEM
CTaH/JApTHBIX O00pa3loB (ITAJIOHOB), MPOCICKHBAEMBIX 0 COOTBETCTBYIOIIMX ASTaJOHHBIX
00pa3I1oB (eciu OHU CYIIECTBYIOT).

5.32. [1poToKoJIbI MPOBEICHHS KATUOPOBOK (IOBEPOK) AOKHBI COXPAHSTHCS.

5.33. /lanHbIe 0 COCTOSIHUM KATHOPOBKH (MMOBEPKH) KPUTHUECKOTO 000PYIOBAHUS JOJKHBI
HAXOJUTHCS B IOCTYITHOM MECTE.

5.34. He pomyckaeTcss WCIOJNB30BaTh MPHOOPHI, HE COOTBETCTBYIOIINE TPEOOBAHUSIM
KanuOpoBKkH (MIOBEPKH).

5.35. Ilpm oOHapyKeHHH OTKJIOHEHHH B pabOTe KOHTPOJIbHO-U3MEPHUTEIHHOTO
0o0opy/OBaHUs OT YCTAaHOBJIEHHBIX TPEeOOBaHUI cleAyeT BBISICHUTb, MOTYT JIM OHH OKa3aTh
BJIUSHUE HAa KayecTBO MPOMEXYTOUHbIX NpoAykroB win ADC, Npou3BEIEHHBIX C
UCIIOJIb30BAHUEM TOTO 000PYI0BaHHUS, TOCIIE MOCIEAHETO MPOBEICHHS KaTuOPOBKH (TIOBEPKH).

5.4. CucteMbl ¢ KOMIBIOTEPHBIM YIPaBJIEHUEM U KOHTPOJIEM

5.40. CucTteMbl ¢ KOMITBIOTEPHBIM YIIPABIIEHUEM M KOHTPOJIEM JIOJDKHBI OBITH aTTECTOBAHBI
(McbITaHBI) € y4eTOM pa3HOOOpasusi, CIOKHOCTH U KPUTHYHOCTH  UCIOJIb30BAHHS
KOMIIBIOTEPOB.

5.41. TIlpurogHocTh CHUCTEM C KOMIIBIOTEPHBIM YIPABJIEHUEM H KOHTPOJEM U
IIPOrpaMMHOTO 00€ecriedeH sl Ui BBINOJHEHUs TIOCTABICHHOM 3a/1ayM J0JKHA ObITh MOKa3aHa
[PU MX aTTeCTaluu (MCIBITAHKUSAX) B YCTAHOBJICHHOM M OCHAIICHHOM COCTOSTHHUSX.

5.42. Eciin mporpaMMHOE 00€CIIeYeHHE aTTECTOBAHO JIO €ro IMOJYYeHHs, TO He TpeOyeTcs
MPOBOJUTH €ro MpPOBEPKY B aHAJIOrM4YHOM oObeme. Ecium cucrtema ¢ KOMIIBIOTEPHBIM
YIPaBJICHUEM M KOHTPOJIEM HE Oblila aTTecToBaHa (MCIBITAHA) MPU MOHTAXE, TO MPH HATUIUU
HEOOXOIMMOM JOKYMEHTAallMM MOKET ObITh IpOBE/IEHAa €€ PEeTPOCHEKTHBHAs aTTecTalus
(ucnbrTanus).

5.43. Cnenyer mnpemycMOTpPETh 3alUTy CHCTEM C KOMIIBIOTEPHBIM YIIPABICHUEM H
KOHTpPOJIEM OT HECAaHKLMOHUPOBAHHOTO JIOCTYyIa WJIM U3MEHEHHUS JAAHHBIX, a TAKXKE 3alllUTy OT
MOTEPH JIAHHBIX (HAIPUMED, MPH BBIKIIOUYCHHH KOMITBIOTEPA).



JlomkHa peructpupoBartbes HHGOpMaUs O JIIOOBIX HW3MEHEHMSIX JaHHBIX, IMOCIEIHEM
BBO/IE IaHHBIX, O TOM, KEM U KOT'/1a OHU OBLIIN CJIEJIaHbI.

5.44. Pabora u 00CIy)KMBAaHHE CUCTEM C KOMIBIOTEPHBIM YIPABIEHUEM M KOHTPOJIEM
JOJI’KHBI TPOBOIUTHCS B COOTBETCTBUU C UHCTPYKIIMSIMHU.

5.45. Ilpu BBOAE CyIIECTBEHHONW HH(OPMaLUU BpPYYHYIO CIEAYeT IpPeayCMOTpPETh
JOTIOIHUTENbHYIO TPOBEPKY MPaBUIBHOCTH BBOJA JAaHHBIX. Takasg MpPOBEpPKAa MOXKET
BBINIOJIHATHCS APYTUM OIIEpaTOPOM JIMO0 caMOi CUCTEMOM.

5.46. Coou B paboTe CHUCTEM C KOMITBIOTEPHBIM YIPABICHHWEM W KOHTpPOJIEM, KOTOPHIE
MOTYT OKa3aTh BJIMSHHUE Ha KaueCTBO MPOMEXYTOUHBIX MpoaykToB win ADC, Ha HaJEKHOCTD
3anucel WK pe3yabTaTOB UCIIBITAHUM, CIETyeT PETUCTPUPOBATh U PacCiIe0BaTh.

5.47. BHeceHne M3MEHEHHs] B CHUCTEMY C KOMIBIOTEPHBIM YIPABIEHUEM M KOHTPOJIEM
JOJKHO MPOBOAMUTHCS B COOTBETCTBHUM C METOJUMKON BHECEHUS H3MEHEHUH, o(opMIIsAThCS
JOKYMEHTAJIbHO U YTBEP)KJATbCSl OTBETCTBEHHBIM JIMIIOM C IPOBEPKOM BHECEHUS I3THUX
u3MeHeHuil. CreyeT XpaHUTh HPOTOKOJIBI BCEX H3MEHEHMM M YCOBEpPIIEHCTBOBAHMIA,
BHECEHHBIX B KOMIIBIOTEP, MPOTrpaMMHOE OOecleyeHHe WM JII000M Apyrol KpUTHYECKUM
AJIEMEHT CUCTEMbI C KOMIIBIOTEPHBIM YIIPABICHUEM U KOHTPOJIEM.

5.48. Ecnu cOom mim 0TKa3bl B pabOTe CUCTEMBI MOTYT TIPUBECTH K HEOOpAaTHMOH MoTepe
JAHHBIX, CIEAYyeT IMPEeayCMOTPETh PE3EpBHYIO cucTteMy. [l BCeX CHUCTEM C KOMIIBIOTEPHBIM
YIpPaBIE€HUEM U KOHTPOJIEM JIOJKHBI ObITh HPETyCMOTPEHBI MEphI, FapaHTUPYIOIINE 3aLIUTy
JTAHHBIX.

5.49. Jlommyckaercs 3anuch HHGOPMAIIMH C TIOMOIIBIO IPYTUX CPEJCTB.

6. JlokyMeHTaIus ¥ MPOTOKOJIBI

6.1. CucremMa JOKyMEHTAIIMU U CTICIUDUKAIIH

6.10. Pa3paboTky, mepecMOTp, YTBEpXKICHHWE W pPAclpOCTpaHEHHE BCEX JIOKYMEHTOB,
OTHOCSIIMXCS K MMPOU3BOJICTBY MPOMEKYTOUHBIX MPOAYKTOB M ADC, cineayer BBIIOJHATh 10
CIEIUATbHBIM HHCTPYKIUSAM (METOHMKaM). DTH JOKYMEHThI MOTYT ObITh O(OpMIICHBI KakK B
MIMCBMEHHOM, TaK U B 3JIEKTPOHHOM BH/IE.

6.11. Beimyck, mepecMOTp, 3aMeHa M OTMEHa BCEX JIOKYMEHTOB  JOJDKHBI
KOHTPOJIMPOBATHCS C COXPAaHEHUEM CBEJIEHUH 00 MX MPEIbIIYIIUX BEPCUSIX.

6.12. Cnemyer oOpraHu3oBaTh CHCTEMY XpaHEHHUS BCEX HEOOXOJUMBIX JIOKYMEHTOB
(oTyeToB O pa3BUTHUHM MPOU3BOJCTBA, OO0BEMax IPOM3BOJCTBA, 3aMEHE OOOPYIOBaHUS U
aTTecTallid TEXHOJIOTMYECKUX IPOIECCOB, IPOTOKOJOB OOy4YeHMsI IEepCOHala, BBIIYCKa
NPOJAYKIIUKM, KOHTPOJS KauecTBa W peau3aldd TPOAYKIMH W Ip.) U YCTAaHOBUTH CPOKHU
XpaHEHUS 3TUX IOKYMEHTOB.

6.13. Best mOKyMeHTaIus O TPOM3BOJICTBE, KOHTPOJIE Ka4eCTBA M PeaTu3allii PO yKIHH
JOJKHA XPaHUTHCSI HE MEHEE OJIHOTO roJia MOCie OKOHYaHUs CpPOKa FOJHOCTHU JIaHHOM CEpHH.
Jis A©C ¢ ycTaHOBIEHHOW JaTOW MOBTOPHOIO KOHTPOJS CPOK XpaHEHHs JOKYMEHTOB - HE
MeHee TpeX JIET CO JHS MOJHOM peanu3alii CEpuH.

6.14. 3anucu B MPOTOKOJIBI CIIEyeT BHOCHTh B TIPEAHA3HAYCHHBIC JUISI ’TOTO MECTa Cpasy
K€ I0CJIEe BBINOJIHEHUS AEUCTBUN C yKa3aHHEM OTBETCTBEHHOIO JIMIIA, CAETABIIEro 3TH 3allKCH,
TaK, 4YTOOBl UX HEJb3s ObLIO YAaIuTh. VcrpaBieHUs B 3alUCAX JOJDKHBI ObITh BHECEHBI TAKHUM
o0pa3oM, 4TOOBI MOXXHO OBUIO MpPOYECTh NEPBOHAYAIBHYIO 3alUCh. VIcrpaBieHHs! JOJKHBI
coJIepKaTh JaTy BHECEHUsI U3MEHEHHUH U MOANKCH OTBETCTBEHHOIO JINIA.

6.15. OpurMHaibl MM KOIMUHM IPOTOKOJIOB, PErHCTPHUPYIOIIME KaKue-IN0O IeHCTBUS,
ClIeyeT XPaHWUTh B COOTBETCTBYIOLIUX IOJPA3/ACICHUSIX B TEUEHUE BCETO CpPOKa XpaHEHHs
NoKyMeHTanuu. Jlomyckaercs XpaHUTh IMPOTOKOJBI B JIPYTHX MECTaX, €CIIU HCIOJb3yeTcs
ANIEKTPOHHBIA WUITH JIFOOOU IPYroi crmocod nepenoca nHpopMaIuu.

6.16. Crenudukanyuy, WHCTPYKIUH, METOJUKH M IPOTOKOJBI MOTYT XPaHUTHCS B BHIIE
OPHMTHHAJIOB HJIM 3aBEPEHHBIX KOMUi (Harmpumep, POTOKOMUU, MUKPO(DUIEMBI, MUKPO(DHIIY HIIH
JApyrue TOYHBIC BOCIPOU3BEICHHUS OPUTMHAIBHBIX JOKYMEHTOB). I[Ipu wHCHoNb30BaHUU



MUKpOOGUIBMUPOBAHUS WM 3alUCH B DJIEKTPOHHOM BHUJE CIEAYyEeT HMETh CUHUTHIBAOILEE
00opy10BaHKE U CPEACTBA JUIsl BHIIIOJHEHUS KOIIUM HA HKECTKUX HOCUTEISX.

6.17. Cnenmgukanuy Ha CbIpbe, IPOMEKYTOUHBIC MPOIYKTHI (1Ipu HeoOxoaumocTh), ADC,
MeYaTHbIE U YIAKOBOYHbIE MAaTepHaJIbl JOJLKHBI ObITh 0(OPMIIEHBI B TUCbMEHHOM BuJe. Moryr
noTpedoBaThCs crieliMMUKAILMK JUTS IPYTUX MaTepUaoB (TEXHOJOTHYECKUX 100aBOK, CMa30K U
T.JI.), UCTIOJIb3YEMBIX MTPH MIPOU3BOICTBE MPOMEKYTOUHBIX MPOIYKTOB M ADC, 0Ka3bIBAOIIUX
peliaroniee  BIUSHUE HA  KayecTBO  mOpoAyKuuu. Kpurtepuum  npuemsemMoctd — Amis
BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJISI TAKXKE TOJKHBI ObITH OOPMIIEHBI B THCHbMEHHOM BH/JIE.

6.18. DnekTpoHHBIE TOIMHCH Ha JOKYMEHTaX JOJDKHBI OBITh HICHTU(OUIIMPOBAHBI H
3aIUIIECHBI.

6.2. IIpOTOKOJI OYMCTKH U MCIIOJIL30BAHHS 000PyT0BAHHS

6.20. B mpoTokoJiaX HMCIOJIb30BAHUS, OYUCTKH, AC3MHGEKIMUA W/WIK CTEPUIM3ALUN |
00CITy’)KHBaHUSI OCHOBHOTO 00OPYJOBaHUS JTOJDKHBI OBITh YKa3aHBI J1aTa, BpeMsi, HAUMEHOBAHHE
U HOMEp KaX/IOi cepuH MPOM3BEACHHOW HAa HEM TPOIYKIHH, a Takke HMH(OpMAIMS O JIHUIE,
IIPOBOJMBIIIEM OUYHUCTKY U 00OCITy’KUBAHUE ATOTO 000PYI0BaHUS.

6.21. He tpeOyeTcst cocCTaBlieHHE OTACIBHBIX IMPOTOKOJIOB OYUCTKH M HCIOJIB30BAHHS
00OpyJOBaHUs B CIIydae, €CIM OHO CIELHUAIbHO IPEIHA3HAYEHO JI NPOU3BOJCTBA OJHOIO
poMexyTouHoro npojaykra win A®C, u cepun 3Toro npomexxyroyHoro npoaykra mwin ADC
MIPOU3BOJIATCS B MPOCIECKUBACMOH IMocienoBaTeabHOCTH. [Ipr mcmonb30BaHun 000pyIOBaHHS
CTIEMATBHOTO HAa3HAYEHUS MTPOTOKOJIBI OUYUCTKH, OOCITY)KHUBAHHSI M UCTIOJIb30BAHUS MOTYT OBITh
YacThI0 MPOTOKOJIA HAa CEPUI0 TIPOAYKIWU WM OBITh OQOPMIICHBI B BHUAE OTACIHHBIX
JTOKYMEHTOB.

6.3. IIpoTOKONBI Ha CHIPHE, MPOMEKYTOUHBIC MPOIYKTHI, IMEYaTHBIE W YIMIAKOBOYHBIC
Matepuaisl s AOC

6.30. I[IpoToKONBI Ha CBIPHE, MPOMEKYTOUHBIC IMPOJYKTHI, TEYATHBIE W YIIAKOBOYHEIC
MaTepuasbl, UCIOJb3yeMble s nmpousBojacTBa ADC, NOJKHBI XPAHUTHCA B YCTaHOBJICHHOM
MOPSIJIKE U COJIEPKATh CIIEAYIOUIUE IaHHBIE:

- HaUMEHOBAHHME IPOU3BOJUTENS, COACPKAHUE M KOJIMUYECTBO KAXKIOW MOCTAaBKU Kaxa0u
MapTUU CBIPBS, MPOMEKYTOUHBIX MPOJAYKTOB WM MEYATHBIX U YHAKOBOYHBIX MaTepUasoOB AJIs
npousBojictBa ADC, HanMeHOBaHKE MOCTaBIIKKa, IUPP(bI) WK APYrO#l HUICHTU(HHUKAIUOHHBIN
HOMEp TMOCTaBIIMKA (€CIM HW3BECTHBI), HOMEp, IPUCBOCHHBIA INpPH TOCTYIUICHUH, M JaTa
MOCTYIUICHUS,

- pe3yJbTaThl IPOBEIECHHBIX UCIIBITAHUI WJIM UCCIIEAOBAHUM U BBIBOJIBI [10 HUM;

- IPOTOKOJIbI, POCIIEKUBAIOLINE UCIIOJIb30BAHUE MAaTEPUAJIOB;

- MPOTOKOJI O COOTBETCTBUM MaTE€pUaNIOB, UCIOJIb3YEMbIX [UIsi MAPKUPOBKU U YIMAKOBKHU
ADC, TpeboBaHUAM, YCTAHOBJICHHBIM B CTICIU(UKALIUSIX, U

- NPUHATOE PEUICHUE OTHOCUTENIBHO OTKJIOHEHHOTO ChIPbsl, IPOMEXYTOUHBIX MPOAYKTOB
WJIM TEeYaTHBIX U YIIaKOBOYHBIX MaTepUaNIOB, UCIOIb3yEeMbIX B Mpon3BoacTBe ADC.

6.31. Crnemyer XpaHHTh YTBEP)KICHHBIE OOpa3llbl 3TUKETOK JUIsI CPaBHEHHS C HUMH
BBIITYCKAEMBbIX ITHKETOK.

6.4. [TpoMBbIIICHHBIE PETIAMEHTHI

6.40. C menpio obecriedeHHss 0JHOOOpa3Usi M TOBTOPSIEMOCTH OT CEPHU K CEpUU IS
KaKJIOTO TPOMEKyTouHOro mpojaykta 1 ADC goinkHBI OBITH pa3paboTaHbl MPOMBIIIJICHHBIE
PEriIaMCHThI, NOANMMCAHHBIC OAHUM JIMIOM C YKa3aHUCM JAaThbl, IPOBCPCHHBIC U MOAINHNCAHHBIC
JAPYr'MM HE3aBHCUMBIM JIMIIOM CO CTOPOHBI OT/ieNia(0B) KauecTBa C yKa3aHUEM JIaThl.

6.41. TIpoMBIIUTEHHBIC PETJIAMEHTHI JIOJDKHBI COJIEPKATh CIIEAYIONINE JaHHBIE:

- HAaUMEHOBaHHE IPOU3BOJAUMOrO HpoMexyroyHoro mnpoaykra win A®C u ccbulky Ha
COOTBETCTBYIOIIHH TOKYMEHT (€CIIH 3TO BO3MOYKHO);



- MOJIHBIN MEePeYeHb ChIPhs M MPOMEKYTOUYHBIX MPOIYKTOB COTJIACHO MX HAMMEHOBAHUSIM
WM KOJIaM, IOCTATOYHBIM JUIS MICHTU(HUKAIIMK BCEX MX IMOKa3aTeIel KauecTBa,

- KOJIMYECTBO WJIM COOTHOIICHHE MCIOJb3YEMbIX BHJOB CBHIPbS HIH MPOMEKYTOYHOTO
NpPOJIyKTa, B T.4. SAMHUILY €0 U3MepeHus. ECiii 3T0 KOJIMYeCTBO He SBISeTCS (HUKCHPOBAHHON
BEJIMYMHON, TO B MPOTOKOJ JOJDKCH OBITh BKJIOYEH PAacdeT IS KaKIOro pa3Mepa Cepuu WU
NPOM3BOAUTENILHOCTU. [Ipu Hanu4yuu 000CHOBAHMS B IPOTOKOJ CJICAYET BKIOYATh TOMYCTHMBIC
OTKJIOHEHMS 3HAYCHUH,

- MECTO MPOM3BOCTBA K OCHOBHOE 000PY/I0BaHHE;

- MO IPOOHBIE TEXHOJIOTUISCKUE NHCTPYKIIMHU, BKITIOYAIOIINAE B CEOS:

IIOCJIE0BATEIBHOCTD OIEPALIMIA;

JOMYCTUMBbIE MPEICIIbl U3MCHEHHS TEXHOJIOTHYECKHIX MapaMeTPOB;

UHCTPYKIIMU TI0 OTOOpY TMpoO M MPOBEACHHIO BHYTPUIIPOHM3BOJICTBEHHOTO KOHTPOJIS C
yKa3aHUEeM KPUTEPUEB MPHUEMIIEMOCTH (IIPH HEOOXOJUMOCTH);

OTpaHUYCHUS TI0 BPEMEHH 3aBEPILICHHS OTICIbHBIX TEXHOJIOTUYCCKUX CTAUI U/WIIA BCETO
TEXHOJIOTHYECKOT'0 IPOoIecca;

OpeAnoiaraeMplii  BbIXOJ MpojaykTta (¢ yKa3aHHeM HauOOJBIIEr0o ¥ HAWMEHBIIIETO
3HAYCHHIA) [Tl COOTBETCTBYIOIIUX CTAIMI TEXHOJIOTHIECKOTO MPOIIECcca I OTPE3KOB BPEMEHH;

0coOBbIe YKa3aHHUsI K MEPhI IPEAOCTOPOIKHOCTH HIIH CCHUIKU HA HUX ([P HEOOXOIUMOCTH);

UHCTPYKIIMA 10 XPAHCHUIO TMPOMEKYTOYHOTO mpoaykra win A®C, mneyaTHbIX W
YIaKOBOYHBIX MAaTEPUAJIOB M OCOOBIM YCIOBHSM XPAHEHHS C YKa3aHUEM CPOKOB T'OJHOCTH.

6.5. TIpoTOKOJIBI HA CEPHI0 MPOAYKIUHU (IIPOTOKOJBI POU3BOACTBA U KOHTPOJISI KaueCTBa
CepHH TPOJTYKIIUH)

6.50. [y kaxaoro mpoMexyTodHoro mpoaykra 1 AD®C cOCTaBISIOT MPOTOKOJIBI CEPHH
MPOIYKIIMH, BKIIOYAIOIINE B ce0s MOJTHYI0 HHPOPMAIIUIO O TPOU3BOJICTBE M KOHTPOJIE KaYyeCcTBa
Kax10# cepuu. Jlo BBITyCKa MPOIYKIIMU POTOKOJ HA CEPHIO JOJDKEH OBITh MPOBEPEH C LENBIO
MOJATBEPXKICHUS COACPKAIIMXCS B HEM JIaHHBIX M HUX COOTBETCTBHS IPOMBIIUICHHOMY
perinamenty. Ecim mpoTOKON Ha CEepHIO MPOAYKIMH OTHOCHUTCS K YacTH IPOMBIIIJICHHOTO
periaMeHTa, B MPOTOKOJIE JOJDKHA OBITh CChUIKA HAa COOTBETCTBYIOIIUH TPOMBIIICHHBIH
perJaMeHT.

6.51. IIpoTokoJBI Ha CEpPUI0O TPOAYKIWU JOJDKHBI OBITH IMPOHYMEPOBAaHBI C
WCTIOJIb30BAHNEM YHUKAIBHOTO HOMEpA CEPUU WM HICHTU()UKAITMOHHOTO KO/a U TOANUCAHBI C
yKazaHueM naaTel. [Ipy HempephIBHOM MPOM3BOICTBE O MPUCBOCHUS OKOHYATEIHHOTO HOMEpa
CepUH B KauyeCTBE WACHTHU(PHKAIIMOHHOTO KOJa JOIMYCKAeTCs HMCIIOIBb30BaTh MH(p MPOIYKTa C
yKa3aHHEM JaThl 1 BPEMEHHU.

6.52. B mpoTokosax Ha CEpUI0 TPOAYKIUH IOCIE 3aBEpPIICHUS KaKJIOW BaKHOU
TEXHOJIOTUYECKON CTAIMU CIEYeT YKa3bIBaTh:

- IaTy | BpeMsi, IpA HEOOXOIMMOCTH,

- OCHOBHOE HCIIOJIb3yeMoe 00opynoBaHue (Hampumep, peakTopsbl, CYIIHIbHBIC alnaparsl,
MEJIBHUIIBI U T.11.);

- JIaHHBIC O Kaxjo# cepuu (B T.4. B3BEIIMBAHHE, OTMEPHBAHUE M HOMEpA CEPHU ChIPbS,
MPOMEKYTOYHBIX IPOAYKTOB WJHM JIIOOBIX JAPYrHX MaTepHaioB, WCIOJb30BaHHBIX B
MPOM3BOJICTRBE);

- (pakTHYECKHE HaHHBIE KPUTHYECKUX TEXHOJIOTHYECKHUX ITapaMeTPOB;

- TaHHBIE 000 BCEX OTOOPAHHBIX MPOOaXx;

- TOANHCH  HETMOCPEACTBEHHBIX HCIOJHUTEICH W  JIMI, [POBEPSIOMUX  WIH
KOHTPOJIMPYIOIIUX KaXKIYI0 KPUTHYECKYIO OTNIEPAIUIo B JaHHOM TIPOIIECCE;

- pe3ybTaThl BHYTPHIIPOU3BOJICTBEHHOTO U JIA00OPATOPHOTO KOHTPOJIS,

- (hakTHYECKUH BBIXOJ MPOIAYKIIMH HA COOTBETCTBYIOIINX CTAUSX WM HA OTPEICICHHBIN
MOMEHT BpEMEHH;

- TaHHBIE 00 yIaKOBKE U MAPKUPOBKE IPOMEXKYTOUHOTO mpoaykra mwim ADC;



- oOpa3upl MapkupoBku ADC uiau NpoMeKyTOUHbBIX MPOIYKTOB, €CIM UX HMOCTaBISIOT B
TOTOBOM BH]IEC,

- Mo0bIe OTKJIIOHEHHUS, UX OLIEHKY, PE3yIbTaThl paccieaoBanus (IMPH HEOOXOIUMOCTH) HITH
CCBUIKY Ha MPOBEICHHOE pacciieIoBaHue (€CIM OHO XPAHUTCS B BUJE OTACIBHOTO IPOTOKOJIA);

- PEe3yJIbTaThl KOHTPOJIA IIPU BBIITYCKE IIPOLYKIIUU.

6.53. Cnemyer pa3paboTaTh UHCTPYKIIUH 110 PACCICIOBAHUIO KPUTHICSCKAX OTKIOHCHHN U
HECOOTBETCTBUS CEPUU MPOMEXKYTOUHbIX MaTepuaioB wim ADC tpeboBaHUIM crieluDUKALNA.
B 310 paccnenoBaHue ciieAyeT BKIIOYATh M JIPYTUE CEPUH MPOIYKIIMH, KOTOPHIE MOTYT OBITh
CBsI3aHBI C JAHHBIM HECOOTBCTCTBUEM HJIN OTKIIOHCHUECM.

6.6. [IpoTOoKOJIEI JTAOOPATOPHOTO KOHTPOJIS

6.60. B mpoTokoiiax JIabopaTOpHOT0 KOHTPOJIS JIOJDKHA OBITH IMOJTHAsT HHPOPMAITUS O XOJIe
BCEX UCTIBITAaHHUN, IPOBEACHHBIX ISl TIOITBEPKACHUSI COOTBETCTBUS TPEOOBAaHUSAM HOPMATHBHOM
JTOKYMEHTAIMH, B T.4. JaHHBIE HAOIIOACHUN U aHAIN30B:

- OINMCaHWEe TOJYYCHHBIX NpPOO, B T.4. HANMEHOBAHHE MaTepHaja WM MECTO 0TOopa
npoObl, HOMEp CEpUU WIIM JPYrod OTIMYUTEIBHBIN KO, JaTa B3SATHA 00pasla, KOJMYECTBO H
JaTa TOCTYIUICHUS ATOU MpoObI B 1TaO0OPaTOPHUIO;

- yKa3aHue /WM CChIJIKA Ha KKl UCIIOJIb30BAHHBII METO1 KOHTPOJIS;

- yKa3aHHE MacChl WJIM Pa3MEpOB IMPOOBI ISl KaXKIOTO HCIBITAHUS COTJIACHO TPHHSITOMN
METOJMKE; JaHHBIE WM CCBhUIKA Ha MPHUTOTOBIIEHHE M IPOBEJCHHWE HCIBITAaHUS 00pa3IoB
CpaBHEHWsI, PEaKTUBOB M CTAaHIAPTHBIX PACTBOPOB,;

- HeoOpaboTaHHBIE B MPOLIECCE KAXIOTO HCIBITAaHWs JaHHBIE B JIOMOJIHEHHE K TpaduKam,
TaOMMIIAM ¥ CIEKTpaM, TOJyYeHHBIM C HCIOJB30BAHHWEM J1a00PAaTOPHOTO OOOPYHAOBaHUS, C
HyMepatueit (KoI0M), MO3BOJISIONICH OIPEICIUTh UCTIBITYEMOE BEIECTBO U CEPHIO;

- BBIYMCIICHHS C YyKa3aHWEM eAWHUI] Hu3MepeHus, KodpduuueHToB mepeBoga
K03(PUITMEHTOB SKBUBAJICHTHOCTH;

- pe3ybTaThl KOHTPOJIS M UX CPABHEHUS C YCTAHOBIICHHBIMH KPUTEPUSMH ITPHEMIIEMOCTH,;

- MOJMKUCH OTBETCTBEHHOTO JIMIIA, TPOBOMBIICTO KaXbIil BHJ KOHTPOJIS, U aaTa(bl) ero
MIPOBEACHUS U

- Jata W TOANHKCH BTOPOTO JIMIIA, 3aBEPSIOMAs TOYHOCTh, IOJHOTY U COOTBETCTBHE
YCTaHOBJICHHBIM TPEOOBAHHSIM.

6.61. Cnemyer Takke COCTaBIATH MPOTOKOJIBI C YKa3aHUEM:

- MOOBIX U3MEHEHHUH B TIPUHATHIX METOaX KOHTPOJIS;

- MEPUOJUYECKON KaIMOpOBKH (IMOBEPKH) JIAOOPATOPHBIX MPUOOPOB, O0OOPYIOBAHUS H
3aIUCBIBAIOIINX YCTPOUCTB;

- UcHbITaHUN Ha cTabmwisHOCTE ADC;

- pe3yJIbTaTOB UCCIIEJOBAHU, HE YIOBIETBOPSIOIUX TPEOOBAHUAM CHEU(PUKALIUH.

6.7. PaccMoTpeHne MPOTOKOJIOB Ha CEPUIO TPOYKIIIH

6.70. Jlns ompeneneHuss COOTBETCTBHA IPOMEXKYTOYHOTO Tmpoaykta wim APC
YCTaHOBJIEHHBIM TPEOOBAHMSM [0 BBIIYCKa WJIM PAcpOCTPAHEHUS JaHHOW CepUU MPOAYKLIUU
cluenyer pa3paboTaTh HHCTPYKIMH IO PACCMOTPEHHIO W YTBEPXKACHHIO (COTIIAaCOBAHUIO)
IIPOTOKOJIOB HA CEpUI0 MPOAYKIHMH M IPOBEACHHUIO J1a00OpaTOPHOIO KOHTPOJS KayecTBa
MPOJYKIIUH, B T.4. YIIAKOBKY U MapKUPOBKY.

6.71. IlpoTrokonsl Ha cepui0 W JAOOPAaTOPHBIE TPOTOKOIBI KOHTPOJS KPHUTHUIECKHUX
TEXHOJIOTHYECKHUX CTaJuil 10 BblTycka U peanu3anuu cepu ADQC H0KHBI ObITh PACCMOTPEHBI
U YTBEPXKACHBI OTAEIOM(aMH) KOHTpOJIsi KadecTBa. [IpOTOKOJBI BHYTPUIPOU3BOJICTBEHHOTO U
71a00pPaTOPHOTrO KOHTPOJISE HEKPUTUUECKUX TEXHOJOTUYECKUX CTAaJIUN MOTYT OBITh PacCMOTPEHBI
KBAIM(ULIMPOBAHHBIM  NPOU3BOJCTBEHHBIM IIEPCOHAIIOM WJIM JAPYrUMH  OTAEJIaMH B
COOTBETCTBUU C MHCTPYKIUSIMH, COTJIACOBAHHBIMHE C OT/Ie/IoM(aMH1) KayecTBa.

6.72. Bce OTKIIOHEHUS OT CreUU(UKAIMA U PACCIeOBAHUS ITHX CIy4aeB JIOJDKHBI OBITH
paccMOTpEHBI J0 BBIITYCKA CEPUU B PEAIU3ALIUIO.



6.73. Cnyx0a (0Taenbl) KOHTPOJIS KadeCTBa MOXKET IepeaaTh OTBETCTBEHHOCTh M IPABO
BBIJIAYM pa3pelICHUs Ha BBIMYCK MPOMEKYTOUHBIX IPOJYKTOB IPOU3BOJICTBEHHOMY OTACTY
(cmyx0e), 3a HMCKIFOYCHHEM CIIydaeB, KOI/Ia MPOMEKYTOYHBIC IPOIYKTHI IOCTaBJISIOT 3a
TIPEJIeIbl 30HBI UX KOHTPOJIS TPEANPUITHEM-TIPOU3BOIUTEIIEM.

7. PaboTa c maTepuanamu

7.1. O6munii KOHTPOJIb

7.10. Tlopsimok mosrydeHHs, WACHTU(UKAIMH, KapaHTHHHOTO XpaHEHWs, oOpalieHus,
orOopa mpoO, NpPOBENEHHS KOHTPOJII M BbIJAYM pa3pellieHHs Ha MHCIOJIb30BAaHUE WIIU
OTKJIOHEHUE MAaTEPHAJIOB JIOJKEH ObITh YCTAHOBJIEH B COOTBETCTBYIOLIUX HHCTPYKIIMSIX.

7.11. Y mnpousBoauTeNCH MNPOMEXKYTOUHBIX MNpOoAyKTOB u/uimu ADPC momkHa OBITH
pa3paboTaHa ¥ BHEJIpEHA CUCTEMA OLIEHKU MOCTABIIMKOB KPUTHUECKUX MaTEPHAIIOB.

7.12. TloctaBka MaTepHajoB JOJDKHA OCYIIECTBIIATHCS MOCTABIIUKAMHE, YTBEPXKICHHBIMU
otaesoM(aMu) KauecTBa, B COOTBETCTBUH C COTJIACOBAHHBIMH CICIIU(HKALIUSMH.

7.13. Ecnu mMOCTaBIIMK KPUTHYECKOTO MaTepuaia He SIBIISIETCS MMPOU3BOAUTEIEM JaHHOTO
Marepuaia, TMPOU3BOIUTENb MPOMEXKYTOUHBIX MpoaykroB wu/mwmm ADPC H0WKEH WMETh
nH(pOpMaLIHUIO 0 HANMEHOBAHUU U aJIpECE 3TOTO MPOU3BOIUTEIS.

7.14. 3ameHa MocCTaBIIMKA KPUTHUYECKOTO ChIPhS JOJDKHA IMPOBOJUTHCS B COOTBETCTBUU C
MIPOLICYPOi, U3JI0KEHHOU B passere 13.

7.2. Ilpuemka 1 KapaHTHH

7.20. Tlepen mpueMKOW U TIPH TOJyYEHUH MaTEPUAIOB HAa KaXIOH YIaKOBKE WJIHM TPYIIIEe
YIIaKOBOK JIOJDKHBI  OBITh BH3yaJbHO IIPOBEPEHBI MPABHWILHOCTH MAapKUPOBKH (B T.d.
COOTBETCTBUE HA3BAHUS, UCIIOJIb3YEMOIO MMOCTABIIMKOM M 3aKa34MKOM, €CIIM OHH OTJIMYAIOTCS),
COXPAaHHOCTh YNAKOBOK, HaJlM4yue MOBPEXJCHHBIX IeYaTei, CIEeJOB BCKPBITUS U 3arpsi3HEHUs
yIakoBOK. MartepHaibl 10JDKHBI HAXOJUTHCSl HA KApPAHTUHHOM XpaHEHUH /10 IPOBEJECHUs 0TOOpa
npo0, ux aHanu3a (KOHTPOJIS) U MOJYUCHHsI pa3pelieHHs Ha UX UCIIOJIb30BaHHE.

7.21. Jlo cMelMBaHus TIOCTYMUBIIMX MAaTEPHAIOB C UMEIOIIUMHUCS 3aracamu (Harmpumep, ¢
pPacTBOPHUTEIISIMU WJIM 3allacaMM, HAXOJANIMMHUCS B XPaHWIHMINAX) CIIEAYET YCTAHOBHTH HX
MOJJIMHHOCTh, MpPU HEOOXOJAMMOCTH - MPOBECTH KOHTPOJIb U MOJYYUTh pa3pelieHHe Ha HX
ucnoJib3oBanue. Jlis npeoTBpaIieH sl HEPaBIWIbHOTO Pa3MEILeHUs NOCTYNHUBIINX MaTepUalioB
CpeIH yXKe XpaHAIIUXCS MaTepHalIoB JOJHKHBI ObITh pa3paboTaHbl CllEHUAIbHbIE HHCTPYKLIUU.

7.22. CrieqyeT UCKITIOYUTH BO3MOXKHOCTB IEPEKPECTHOTO 3arpsi3HEHUs Hepac(acoBaHHOM
MIPOJIYKIIMH, €CIIU OHA MOCTABJIAETCS B EMKOCTSX, HE NMPeAHAa3HAYEHHBIX ClieluaibHO 171 Hee. B
KayecTBE JI0Ka3aTeIbCTBA ATOI'0 MOTYT UCIOJIb30BaThCA:

- MacropT OYUCTKHY;

- KOHTPOJIb HA HAJIMYUE CIIEA0B PUMECEH;

- ay/IUT MOCTAaBILIKKA.

7.23. Bonbimme €MKOCTH Il XPaHEHWS W COOTBETCTBYIOIIUE KOJUICKTOPHI, JIUHHH IIO
3arpy3Ke 1 BBIIPY3Ke JOJDKHBI UMETh COOTBETCTBYIOLIYIO MAaPKUPOBKY.

7.24. Kaxiasi eMKOCTb WJIM TPYIIIIa EMKOCTeH (CepHii) MaTepuaioB J0JDKHA HMETh YETKYIO
MapkupoBKy (mudp, HOMEp CEepUM WM TOCTaBKH, KOHTPAKTa, TOBAPHOW HAKIIAJHOW). DTH
HOMEpa JOJDKHBI MCIHOJIb30BAaThCSA MPH O0O3HAUEHUU PACIIONIOKEHMs Kaxaol cepuu. JlomwkHa
OBITH pa3paboTaHa ¥ BHEAPEHA CHCTEMa 0003HAUYCHHSI CTaTyca KaXXJ0l CEepUH.

7.3. Ot6op mpo0 ¥ MpoBeJCHNE HCIIBITAHUI MOCTYIHBIINX MaTEPHATIOB

7.30. Jlnst moATBepyKACHHS MOUTMHHOCTH KaXIOW CEpHH MaTepualioB (3a UCKIIOYECHHEM
MaTepHUalioB, YKa3aHHBIX B 7.32) ciedyeT HpOBECTH XOTsA Obl OJHO HCIHBITaHHE. BMecTo
MIPOBEJICHUS] TOCIEAYIOIINX MCHBITAHUNH MOXKHO HCIOJB30BaTh AHAJUTUYECKUN MAacropT
MOCTaBILMKA MPHU YCIOBUH, YTO HA MPEANPHUSATHH IMPOU3BOJUTENS JAECUCTBYET CHUCTEMa OLEHKU
MTOCTABILIUKOB.



7.31. Cucrema OIIGHKM TIOCTABIIMKOB JOJDKHA BKJIIOYaTh B Ce0sl JTOKA3aTENbCTBA
(Hampumep, JaHHBIC O Ka4yeCTBE MPEABIIYIIMX I[MOCTABOK) TOTO, YTO MPOM3BOIMUTENH MOMKET
CTaOWJIBHO MOCTABJIATh MaTepuaibl, COOTBETCTBYIOIINE TpeboBaHusAM crneundukanuu. [Ipexne
4YeM YIPOCTUTh MpPOLELypy COOCTBEHHBIX IPOBEPOK, CJIEAYEeT MPOBECTH MNOJHBIM aHaIU3 HE
MEHee Tpex cepui martepuana. [IoJHBIA aHAMM3 JOJDKEH NPOBOIUTBHCSA 4YEPE3 OINPEICICHHBIC
UHTEpBAJIbl BPEMEHUM U CpPAaBHUBATHCS C aHAJUTHYECKUM HacnopToM. JloCTOBEpHOCTH
aHAJIMTUYECKOTO MACIOpPTa HEOOXOJUMO PETYISIPHO MTPOBEPSATH.

7.32. He tpeOyercsi mpoBeneHHE KOHTPOJISI TEXHOJOTHMYECKHX M00aBOK, OTACHOTO WIIH
BBICOKOTOKCUYHOT'O ChIPbs, IPYrUX ClIEHUaIbHBIX MAaTEpUaIOB WIK MaTepHaANIOB, IEPEIaBAEMBbIX
B JIpyroe Mojpa3/JelieHue Mol KOHTPOJIEM 3aKa3uuKa, PU HAJUYUU aHATUTUYECKOro HacnopTa
MIPOU3BOIUTENS, TOATBEPHKAAIOIIET0 COOTBETCTBUE 3TOTO ChIPhs YCTAHOBJIEHHBIM TPEOOBAHUSM.
Wnentuduxanuio >TUX MaTEepUaJOoB MPOBOIAT IYTEM BU3YaJIbHOIO OCMOTpa YHNAKOBOK,
STUKETOK M PErUCTpalud HOMEpPOB cepuil. Eciu KOHTpOJIb Takux MaTepuaioB Ha MECTe He
MIPOBOJIUTCSI, TO ATO JOJKHO OBITH 000CHOBAHO M 0(POPMIICHO TOKYMEHTAIBHO.

7.33. IIpo0Obl TOJDKHBI OBITH PENPE3CHTATUBHOW BHIOOPKOH ceprH Marepuaia, U3 KOTOpOu
oHM 0TOOpaHbl. B MeTouke oT60pa mpob ciieyeT yka3blBaTh YUCIO KOHTEHHEPOB, U3 KOTOPBIX
JOJKHBI OBITH B3AThI IPOObI, U3 KaKOW 4acTU KOHTEHHEpa W B KAKOM KOJIMYECTBE UX CIIETyeT
oTOuparb. UHCIO KOHTEHMHEPOB, U3 KOTOPBIX CJIEAyeT O0TOOpaTh MpOOBI, U KOJHUYECTBO MPOO
JOJKHBI OBbITh YCTaHOBJIEHBI B IUIaHe oTOOpa mpod. CrneayeT yduThIBaTh KPUTHUYHOCTh U
CTaOMJIBHOCTh CBOMCTB MaTepuaia, HMH(OpPMAlMIO O KauyecTBE NPEIbIIYIIUX I1O0CTaBOK U
KOJIMYECTBE MaTepuaia, He0OX0IMMOro JUIsl IPOBE/ICHUS aHAJIN3A.

7.34. Otbop mpoO ciemyeT MPOBOIUTH B CICIHAIBFHO OTBEAEHHOM Mecte. Meroanka
orOopa mnpo0 JO/KHA WpeaycMaTpuBaTh MPENOTBPALEHHE 3arps3HEHHUs MaTepuana, H3
KOTOPOTO OTOMparoTCs MO0k, U IPYruX MaTepraiosB.

7.35. YmakoBKH, U3 KOTOPBIX OTOMPAIOT MPOOBI, JOJDKHBI OBITH aKKypaTHO BCKPBITHI H
3aKkpbIThl. Ha ynakoBkax J0kHa ObITh HaHECEHa MapKUPOBKA, MOKA3bIBAIOIIAs, YTO U3 ATOU
YIaKOBKU OBLIN B3AThI MPOOBI.

7.4. Xpanenue

7.40. Ilpu obpameHnu ¢ MaTeprajaMi ¥ X XpaHESHHH HE JIOTYCKAIOTCA YXYAIICHHE MX
KayecTBa, 3arps3HEHNE U IEPEKPECTHOE 3arpsi3HEHHE.

7.41. Matepuaisl, XpaHsIirecs B KAPTOHHBIX 0apabaHax, MeIIKaxX WM KOpOoOKax, JOIKHbI
OBITH PACIOJIOKEHBI TAKUM 00pazoM, YTOOBI ObUIO yI0OHO MPOBOAWTH YOOPKY M MpoBEpKy. He
JIOTIYCKAaeTCsl CKJIaIMpOBaHKE MaTEPUAJIOB Ha IOJTY.

7.42. Tlepuox M yCcJIOBHS XpaHEHUSI MaTEPUAIOB HE JOJDKHBI OTPHUIIATENBHO BIHATH HAa WX
kauecTBo. Kak mpaBuio, MmaTepuasbl, HOCTYIUBIINE IEPBBIMHU, CIEIYET UCIIOIb30BaTh B IIEPBYIO
ouepe/ib.

7.43. HekoTopble MaTepHua bl MOXKHO XPaHUTh BHE TIOMEIIEHUH MPH YCIOBUH HaJIKAIICH
YIaKOBKH, YUTAEMOW MAPKHUPOBKHU U BBIIOJHEHUS] HEOOXOIUMOM OYUCTKU YIAKOBOK IEpes UX
BCKPBITHEM U HUCIIOJIb30BAHUEM.

7.44. OTKJIOHEHHBblE MaTepHalibl JIOJKHBI HMMETh COOTBETCTBYIOLIYI0 MApKHUPOBKY H
MOMEIAThCsl Ha KapaHTHH (B M30JATOp Opaka) JUis UCKIIOYEHHS WX HECAaHKI[HOHUPOBAHHOTO
UCI0JIb30BAHUS B IIPOU3BO/ICTBE.

7.5. [1oBTOpHBII KOHTPOJIb

7.50. TIpu He0OXOAUMOCTH IS OIPEACIICHHS IPUTOTHOCTH MaTepUaoB (HarpuMmep, mocie
JUTUTEIEHOTO XPAaHESHUS WM B PE3yJIbTaTe BO3JICHCTBHS TEMIIEPATYPhl WM BIAXKHOCTH) CIICIyeT
MIPOBOJIUTH MMOBTOPHBIA KOHTPOJIb.

8. TexHONOTHUECKUIT MTPOIIECC U BHYTPUIIPOU3BOICTBEHHBIN KOHTPOJIb

8.1. TexHONOTHYECKUE OTICpAIIH



8.10. YcnoBus B3BEIIMBAHHUS U OTMEPHUBAHUS CBHIPhS IS MPOM3BOACTBA TPOMEKYTOUHBIX
npoayktoB U ADC He NOJKHBI OKa3blBaTh BIMSHUS HA HUX NPUTOJHOCTh. YCTpOWCTBA AJs
B3BELIMBAHUS U OTMEPUBAHUS JOJKHBI ObITh HEOOXOIMMOM TOYHOCTH.

8.11. Ecnm marepuan pasfensercs Ha YacTH JUIsl TOCIEYIOIIETO HCIOJIB30BAaHHUS B
MIPOM3BOJICTBEHHBIX OINEpanysX, TO OH JOJDKEH IOMENIaThCsl B CHEIHUAIbHYIO YHAKOBKY,
MapKUpPOBKa KOTOPOM COJEPKUT CIEAYIOUTYI0 HHPOPMALUIO:

- HaMEHOBaHKe MaTepualia U/ Wi KoJ;

HOMeEp, MPUCBOEHHBIN MPU NOJYYEHUH, WJIM KOHTPOJIbHBII HOMED;

- Maccy WM Mepy MaTepualia B HOBOM yIlakOBKe U

- 1aTy MNOBTOPHOT'O KOHTPOJIS, P HEOOXOAUMOCTH.

8.12. BrImonHEHHWE KPUTHYECKUX OIEpaluidi 10 B3BEIIMBAHUIO, OTMEPHBAHUIO HITH
pa3fesieHu0 Marepuajla Ha MOPHMM JOJDKHO OBITh 3aBEPEHO WM IMPOKOHTPOJIMPOBAHO
SKBUBAJIEHTHBIM 00pa3oM. Jlo Havana paboThl IPOM3BOACTBEHHBIN EPCOHAN JOJIKEH YOS TUThCS
B TOM, YTO BCE IOJY4YEHHbIE MaTepHalibl COOTBETCTBYIOT JIaHHBIM, YKa3aHHbIM B IPOTOKOJIE
Cepuu Ui MMPOU3BOJICTBA JAHHOTO IMPOMEXKYTOUHOro npoaykra uinu ADC.

8.13. BprimosHeHWe APYruxX KPUTUYECKUX JEHCTBHHA JOJDKHO OBITH 3aBEPEHO HITH
MPOKOHTPOJMPOBAHO SKBUBAJIEHTHBIM 00pa3oM.

8.14. Ha ompeneneHHBIX CTaHsIX TEXHOJIOTHYECKOTO IMpolecca He0OX0AUMO CpaBHUBATH
GdakTuyeckuii BbIXOJ NpOAyKImMH (MarepuanoB) ¢ oxumaeMbiM. OXXHIaeMbIi BBIXOJ U
JOMYCTUMbIE OTKJIOHEHHUS JIOJDKHBI OBITh OINpeAeNeHbl Ha OCHOBAaHUM pPE3YJIbTAaTOB
71a00paTOPHBIX, ONBITHBIX UM MPOU3BOJCTBEHHBIX UCIIBITAHUM, IPOBEIEHHBIX MTPEIBAPUTEIILHO.
OTKJIOHEHHS OT OXMJIaeMOT0 BbBIXOJA, CBSI3aHHBIE C KPUTUYECKUMHU TEXHOJOTUYECKUMU
CTaMsMHU, JOJDKHBI OBITH paccieNOBaHbl JUISl ONPEIENIEHUST WX BO3MOXKHOTO BIUSHUS Ha
KayeCTBO CEpUH MPOIYKIUH.

8.15. Bce OTKIIOHEHHUS AOJDKHBI OBITh OOPMIICHBI TOKYMEHTAIBHO C YKa3aHUEM MPHYWH.
JIto00e KpuTHYECKOe OTKIIOHEHHE JIOJDKHO OBITH PacCieIOBAHO.

8.16. Ha3zHaueHne OCHOBHBIX €IMHUI] 00OPYIOBAaHUS JIOJDKHO OBITh YKa3aHO Ha CaMOM
000pyIOBaHNHU WJIM OTPAKEHO B COOTBETCTBYIOUIEH TOKYMEHTALlMU, CUCTEME C KOMIBIOTEPHBIM
yIpaBiIe€HUEM U KOHTPOJIEM WM APYrUM 00pa3oMm.

8.17. Cnemyer opraHn3oBaTh KOHTPOJb MaTEPUAIIOB, PEAHA3HAYCHHBIX JJISI TIOBTOPHOTO
MCII0JIb30BAHUS UJIM NEpepabOTKH, BO U30eKaHNEe NX HECAHKIIMOHUPOBAHHOIO HUCIIOJIb30BAHUS.

8.2. OrpannueHwus Ha BpeMsl BBIIOJTHEHUS OTIepannit

8.20. [IpoMBIIIIEHHBIM PETJIAMEHTOM MOTYT OBITH YCTAHOBJICHBI OTPAHUYCHUS HA BPEMs
BBINMOJIHEHUST onepauuii (6.41). OTKIOHEHUS OT 3TUX OrpPaHUYCHHUIl cieayeT Oo(OopMIIATH
JOKYMEHTAJIIbHO M NPOBOJUTH UX OLEHKY. Takue orpaHuyeHus MOT'YT HE NOTpeOOBAThCA IpPU
MIPOBEJICHUU TEXHOJIOTMYECKOTr0 Tpollecca [0 JOCTHKEHUS YCTAaHOBJIEHHBIX 3HAuYEHUM
napameTpoB (Hampumep, 10Bojka PH, rUIporeHu3anus, CylKa 10 3Ha4eHHUs, YCTAHOBJICHHOTO
crieuQuKaImeil), Tak KaKk B 3TOM CJydac 3aBEpIICHUE PEaKIMid WM CTaJdil MPOM3BOJICTBA
OTpeeNsAeTcsl IPU BHYTPUIIPOU3BOJICTBEHHOM OTOOPE MPOO U KOHTPOJIE.

8.21. VYcnoBus XpaHEHHUS TPOMEKYTOUHBIX MPOIAYKTOB JOJDKHBI OOECIeurBaTh WX
JAIBHEMIIYIO IPUTOTHOCTb.

8.3. BHyTpHuIpou3BOACTBEHHBIN OTOOP MPOO W KOHTPOJIH

8.30. [lns KOHTpOJISE W BBHIMOJHEHUS TEXHOJIOTHYECKUX CTaIii, KOTOpbIE BIHSIOT Ha
MOKa3aTeNll KadyeCcTBa IMPOMEXKYTOYHBIX MPOAyKToB W ADC, NOKHBI OBITH pa3paboTaHBI
UHCTpYKIUHU. [lopsiok TpoBeneHHs BHYTPHUIIPOU3BOJICTBEHHOTO KOHTPOJISI W KPUTEPHH
NPUEMJIEMOCTH ONPEICISIOT Ha OCHOBaHMM WH(GOpPMAIMH, IOJyYeHHOH TIIpH pa3paboTke
TEXHOJIOTUYECKOTO TPOIIEcca, WM TI0 IPEABLAYIIEMY OTIBITY POHU3BO/ICTBA.

8.31. Kputepun npuemiieMocTd, BUA M OOBEM HCIBITAHUNA MOTYT 3aBHCETh OT BHJIA
MPOU3BOJIUMBIX TPOMEKYTOUHBIX MpOAykToB wWin A®dC, mNpoBOAMMON peakiuu WM
TEXHOJIOTUYECKON CTaUHM M CTEICHW BIIMSHUS 3TOTO TIPOIEecca Ha KadecTBO Mpoaykuuu. Ha



pPaHHHUX  TEXHOJIOTUYECKHX  CTaJWAX  JIOyCKAeTcs  MPOBOJAWUTH  MEHEE  CTPOTHM
BHYTPHIIPOU3BOJICTBCHHBII KOHTPOJIb; Ha 0oJiee TMO3JHUX TEXHOJOTHYECKUX CTaIHsIX
(Hampumep, Ha CTAJMSX BBIICICHHUS U OYUCTKH) KOHTPOJIb MOXET ObITh 00JICe KECTKHUM.

8.32. Tlopsmok mpoBeneHHs BHYTPUIIPOM3BOIACTBEHHOTO KOHTPOJII Ha KPUTHYECKUX
CTaJHsIX JOJDKEH BKIIOYATh B c€0sl KOHTPOJIBHBIE TOYKH W METOJIBI KOHTPOJIS, OBITH 0(OpPMIIEH B
MUCHbMEHHOM BHJIE U COTJIACOBAH C OTJIEJIOM KOHTPOJIS Ka4eCTBa.

8.33.  BHYTpMIPOW3BOJACTBEHHBI  KOHTPOJIb ~ MOXET  HPOBOJUTH  IEPCOHAT
MIPOU3BOJICTBEHHOTO TIIO/IPa3/ICICHUs, MMEIOMINA HEOOXOMUMYI0 KBATH(UKAIIMIO, a HaJaJIKy
TEXHOJOTMYECKOTO TpoIecca JOIMYCKAeTCsl MPOBOMUTH O3 paspemeHus CiIykObl KOHTPOISI
Ka4ecTBa, €CIIM OHA OCYIIECTBISETCS B YCTAHOBIICHHBIX JOMYCTUMBIX MPEJeNIax, COTIaCOBaHHBIX
C OTIIEJIOM KOHTPOJISi KayecTBa. Pe3ynbTaThl TAKOTO KOHTPOJIS JOJDKHBI OBITH JTOKYMEHTAJIHHO
0(OpPMIICHBI B ITIOJJHOM 00BEME U BXOJIUTH B IIPOTOKOJ HA CEPHIO PO TYKIIUH.

8.34. Iopsimok or6opa MpoOd MPOMEKYTOUHBIX MaTepuajioB, MpoaykToB u ADC momkeH
OBITh IPUBEJICH B IOKYMEHTAIBHO O(OPMIICHHBIX M YTBEP)KJICHHBIX B YCTAaHOBIEHHOM ITOPSIKE
MeToauKkax. [lnanel u MeTouku oTOOpa Mpod 10JKHBI ObITH 000CHOBAHHBIMH.

8.35. BHyTpUIIpON3BOACTBEHHBIN OTOOP MPOO MOJDKEH MPOBOIUTHCS C HCIIOJIB30BAHUEM
METOJUK, MPEIyCMAaTPUBAIOIIUX MPEJAOTBPALICHUE 3arpsa3HCHUS] MaTepUAIOB W JPYrUX
MPOMEXKYTOUHBIX TpoaykToB miu ADC. [IpuMmeHsieMble METOIBbI JIOJDKHBI 0O0ECIeYHBaTh
L[EJI0CTHOCTH P00 Mocie ux oToéopa.

8.36. Ecim mpu mpoBepke /MM HAJNAJKe TEXHOJIOTMYECKOrO MpOIecca pPe3ylbTaThl
BHYTPHUIIPOU3BOJICTBEHHOTO KOHTPOJII OKaXYTCS HE COOTBETCTBYIOUIMMH TpPEOOBAHHSIM
cnienu(UKaIuii, To MPOBEACHNE aHaIM3a MPHYUH OTKIIOHEHUH, KaK MPaBUIIO, HE TpeOyeTcs.

8.4. CmerranHbIC CEpUU MMPOMEKYTOUHBIX TPOAYKTOB Wi ADC

8.40. B nmaHHOM pYKOBOJICTBE CMCIIMBAHHE MAaTEPUAJIOB OIPEACIACTCS Kak IpoIecc
00beIMHEHNs MAaTepHallioB B paMKax OJHOM CHEelU(pHUKAUU JJIs TPOU3BOJCTBA OJHOPOJHOTO
npoMexyrouyHoro mnpojaykra win A®PC. BHyTpUNpou3BOJACTBEHHOE cMelIMBaHuE (pakuuit
onHOM cepun (HampuMep, OOBEAMHCHHE HECKOJIbKUX 3arpy30K LEHTPUPYTH U3 OJHOM
KPUCTAIIM3ALIMOHHON Ccepuu WM OObeqUHEeHHEe (Qpakuuil U3 HECKOJIbKUX CEepull A
JaJbHEHIIEro MpoOU3BOJICTBA) PACCMATPUBACTCS KaK YacTh TEXHOJOTHYECKOTO Mpolecca M He
CUMUTAETCS] CMEILIMBAHUEM.

8.41. He pomyckaercs CMEUIMBaHHE CEpUHM, HE YIOBJICTBOPSIONICH TpeOOBaHUSIM
cnenudukanuu, ¢ Apyrumu cepusimu. Kaxnas cepusi, BHOCHMas B CMeECh, JOJDKHA OBITh
MIPOM3BEACHA COIJIACHO YCTAaHOBJIEHHBIM TpeOOBaHMSIM, HWHAMWBHIYaJbHO HCIBITAaHA, U €€
COOTBETCTBUE CELU(PUKALIMY TOJIKHO OBITH NOJITBEPKICHO IO CMEIINBAHMUS.

8.42. Kak npaBujio, CMEIINBAIOTCS

- MaJlble CepUH JUIsl YBEJIMUEHUSI €€ pa3Mepa;

- octatku (T.e. OTHOCHUTEJBHO Majible KOJMYECTBA BBIJICIICHHOTO Marepualia) M3 CepHid
OJIHOTO U TOTO K€ MPpOoMeXyTouHOTOo npoaykra win ADC s GopMupoBaHUs OJHON CEPUU.

[Ipu HEOOXOAMMOCTH JIOMYCKAIOTCS U APYrUe Cllydaud CMEIIMBaHUs MaTepHaJIOB.

8.43. IIponecchl cMENIMBAHUS CIEIYeT KOHTPOJIUPOBATh M OPOPMIISTH B JOKYMEHTAILHOM
BUJIE, @ CMEUIaHHAsl Cepus JOJDKHA ObITh, MPU HEOOXOAMMOCTH, UCIBITAaHA HA COOTBETCTBUE
YCTaHOBJIEHHBIM TPEOOBaHUSM.

8.44. B mpoToKoJIe Ha CEpHI0, TIOTYUYSHHYIO MTOCIIE CMEITUBAHMS, TOJDKEH MPOCIEKUBATHCS
IIPOLIECC MPOU3BOACTBA UHIUBUIYAIbHBIX CEPU, GOPMHUPYIOIIKX 3Ty CMEIIAHHYIO CEPHIO.

8.45. Eciu ¢usmueckue xapakrepuctuku ADC SBISAIOTCS KpUTHYSCKUMHU (Hampumep,
ADC npenHazHayeHa JJsl MCIOJB30BAaHUS B TBEPJIBIX JO3MPOBAHHBIX (OopMax JUisl MPUHATHUS
BHYTPb WJIM B CYCICH3HSX), TO OICpALUU [0 CMCIIMBAHUIO OJDKHBI ObITh aTTECTOBAHBI IS
MOATBEPK/ICHUS OJHOPOJHOCTU OKOHYATENIbHOM cepuu. ATrecTanus JOJKHA BKJIHOYATh B ceOs
UCIBITAHUE KPUTHYECKUX TapaMeTpoB (pacmpenelieHHe 4YacTHIl IO pa3Mepy, OObeMHas
IUIOTHOCTh TPH CBOOOJHOMN 3aChINIKE M yICJIbHAs IUIOTHOCTh MPU YIUIOTHEHHH), HA KOTOPBIC
MO>KET HOBJIUATH MTPOLECC CMEIINBAHUS.



8.46. Eciu cMemmBaHNe MaTepHajoB MOXKET OKa3aTh HEOJIArompusTHOE BO3ICHUCTBHE HA
CTaOMJIBHOCTh MPOJYKLIUU, TO CJIEIYeT MPOBECTU MCIBITAHUS CTAaOMJIBHOCTH OKOHYATEIbHOMN
CepuH.

8.47. Cpok romHOCTH WM JaTta NMPOBEICHHS TOBTOPHOTO KOHTPOJS CMEIIAaHHOW Cepuu
JOJIKHBI OBbITH OCHOBaHbBI Ha J1aTe IPOU3BOJICTBA CaMOM CTapoil (ppakLKy UIIU CEPUU B CMECH.

8.5. Konrtpons 3arpsi3HeHnit

8.50. [lomyckaeTcsi EpEeHOCHTh OCTaTKH MaTE€pPHajOB B IOCIEAYIOIINE CEPUU TOTO IKE
MpOMeXyToYHOTo mpoaykra win ADC mpu HaTUYUM COOTBETCTBYIOIIEro KOHTpoJsisi. K Hum
OTHOCSITCSI OCTAaTKH, NPWINIMAKOIIME K CTEHKAaM H3MENBYMTEN, CIOW BIAKHBIX KPUCTALIOB,
ocTapluiics B UeHTpudyre mociae pasrpy3kd, U HEMOJHOE YAaJeHHE KUAKOCTEH WIn
KPUCTAJUIOB M3 TEXHOJIOTMYECKOM €MKOCTH IIOCIE€ IEepelayd Marepuala Ha CIECIYIOUIyHO
TEXHOJIOTMYECKYIO CTaAui0. Takol IMEepeHOC HE MOJKEH INPUBOJUTH K IIEPEHOCY IPOIYKTOB
pacnaza Wik MUKPOOHOTO 3arpsi3HEHHUs, KOTOpble MOTYT OKa3aTb OTPULATENIbHOE BIIMSHUE Ha
gucroty ADC.

8.51. Ilpu BHIIOJHEHUU TEXHOJIOTHYECKHUX OMEpAIMil HE CIEAYET HAOIMyCKaTh 3arps3HEHUS
MPOMEXKYTOUHBIX MPOAYyKTOB Wi ADC apyrumu maTepuaniaMu.

8.52. Ilocme mpoBeneHHS OYMCTKH OOOPYNOBaHHS  CIEAYeT MPHHATH  MEPHI
MPEAOCTOPOKHOCTH, UTOOBI N30ekaTh 3arpssHeHust ADC.

9. YmakoBka u mapkupoBka ADC 1 mpoMeKyTOUHBIX MTPOYKTOB

9.1. O6muHue MoIoKEHMUS

9.10. Cuenyer pa3paboTarh M JOKYMEHTAIHLHO O(GOPMHUTH METOIMKH Ha IOJIydeHHE,
UICHTU(DUKAIMIO, KApAaHTUHHOE XpaHeHHe, OTOOp mMpoO, MPOBEACHUE HCCICIOBAHUS /WU
WCTIBITAHHS U BBIJAYY Pa3pelICHUs Ha HCIIOJIb30BAHKE, a TAK)KEe Ha 0OpaleHne ¢ YITaKOBOYHBIMH
Y TICYATHBIMH MaTepUaJIaMHU.

9.11. Marepuansl UIS YHAaKOBKM W MapKHPOBKH  JOJDKHBI  COOTBETCTBOBATH
YCTaHOBJICHHBIM TpeOoBaHMsIM. Marepuaibl, He COOTBETCTBYIOIIME STHUM TPEOOBAHHUSM, TOJDKHEI
OTKJIOHATBCSL JUIS TIPEJIOTBPAIICHUS WX WCIIOJNB30BAaHUS B OMNEpaAlUsaX, Ui KOTOPBIX OHH
HETPUTOIHEI.

9.12. Cregyer XpaHUTh MPOTOKOJBI HAa KaXAYIO IOCTaBKY IEYATHBIX M YMAKOBOYHBIX
MaTepHaJIOB, COJEpIKaIIre HH(HOPMAIIHIO O TIOCTaBKE, OCMOTPE WIIM KOHTPOJIE ATOTO MaTepHaa,
a TaKk)Ke 3aKITF0UEHHE O Pa3pElICHUH eT0 NCTIOJIb30BAHUS WIIN OTKIIOHEHHS.

9.2. YIakoBOYHbIE MaTepHAIIBI

9.20. YmakoBKa J0HKHA 00ECTIeYnBaTh HAUICKAILYIO 3aIUTy TPOMEXYTOYHOTO TIPOTyKTa
wii A®C or mnopum wWIM 3arpsA3HEHHs, KOTOpble MOTYT IPOM30MTH B IIpoLecce UX
TPAHCIOPTHPOBAHUS WIIN XPAHEHHS.

9.21. VmakoBKM JOJDKHBI OBITh YHCTBIMH M, €CIIM 3TO OOYCIIOBJICHO BHJIOM
MPOMEKYTOUYHOro mpoaykra win A®C, mOoKHBI HpOoWTH 00pabOTKY (He3MH(EKIH0) It
o0ecrieyeHns UX MPUTOTHOCTH JUIS JaTbHEHINETro HCIIOJIb30BaHHS. Y TAaKOBAHHBIC MaTepUAIIbl HE
JOJDKHBI BCTYIIATh B XUMHUYECKUE PEAKIUU U 001anaTh aJUTUBHBIMHA MM aOCOpOHPYIONIMMH
CBOMCTBaMH, 4TOOBI HE JOMYCTHTh N3MEHEHHUSI Kau4eCTBa MPOMEKYTOUHOTO Tpoaykra i ADC
3a yCTAaHOBJICHHBIE MTPEJIEITBI.

9.22. I1py NOBTOPHOM HCIOJIB30BAHUN YIAKOBKH JIOJDKHBI OBITH OYHIIICHBI B COOTBETCTBUHU
C YTBEpKICHHBIMU HHCTPYKIIHSIMH, a BCE MPEIBIIYIIHE STUKETKH yIaJICHBI.

9.3. BhIIyck ¥ KOHTPOJIb TICYaTHBIX MaTEPHAJIOB
9.30. HocTym K MecTaM XpaHEHUS MEYaTHBIX MAaTePHAIIOB JOJDKEH OBITh pa3perieH TOJIBKO
JIMIIaM, UMEFOIIIM COOTBETCTBYIOIIUE TTOTHOMOYHSI.



9.31. Tlopsamok ompeneNeHus COOTBETCTBUS MEXKAY KOJMYECTBOM OTIIYIICHHOTO,
MCTIOJIb30BAHHOTO W BO3BPAIIEHHOTO I€YaTHOTO MaTepHaia M OICHKH PACXOXKICHUH MEXIY
KOJIMYECTBOM MAapKHPOBAHHBIX YIIAaKOBOK M BBIAAHHBIX 3THUKETOK JIOJDKCH OBITh YKa3aH B
MHCTPYKIUU. DaKThl HECOOTBETCTBUS JOJDKHBI PACcCIENOBATHCS, @ PE3YNIbTAThl PacciaeIOBaHHS
TOJKHBI OBITH YTBEPIKJICHBI OTJIEIIOM KOHTPOJISI KauecTBa.

9.32. Bechb HEWCHOJB30BAHHBIA IMEYATHBIM MaTepHall, COJCPKAIINA HOMEp CEpUH HITH
APYryl0 TeYaTHYI0 HH(OpPMAIUI0 O CepuH, JOJDKEH OBITh YHHUYTOXKEH. Bo3BpaleHHBIH
MeYaTHBId MaTepuan JOJDKEH XpPaHUTBCS TakKuM oO0pa3oM, 4YTOOBI TPENOTBPATHTH €ro
NepenyThIBaHUE M 00ECTICUNTh HAUICKAIIYIO HICH TH(DHUKAIIHIO.

9.33. Bemmenmwii U3 yrnoTpeOJieHHsl W YCTapeBIIUN TEYaTHBI MaTepuan JIOJDKEH OBITh
YHUYTOXEH.

9.34. Cnenmyer opraHu30BaTh KOHTPOJb 3a pabOTOW YCTPOWCTB, NMpPEAHA3HAYCHHBIX IUIS
MeYaTaHuss YTUKETOK JUIsl YIMAKOBOYHBIX OTIepaIiid, YTOOBI rapaHTHPOBATh COOTBETCTBHE BCEX
OTTHUCKOB ITPOTOKOJIY Ha CEPHUIO TPOTYKIIHH.

9.35. CnemyeT opraHu30BaTh TIIATEIBHBINA KOHTPOJIb 3TUKETOK, OTIICYATAHHBIX JIJISI CEPHH,
Ha WX COOTBETCTBHE JAaHHOW CEpUU M YCTAaHOBICHHBIM TpeOOBaHUSM. Pe3ynbTaT KOHTpPOJIS
JOJKEH OBITh 0POPMIICH JJOKYMEHTAIIBHO.

9.36. OoOpaserr HCIOIB3yeMOW OTIIEYATAHHOW ATHKETKH JIOJDKEH OBITh BKIIIOYEH B
MIPOTOKOJI CEPUU TPOTYKIIUH.

9.4. Oneparnuu 1o yrnakoBKe U MapKUPOBKE

9.40. Cnenyet pa3paboTaTh U TOKYMEHTAIHHO OPOPMHUTH HHCTPYKIIUHU IO MCIIOJIb30BAHUIO
YIaKOBOYHBIX U MI€YaTHBIX MaTepUaIOB.

9.41. Cnenyer pa3paboTaTh MHCTPYKIMH IO BBITOJHEHHIO MAapKHPOBKH, MCKIIOYAIOIINC
NEepenyTblBAHUE  I€4aTHbIX  MarepuanoB. Ormepanuu 10  MAapKUPOBKE  pa3iIMYHbIX
MPOMEXYTOUHbIX MNpoayKTOoB WM AMC nomwkHbl OBbITH pasrpaHudeHbl (U3UYECKH WIH
IIPOCTPAHCTBEHHO.

9.42. DTHKETKH, HCIOJB3yeMble Ha YIIAKOBKaX IPOMEXYTOUYHBIX MPOIyKTOB i ADC,
JOJKHBI COJIEP)KaTh HAUMEHOBAHUE WIIM UJICHTU(PUKAIIMOHHBINA KOJ, HOMEP CEPUH MPOIYKTa U
ycIoBUsL XpaHeHHs (B TOM ciydae, KOTJa 3Ta HMHGOpPMALUS SBJISETCS KPUTHYCCKOW ISt
obecrieueHHs KauecTBa MPOMEXyTouHOro npoaykTa win ADC).

9.43. Ecnm mpomexyrodnblii mponykt wim APC mpeqHasHauyeHBl IS Tepefadyd 3a
npenenbl 30Hbl JIEHCTBUS CHCTEMbI KOHTPOJS UX IPOU3BOJIUTENEM, TO MAapKHPOBKA TaKkKe
JOJDKHA coJAepKaTb HAaWMEHOBaHME U aJpec MPeANpUATUA-TIPOU3BOJUTENS, KOJINYECTBO
COJIEP’)KUMOT0, CHELHalbHbIE YCIOBUS TPAHCIOPTUPOBAHMS M JIIOObIE Apyrue TpeOoBaHus,
[pelyCMOTPEHHbIE HOPMATUBHON JOKyMeHTarue. Ecinu uisi mpoMeKyTOYHbIX MPOJIYKTOB WU
ADC ycTaHOBJIEH CpPOK TOJHOCTH, TO OH JIOJDKEH OBITh YKa3aH Ha MapKHUpOBKE U B
aHaJiuTU4YeckoM mnacnopte. s mnpomexyrouHelx MarepuasnioB wm ADC, mnpomenmux
MOBTOPHBIA KOHTPOJIb, J1JaTa MOBTOPHOIO MCHBITAHUS JOJKHA ObITh yKa3aHa Ha MapKUPOBKE U B
aHAJIMTUYECKOM IacHopTe.

9.44. VYmakoBouHO€ W TMeYaTHOE OOOpyJOBaHWE JOJDKHO  OBITh  MPOBEPEHO
HEMOCPEJCTBEHHO MEPeJ UCIOIb30BaHUEM JJISl TapaHTUU TOTO, YTO BCE MAaTE€pHAaJIbl, HE HY)KHbIE
JUIA TOCJIEYIOIEel YNakoBKHM, OBbUIM YyAajeHbl. OJTa IpOBEpKa JOJDKHA ObITh yKazaHa B
IIPOTOKOJIE HA CEPUI0 MTPOIYKLIUH, KypHaJe 000py10BaHUs WIH JPYrod JOKyMEHTALUH.

9.45. B cocraB omepamnuii 1Mo ynmakoBKE BXOJUT IMPOBEPKa IMPABHIBHOCTH MapKHPOBKH
MEPBUYHBIX U BTOPUYHBIX YIIAKOBOK MPOMEXKYTOUYHBIX NMpoaykToB i ADC. PesynbTarsl 3THX
IIPOBEPOK JIOJKHBI ObITh YKa3aHbl B MPOTOKOJIAX HA CEPUI0 MPOIYKIIMH WK KOHTPOJIb KauecTBa
MIPOJTYKIIUH.

9.46. IIpomexyTounbie MpoaykThl Wi ADC, oTmnpaBisieMble 3a TPECbl 30HBI KOHTPOJIS
MIPOM3BOJIUTEINS, JOJDKHBI ObITh ONEeYaTaHbl TaKMM 00pa3oM, 4TOObI MpU MOBPEXKACHUU HWIH
OTCYTCTBMH II€YATH MOIydaTelb 00paTui BHUMaHUE Ha BO3MOKHOCTb 3aMEHbBI COJIEPKUMOTO.



10. XpaHeHwue u peann3anus

10.1. XpaneHue Ha CKIIajie

10.10. B mnomemeHusX s XpaHEHUS MAaTEpPHalOB JOJDKHBI OBITh TIPETYCMOTPEHBI
COOTBETCTBYIOIIME YCIOBHsI (HApUMep, MOAJICPKUBAHKUE 33/IaHHOI TEMIIepaTyphl U BIaXKHOCTH,
npu HeoOxomumoctu). CieayeT BECTH MPOTOKOJBI YCIOBHUH XpaHEHUs, €CIH OHHU SBJISIFOTCS
KPUTHUYECKUMH JIJIsl COXpAHEHUS CBOMCTB MaTepHaloB.

10.11. Bo wu30exaHWe CIy4ailHOTO WM HECAHKIIMOHUPOBAHHOTO HCIIOJIh30BAHUS
HaXOJSIIMUXCS B KapaHTHHE, OTKJIOHEHHBIX, BO3BPAILLEHHBIX WJIM OTO3BAHHBIX MAaTE€pPUAJIOB
JOJKHBI OBITh BBIJIEICHBI OTJENbHBIE 30HBI Ui WX BPEMEHHOIO XpaHEHWS /0 HpPUHATUS
pelieHus 00 UX JAalbHEHIIeM UCTI0JIb30BaHUH (€CIIH APYroe He YKa3aHo B TOKYMEHTAIIUH).

10.2. Peanmzanus

10.20. Peammzanms ADC u MpOMeXYTOYHBIX MPOJTYKTOB TPETHUM CTOPOHAM JIOITYCKAETCS
TOJIBKO TIOCIIE TIOJTYYEHHsI Pa3pelieHns OTJeNia KOHTPOJIsl KauyecTBa Ha WX BBHIMYCK. B ycroBusix
kapantiHa A®C © TPOMEXKYTOYHBIE MPOAYKTBI MOTYT OBITH TIEpEeBEACHBI B JAPYroe
MOJIpa3/ieliecHue TMPH HAIWYHH DPa3pelIeHUs] OT/eNa KOHTPOJIsS KadecTBa, COOTBETCTBYIOIICH
JTOKYMEHTAIIMH M OPTaHU3aI[H HAJISKAIIETO KOHTPOJIS.

10.21. TpaucnoprupoBanue AD®C U IPOMEKYyTOUYHBIX MPOJYKTOB HE JIOJDKHO OKa3bIBATh
BIIMSTHHSI HA UX Ka4eCTBO.

10.22. OcoObie ycnmoBusi TpaHcrnopTHpoBanus U XpaHeHUss ADPC u MPOMEKYTOUHBIX
MPOIYKTOB JTOJDKHBI OBITh YKa3aHBI HA 3TUKETKE.

10.23. TlpowsBoauTenb IODKEH YOSAMTHCS B TOM, YTO TOIPSIYUK, OCYIICCTBIISIOIIAN
tpancnoptapoBanne ADPC U MPOMEKYTOUHBIX MPOAYKTOB MO KOHTPAKTY, 3HAET M COOIIOIAeT
TpeOyeMbIe YCIOBHS TPAHCTIOPTHPOBAHUS M XPAHCHHS.

10.24. Jlns oOecriedyeHHss BO3MOXKHOCTH OBICTPOTO OT3bIBA KAXKIOW CEpUHU TPOTYKIHUU
J0JKHA OBITh OPraHU30BaHA CUCTEMA OTCIICKMBAHUS 3a €€ pealu3aluei.

11. JlaBopaTopHbIil KOHTPOJIb

11.1. OGmwmit KOHTPOIIH

11.10. Cinyx0a KOHTpOJIS Ka4ecTBa J0JDKHA UMETh B CBOEM PACHOPSIKEHUH HEOO0XO0IMMBbIC
nabopaTtopHble MOMEUIEHHUsI 1 000PYI0BaHUE.

11.11. Cnenyer pazpaboTaTh ¥ JOKYMEHTaJIbHO O(GOPMUTH METOAMKH OTOOpa IMpoo,
IIPOBEJICHUS UCIIBITAHUH, BbIJJAUN PAa3peLICHUs] Ha UCII0JIb30BAHNE WIIM OTKIOHEHUE MaTepuasos,
perucTpaly M XpaHEHHsI JaHHBIX, IOJIyYEHHBIX B Jjaboparopuu. BeneHue mpoTOKOJOB U
OTYETOB JIOJDKHO COOTBETCTBOBATH TpeOOoBaHUSM 6.6.

11.12. Bce cnenmdukanuu, IiaHel 0TOOpa MPoO M METOJUKH MPOBEACHUS HCIBITAaHUN
JOJIKHBI OBITh HAYYHO 00OCHOBAaHHBIMU U FapaHTUPOBATh, uTO chipbe, ADC u npomexyToyHble
MPOJYKTHI, a TaKKe IEYaTHbIE U YNAKOBOYHBIE MAaTe€pHalibl COOTBETCTBYIOT YCTAHOBJIECHHBIM
cTaHjapram KadectBa H/wiM 4uCTOThL. CrHenuMpHUKAIUUM M METOAMKUA HCIBITAHHNA JTOJDKHBI
COOTBETCTBOBaTh TPEOOBAHUSAM, YCTAHOBJIEHHBIM IIPU TOCYIApPCTBEHHOW PETrUCTPALIUH.
JlommyckaeTcsi UCIHOJIb30BaTh CHEHU(pHUKAUK, HE BXOJSIIME B PErUCTPALMOHHOE JOCHE.
Crnenmdukanuu, TUtlaHel 0TOOpa MPOO M METOAWKHA HCIBITaHWH, B T.4. M3MEHEHUS K HHM,
JOJDKHBI ~ OBbITH  pa3paboTaHbl  COOTBETCTBYIOIIMM  IOJpa3AeICHUEM, PacCMOTpPEHbl U
COTJIACOBAHBI CO CIIY:K00# (OTAEI0M) KOHTPOJIS Ka4eCTBa.

11.13. Cnemudukanun st AD®C momkHBI OBITH pa3pabOTaHbl B COOTBETCTBHU C
NEUCTBYIOUIMMU HOPMaMHU M TEXHOJIOTMUECKHUM IPOLIECCOM M BKJIIOYAaTh B ce0si KOHTPOJb 3a
npuMecsMu  (Hampumep, OPraHUYeCKUMH W HEOPraHWYeCKUMH IMPHUMECSIMA U OCTaTOYHBIM
colepkanueM  pactBoputeneit). Ecim  mim A®C  npeaycMOTpeHbl  TpeOOBaHHS K
MHUKpPOOHMOJIOrMYECKON YUCTOTE, TO B ClieUU(UKALMU JOKHBI ObITh YCTAaHOBJIEHBI JIOMYCTHMbIE
npenensl Juis OOIIero 4ucia MUKPOOPraHM3MOB U HEXeJaTeNbHbIX MHKpPOOpraHuzMoB. Eciu



st AOC npeaycMOTpeHbl TpeOOBaHUS K alMpPOreHHOCTH, TO B CHEIU(DUKAIIUN JIOJKHBI OBITh
YCTaHOBJIEHBI JIOMYCTUMBbIE TPEEIIbI K YPOBHIO S3HJOTOKCHUHOB.

11.14. Bce onepauuu KOHTPOJIS B Ja00PATOPUSIX TOJKHBI IIPOBOJAUTHCA B COOTBETCTBUH C
YTBEPXKJACHHBIMH MeTOJUKaMHu (MHCTPYKIHMSIMH) ©U  O(QOpMIIATHCS B THChMEHHOM BHJIE
HEMOCPECTBEHHO IOCIIEe UX MpOoBeAeHus. JIt0Oble OTKIOHEHUS OT YKa3aHHBIX METOJUK JOJIKHBI
ObITh 00OCHOBAHBI.

11.15. JIroOble pe3ynbTaThl, BBIXOJAALIME 3a paMKU cCleuu(UKaLuid, JOJKHBI OBITh
pacciefoBaHbl 1 0OPMIIEHBI B COOTBETCTBUU C MPHUHITON METOAMKOM, MpeaycMaTpUBaroOIIeH
MIPOBEJICHUE aHAJIN3a JIaHHBIX, OLIEHKY CYLIECTBEHHOU Mpo0IeMbl, Onpe/iesieHue MyTel pereHus
3TOM mpoOsieMbl U (GOPMYyIUPOBAHHE BBIBOJOB M3 MPOBEACHHOro paccienoanus. [locie
MOJIyUYEHUSI PE3yJIbTaTOB, BBIXOJAIIMX 33 paMKH CHEelH(pHUKAUi, MOBTOpPHbIE OTOOPHI MPOO
u/WiM  TOBTOPHBIC HCIBITAHUS JOJDKHBI TMPOBOJUTHCSI B COOTBETCTBUU C TMPHHATHIMHU
METOAUKaMHU.

11.16. PeakTUBBI ¥ CTaHJAPTHBIE PACTBOPHI IOJDKHBI IPUTOTABIMBATHCS U MAPKHPOBATHCS
B COOTBETCTBHH C MPUHATON METOAUKOMU. JlJIsI aHATUTUYECKUX PEAKTUBOB U PACTBOPOB CIIEYET
MIPUMEHITh MAPKUPOBKY " Mcrioab30BaTh 10".

11.17. Ansa npoussoactsa ADC HeoOX0AMMO UMETh NEPBUYHBIE CTAaHAAPTHBIE 00pa3lbl U
JOKYMEHTAIMIO O MPOMUCXOXKICHUM KaKJI0T0 CTaHAapTHOro oOpasma. JlaHHble 0 XpaHEHUU U
UCIOJIb30BAHMU Ka)XJ0ro IEPBUYHOTO CTaHAAPTHOro oOpa3la COIVIaCHO PEKOMEHAALUsIM
MOCTABIMKA JIOJDKHBI OBbITh TPUBEJAEHBI B COOTBETCTBYIOIIMX MPOTOKOJax. llepBuuHbie
CTaHJapTHbIE 00Pa31lbl, HOJYyYEHHbIE U3 OQUIUAIBHO PU3HAHHBIX HCTOUHUKOB U XpaHSIIHUECS B
COOTBETCTBUU C PEKOMEHIALUSIMHU MOCTABIIMKA, UCIIOIB3YIOT 0€3 MPOBEIECHUS UCIIBITAHUH.

11.18. Ilpu HEBO3MOXHOCTH TIOJyYCHHUs TMEPBHYHBIX CTAaHAAPTHBIX OOpa3loB U3
OpUIMAIIBHO TPU3HAHHBIX MCTOYHHMKOB CIIeyeT pa3paboTaTb BHYTPEHHHE CTaHJApTHbIE
oOpa3upl mnpousBoauTens. Jlns ycTaHOBIEHHWSI MOJUIMHHOCTM Y YHCTOTHl HEPBUYHOTO
CTaHJIapTHOro oOpa3ua TpedyeTcs MPOBEACHHUE COOTBETCTBYIOIIEro KOHTpojs. [IpoBenenue
KOHTPOJIS IOJDKHO OBITH 0()OPMIIEHO TOKYMEHTAIBHO.

11.19. Cnenyer pa3paboTaTh MOPSIOK HM3TOTOBJICHUS, YCTAHOBIICHHS, WIACHTHU(HKAIINH,
UCIBITAHUN, YTBEPXKJIEHUS M XpaHEHMs] BTOPHUHBIX CTAHJIAPTHBIX 00pasuoB. IlpuromHocts
KaKJOW CepuM BTOPUYHOIO CTAHJAPTHOTO 0o0paslia JOJKHA OBITH ONpefesieHa /10 MOMEHTa
[IEPBOr0 MCHOJb30BaHUS IIYTEM €r0 CPaBHEHUS C MEPBUYHBIM CTaHAAPTHBIM oOpa3noM. Kaxnas
cepuss BTOPUYHOTO CTaHAAPTHOrO oOpasla JoJDKHA MNEPUOAMYECKU IPOXOJUTH IPOBEPKY
(aTTecTanuio) B COOTBETCTBUH C YTBEPIKACHHON METOIMKOI.

11.2. [IpoBepeHne UCIIBITAHUI TPOMEKYTOUHBIX MPOITYKTOB 1 ADC

11.20. [yis moATBEP)KACHUS COOTBETCTBHUS KaXKIOW CEPHU MPOMEKYTOYHOTO MPOAYKTa U
ADC TpeboBaHUAM crenUPUKAINA TOJKHBI ObITh MPOBEIAEHBI HEOOXOJUMBbIE JIaOOpaTOpPHbIE
UCIBITAHUS.

11.21. Jnsa xkaxmoit A®DC jmomwkeH  ObITh  ONpECNieH  COCTaB  MpUMeEcei
(naeHTHQUIMPOBAHHBIX W HEHICHTU(DHUIMPOBAHHBIX), MPUCYTCTBYIOIIUX B OOBIYHOW CEpHUH,
MIPOM3BEACHHON B X0/€ KOHKPETHOTO KOHTPOJIMPYEMOIO TEXHOJOTHYECKOro Ipoliecca.
Onucanne npuMeced MOJDKHO BKIOYaTh B ce0d HMX MJIEHTU(QUKALUIO WIA Kakue-1u0o
Ka4eCTBCHHBIC aHATUTHYCCKUE MApaMETpPhl, MO3BOJSIOIINE €€ MICHTU(GHUIMPOBATh (HAmpUMep,
BpeMsl yICpXKHMBAHUS), [HMANa30H COJACPKAHUS KaXIOW BBIABJICHHONH MpUMECH H HX
kiaccudukanuio (HeopraHuueckas, opraHuveckas, pactBoputeib). CocrtaB mpumeceid 0ObIYHO
3aBUCUT OT TexXHosiornueckoro mnpouecca u npupogasl ADPC. [ns ADC, nomydyaemblx H3
PaCTUTEIBLHOTO ChIPbSl WJIM U3 TKaHEW KMBOTHBIX, ONPEAEICHHE COCTaBa MpuMeced OObIUHO HE
Tpedyercsa. TpeboBanusi k ADPC, monydaeMbiM OMOTEXHOJIOTHUYECKHM ITyTEM, JOJIKHBI OBITh
YCTaHOBJIEHBI B COOTBETCTBYIOIIENH HOPMATUBHOM IOKYMEHTALIUH.

11.22. Jins BeisBiieHus uaMeHeHUH B ADC, mpoWCXOAANUX BCIICICTBUC M3MCHEHHWH B
Chlppe, OOOpynOBaHMHU, pPaOOUMX NapaMeTpax WM TEXHOJOIMYECKOM IIPOLECCEe, COCTaB
IpUMecel MEepUOJUYECKH CJEeyeT CpaBHUBATh C COCTaBOM IIpUMEced, yKa3aHHBIX B



JNOKYMEHTaluu, oQopmiiseMoll MNpU TOCYyIapCTBEHHOW perucrpauuy, WM C JaHHBIMH,
MOJIyYE€HHBIMH paHee.

11.23. Cnemyer mpOBOAWTH KOHTPOJIb MHUKPOOHOH  YHCTOTBI KaXIOW  CepHr
npoMexyrouyHoro npoaykra 1 AD®C B COOTBETCTBUH C YCTaHOBJICHHBIMU TPEOOBAHUSIMHU.

11.3. ArrecTanus aHATMTHYECKUX METOIMK (CM. pasjen 12)

11.4. AnanuTHdecKue macrnopra

11.40. Ha kaxayro cepHio MpOMEKYTOYHOTO mpoaykTa u/wim ADC noyKeH BbIIaBAThCS
ITOUIMHHBIA aHAJTUTUYECKUHN ITACIIOPT.

11.41. AnanuTtuyeckui NACHOPT JOJDKEH cojJiepkaTh HHGPOPMALUI0 O HAaWMEHOBaHUH
MIPOMEXYTOUHOro npojaykra win A®C, B T.4. 0 €ro YUCTOTe, HOMEpPE CEPUU U JIaTe BHIMYCKA.
Jlis mpoMexyTouHbIX NpoaykToB U ADC C yCTaHOBJIEHHBIM CPOKOM TOJHOCTU MOCJEIHUMN
JOJKeH ObITh yKa3aH B MapKUPOBKE M aHAIMTUYECKOM macnopte. s mpomexyTOUYHBIX
npoaykToB uian A®C ¢ natoil MOBTOPHOTO KOHTPOJIS 3TA JaTa Takke JOJDKHA ObITh yKa3zaHa B
MapKUPOBKE W/WIIM aHATUTHYECKOM acIopTe.

11.42. B aHanWTHYECKOM NACIOpTe JIODKHBI OBITh MEPEYHCICHBl BCE WCIBITAHMUSA,
IIPOBEJICHHBIE B COOTBETCTBUU C HOPMATUBHBIMU JOKYMEHTAMH UM TPEOOBaHUSIMU 3aKa34UKa, B
T.4. KPUTEPHUU TIPUEMIIEMOCTH U TIOJTyYCHHbIC KOJMYCCTBCHHBIC PE3y/IbTaThl (MIPU UX HATHYHH).

11.43. B aHanMTHYECKOM TAclopTe [OJDKHA OBITh yKa3aHa Jara W TIOJIIHCH
OTBETCTBEHHOT'O JIMIA OTJENla KOHTPOJIS KauecTBa, a TaKKe HauMEHOBaHue, ajpec U TenedoH
MEPBUYHOTO NpeanpusTUs-iponsBoauTens. Ecmu aHamu3 Obl1 HpOBEAEH Ha BTOPUYHOM
MPEeANPUATHH-YITAKOBIIUKE WM MPOU3BOJAUTENE, AHATUTUUECKUNA MAclopT JOJDKEH COJEPKaTh
HauMEHOBaHUeE, aJipec, Tele(OoH BTOPUYHOTO NPEANPUATHS-YIIaKOBIIUKA WIH IPOU3BOIUTENS U
HauMEHOBaHUE NEPBUYHOTO TPOU3BOIUTEIIS.

11.44. HoBple aHAJIWTHUYECKHE NACHOPTA, BBIITYCKAEMbIE BTOPUYHBIM IPEANPUATHEM-
YIAKOBIIMKOM HWJIM HPOU3BOJUTENEM, IMOCTABIIMKAMU WM JIMLIAMH, JEHUCTBYIOIIUMH OT HX
MMEHH, JOJDKHBI COJIep)KaTh HAMMEHOBaHUE, afpec U TenaedoH J1adopaTopuu, MPOBOIUBIIEH 3TH
aHaim3bl. B HUX Takke JOJDKHBI OBITh yKa3aHbl HAUMEHOBAHHUE, aJpec MEPBUYHOTO
IIPOM3BOIUTEINS U OPUTHHAJI TIACTIOPTA HA ATY CEPUIO MPOIYKIIUU C MIPHIIOKEHUEM €r0 KOTIHH.

11.5. Konrpoas crabunsHocTd ADC

11.50. Cnenyer pa3paboTarh W JOKYMEHTAIBHO OQGOPMHUTH IPOTpaMMy HEIPEPHIBHOTO
KOHTpoJsl crabmibHOCTH  ADC, pe3yabTarbl KOTOPOTO JIOJDKHBI HCIOJIB30BaThCA NS
MOATBEP)K/ICHUS YCIIOBUN XpaHEHUs MPHU MEPECMOTPE CPOKa TOJHOCTU WIIM CPOKa MPOBEIEHUS
MTOBTOPHOTO KOHTPOJISI.

11.51. Metoauky UCHBITAHNNA Ha CTAOMILHOCTD JODKHEI OBITh aTTECTOBAHEIL.

11.52. TIpoGel s KOHTPOJSI CTAOMIBLHOCTH CIEAYeT XPaHWTh B  YIIAKOBKAX,
UMUTHUPYIOIINX KoMMepueckue ynakoBku. Hampumep, mist AD@C, mocraBisieMblX B MEIHIKaX,
MIOMEILEHHBIX B KapTOHHbIE Oapa®aHbl, MPOObI JUIsI KOHTPOJSI CTaOMIBHOCTH MOTYT OBITh
yIaKoBaHbl B MEILIKH U3 TOTO K€ MaTepHualia, HoMelleHHbIe B OapabaHbl, MEHBIINE 10 pa3Mepy U
M3TOTOBJICHHBIE U3 MOXO0XKETO WJIM TAaKOro e marepuana, kak u g APC, nocrynamomux B
peauzanuio.

11.53. Jlnst moATBEpKACHUS AAaThl IPOBEJCHUS TOBTOPHOTO KOHTPOJIS WIIH CPOKA TOJHOCTH
ADC mepBele Tpu peanuzyeMble CEpUM, KaK IMPaBWJIO, JODKHBI OBbITh HCIBITAaHbl Ha
cTaOWiIbHOCTh. Eciu pe3ynbTaThl NMpeAbLAYIIMX HMCIBITAaHUN MOKA3bIBAIOT, YTO JIaHHAS CEpHs
ADC Oyner coxpaHsiTh CTaOWJIBHOCTH €LI€ HE MEHee IBYX JIET, JOIYCKAaeTCsl MCIOJIb30BaTh
MEHEe TpeX CepUil.

11.54. B nporpamMmy KOHTPOJISI CTAOMJIBHOCTH €KEr0JJHO JOJDKHA BKIIFOUATHCS, 10 KpaiiHei
Mepe, X0Ts Obl ojiHa cepust mpou3BoauMoit ADC (3a HCKITIOUECHHEM CIIydacB, KOTJa B 3TOT IOJ
€€ MPOM3BOJICTBO HE OCYIICCTRIISIIOCH).



11.55. lng ADC ¢ KOPOTKUM CPOKOM T'OJHOCTH HCHBITAaHUS CIIEAYeT MPOBOJUTH Yallle.
Hanpumep, mis 6uorexHonorudeckux/ononorndeckux u npyrux AP®C co cpokoM XpaHEHHs
OJIUH TOJl U MeHee MpOoObl Ha CTAaOUIIBHOCTH CIEAYET OTOMpATh U HCHBITHIBATH €KEMECSIYHO B
TEYEHHE MEPBBIX 3 MEC. M 3aTEM C MHTEPBAJIOM B 3 MeC.

[Ipu HanMuMu NaHHBIX, MOATBEPHKAAIOLIUX cOXpaHeHue cTabmibHOCTH ADC, MOXKET ObITh
paccMOTpEH BOMPOC 00 YBEIWYCHUHM MEPUOJMYHOCTH HCIBITAHUI (Hampumep, MpOBEICHUE
UCIbITaHUi yepe3 9 mec.).

11.56. YcnoBus XpaHeHUs TPU TPOBEACHUU HCIBITAHUI Ha CTaOMIIBHOCTH JOJDKHBI, TIO
BO3MOXHOCTH, COOTBETCTBOBATh TPEOOBAHUSM HOPMATUBHOM JOKYMEHTALlMM K IPOBEJIEHUIO
ATUX UCIBITAHUM.

11.6. Cpok roJHOCTH U J1aTa IIOBTOPHOTO KOHTPOJIS

11.60. Ecnm mpoMeXKyTOUHBIA TPOAYKT MpeaHa3HAueH Ui MEpEeMEIICHUs 3a IpeJIelibl
30HbI JICHCTBUS CUCTEMbl YIIPABJICHMUSI KAaueCTBOM IIPOU3BOJUTENS U JUIS 3TOTO MPOAYKTa
YCTaHOBJIEH CPOK TOJHOCTH WJIM JaTa MPOBEICHMS MOBTOPHOTO KOHTPOJIS, TO CIEAYeT UMETh
JaHHbIE MO ero crabwibHOCTH (HampuMmep, ONMyOJIMKOBaHHYIO HH(OpPMAIIHIO, pPEe3yIbTaThl
UCIIBITAHUIA).

11.61. Cpok rogaoctu A®C U n1ara MOBTOPHOTO KOHTPOJISL JOJDKHBI OBITH OCHOBaHBI Ha
pe3yibTaTax aHaju3a JIaHHBIX, MOJYYEHHBIX IPU UCHBITAHUAX HA CTAOUIBbHOCTH. OOBIYHO Ui
A®DC uCcToJIb3yI0T 1aTy MOBTOPHOTO KOHTPOJIS, a HE JaTy CPOKa TOTHOCTH.

11.62. OnpeneneHne mpeaBapUTEIHLHOTO CPOKA TOAHOCTH MIIH JIAThl TOBTOPHOTO KOHTPOJIS
ADC M0KeT OCHOBBIBATHCS Ha TAHHBIX MPOU3BO/ICTBA ONBITHBIX CEPUH B CIEAYIOUIUX CIydasX:

1) npu npPOM3BOJACTBE OMNBITHBIX CEPUH HCIONB30BAIUCH METOJbI, MOJCTHPYIOIINE
TEXHOJIOTUYECKHI Mpoliecc IPH MPOMBIIIJIEHHOM IIPOU3BO/ICTBE;

2) xagectBO ADC COOTBETCTBYET KAa4ueCTBY MPOAYKIIMH, KOTOpasi OyJIeT MPOU3BOIUTHCS B
IIPOMBIIIJIEHHOM MacHiTade.

11.63. [ynsa mpoBeneHUS TOBTOPHOTO KOHTPOJS JIOJDKEH HCIOJB30BaThCs oOpaserl,
penpe3eHTATUBHBIN JIJIs1 3TOU CEPUHU.

11.7. ApxuBHbie 00pa3Lbl

11.70. YmakoBka W XpaHCHHE AapXWBHBIX OOpPAa3IOB TMpPEAHA3HAYCHBI IS BO3MOXHOU
onieHkH kKayectBa cepuili ADC B OynyieM, a He AJs IPOBEIEHUS UCTIBITAHUN 3TUX 00pa3LoB Ha
CTaOUIBHOCTb.

11.71. MapkupoBaHHble apXUBHbIE 00pa3ubl U3 Kax0il cepun ADC cienyer coXpaHAThb
HE MEHee OJIHOTO rojia IOCJie€ MCTEYEHUS CpOKa TOJHOCTU JAaHHOW CEepuH, OIpeAeIeHHOTrO
IIPOM3BOIUTENIEM, UM B TEUEHHUE TPEX JIET MOCJe IaThl pealu3al 3TOH CepUH, B 3aBUCUMOCTH
OT TOT0, Kakoi cpok Oousbiie. s ADC ¢ njatoil HOBTOPHOIO KOHTPOJISI AHAJIOTUYHbIE ApXUBHbBIE
o0pa3lpl ciielyeT XpaHUTh B T€UEHUE TPeX JIET MOCJe TOTO, KaK 3Ta cepus Obliaa MOJHOCTHIO
peayin30BaHa MPOU3BOIUTEIIEM.

11.72. ApxuBHble 00pa3lbl JOJDKHBI XPAaHUTHCA B TAaKOW K€ WIM B DKBUBAJICHTHOU
yHakoBKe, ucnojbzyemoit st ADC, mubo B ynmakoBke, 0oJiee 3alUIICHHOM, YeM YIaKOBKa, B
KOTOpPOM peanusyeTcss 3Ta mnpoaykuus. KomudecTBO apXWBHBIX 0OO0pa3loB JODKHO OBITh
JOCTaTOYHBIM JUIsl TPOBEAEHUS HE MEHee JABYX I[IOJHBIX aHalH30B B COOTBETCTBUHM C
TpeboBanusaMu Papmakorien Ju0O0, B ciiydae OTCYTCTBUS COOTBETCTBYIOIIEH (papmakomneiHoi
CTaTbH, IBYX IOJIHBIX aHAJIM30B COTJIACHO CHEIM(PHUKAIIH.

12. Arrecranus (MCIIBITAHUS)

12.1. TTonuTHKa IPOBEJACHUS aTTeCTAlUH (MCIIBITAHUM)

12.10. O0mas moauTHKA IPESAPUATHS, IIEIH ¥ MOJIX0]T K IMpoIeccaM aTTecTalyuy, B T.94. K
aTTecTallud TEXHOJIOTUYECKUX IPOLECCOB, METOJOB OYMCTKH, AaHAJUTHYECKUX METOJOB,
METO/IOB TPOBEJCHHS] BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJS, CUCTEM C KOMIIBIOTEPHBIM



yIOpaBiI€HUEM M KOHTPOJIEM M JIML, OTBETCTBEHHBIX 3a pa3pabOTKy, paccMOTpEHHE,
coriacoBanue W OGQOpMICHHE KaKIOW CTaguu arrectaiu (MCIBITAHUI), TOJDKHBI OBITH
0(pOpMIIEHBI B MUCbMEHHOM BH/JIE.

12.11. Kak mpaBuio, B XOJe pa3pabOTKu mpoiecca (MM 1O HMMEIOIIUMCS JaHHBIM)
JIOJDKHBI  OBITH OMpE/CICHbl KPUTHYECKHE MapaMeTpbl (XapakTepUCTUKU) M MPEACTbl HX
W3MEHEHUN, HEeOOXOAMMBbIE g oOecredeHus: HauexHoW paborel. K Takum mapamerpam
OTHOCSITCS:

- KPUTHUYECKHUE XapaKTEPUCTUKU, KOTOPBIE OJKHBI ObITh YKa3aHbl JJIsl IJaHHOTO MPOJIyKTa
(ADC);

- TEXHOJIOTUYECKHE IapaMeTpbl, KOTOpble MOTYT T[OBJUATH Ha KPUTUYECKUE
XapakTepucTuku kauectsa ADC;

- IpeleNbHbIE U3MEHEHUS KaKJI0r0 KPUTHUYECKOIro MapaMeTpa IMpoliecca, KOTopble OyayT
HCII0JIb30BAThCA B X0OJI€ TEKYIIETr0 MPOU3BOJACTBEHHOTO KOHTPOJIS.

12.12. Onepannu, KOTOPHIE CUATAIOTCS KPUTHUECKUMU JUIsl KadecTBa W 4ucTOTHl ADC,
MoJJIeKaT aTTeCTALIUH.

12.2. JIokymeHTanus 1o arrectanuy (UCIIBITAHUSIM)

12.20. Jlns Kaxaoro Ipoliecca, MOJJICKAIIero aTTeCTAllHH, CJIeAyeT pa3pabdoTarh
METOJMKY TPOBEACHUS aTTECTAIlMH, COTJIACOBAaHHYIO MEXIy CIY)KOOW KauecTBa W APYrHMH
OTJIeNIaMH, UMEIOIIUMU K HeW OTHOIIICHHE.

12.21. B mMeroauke aTrTeCTallid JOJDKHBI OBITH OTPENENIeHbl KPUTHYECKHE OTIepaIiu
(cTamuu) TEXHOJIOTHYECKOTO MpOIecca U KPUTEPUH MPUEMIIEMOCTH, a TAK)KE BUJIbI ATTECTAI[UH
(HampuMep, peTPOCHEKTHBHAS, IEPCIEKTHUBHAS, TEKYINas) W KOJMYECTBO IPOU3BOJICTBEHHBIX
[IUKJIOB, HEOOXOJMMBIX ISl TIPOBEICHUS aTTECTAINH.

12.22. OTuer O TpPOBEACHUH AaTTECTAIMU MHOJDKEH COJEPKATh CCBUIKY HAa METOAMKY
arrecraiui (C yka3aHHEM BCEX 3aMCUCHHBIX OTKJIOHEHHIi) M BBIBOJBI C PEKOMEHIAIMSIMHU TI0
YCTpaHEHUIO HEJIOCTATKOB.

12.23. JlroOble OTKIOHEHUS OT TPEOOBAaHHWI METOJWKH AaTTECTAllMH JOJDKHBI OBITH
0(OpMIICHBI B MTHCbMEHHOM BHJIE U YTBEPIKICHBI.

12.3. Dramnsl arrectaiuu (MCIBITAHUA)

12.30. Jlo mpoBeneHusi pabOT MO aTTECTAIMK MPOIECCOB CIIETYET MPOBECTH ATTECTAIIUIO
KPUTHUYECKOTO OOOpYIOBaHMS M BCIOMOTaTeNbHBIX CHCTEM B HeobOxomumom oObeme. Kak
MPaBUJIO, TAKYIO aTTECTALMIO MPOBOJISAT B HECKOJIBKO ITAIOB!

- arrecramus npoekra (Design Qualification; DQ) - nokymMeHTalbHOE IMOATBEPIKIACHUE
TOr0, YTO MPOEKT MPOM3BOJACTBA (B T.4. MOMEMICHHUS, 00OPYIOBaHHE WIIM BCIOMOTATEIbHbIC
CHCTEMBbI) COOTBETCTBYET 33/JaHUI0 HA IIPOCKTUPOBAHKE U JICHCTBYIOIIUM HOpPMaM;

- arrecranus ycraHoBieHHoro obopymosanms (Installation Qualification; 1Q) -
JOKYMEHTAIBHOE TOITBEPXKICHHE TOTO, YTO YCTAHOBJICHHOE WJIM M3MEHEHHOE 000pY/J0BaHHE,
MOMEIIECHUST WJIK BCIIOMOTATEIbHBIE CHCTEMbl COOTBETCTBYIOT YTBEPKICHHOMY IPOCKTY,
3aJ[aHUI0 Ha MPOCKTHPOBAHKUE U JICUCTBYIOIIUM HOPMAaM;

- arrecranus QyHKIMoHHUpyromero obopymoanus (Operational Qualification; OQ) -
JOKYMEHTAJIbHOE TOITBEPXKICHHE TOTO, YTO YCTAHOBJICHHOE WJIM M3MEHEHHOE 000pY/JI0BaHMHE,
MOMEIICHHUST WJIM BCIIOMOTATEJIbHBIC CHCTEMbl (DYHKIIMOHUPYIOT HaJUISKAIIUM 00pa3oM B
TpeOyeMOM peXUME;

- arrecranust B 9kcrutyatauuu (Performance Qualification; PQ) - mokymeHTanbHOE
MOJTBEPIKACHUE TOTO, YTO O0OpYyIOBaHHE, MOMEUICHUS U BCIIOMOTATEIbHBIC CHCTEMBI MOTYT
paboTaTh COBMECTHO C HYXHOH 3(Q()EKTUBHOCTBIO U BOCIPOU3BOJUMOCTBIO B COOTBETCTBUH C
YTBEPI)KJACHHBIMH TPEOOBAHUSMH U XapaKTEPUCTHUKAMHU TEXHOJIOTMYECKOTO MPOIIecca.

12.4. Arrectanus (MCIBITaHKSA) ITPOIIECCa



12.40. Atrtectaiusi (MCIbITaHKs) MpoIecca - JOKyMEHTAIbHOE MOATBEPXKICHUE TOTO, YTO
IIPOLIECC, MPOTEKAIOLIUI B IIPEiesiax yCTaHOBJICHHBIX MMapaMeTpoB, obecreunBaeT 3¢pGeKTuBHOE
U BOCIPOU3BOAMMOE MPOU3BOACTBO MPOMEXKYTOUHBIX MPOAYKTOB U ADC, ynOBIETBOPSIOLUIMX
YCTaHOBJIEHHBIM TPeOOBaHUSAM U IOKa3aTeNsiM KayecTBa.

12.41. W3 Tpex BHUAOB aTTECTAllMU NPEAMOYTUTEILHBIM SBIISETCS TIEPCIICKTUBHAS
aTTecTalus.

12.42. TlepcrieKTUBHYIO aTTECTAIIMIO TPUMEHSIOT JUISI BCEX IPOIIECCOB IPOM3BOICTBA
A®DC, onpenenennbix B 12.12. IlepcnexTwBHasi aTTeCTalysi, WCHOJb3yeMas Ui Ipolecca
npousBojctBa A®C, nomkHa ObITh 3aBeplieHAa [JO BBIMIYCKA Ha pPBIHOK T'OTOBOIO
JIEKapCTBEHHOTO CPEJICTBA, TpOou3BeIeHHOTO U3 310l ADC.

12.43. Tekymas aTTecTanus MOKET MPOBOIAUTHCS TPU OTCYTCTBHH JAHHBIX O MOBTOPHBIX
TEXHOJIOTHYECKUX IHKIaX. OJTO MOXET OBITh OOYCJIOBJICHO MPOU3BOJCTBOM  TOJIBKO
orpanuueHHoro uwucia cepuii ADC, HeperyaspHbIM Mpous3BojacTBOM cepuili ADPC wumm
npou3BojictBoM ADC ¢ UCob30BaHUEM aTTECTOBAHHOTO MpOoIecca, B KOTOPbIN ObLIM BHECEHBI
n3Mmenenus. Jlo 3aBepuieHust Tekymiedl arrectanuu cepun ADPC MOryr ObITh BBINYIIEHBI U
HCIOJIb30BaHbI Ui MPOU3BOJACTBA T'OTOBBIX JIEKAPCTBEHHBIX CPEJICTB JUIS UX peajlu3aluu Ha
pPBIHKE Ha OCHOBAHUHU TUIATEIBHOTO HEMPEPBIBHOTO KOHTPOJS U MPOBEICHUS MCHBITAHUN STHX
cepuit ADC.

12.44. PerTpoCneKTHBHYIO AaTTECTAlMI0 TPUMEHSIOT KaK HWCKIIOYEHHE JUIS XOPOIIO
OTJIQXKEHHBIX MPOIECCOB, KOTOPbIE HE MPETEepPHEBAIM 3HAYUTEIbHBIX U3MEHEHHUH /IJIs KauecTBa
ADC wu3-3a U3MEHEHMH CbIpbsi, OOOpPYIOBaHUS, CUCTEM, YCTPOWCTB WM MPUMEHSEMOTO
TEXHOJIOTHYECKOro Ipolecca. JTOT BHJ aTTECTAllMd MOKET MCIIOJIb30BAaThCsl B TOM CIIy4ae,
€CIIN:

1) ompeneneHbl KPUTHYECKHE XapPAKTEPUCTUKU KaueCTBA M KPUTHUYECKUE IapamMeTphbl
mporuecca,

2) YyCTaHOBJICHBI COOTBETCTBYIOIIME BHYTPUIIPOU3BOICTBEHHBIC KPUTECPUU MPHEMIIEMOCTH
U KOHTPOJIS;

3) OTCyTCTBOBAJIM CYIIECTBEHHBIE COOM B XOJIe mpoliecca (KauecTBe MPOIYKIHH) 10
IIpUYMHAM, HE CBSI3aHHBIM C OLIMOKaMH OIlepaTopa Wik OTKa3aMu 000py10BaHuUs;

4) ycTaHOBJICH COCTaB IpuMecei s cymecTByonux ADC.

12.45. Cepun mpomyKIuu, OTOOpaHHBIE ISl TIPOBEJCHUS PETPOCIEKTHBHOM aTTEeCTaIlHH,
JOJIKHBI TIPEJCTABISATh COOOM penpe3eHTaTUBHYIO BHIOOPKY M3 BCEX CEpHid, MPOU3BEAECHHBIX 32
paccMaTpuBaeMblil epuojJ BpEeMEHH, B T.4. BCEX CEpHUH, KOTOpPbIE HE COOTBETCTBOBAIU
TpeboBaHuAM crnenudukanui. Yucio 3TUX cepuil JOHKHO OBbITh JIOCTaTOYHBIM  JUIS
MOATBEPXKJIEHUST CTaOUIbHOCTH Tmpouecca. Ilpu mpoBeneHUH pPETPOCIEKTUBHOM aTTecTaluu
JIOTIYCKAEeTCsl UCTI0JIb30BaTh apXUBHbIE OOPA3IIBL.

12.5. IIporpamma atrectamnuu (MCIBITAHUI) TIpoIiecca

12.50. Ywuciao mpou3BOACTBEHHBIX IIMKJIOB ISl MPOBEACHUS aTTeCTaluH (MCIIBITAHUI)
3aBUCHUT OT CJIOKHOCTU IIpollecca WJIM XapakTepa HM3MEHEHHUs MapameTpoB mpoiiecca. s
MIPOBEJICHUS] MEPCHEKTUBHON M TEKyLIeHl aTTecTallMy CleIyeT HCIOJIb30BaTh HE MEHEEe Tpex
MIOCJIEIOBATEILHO MPOU3BEIEHHBIX CEPUIl MPOIYKIMU Hajyiexallero kadecrsa. OQHAKO MOTYT
OBITh CITy4au, IPU KOTOPBIX JIJIs JOKA3aTeIbCTBA CTAOMIBHOCTH MpoIlecca MOTYT MOTpeOOoBaThCs
AOIMOJTHUTECIIBHBIC ITPONU3BOACTBCHHBIC IIUKJIbI (HaanMep, CJIOKHBIC WJIN JJIMTCIBbHBIC ITPOLCCCHI
npousBojictBa ADC). [Ipr peTpOCIIEKTUBHBIX UCIBITAHUIX VIS TIOATBEPXKICHHUS CTaOUIBHOCTH
nporecca uccnenyrotr nanaeie 10 - 30 mocnenoBarenbHBIX cepuit nmpoaykuuu. [lpu Hammymm
000CHOBAHHUSI 3TO YUCIIO MOXKET OBITH YMEHBLIEHO.

1251. B xoxe arrectanuu (MCOBITAHHI) Tpolecca CiIeAyeT KOHTPOJIMPOBATH €ro
KpUTHYeCKHe napameTpsl. [lapamerpsl mponecca, He CBSI3aHHBIE C KadeCTBOM ITPOJIYKLUMHU
(Hampumep, pacxoj SHEPrHMHM WM CPOK HCIOJIb30BaHHUsS O0OpYHOBaHHMS), JOMYCKAaeTCs He
BKJIIOYATh B IIPOLIECC ATTECTAIMHU.



12.52. Arttecrammsi mporiecca JOJDKHA IOATBEPIWTH, YTO YCTAHOBJIGHHBIM COCTaB
npumeceit A®C HaxoguTcss B A0MyCTUMBIX Tpenenax. CoctaB mpumeceil (KauecTBEHHBIA U
KOJIMYECTBEHHBIN) JIOJDKCH ObITh aHAJIOTHMYCH WJIM JIyYIlle COCTaBa MpUMeECeH, YCTaHOBJICHHOTO
[0 TPEIpIIyIIUM JaHHBIM, WIH, T[J€ M[PUMEHUMO, OBITH Jydllle CcOCTaBa IIPUMECEH,
YCTaHOBJIEHHOTO TpHU pa3paboTKe TEXHOJIOTMYECKOIo Ipoliecca, WM Npoduis mnpumeceil B
CepUsIX MPOAYKIMH, IPEJHA3HAYECHHBIX IS IPOBEACHUS KIMHUYECKUX WA TOKCUKOJOTUYECKHUX
UCCIIEIOBaHUM.

12.6. [lepuoanyeckas OlleHKa aTTECTOBAHHBIX (MCITBITAHHBIX) CUCTEM U IPOIIECCOB

12.60. CucteMbl W TPOIECCHI CIEIYyeT NMEPHOIUYCCKH OICHUBATH IS TIOITBEPIKICHUS
TOTO, YTO OHHU MPOJIOJDKAIOT paboTaTh B aTTECTOBAaHHOM pexume. [loBTopHasi arrectamus HE
TpedyeTcs, eClii B CUCTEMY WJIH MPOIECC HE OBIJI0O BHECEHO HUKAKUX CYIIECTBEHHBIX M3MECHEHHI
W aHAJIW3 KadecTBa MPOJYKIHMH TMOATBEP)KAAET, YTO 3Ta CHUCTEMa WM MPOIECC CTAOMIHHO
MIPOM3BOISAT MIPOTYKIIUIO B COOTBETCTBUH C YCTAHOBJICHHBIMHU TPEOOBAHUSIMH.

12.7. AtrecTarus METOJIOB OYMCTKH

12.70. Kak mnpaBuio, cieayeT NPOBOIUTH AaTTECTAIIMI0 METOJOB OYHCTKH. OOBIYHO
aTTeCTallMi0 METOJOB OUYMCTKM MPOBOJAT B Clydasix, KOTJA 3arpsi3HEHUE WM NEPEeHOC
MaTepUaoB MPEACTaBIAOT HauOOJbIIUKA puck Ui kadectBa ADC. Hanpumep, Ha paHHHX
CTalusAX TIPOU3BOJCTBA MOMKET OKa3aTbCsl HEHY)KHOM arTecTalusi METOJO0B OYHUCTKHU
000pyI0BaHUs, €CIIN BCE OCTATKU YIAISIOTCS MOCIEIYIOIUMH ONEPALUSIMUA OUUCTKH.

12.71. Attecramus METOJIOB OYHCTKH JOJDKHA OTpaxkaTrh (AKTHUSCKUH XapakTep
UCIO0JIb30BaHUs 00opynoBaHus. Eciaum Ha OJHOM M TOM K€ OOOPYAOBAHMM IPOU3BOIATCS
paznuunbie ADOC unu npoMexyTouHbIe MPOIYKThl U OYUCTKA 3TOTO0 000pYI0BaHUS IPOBOIUTCS
OJJHUIM H TeM K€ CImocoboM, TO Ui aTTeCTalldd OYHUCTKH MOXET OBbITh BBIOpaH
pernpe3eHTaTUBHBIN 00pasel MpoMekyTouHoro mpoaykra unu AD®C. IToT BEIOOp TOHKEH OBITH
OCHOBAaH Ha CBOWCTBaX pPacTBOPUMOCTH BEIIECTBA U TPYJHOCTU €ro OYUCTKH, a TaKXKe Ha
pacuere JOMYCTHUMBIX MpEAeiIbHbIX 3HAUEHUH OCTATKOB HA OCHOBE €ro aKTUBHOCTH,
TOKCUYHOCTHU U CTaOMIIBHOCTH.

12.72. Meroauka arTecTallil  OYHCTKM  JIOJDKHA  COJEPXKaTh  XapaKTEPUCTHKY
00opynoBaHus, MOAJIEKAILET0 OYUCTKE, MOPSIA0K OYUCTKH, IEPEYeHb MaTepUalIOB, JOIYCTUMbIE
IpeleibHble 3HAUEHUs YHUCTOTHI, [apaMeTpbl, KOTOpbIE CJEAYyeT KOHTPOJHUPOBATH, W
[IpUMEHsIeMble aHAIMTUYECKHE METOAbl. B MeTonKke Takxke cieayeT yka3aTh BUJ OTOMpPaeMBbIX
po0, METoAbl X 0TOOPa U MAPKUPOBKHU.

12.73. Ins ompeneneHus] pacTBOPUMBIX M HEPACTBOPHUMBIX OCTATKOB Ipu oTOOpe Tpod
ClIeyeT MCIOJb30BaTh TAKHE METOJbl, KaK B3SITHE MAa3KOB, CMBIBOB MWJIM aJIbT€PHATHBHbBIC
MeTo/bl (HampuMmep, MPSIMyI0 IKCTPakiuio). Vcmonb3yembie MeTolbl 0TOOpa MPOO JOTDKHBI
MO3BOJISITh IIPOBOJIUTH KOJMYECTBEHHOE OIpE/IETICHIE OCTaTKOB Ha MOBEPXHOCTH 000pPYI0BaHUS
nociie ero ouucTku. OT6op mpod MmyTeM B3STHS Ma3KOB MOXKET ObITh HE BCEra IPUMEHUM, €CIIU
MIOBEPXHOCTH KOHTAKTa C MPOAYKTOM SIBJIIOTCA TPYJHOJOCTYHHBIMH H3-32 OCOOEHHOCTEMN
KOHCTPYKLIIMU 00OpyHOBaHMs W/WiIM OrpaHWYeHHMH mnporecca (Hampumep, BHYTPCHHUE
MOBEPXHOCTH ILIAHTOB, TPYO, COCYJOB, PEAKTOPOB C MAJCHBKUMH OTBEPCTUSMH) WM HpPU
paboTe ¢ TOKCUYECKUMU MaTepuallaMi, a TaKKe C MaJoradapuTHBIM CII0KHBIM 000pyJ0BaHUEM
(Hampumep, ¢ U3MENBYUTEIISIMH U TICEBI00KUKUTEIISIMHU).

12.74. CrenyeT WCIONIB30BaTh ATTECTOBAHHBIC AHAIUTUYCCKHE METOJBI, OO0JIaTaroIIne
JOCTaTOYHOM YYBCTBUTEIBHOCTBIO JJISi OIpPENENICHUs JOMYCTUMOIO YPOBHSI OCTAaTKOB WJIU
3arpsi3HeHui. [l KaxXa0ro MeToja cieayeT ONpeeuTh ero BOCIPOU3BOIMMOCTb. [IpenenbHbie
JONYCTUMBbIE KOJMYECTBA OCTATKOB JIOJDKHBI ObITh PEAIbHO JOCTHKUMBIMHU, IPOBEPSIEMBIMHU U
OCHOBBIBaThCSl Ha OCTaTKe Haubosee omacHOro BeuiectBa. lIpeaenbHble TOMYCTHMbIE YPOBHU
OCTAaTKOB MOTYT YCTAaHaBJIMBATbCS HA OCHOBE MHHHMMAJIbHOM M3BECTHOM (hapMaKoJOTHYECKOH,
TOKCHUKOJIOTHYECKON uiu ¢uznonornyeckoi aktuBHOCTH ADC unm ee Hambosiee OMacHOIro
KOMITOHEHTA.



12.75. i mporeccoB, B KOTOPHIX CYHIECTBYET OTpaHWYEHHE Ha oOIlnee MUKpoOHOE
3arpsi3sHEHUE WIH YPOBEHb SHIOTOKCHHOB B ADC, min Ipyrux MpoIeccoB, A KOTOPHIX TaKOe
3arpsi3HEHUE MOXET IMPEJICTABIIATh OMACHOCTh (HAIpPUMEp, MPU MPOU3BOJCTBE HECTEPUIBHBIX
A®C, wuCmoNb3yeMbIX B MPOM3BOACTBE CTEPUIBHBIX IPEMApaToB), aTTECTAlUs OYUCTKH
(me3unHbeKIKM) 000pyIOBaHMS JTOJDKHA BKJIIOUATh B ce0s ONPEICICHUE YPOBHS 3arpsiI3HCHHUS 110
MHUKPOOPTraHU3MaM U SHIAOTOKCHHAM.

12.76. Tlocne mpoBeACHHs aTTECTAlMA METOJBI OYHMCTKH JIOJDKHBI KOHTPOJIMPOBATHCS C
OTNPENEJICHHON TEPUOJUYHOCTHIO JUIsi TOATBEPXKIEHUS TOTO, UYTO OHH  COXPAHSIOT
3¢ (HEKTUBHOCTH MPHU UCIIOIH30BAHUH B TEKYIIEM MPOU3BOJICTBE. YHCTOTY 000PYAOBaHUS MOKHO
KOHTPOJIMPOBATh AHAIUTHYECKUMHU METOJAMH, a €CIIM 3TO JIOMYCKAeTCs, - MyTeM BU3YyaJTbHOTO
ocMOTpa. BusyanbHBI OCMOTpP TO3BOJISIET OMPEICIIUTH OOJBINTNE CKOIUICHUS 3arps3HEHUN Ha
MaJIbIX IUIOIIAAX, KOTOPBIE MOTYT OCTaBaThCs HEOOHAPYKCHHBIMH TpU O0TOOpe mpobd w/wiam
MIPOBEACHUH aHATH30B.

12.8. AtrecTarus aHATUTHICCKIX METOJIOB

12.80. Cnenyer npemycMaTpruBaTh aTTECTALNIO AHATUTHYECKUX METOOB, 33 UCKIIFOUYCHHEM
(hapMaKOTICHHBIX WM JPYTUX YTBEPKICHHBIX METOJIOB. B KaKJJOM KOHKPETHOM CIIydae CIEAyeT
MOATBEPIUTh M OQPOPMUTH  JIOKYMEHTAIBHO IPHUTOJHOCTh  KAXKIOTO  IMPHMEHSEMOTO
AHATTMTHYECKOTO METO/A.

12.81. Ilpu arrecTanuu aHATUTHYECKHMX METOJIOB CIIEAYET MPOBEPATh XapaKTEPHCTUKH,
BKIOYeHHbIe B PykoBoactBo ICH mo arrectanmm aHamuTHdeckux MeTonoB. OO0beM
WCCIIC/IOBAaHUH, BBIMIOJHACMBIX TIPH  aTTECTAllMM  AHAJTUTHYECKHX  METOJIOB, JIOJDKCH
COOTBETCTBOBATH IEJISIM aHAJIM3a U CTaJINH Ipolecca mpou3BoacTa ADC.

12.82. Tlepenq HadajioM aTTeCTAllMM AHATUTHUYCCKUX METOJIOB CJCIYeT IPOBECTH
aTTECTAIMIO COOTBETCTBYIOIIETO aHATUTUYECKOTO 000PYAOBaHUSI.

12.83. TIpoTOKOJIBI BCEX M3MEHEHUI, BHOCUMBIX B aTTECTOBAHHBIA aHATMTUICCKHA METO/T,
CIIElyeT COXpaHATh. B MpoTOoKoJIaX MOJDKHBI OBITH yKa3aHbl NMPUYHHA, H3-32 KOTOPOH OBLIO
BHECEHO W3MEHEHHWE, W JaHHBbIC, TOATBEPXKIAIOIME, YTO TOYHOCTh W JOCTOBEPHOCTH
pe3yiabTaToOB,  TOJYYEHHBIX  IIOCIIE€  BHECEHHS  OTOTO  W3MEHEHHs, COOTBETCTBYIOT
XapaKTePUCTUKAM aTTECTOBAaHHOTO METO/Ia.

13. KoHTpob H3MeHEeHU

13.10. Ha nmpennpusatuu A0HKHA OBITH BBEIEHA M JOKYMEHTAIBHO O(OpPMIICHA CHUCTeMa
KOHTpPOJISl M3MEHEHMH, CIOCOOHBIX BJIMATH Ha IMPOU3BOJACTBO U KAayeCTBO MPOMEKYTOUHBIX
npoyktoB u ADC.

13.11. JdoxymeHTaibHOEe O(OpPMIICHHE, PACCMOTPEHHE M YTBEP)KICHHWE HW3MEHEHWH B
ChIpbE, crieuupUKaMIX, aHATUTUYECKUX METOJIaX, IOMEILIEHUAX, BCIIOMOTaTEeIbHbIX CUCTEMAX,
00opynoBaHuH (B T.4. B KOMITBIOTEPHOM 000PYJOBaHHH), TEXHOJOTHYESCKUX CTAIUSX, MIEYaTHBIX
U YNAaKOBOYHBIX MarepHajaXx M KOMIBIOTEPHBIX IporpamMmax [OJKHBI BBIINOJHATHCA IO
YTBEPKICHHBIM UHCTPYKIUSM.

13.12. Bce mnpemioxeHHs IO HM3MEHEHHSIM, KacaloIIUMCs COONIONCHHS TpeOOBaHUN
HACTOSIILIEr0 CTaHJapTa, JOJDKHBI OBITh IMOJTOTOBJIEHBI, PACCMOTPEHbl M COIJIACOBAHBI C
COOTBETCTBYIOIIMMH IO/IPA3JICIICHUSMHU U CITyKOOW KauecTna.

13.13. Cnenyer ONEHHTh BO3MOXKHOE BIIMSTHHE IMPEUIOKEHHBIX W3MEHEHHH Ha KadyecTBO
MpOMEXYTOUYHBIX MPOoaykToB U ADC. [lpm 3TOM MOXKET NPOBOAUTHCS KiIacCUpUKAIUS
M3MEHEHMH Juid ompenesieHuss oObema paboT mnpu arrectauuu. M3MeHeHus Moryr ObITh
KiIaccuuIpoBansl (HapuMep, Kak HE3HAUYUTEIbHBIC WM CYIIECTBEHHbBIC) B 3aBUCHMOCTH OT
UX XapaKTepa U CTENEeHU BIUSAHUSA, KOTOPbIE 3T U3MEHEHHsI MOT'YT OKa3aTh Ha JIaHHBIH Ipoliecc.
Cnenyer ompeneiauTb U 000CHOBaTh, KaKU€ JOMOJIHUTEIbHBIE HCIBITAHUS U aTTECTALlMOHHbIE
UCCIIEIOBAaHUSI HEOOXOIUMBI JJIsi IMOATBEPXKACHUS BO3MOXHOCTH BHECEHMS] H3MEHEHUil B
aTTECTOBAHHBIN MPOLECC.



13.14. Tlpm BHECEHMHM HW3MCHCHUH CJIEIyeT NPHHITH MEpPhl IO MEPeCMOTPY BCEX
JOKYMEHTOB, Ha COJIEP’KaHNE KOTOPBIX BIUSIOT 3TH U3MEHEHUS.

13.15. Tlocme BHeceHWsT HM3MEHEHUH CJEIyeT OLEHUTh KadecTBO TIEPBBIX CepUid
MPOIYKIIMH, TPOU3BECHHBIX HITH HCIIBITAHHBIX C YI€TOM STHX U3MEHECHHUH.

13.16. CnemyeT OIEHHTH BO3MOXXHOCTh BIMSHHS KPUTHYECKMX W3MEHEHHWHA Ha
YCTaHOBJIEHHBIE CPOKM TOJIHOCTH WJIM JaTy HOBTOpHOro KoHTpousis. Ilpu HeoOxoaumocTu
o0pa3ipl TpOMEXYTOUHBIX MPoaykToB Wi ADC, mpou3BeAEHHBIX MO MOAUPHUIMPOBAHHOMY
MIPOLIECCY, MOTYT OBITh BKJIIOYEHBI B MPOrpaMMy YCKOPEHHOI'O OINpeesieHUs CTaOUIbHOCTU
u/Wii B IpOrpaMMy HEIPEPHIBHOTO KOHTPOJISI CTA0MIIBHOCTH.

13.17. Bce npOW3BOIUTENN TOTOBBIX JIEKAPCTBEHHBIX CPEACTB, KOTOPHIM MOCTABIISIOT
ADC, nomkHbl OBITh M3BEUIEHBI 00 HM3MEHEHUSX YCTAHOBJIEHHBIX METOJOB IPOU3BOJACTBA U
KOHTPOJISI KAY€CTBA, CIOCOOHBIX OKa3aTh BiusHUE Ha KadyecTBO ADC.

14. OTtknonenue u nepepadboTka MaTepPHUAIOB

14.1. Otknonenue

14.10. Cnenyer BBINIOJHUTH MapKUPOBKY IPOMEXYTOUYHBIX MpoayktoB u ADC, He
YIOBJIETBOPSAIOLIUX TPeOOBaHUAM CHEIM(PUKAINI, U TOMECTUTh UX Ha KAPaHTUHHOE XpaHEHHE.
Otu npoMexyrounblie mpoayKTsl ¥ ADC MoryT ObITh BHOBb HCIIOJIB30BaHbI B IPOM3BOJICTBE WU
HaIpaBJIEHbl Ha MepepabOTKy B NPUBEJCHHOM HIKE mopsake. OKOHYATeIbHOE perieHue o0
UCIOJIb30BaHUN  (YTWIM3AlMK) OTKJIOHEHHBIX MAaTepPHAJOB JOJDKHO ObITh  O(OPMIICHO
JOKYMEHTAJIbHO.

14.2. TloBTOopHas 0OpaboTKa

14.20. Kak mnpaBuio, JOMYyCKaeTcs MOBTOPHOE WCIIOJIB30BAaHUE IPOMEKYTOYHBIX
npoayktoB U ADC (B T.4. MaTeprasoB, HE YAOBJICTBOPSIONIMX TPEOOBAHUSAM CHECHU(PHUKALIUH) B
MIPOM3BOJICTBE U UX MOBTOpHasi oOpaOOTKa IyTeM IMOBTOPEHUS CTaAUM KPUCTAJUIM3ALMKU WU
APYrux (QU3MYECKUX WM XHUMHUYECKUX CTaauil o0paboTku (Hampumep, AUCTHILIALMSA,
bunbTpanus, xpomarorpadusi, U3MENbYCHUE), BXOIAIIUX B TEXHOJOTHYECKUH mporiecc. OaHaKO
B TOM Cllyyae, €ClId Takuhe OIepaluyd IPOBOAST IMPU IPOU3BOJCTBE OOJBIIMHCTBA CEpUit
MPOJYKIIMH, OHU JOJDKHBI OBITH BKJIIOYEHBI B IPOM3BOJICTBO B KAayeCTBE OTAEIBHOW CTaIuu
MPUHITOrO TEXHOJIOTMYECKOTO IpoIiecca.

14.21. [Iponomxenune TEXHOJIOTUYECKOU CTaaANH rnocie TOTO KaK
BHYTPUIIPOU3BOJICTBEHHBIM KOHTpPOJIb IIOKa3aja, YTO dTa CTajgus elle He 3aBeplleHa,
paccMaTpUBAIOT KaK 4acTh IIPOLEcca U HE CYMTAIOT IIOBTOPHOM 00pabOTKOM.

14.22. BBenenne He BCTYIHBIIETO B PEaKIMI0 MaTepHalia BHOBb B IIPOIIECC U MIOBTOPCHHE
XUMHUYECKON peakluu CUUTAIOT MOBTOPHOW OOpabOTKOM, eciu Takas omepanusi He sBIseTcs
4acThI0 TE€XHOJIOIMYECKOro mporiecca. Takoil moBTOpHOM 00pabOTKe OJIKHA MpPEIIIecTBOBATh
THIaTeNIbHAs OLIEHKA, TapaHTHUPYIOLasi, YTO KayecTBO MPOMEXYTOUHBIX MpoaykToB U ADC He
YXYALIUTCS BCJEJICTBUE BO3MOXKHOIO OOpa3oBaHUs MOOOYHBIX MPOAYKTOB U BEIIECTB IMPHU
JalbHENIIeM MPOTEKaHUH PeaKLUu.

14.3. TlepepaboTka

14.30. TIlepem mpuHSATHEM pelmIeHUs O TIepepadoTKe Cepuu  MPOAYKIWH, HE
COOTBETCTBYIOIIEH YCTAHOBJIEHHBIM TPEOOBAHUSAM, CIIEAYyeT MPOBECTH pacciieZlOBaHUE MPUYUH
TaKOro HECOOTBETCTBHUS.

14.31. [{yst cepwid PO TyKIIMH, ITOJTYYCHHBIX B Pe3yIbTaTe MepepadOTKH, CIEAYET MPOBECTH
€€ OLIEHKY, HCIObITaHUS U, IpPU HEOOXOJUMOCTH, - HCHBITAaHUS Ha CTAaOUIBHOCTH C
JOKYMEHTaJIbHBIM O(OpMIICHUEM JJIsi MOATBEPXKIECHUS COOTBETCTBUSI €€ KadecTBa KaueCTBY
MPOAYKIIMU, TPOU3BEACHHOW MO 0a30BOM TexHOJOTruM. [ METOIMK TepepadOTKH MOXKET
HCII0JIb30BAaThCA IMMOJAXOJl TEKyLIeH aTTecTaluud. IJTO TO3BOJSET OTpaboTaTb METOAUKY U



OTIPENENNUTh  OKHIAeMble  pe3ynabTarbl.  JlOmycKaeTcst  €AWHWUYHBIM  BBIYCK  CEpUU
nepepaboTaHHOM MPOAYKINU Ha OCHOBAaHUH OTYETA O €€ MMPOU3BO/ICTBE.

14.32. Cnenyer pa3paboTaTh METOJMKH CPaBHEHHUS COCTaBa MpHUMECEH B KaXIOi cepuu
nepepadoTaHHON MPOAYKIIMKA C COCTAaBOM NPHMECEH B CEPHSX MPOAYKIMH, TPOU3BEICHHBIX TI0
0a30Boil TexHosornu. Ecim 17sl onucaHus XapaKTePUCTUK CEPUU TepepabOTaHHOM MPOIYKIIUU
HEJIOCTaTOYHO  OOBIYHOTO  Ha0opa  aHAIMTHYECKHMX  METOJIOB,  CIEAYeT TMPUMEHSTH
JOTIOJTHUTEIHHBIE METO/IBI.

14.4. Perenepauusi MaTepHagoB U pacTBOpUTEIEH

14.40. Jlomyckaetcss pereHepamnusi peakTUBOB, TMPOMEKYTOUYHBIX MPOAYKTOB i ADC
(HampuMep, U3 MAaTOYHBIX PACTBOPOB WM (DUIIBTPATOB) MPH HAJTMYHH YTBEP)KICHHBIX METOIUK
pereHepanyy M COOTBETCTBHSI KauyeCTBA PEreHEPUPOBAHHBIX MAaTEPUAJIOB YCTAaHOBIIEHHBIM
TpeOOBAHUSM.

14.41. JlonmyckaeTcsi pereHepaiys 1 NOBTOPHOE UCIOJIb30BaHNUE PACTBOPUTENEH B TOM WU
JIpYyroM IMpollecce MpU YCIOBUM KOHTPOJIS IPOLECCOB HX pPEreHepaluud M MOJATBEP)KIECHUS
COOTBETCTBUS PACTBOPUTENEH YCTAHOBIIEHHBIM TPEOOBAHUSAM JI0 UX IIOBTOPHOTO UCHOJIb30BaHUS
WM CMEUIMBAHUS C IPYTUMH MaTepUalaMHU.

14.42. JlomyckaeTrcss CMEIIMBAaHWE CBEXKCIPUTOTOBICHHBIX W PETreHEPHUPOBAHHBIX
pacTBopuTeled M PEAKTHBOB, €CIM IPU HCHBITAHUAX OblJa YCTaHOBJEHA BO3MOXKHOCTH HX
MIPUMEHEHHSI BO BCEX TEXHOJIOIMYECKHUX MPOIECCAX, B KOTOPBIX OHU MOT'YT MCIIOJIb30BaThCS.

14.43. Vcmonp30BaHWE pETreHEPUPOBAHHBIX PACTBOPHUTENCH, MAaTOYHBIX PAcTBOPOB U
JPYTrUX pereHepupPOBAHHBIX MAaTEPUAIIOB JIOJIKHO OBITH OOPMIIEHO TOKYMEHTAIBHO.

14.5. Bosspar

14.50. Bo3sBpamieHHbIE TPOMEXYTOYHBbIE TPOAYKTHl win ADC [MOMKHBI UMEThH
COOTBETCTBYIOIYI0 MAPKHPOBKY M IOMELIATHCSI HA KAPAaHTHHHOE XpaHEHHE.

14.51. Ecnu ycnoBusi, B KOTOPBIX XPAHWJIUCh WJIM TPAHCIOPTHUPOBAINCH BO3BpAICHHbIE
pOMeXyTouHble TpoAyKThl Wi ADPC 10 wiu B mpoliecce UX BO3BpaTa, WM COCTOSTHUE HX
YIaKOBOK BbI3bIBAIOT COMHEHMSI OTHOCUTEJIBHO KAaueCTBAa 3TUX MaTEpUalIOB, TO BO3BpAIllEHHbIE
npoMexyrounble nmpoaykTel Ui ADC noikHbBl ObITH NepepaboTaHbl, TOBTOPHO 00pabOTaHbI
WM YHUUYTOKEHbI B YCTAHOBJIEHHOM IOPSIJIKE.

14.52. Cnemgyer XpaHHTh TIPOTOKONBI 000 BCEX BO3BPAIICHHBIX MPOMEXKYTOYHBIX
npoaykrax win ADC. [IpoTokos kaxa0ro Bo3Bpara JOJHKEH COAEPKaTh:

- HAMMEHOBAHUE U a/Ipec I'Py30I10JydaTes;

- HauMEHOBaHHE IpoMexyTouHoro npoaykra wiu ADC, Homep cepur U BO3BpAIEHHOE
KOJINYECTBO;

- IPUYHMHY BO3BpaTa;

- YKa3aHH€ Ha HCIOJb30BAaHUE WJIM YHUYTOKEHHE BO3BPALIEHHOIO IPOMEKYTOYHOIO
npoykra unu ADC.

15. Pexramanuu 1 OT3BIBEI

15.10. Bce pexiamanuu 1Mo Ka4decTBY, MOJyYCHHbIE B YCTHOW WIJIM THCBMEHHOH (opme,
JOJIKHBI PETUCTPUPOBATHCS U PACCIIEI0BATHCSA B COOTBETCTBUU C YTBEPKIACHHONW HHCTPYKIIHEH.

15.11. IIpoToKOIBI PACCMOTPEHHUS PEKJIAMAIIMK JTIOJDKHBI BKIIFOYATh B CEO:

- UMsl, OTUECTBO U (paMUIIUIO, a TAKXKE a/IpecC JIMLA, MPEAbSIBUBIIETO peKIaMalluio;

- UMs, OTYECTBO U (aMIIINIO, a TaKXKe JIOJKHOCTh U HOMep TenedoHa JIMIA, TIPUHSBILETO
peKIamaluio;

- cyTh pekiamanuu (¢ ykazanueM HauMeHOBaHus U Homepa cepun ADC);

- 1aTy MOCTYIUIEHHUS peKIaMalllH;

- IEPBOHAYAIBHO MTPUHSITHIC MEPHI (C YKa3aHHEM OTBETCTBCHHBIX JIMII U JIAThI);

- TanbHenIme JeHCTBH,



- OTBET Ha peKyIamMalnio (C yka3aHueM JaThl OTIIPABKU OTBETA);

- OKOHYATEJIbHOE PELlEHUE TI0 CEPUU WIIH MapTHH IPOMEXYTOUHOro Matepuana uiaa ADC.

15.12. TTpoTOKOJIBI PACCMOTPEHUS PEeKIIaMaIliii CISAYeT XPAaHUTh JIJIsl OLICHKH TCHJICHITUH,
4acTOThl M CEPbE3HOCTU peKIamalliili o JAHHOMY MPOAYKTY U NPUHATHUS JOTOJHUTEIbHBIX U
CPOYHBIX MEp MO YCTPAHEHUIO HEJIOCTATKOB.

15.13. Pemenue 06 OT3bIBE ClIeyeT MPUHUMATh HA OCHOBE WHCTPYKIIMH, OIPEICISIFOIICH
YCIIOBHUS OT3bIBA.

15.14. B uHCTpyKIUU IO OT3bIBY IPOJAYKIMH JOJKHBI ObITh YKa3aHbl JIMLIA, YYaCTBYIOIIHE
B aHajM3€e MOCTyNUBIIEH MH(GOpPMAalMU, TPOLEAypbl Hayala OT3bIBa HPOAYKLHHU, KPYr JIUL,
KOTOPBIX CJIEAyeT MPOMH(POPMUPOBATH 00 OT3bIBE, M MOPSAIOK HCIOJB30BAHUS (YyTHUIIM3AIMN)
OTO3BaHHOI'0 MaTepuaia.

15.15. B cmyuae cephe3HOW WM TOTEHIIMAIBLHOW OIMACHOCTU [UIS KU3HM HACEIEHUS
clielyeT MPOMH(POPMUPOBATh MECTHBIC, HAMOHAIBHBIC U/HIH MEXKIYHAPOIHbIC KOMIIETCHTHBIC
oprasbl 1 00paTUTHCS K HUM C POChO0i 0 CONIEHCTBUM.

16. PaboTa 1o KOHTPAaKTy (B T.4. IPOBEICHUE aHAINU30B)

16.10. Bce npousBoauTenu, paboTaromue Mo KOHTPakTy (B T.4. J1aOOpaTOpUH), NODKHBI
BBINIOJIHATh TpeOOBaHMs HacTosero crapaapra. Ocoboe BHUMaHHUE JIOJDKHO OBITH YJEIEHO
BOIIPOCaM IPEJOTBPAIIECHUSI IEPEKPECTHOTO 3arps3HEHUS U 00ECIIEUEHHUIO MTPOCISKUBAEMOCTH.

16.11. 3aka3uuK IOJDKEH OIEHUTh CIHOCOOHOCTH TOJPSTYMKA OCYIICCTBIISATH Ha MECTE
JIeNIerMpOBaHHbIE EMY OIIEpallii B COOTBETCTBUU C TPEOOBAHUSIMU HACTOSIIETO CTaHapTa.

16.12. OTBEeTCTBEHHOCTh 3aKa3yMKa | TMOAPSIMYMKA 3a COONOJeHHE TpeOOBaHUN
HACTOSIILIEr0 CTaHJapTa, B T.4. MO OOECIEYeHHIO0 KayecTBa, JOJDKHA OBbITh OINpejesieHa B
KOHTpaKTe (I0roBOpe) MEX 1y HUMHU.

16.13. JloroBop /MOJDKEH TIO3BOJIATH 3aKa3UMKy MPOBOAWUTH AayAWT MPOU3BOJCTBA
MOAPSAYMKA Ha €r0 COOTBETCTBUE HACTOSIIEMY CTaHIAPTY.

16.14. Ecnu momyckaeTcsl padoTaTh Mo JIOTOBOPY CYOIOps/ia, TO MOAPSIYNK HE JODKCH
nepeaBaTh TPEThEH CTOPOHE HHUKAKOM 4YacTu paboThl, MOPYYEHHOM eMy 3aka3zuukoMm, 0e3
[IPE/IBAPUTEIILHOTO COIIACOBAHUS C HUM.

16.15. IIpou3BoACTBEHHBIE U J1a0OpPATOPHBIE MPOTOKOJBI JIOJDKHBI XPAHUTHCS B MECTax
IIPOBEJICHUS ATOTO BUJA I€ATEIBHOCTH U OBITh JIETKO JOCTYIHBIMH.

16.16. He jpmomyckaercs BHECCHHME W3MCHCHMH B TEXHOJOTHMYECKHHA IPOIECC,
o0opynoBaHue, cielupUKaIIi, METOAbI UCIIBITAHUM U JIP., OTHOCSIIHECS K IIPEAMETY JI0TOBODA,
0€e3 coriacoBaHus C 3aKa3YUKOM.

17. Peanu3zanus, XxpaHeHHe, MEpEyMnakoBKa U MepeMapKUpPOBKA

17.1. OGnactb npuMeHEHUs

17.10. DtoT pas3gens OTHOCHTCSA K JIIOOBIM JCHCTBHAM (3a MCKITFOUCHHEM IPOHM3BOJICTBA),
CBSA3aHHBIM C pean3aluei, XpaHEHUEM, NIEPEYNaKOBKON U IIEPEMAPKUPOBKON MPOMEKYTOUHBIX
nporykToB uinu ADC.

17.11. Bcee nuia 1 opraHu3aiyiy, CBsI3aHHbBIE C pean3alliueid, XpaHEHUEM, MePEyNnakoBKOU
U TIEPEMapKUPOBKOM MPOMEKYTOUHBIX MPOAYKTOB Wi ADC, noymxHbl coOM0AaTh TpeOOBaHUS
HACTOSIILEro CTaHAapTa U, B YaCTHOCTH, JAHHOT'O PyKOBOJCTBA.

17.2. TIpocnexxnBaeMoCTh pean3yeMbIX TPOMEKYTOYHBIX MPOayKTOB Wi ADC

17.20. Tlpu peanmu3anuy, XpaHEHHWH, IEPEYIIAKOBKE W MEpEeMapKUPOBKE HEOOXOIMMO
00eCTIeYNTh MOJHYIO MPOCICKUBAEMOCTh PEATM3YEMbIX TPOMEKYTOYHBIX TPOAYKTOB i ADC.
JUi1st 3TOTO ClenyeT UMETh U XPaHUTh CIIeIYIOIINe TOKYMEHTHI:

- PEKBU3UTHI IEPBUYHOTO MPEIIPUATUSI-TIPON3BOATEIIS;

- aJpec MEePBUYHOTO MPEIIPUATHSI-TPON3BOIUTEIIS,



- 3aKa3bl (JIOTOBOPBI) HA MIOCTABKY;
HaKJIaIHbIC (TPAHCIIOPTHBIC JOKYMCHTBI);

- TOKYMEHTBI O MOJIyYECHUH IPY30B;

- HAaMMEHOBaHMS WJIK 0003HAYCHUS TPOMEIKYTOUHBIX MPOAYKTOB mik ADC;

- HOMEp CepHH MPOIYKIHH, YKa3aHHOH TPOU3BOIUTEIIEM;

- TOKyMEHTAIMIO Ha TPAHCIIOPTUPOBAHHUE U PEATU3AIIHUIO;

- BCE MOJUIMHHBIC aHATUTUYECKUE MACIOPTa, B T.4. MACIOPTA MEPBUYHOTO MPEIIPUSITHS-
MIPOM3BOIUTEIIS;

- IaTy IPOBEJCHHUS TIOBTOPHOTO KOHTPOJISI MJIA CPOK TOJHOCTH.

17.3. ObecnieueHme kauecTna

17.30. Peanu3anusi, XpaHeHHE, MEpEYNaKOBKa M MEPEMAPKUPOBKA IMPOMEKYTOYHBIX
npoayktoB win ADC H0DKHBI TPOBOJUTHCS B COOTBETCTBHUHU C JJOKYMEHTAIBHO O(GOPMIICHHOMN
CHCTeMO¥ yrpaBjieHus kauyecTBoM (cMm. 3.2).

17.4. TlepeynakoBka, NepeMapkUpoBKa U OOpallleHHuEe C MPOMEXKYTOUHBIMHU IMPOIYKTaMU
i ADC

17.40. Bo wu3bexaHue TIepeNyTHIBAaHUS W yXYJIIEHUS KadyecTBa W YUCTOTHI
MIPOMEXYTOUHbIX NpoAykToB win A®C nepeynakoBKa, NEpeMapKUpPOBKa, OOpalleHHE C
MpoMeXxyTouHbIMU mnpoaykTamMu uiad A®C u uX KOHTPOJb [JOJDKHBI IPOBOAUTHCS B
COOTBETCTBUU C TPEOOBAHUSAMU JAHHOTO CTaHAAPTA.

17.41. Bo u3bexxaHue mpsiMOro U MEPEeKPEeCTHOTO 3arpsi3HEHUs MepeynakoBKa MPOyKIIUU
JIOJI’KHA MMPOBOJIUTHCS B YCTAHOBJIEHHBIX YCIOBHSIX OKPY)KAIOILEH CPeJIbl.

17.5. CtabuipHOCTD

17.50. [yis moATBEepKACHUS yCTAaHOBJICHHBIX CPOKOB TOJHOCTH HJIM JIAThI MTOBTOPHOTO
KOHTPOJISI MCCJICIOBAHMS CTAOMJIBHOCTH JOJDKHBI MPOBOAUTHCS B ciydasx, eciu ADC wim
MIPOMEKYTOYHBIA MPOAYKT MEPEYIMaKOBBIBAIOT B YMAKOBKY APYTrOro THIMA, OTIUYAIONIYIOCS OT
HCIIOJIb3YEMOU TIPOU3BOIUTEIIEM.

17.6. Ilepenaya napopMaum

17.60. Tlpu peanmu3anuu, XpaHCHUH, MEPEYIIAKOBKE U MEPEMapKHUPOBKE MPOMEKYTOUHBIX
npoaykroB wi A®C crnenyer mepeaaBaTh 3akazyMKaM BCIO MH(OPMALMIO, MOITY4aeMYyIO OT
npousBoauTenst AOC uim NpoMeKyTOYHBIX MPOAYKTOB, KacaoU[ylOcs KauecTBa MPOAYKLIUU U
pelIeHUH YIOJHOMOYEHHBIX OPraHoOB, a TAKXKE MepelaBaTh MPOU3BOJUTENAM HH(OpPMALHIO OT
3aKa34MKOB.

17.61. Tlpu peanu3anuu, XpaHCHUH, MEPEYIIAKOBKE U MEPEMapKHUPOBKE MPOMEKYTOUHBIX
npoaykroB win A®C crneayer NpeNoCTaBlATh MOTPEOUTENH0 HAUMEHOBAHUE IEPBUYHOTO
npennpustuss - npousBogutens ADC wiaM  OpOoMEXYTOUYHBIX MPOJYKTOB U HOMEpa
MTOCTABJISIEMbIX CEPUM MPOTYKIIUH.

17.62. Ilo TpeboBaHUIO YIIOJTHOMOUYEHHOTO OpPTaHa JIOJDKHA MPEIOCTaBIATHCS HHPOpMALUs
O TMEpPBUYHOM MPEINPUATUU - [POU3BOJUTENEC MPOMEKYTOUHBIX HPOoAyKToB i ADC.
[lepBuuHoe mNpeanpUATHE-TIPOU3BOJUTENb MOXKET KOHTAKTHPOBaTh C  YHNOJHOMOYEHHBIM
OpraHoM HEMNOCPEICTBEHHO WM Yepe3 CBOMX MPEJICTaBUTEINIEH.

17.63. Cnenyer coOmrofaTh CHelUaIbHBIE TPEOOBAHWS K AHATUTHYCCKUM IacIiopTaM,
npuBeneHHbie B 11.4.

17.7. PaGoTa ¢ pexinaManusMy U OT3bIBAMU

17.70. Bce ymnia u opraHu3aiiiy, CBsI3aHHBIC C pealli3alield, XpaHCHHEM, TIepeyITaKOBKOM
U TEepPEeMapKUPOBKOW MPOMEXYTOUHBIX HPOAYKTOB MWin ADC, NOKHBI XpaHUTh HPOTOKOJIBI
BCEX MOCTYMHBIIMX PEKIaMallii U OT3bIBOB B COOTBETCTBUU C TPEOOBAHUSAMHU, YKa3aHHBIMHU B
paznesne 15 HacTosIIIero cranapra.



17.71. Ilpu HEOOXOAUMOCTH ITH JIMLIa U OpraHu3aly, a Takxke npousBoautenb ADOC nmmn
IIPOMEXYTOUYHOTO MPOJAYKTa JOJKHBI PACCMOTPETh peKIaMalMio A HMPUHATHS pPELICHUs O
NaJdbHEHIINX JISHCTBUSAX, B KOTOPBIX MOTYT Y4acTBOBaTh JPYrue MOTPeOUTENH (3aKa3uMKH),
nosyuyaBmue 3T0T ADC wiM MpoMeXyTOUHBIM MPOAYKT, YHOJHOMOYEHHBIM OpraH WM Bce
3aMHTEPECOBAHHbIE CTOPOHBI. (COOTBETCTBYIOIIEH CTOPOHOM JIOJKHO OBITH IPOBEIEHO
pacciieZloBaHMe peKIaMallud WM OT3bIBa HPOAYKIMH, PE3YIbTaTbl KOTOPOTO JOJKHBI OBITH
0(hOpMIICHBI JOKYMEHTAJIBHO.

17.72. Ecnu pexnamarius kacaetcs nmpousBoautesiss ADC wim mpoMexKyTogHOTO MPOIyKTa,
MIPOTOKOJI PACCIEIOBAaHUS JIOJDKEH COJEp)KaTh JIIOOble JaHHbIE, IOJyYE€HHbIE OT JAHHOIO
npousBogutesii ADPC WM TPOMEKYTOYHOrO Mpoaykra (B T.4. JaTy M HEOOXOIUMYIO
UHPOPMAIIHIO).

17.8. PaboTa ¢ Bo3BpaTtamu

17.80. PaboTy ¢ BO3BpaTOM MPOIYKIIUU MTPOBOAAT B COOTBETCTBHHU € TpeOoBaHmsiMHU 14.52.
Bce muma w opraHuzamyu, CBSi3aHHBIE C pealM3alueil, XpaHEHWEM, IMEPeyINakoBKOH H
MepPEeMapKUPOBKON MPOMEKYTOUHBIX TMPOAYKTOB M ADC, MOIDKHBI BECTH JOKYMEHTAIHIO 110
Bo3BpatieHHbIM ADC 1 IPOMEKYTOUHBIM ITPOTYKTAM.

18. A®C, mpon3BoAMMBIC TIyTEM KYJIbTHUBUPOBAHUS
KJIeTOK ((hepMeHTaIMH)

18.1. O6muue moytoKeHUs

18.10. B mHacrosimem pasaene TPUBEACHBI CHEIHAIbHBIC TpaBHJIa TPOHW3BOJCTBA U
KOHTpoJdsi kadectBa A®C wuiIM NPOMEXKYTOUHBIX IPOAYKTOB MyTEM KYJIbTUBUPOBAHUS
(dbepmeHTaIM) KISTOK C HMCIOJIb30BAHHEM MPHUPOIHBIX WA PEKOMOMHAHTHBIX OPraHU3MOB,
KOTOpble HE ObUIM B JIOJDKHOM Mepe yKa3aHbl B IPEIBIIYIIUX pa3feniax. IDTOT pa3lesl Helb3s
OTJIEJIUTh OT OOILEro Co/Aep>KaHusl HACTOALIEro cranjaapra. Bece TpeboBaHMs, yCTaHOBICHHbIE B
HACTOSIILIEM CTaHAapTe, ocTatoTcs B cuiie. CiaenyeT oOpaTuTh BHUMaHUE Ha TO, YTO MPUHIUIIBI
(dbepMeHTauuu IS 'KIACCUYECKUX' IMPOIECCOB MOIYYEHHS] HUBKOMOJIEKYISPHBIX COETUHEHUIN 1
MIPOLIECCOB, HCIOJB3YIOIIUX PEKOMOMHAHTHBIE M HEPEKOMOMHAHTHBIE OPraHu3Mbl IS
MOoJIydeHHs: OCNKOB M/WJIH TIOJIUICIITHIOB, OJMHAKOBBI, XOTS TMPH 3TOM YPOBEHb KOHTPOJIS ITHX
npoueccoB OyneT pa3inyHbIM. B cimydae, eciau 3TO MMeeT 3HAY€HUE, B JIAaHHOM pasfelie
YKa3bIBAIOTCSA 3TU paziuuus. B 1enom ypoBeHb KOHTPOJIE OMOTEXHOJIOTMYECKUX MPOLECCOB,
HCIOJIb3YEMBIX Ul IPOU3BOJICTBA OCJIKOB M MOJIMIENTHIOB, JOJDKEH ObITh 00Jiee CTPOTUM, YeM
KOHTPOJIb HaJl KJJACCUYECKUMU IpoLieccaMu pepMeHTaIUH.

18.11. TepmuH "OHMOTEXHOJIOTUIECKUAN TIPOIIECC” OTHOCUTCS K UCTIOIB30BAHUIO KIETOK WIIH
OpraHu3MoOB, KOTOpble i MpousBojacTBa ADPC ObLIM MOJyYeHBl WM MOAU(DUIMPOBAHBI C
ucnoJib3oBanueM pekomOunanTHoi JIHK, ruGpunomMHoit min Kakoi-nu0o Ipyroi TEXHOJIOTHH.
A®DC, mnpou3BeICHHBIC OMOTEXHOJIOTHUYECKUMH METOJIaMU, OOBIYHO TIPEICTaBIAIOT COO0Oi
BBICOKOMOJIEKYJISIPHBIE COEAMHEHHUs], TaKue Kak OeNIKM W MOJUIENTHAbI, JUIsl KOTOPhIX B 3TOM
pasnesne npuBeneHbl crienuduieckue TpedoBaHuss. C MOMOIIBI TEXHOJOTHH PEKOMOMHAHTHOMN
JIHK MoryT ObITh Takxke npousseneHbl HekoTopble ADC ¢ HUBKMMHU MOJIEKYJIIPHBIMH MacCaMH,
Hanmpumep, aHTUOMOTHKH, AMUHOKUCIOTBHI, BUTaMUHBI M YIJEBOAbl. YPOBEHb KOHTPOJIA 3a
takumMu ADC J0KEH COOTBETCTBOBATh IpaBWiIaM, HIPUMEHSEMbIM JUIsl KJIACCHYECKON
(dhepmeHTaIUH.

18.12. Tepmun "knaccuueckas (epMEHTAIUS OTHOCHTCS K MPOIECCaM, HCIOIb3YIOIINM
g npousBojactBa ADC  MUKpPOOPraHuU3Mbl,  CYIIECTBYIOIIME B  INPUPOJE WU
MOJU(PHUIMPOBAHHBIC TPAAUIUOHHBIME MeTonamMu (pamuanueif, XUMHYECKUM MYTarcHE30M).
ADC, mnosyyaemble METOJOM  'KJIacCMUecKoW  depmeHTauuu", OOBIYHO  SABJIAIOTCA
HU3KOMOJIEKYJISIPHBIMU COETUHEHUSIMH, TAKUMH KaK aHTUOMOTUKH, aMUHOKHUCIIOThI, BUTAMUHBI U
YTJIEBOBI.



18.13. Tlomyyenne ADPC u TPOMEKYTOUHBIX TPOJYKTOB M3 KYIBTYPHl KIETOK WIH
MeToI0M  (epmMeHTaUMM BKIOYaeT B ceOd Takue OHOJOTMYECKHME MPOLECChl, Kak
KYJIbTUBHPOBAaHUE KJIETOK MJIM IKCTPAKIMSI U OUMCTKA BEIIECTB U3 KUBBIX opranu3mMoB. Cienyer
00paTUTh BHUMAHUE HA TO, YTO MOTYT CYIIECTBOBATh M JOIMOJHHUTEIbHBIC CTaAuU (Hampumep,
bHU3MKO-XUMHUYECKass MOIU(PHUKALINS), KOTOPBIC SIBISIOTCS YaCcThI0 TEXHOJIOTMYECKOrO Mporecca.
Hcnonb3yemble HUCXOJAHBIE MaTepHajbl (IMHUTATEIbHBIC CPEIbl, KOMIIOHEHTHI Oydepa) MOryT
obOecnieunBaTh BO3MOXHOCTb POCTa MUKpPOOHBIX 3arps3HeHHil. B 3aBucuMoOcTH OT mpupoIH,
METO/la MPUTOTOBJIEHUA U 1enell ucnosnb3oBaHud ADC Ui nMpomMexyTOYHOro MPOJyKTa Ha
ONpEENIEHHBIX CTaAMSIX MPOU3BOACTBA MOXKET NOTPeOOBATHCA MPOBEACHHUE KOHTPOJIS
MHUKPOOHOT0, BUPYCHOTO 3arpsi3HCHHUS H/WJIA YPOBHSI SHIOTOKCHHOB JaHHOM MPOIYKIIHH.

18.14. Jlna oGecnieuenns kauectBa ADPC 1 MPOMEKYTOUHBIX MPOITYKTOB HA BCEX CTAIMIX
MIPOM3BOJICTBA JIOJDKCH OBITh YCTAHOBJICH HAUICKAINIUNA KOHTPOJh. TakK KaK HaCTOSIIHA
CTaH/JapT HAYMHACTCS CO CTAIUHM KYJIbTHBHUPOBaHHS KIETOK ((epMEHTAIMH), MPEIbIIyIIUe
craauu (Hampumep, MOJUICpKUBaHUWE OaHKAa KJICTOK) IOJDKHBI MPOBOAMUTHCS NPU HATHYUH
HaJJIeXKAIlero BHYTPUIIPOU3BOJICTBEHHOTO0 KOHTpoJs. Hacrosmuii cTaHzapr ONMCHIBAET
NpOIIeCC KYyIbTUBUPOBaHUS ((pepMEHTAlMU) KISCTOK C MOMEHTa, KOorja M3 OaHKa KJIETOK
MOCTYIAEeT EMKOCTb C KyJbTYpPOIl KJIETOK JUIsl HCIIOJB30BAaHUS B IIPOU3BO/ICTBE.

18.15. [lnst cBemeHWs pHUCKAa 3arpsA3HEHUS K MHUHUMYMY CIEIyeT HCIIOJIh30BaTh
HeoOxouMoe o0oOpy/lOBaHWE U TPOBOJAUTH KOHTPOJIb OKpyXkarouieil cpensl. Kpurtepuu
MIPUEMJIEMOCTH KadyecTBa M IEPUOJUYHOCTh IPOBEACHUS KOHTPOJS OKpYXKAlOIIEeH Ccpeabl
3aBUCAT OT TEXHOJOTUYECKOW CTaJMM W YCIOBHH MPOM3BOJACTBA (OTKPBITAs, 3aKphITas WU
3aMKHYTas CHCTEMA).

18.16. B nenoM, TEXHOIOTHYECKHI KOHTPOJIb JIOJDKEH YIUTHIBATH:

- TIOJIIEp>)KUBaHUE B paboyeM COCTOSIHMH pabouero 0aHka KJIETOK;

- IPaBUJIbHYIO HHOKYJISILIUIO U Pa3BUTHE KYJIbTYPhI KIETOK;

- KOHTPOJIb KPUTHYECKHX pabOUUX MapaMeTpoB BO BpeMsi hepMeHTaiK/KyIbTHBUPOBAHHSI
KJIETOK;

- HeNpepbIBHBIA KOHTPOJb IMpoIllecca pOCTa KIETOK, HX JKHU3HECOCOOHOCTH (st
OOJIBIIMHCTBA MPOIECCOB KYJIbTHUBUPOBAHUS KJIETOK) M POYKTHBHOCTH;

- MeToJbl cOopa W OYMCTKH, NMPU KOTOPBIX MPOUCXOAUT YAaJ€HUE KJIETOK, KIETOYHOTO
nedprca ¥ KOMIOHEHTOB MUTATENILHOW Cpelbl ¢ OJHOBPEMEHHOW 3alllUTON MPOMEKYTOYHOTO
npoaykrta win ADPC oT 3arps3HeHus (B YaCTHOCTH, MHUKPOOMOJOIMYECKOTO Xapakrepa) |
MOTEepU KayecTBa;

- HENpepbIBHBIM KOHTPOJb MHUKPOOHOTO 3arps3HEHUs U, IpU HEOOXOJUMOCTH, YPOBHS
SH/I0TOKCHHOB Ha ONPEENIEHHBIX CTaIUsAX IPOU3BOJICTBA U

- BOIIPOCHI 3aIIUTHI OT BUPYCHOTO 3arpsi3HeHus, onrcanHbie B PykoBoactee ICH Q5A <*>.

<*> PyxoBojactBo ICH Q5A "KadyecTBo OHOTEXHOJOTHYECKHX MPOAYKTOB. OIreHKa
0€30MacCHOCTH BUPYCHOTO 3apakKeHHsI OMOTEXHOJOTUYECKUX MPOAYKTOB, MPOU3BEIACHHBIX W3
KJICTOK YeJI0BEYEeCKOro M kuBoTHOro mpoucxoxaeHus” #(Quality of Biotechnological Products.
Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or
Animal Origin)#.

18.17. Tlpu HEOOXOIUMOCTH CJEIyeT IOKa3aTh, YTO OCTaTKH Cpeibl, OCIKH KICTKH-
X035IMHA, JPYrue€ TMPUMECH W 3arps3HEHHUS, CBS3aHHBIE C TEXHOJOTHYECKHM IPOIIECCOM,
y/1aJICHBI.

18.2. [lonnep>xuBanue OAHKOB KJIETOK U BEICHUE MTPOTOKOJIOB
18.20. loctyn k OaHKaM KJIETOK JOJDKCH OBITH OTPAaHWYCH JIMIIAMH, UMCIOIIMMH Ha 3TO
MTOJTHOMOYHSI.



18.21. baHkM KJIETOK MJOJDKHBI XPAHHUTHCS B CHEIHAIBHO pPa3pabOTaHHBIX YCIOBUSX,
00eCTIeunBaKOIINX TOAICPKIUBAHUE KU3HECTIOCOOHOCTH W MPEJOTBPAIIAIOIINX 3arps3HeHHE
KJIETOK.

18.22. Cnenyer BecTH M COXpaHSATHh NPOTOKOJBI HCIOJIB30BaHUS OOpa3loB M3 OAHKOB
KJIETOK W YCIIOBHS MX XpaHCHHS.

18.23 BaHkM KIETOK IOJDKHBI TEPHOIMYECKH IMPOXOIUTH KOHTPOJIb MPUTOAHOCTH HX
WCTIOJIb30BAHUSI.

18.24. bonee monpoOHas wWHGOPMANHUS TO COJCPX)AHUIO OAHKOB KJICTOK H3JIOKEHA B
PykxoBonctee ICH Q5A <*>.

<*> PykoBojctBo |ICH Q5A "KauecTBO OMOTEXHOJIOTHYECKUX MPOIYKTOB. Bhinenenue u
XapaKTepUCTUKa KJIETOYHBIX cyOcCTpaToB, HCIO0JIb3YEMBIX L IIPOU3BO/ICTBA
onoTexHogornueckux/ononornyeckux mpoaykros” #(Quality of Biotechnological Products:
Derivation and Characterization of Cell Substrates Used for Production of
Biotechnological/Biological Products)#.

18.3. KynbTuBrpoBanue Kietok (hepMeHTaIHs)

18.30. 3akpbIThIC CUCTEMBI CIEIyeT MPUMEHSTH, M0 BO3MOKHOCTH, B T€X CIIydasx, KOrjaa
HEeoOXouMO J100aBIATh KJIETOYHbIE CYOCTpaThl, cpeibl, Oydep U Tra3pl B aCENTHYECKHX
ycioBusiX. Eciy nmepBuvHAsS HHOKYIAIMS, MOCICAYIOIIU iepeHoc win 106aBku (cpempbl, Oydep)
MIPOBOJIATCS] B OTKPBITBIX COCYIaX, sl CHUKCHUS PUCKA 3apayKEHHSI IOJDKHBI OBITh pa3paboTaHbI
Y TIPUMEHEHBI COOTBETCTBYIOIIME METObI ¥ TIPOBENIEH KOHTPOJIb.

18.31. Ecnu MuKpoOHOE 3arps3HEHHE MOXKET OKa3aTh BiMsHHME Ha KadecTBo ADC,
omnepauy C HCIOJIb30BAHUEM OTKPBITBIX COCYIOB CIEAYeT HPOBOJAUTH B OHOOE30MacHBIX
mkadax (0OKcax) WIM JIPYrdX yCTPOMCTBAax, OOECHEUUBAIOIIMX KOHTPOJb  YCIOBHIA
OKPYXKarOILEH Cpeibl.

18.32. IIpu paboTte ¢ KyIbTypaMH KJIETOK HEPCOHAN JIOJDKEH OBITh OJIET B CHEIHATIBHYIO
OJIeXAY U COOIII0/IaTh CHEIHalIbHbIE MEPhI IPEIOCTOPOKHOCTH.

18.33. Cnemyer mpoOBOANTH HENPEPHIBHBIA KOHTPOJb KPUTHUECKUX PaOOUYUX MapaMeTpoB
(manpumep, Temmeparypbl, PH, CKOpPOCTH mNepeMelIuBaHus, NOOABJICHUS Ta30B, IABIICHHS),
KOTOPBIH TI03BOJIIET TapaHTHPOBATh COOTBETCTBHE YCIOBHH YCTAaHOBIICHHBIM ITapamMeTpam
nporiecca. Cieayer Takke MOCTOSHHO KOHTPOJIHPOBATH POCT KIIETOK, KU3HECTIOCOOHOCTh (I1st
OOJIBIIMHCTBA KYJIbTHBHPYEMBIX KICTOK) M HX IPOJYKTUBHOCTb. B 3aBUCHMMOCTH OT THmIA
nporecca KpUTHUECKUE MapaMeTpbl MOT'YT U3MEHSTBHCS, a B ClIydae KJIacCUYecKoil ¢epMeHTaluu
HEKOTOPbIE MapaMeTPbl MOYKHO HE KOHTPOJIUPOBATh (HAPUMED, )KU3HECIIOCOOHOCTh KIIETOK).

18.34. OGopymoBaHue, HCIOJIB3yeMOE JIIS KYJIbTUBHPOBAHMS KIIETOK, MOCIE OKOHYAHHS
mporecca JOJDKHO ObITh OYMINEHO M crepuwin3oBaHo. OOopymoBaHue Ui IPOBEIEHUS
(dbepMeHTalUU TaKXkKe J0JDKHO ObITh OUUIICHO, A€3UH(PHUIIMPOBAHO WU CTEPHIIN30BAHO.

18.35. [lns mpenoTBpamieHusi HeOMaronmpuaTHOro BiMsHUS Ha KadecTBo ADC criemyer
CTEPHIIN30BATh CPE/Ibl KYJbTUBUPOBAHHUS MIEPE]] HCIIOIH30BAHUEM.

18.36. Meroaukn OOHAapyKEHHS 3arpsA3HEHHS M TPUHATHS COOTBETCTBYIOUIMX MeEp
JOJDKHBI OBITH 0(OPMIIEHBI JOKYMEHTAJIbHO. K HUM OTHOCSTCSI METOTUKH OTIPECTICHHS BIMSTHHS
3arps3HEHUS] Ha MPOIYKIUIO, METOIBI OYMCTKH 00OpYyIOBaHHS W MPUBEICHUS 000pYJOBAaHUS B
COCTOSIHAE TOTOBHOCTH JUIS JalbHEHMINETr0 HCIOIb30BaHHA. [l0CTOpOHHME MHUKPOOPTaHWU3MBI,
oOHapy>XeHHBIE B Mpollecce (hepMEHTAlUU, TOJDKHBI ObITh MACHTU(UIIMPOBAHBI, a BIUSIHAE HX
Ha KayecTBO MPOJAYKIMHU JOJDKHO ObITh ompeneneHo. [Ipu pemenun Bompoca o cyas0e
MIPOU3BEJICHHOM MPOAYKIIMH PE3YIbTATHI TAKUX OIICHOK JOJDKHBI IPUHAMATHCS BO BHUMAHUE.

18.37. IIpoTOKOIIBI O CITydasiX 3arpsi3HEHUS CIIEAYET COXPAHSTH.

18.38. Ilocine o4HMCTKM yHUBEPCATBHOTO OOOPYIOBAHUS MEXIy HUKIAMH IPOHU3BOJICTBA
Pa3NMYHON TPOAYKIIMA MOXXET MOTPeOOBATHCS MPOBEACHUE JOTIOJIHUTEIBHBIX HCIBITAHUN C
EJIBI0 CHIDKEHUS PUCKA TIEPEKPECTHBIX 3arPs3HEHUH.



18.4. C6op, BBI/ICTICHHE M OYHCTKA

18.40. Omeparuu mo c6opy marepuana (YAaICHHIO KIETOK MM KJICTOYHBIX KOMIIOHEHTOB
WK cOOpYy KICTOYHBIX KOMIIOHEHTOB TOCIIC Pa3pyIICHHs KICTOK) JOJDKHBI MPOBOIUTHCS HA
00OpyIOBaHMM W B 30HAX, MNPOCKT (KOHCTPYKIHMS) KOTOPBIX JOJDKCH MPEIyCMaTpUBaTh
CHIDKEHHE PHCKA 3arpS3HEHUS 10 MUHUMYMA.

18.41. Cnenyer pa3paboTaTh METOJIUKH cOOpa M OYHCTKH, MPUBOAIINE K YAAICHUIO WIIN
WHAKTHBAIIMA OPraHU3MOB-TIPOJYLIEHTOB, KIETOYHOTO JAe0puca W KOMIIOHEHTOB CpEIIbI
(oxa3pIBAIOIIMX TPU 3TOM MHUHUMAIBHOE BIIMSHHE HA JCTPAJAIMio, 3arps3HCHUE U MOTEPIO
Ka4yecTBa) M TapaHTUPYIOLIME BBIXOJ MPOMEKYTOYHOro Tmpoaykrta u ADC Haiekalero
Ka4yecTBa.

18.42. Tlocne ucmonbp30BaHus 000PYAOBAaHUE TOJDKHO OBITH OYHUIIECHO U JAC3HH(PHUIIMPOBAHO
B YCTaHOBIIEHHOM mToOpsiake. [IpoM3BOACTBO  HECKOJNBKUX  IMOCIEAOBATENBHBIX  CEpUid
MIPOMEXYTOUHOTo npoaykTa © ADC 6e3 mpoMeKyTOUYHON OUMCTKH 000pyI0OBaHUs JIOIYCKaeTCs
TOJIBKO B TOM CJTydae, €CIIM 9TO HE OKa3bIBACT BIMSHUS HAa UX Ka4eCTBO.

18.43. I1pu ucrnonbp30BaHUM OTKPBITHIX CUCTEM OYMCTKA JIOJDKHA MPOBOJAUTHCS B YCIOBUSIX,
o0ecTeYnBarOINX COXpaHEHNE KauyeCcTBa MPOAYKIIHH.

18.44. Ecnm oOopynoBaHHWE WCIIONB3YEeTCS /ISl TPOM3BOJCTBA PA3IMYHBIX BHUIOB
OPOAYKIIMH, TO MOTYT MPHUMEHSATHCS JIOTIOJHUTEIBHBIE BHIBl KOHTPOJS, TakWe Kak
WCTIOJIb30BAHME CHEIHATIBHBIX XPOMATOTPAUUECKUX CMOJI HIIM MPOBEJCHUE OMOIHUTEIBHBIX
HCTIBITAaHUH.

18.5. Y aanenue BupycoB (cTaauy MHAKTUBALIMH)
18.50. bonee mosHas nadopmanus npuseaeHa B Pykosojctee ICH Q5A <*>.

<*> PyxoBojacteo ICH Q5A "KadyecTBO OHMOTEXHOJOTHYECKHX MPOAYKTOB. OTreHKa
0€30MaCHOCTH BUPYCHOTO 3apakKeHUsI OMOTEXHOJOTHYECKUX MPOAYKTOB, MPOU3BEACHHBIX W3
KJICTOK YeJI0BEYEeCKOro M kuBoTHOro mpoucxoxaeHus” #(Quality of Biotechnological Products.
Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or
Animal Origin)#.

1851. Cragum ypajneHWss W WHAKTUBAIlMM BHUPYCOB SIBISTIOTCS KPUTHUECKUMH JUIS
HEKOTOPBIX TEXHOJOTMYECKUX MPOLECCOB M JODKHBI IPOBOJUTHCA B pPaMKax MapaMeTpoB,
YCTaHOBJICHHBIX TIPU UX aTTeCTaliK (MCIIBITAHUSAX).

18.52. Cnemyer mnpemycMOTpPEeTb MeEpbl MPEIOCTOPONKHOCTH JUIS TPEIOTBPAIICHUS
MOTEHIMAJIBHOTO 3apa)K€HUsT BHUpYyCaMH, HAuMHasg €O CTaAud [0 M TMOocie yJaJleHus
(unakTuBaK) BUPycoB. OTKpbITas 00pabOTKa JIO/DKHA MPOBOIUTHCS B 30HAX, OTICICHHBIX OT
JPYTrUX TEXHOJOTUYECKUX ONEPALUNA U UMEIOIIHNX OTJCJIbHYIO CHCTEMY BEHTHJISALIUU.

18.53. Kak mpaBwmio, ais pa3M4HBIX CTaJUi OYMCTKH HE HCIOJIB3YIOT OJHO U TO K€
obopynoBanue. Eciu oOopynoBaHue HCMONB3YIOT JJI Pa3HbIX CTaJUd OYUCTKH, TO MeEpen
MOBTOPHBIM  HMCMOJb30BAaHUEM OHO JOJDKHO OBITh OYMILEHO U JIe3MH(QUIHUPOBAHO
COOTBETCTBYIOLUM oOpazoM. CrenyeT HpeaNpUHMMATh MEpbI, NPEAOTBPAIIAIOLUIUNE IIEPEHOC
BUPYCOB C IPEABIAYIINX CTaauil (Harpumep, uepe3 000pyI0BaHHE HIIH OKPYXKAIOIIYIO CPEJy).

19. A®C, npenHa3HaYeHHBIC IS TPOBEICHUS
KIMHUYECKNX UCCIIEN0BaHNNI

19.1. O6muue moytoKeHUs

19.10. Ilpu npowmsBoncTBe HOBBIX ADC, HCMONB3YeMBIX Ul MPOBEICHUS KIMHHYECKUX
UCCIIEIOBAaHUM, MNpuU HUX pa3paboOTKe MOTYT TPUMEHSATHCS HE BCE BHJAbI KOHTPOJI,
paccMOTpeHHbIE B MPEAbIAYIIMX pas3fenax JaHHOro cTaHjapra. B Hacrosimem pasznene
MIPUBEJCHBI crienraibHble TpeboBanus K 3tuM ADC.



19.11. Koutposs mnpomsBoactBa A®DC, mnpeaHa3HAYCHHBIX [UIS  KIMHHYECKHX
UCCIIEIOBAaHUH, JOJDKEH COOTBETCTBOBATh TOM CTaJuu pa3pabOTKH JEKApCTBEHHOTO CPEACTBa, B
COCTaB KOTOPOTO OHa BXOJUT. MeToapl Mpou3BOACTBA M KOHTpOJs KadecTBa Takux ADC
JOJIKHBI OBITh JOCTATOYHO TMOKUMU JIJISl TOTO, YTOOBI MPEAYCMOTPETh U3MEHEHHUSI, BHOCUMBIE B
HUX [0 Mepe IMOJIydEeHHUS HOBBIX 3HAHMIl O TEXHOJOTMYECKOM IIpOlLlecCe U TMPOJABHKEHUU
JIEKapCTBEHHOI'O CPEJACTBA C JOKIMHUYECKHX CTaUi K KIMHUYECKUM CTaIHSIM HCCIIEOBaHUIL.
Ecmun pa3paboTka JekapCTBEHHOTO TIpemapara JOCTUTaeT CTaaud, Ha KoTopoirl srta ADC
MIPOM3BOJUTCS s TPUMEHEHUs B JIEKapCTBEHHOM Ipernapare, NpeJHa3HAYeHHOM s
MIPOBEJICHUS] KIMHUYECKUX MCCIEAOBAHUM, MNPOU3BOJUTENN JOJKHBI TapaHTUPOBAaTh, 4YTO
MIPOM3BOJICTBEHHBIE MOIIHOCTH, COOTBETCTBYIOLIME METOJbI IMPOU3BOJACTBA M KOHTPOJIS
obecnieunBaroT HeoOXxoauMoe kKadecTBo 3Toi ADC.

19.2. KagecTtBO

19.20. K mpousBoactey ADC, mpenHazHAYEHHBIX Uil MCIIOIB30BAHUS TPHU MPOBEICHUN
KJIMHAYECKUX HCCIICJIOBAHUHN, JOJDKHBI NMPUMEHATHCS TPEOOBAaHWS HACTOSIIETO CTaHAapTa C
Ha/IJIeKAIIeH IPOIIeTypOoi BBIIaUM pa3pelieHHs Ha peaTU3aIliio KaKI0W CepUH.

19.21. Jins BBIIA4uM pa3pelieHrs Ha peai3alfio WM OTKIOHEeHHe Kaxmoit cepun ADC,
NpEeHA3HAYCHHON JUIS WCIOJIb30BAaHUS B KIMHUYECKUX HCCICIOBAHUSX, HOJDKEH(bI) OBITH
o6pazoBan(b1) 0T/1e1(bI) KOHTPOJIS KAYECTBA, HE3ABUCUMBIH(E) OT IPOU3BO/ICTBA.

19.22. OtnenpHBIE pabOTHI MO TMPOBEICHUIO KOHTPOJISl, OOBIYHO BHITIOJHAEMBIC OTACIOM
KOHTPOJISI KAaYeCTBa, MOTYT IPOBOIUTHCS B APYTHX MOPa3ICIICHUIX.

19.23. MeponpuaTusi 0 KOHTPOJIO KadecTBa IOJDKHBI BKIIOYATh B ce0sl MPOBEICHHE
KOHTPOJISI MCXOJHBIX M YIIAKOBOYHBIX MATEPHUAIOB, a TaKXKe MPOMEKYTOUYHBIX MPOIYKTOB H
ADC.

19.24. Cnenyetr mpoBOAWTH aHAIN3 JIOOBIX 3aTPYIHEHH, CBI3aHHBIX C MPOU3BOACTBOM U
Ka4eCTBOM IPOTYKIIHH.

19.25. MapkupoBka A®DC, HCHIONB3YeMBIX B KIMHUYECKHX HCCIEIOBAHUAX, JOJDKHA
KOHTPOJIUPOBAThCS YCTAHOBJICHHBIM O0Opa3oM M COJEpKaTh HHPOPMAIMIO O TOM, YTO 3TO
BELIECTBO MPEIHA3HAYEHO ISl UCCIIEI0BATEIbCKUX 1IEJIEH.

19.3. O6opynoBanue

19.30. Tlpu mnpoBeaeHWH BCEX CTaAWN KIMHUYECKUX pa3paboTok (B T.4. mpu
UCIIOJIb30BAHMUM  ONBITHBIX ~ Y4aCTKOB WM Jabopatopuid) st mpousBojactBa  ADC,
MpeJHA3HAYCHHBIX JUIA HCIOJIb30BAaHMS B KIMHWYECKHX WCCIEIOBAHUIX, JOJDKEH OBITH
YCTAHOBJICH TIOPSIJIOK TPOBENICHHSI KATMOPOBKH U OYUCTKH 0OOPYIOBAHHUSA U METOJUKH OIICHKH
€r0 COOTBETCTBHS CBOEMY Ha3HAYCHHUIO.

19.31. Tlopsnok sKcIuTyaTanuu 000pyI0BaHUS JOJDKEH TapaHTUPOBATH, YTO MPH padoTe C
MaTepHallaMHi PUCK 3arpsA3HEHHS U TIEPEKPECTHOTO 3arpsi3HEeHus OyIeT MUHUMAILHBIM.

19.4. KoHTpOJIb HCXOIHBIX MaTEPHAIIOB

19.40. Vicxonnbie MaTepuaibl, IpuMeHsieMbie Uit ipon3BocTBa ADC, npenHazHaueHHBIC
JUIS MCIIOJIb30BAHMSI B KIIMHUYECKUX HCCIIEIOBAHUSAX, JOJDKHBI ObITh MCHBITAHBl WM JOJIKHBI
UMETh AHAJUTUYECKUM MacmopT MOCTaBIIMKAa W TMPOBEPATHCS Ha IMOJUIMHHOCTH. Hanuuue
aHAJIMTUYECKOTO MAcHopTa MOCTABILKKA JOCTaTOYHO JJIsl TIOATBEPKICHHS KauecTBa MaTepuaia,
IIPEJCTABIISIOILEr0 ONACHOCTb.

19.41. B HEKOTOPBIX CIy4asX MOATBEP)KICHHE MPUTOIHOCTH MCXOJHOTO Marepuaia JUis
€ro MHCII0JIb30BaHUSI MOKET OBbITh OOOCHOBAHO HE TOJBKO pe3yJabTaTaMH aHAIUTUYECKOTO
KOHTPOJIS, HO U YIPOILICHHBIMU METOAaMU (HarpuMep, MPOBEPKOM MPUTOTHOCTH).

19.5. [Ipou3zBoacTBO
19.50. TIIpomecc mnpomsBojgctBa ADC, mnpeaHa3HAUYECHHBIX JUIS HCIOJIB30BaHHS B
KIIMHUYECKUX HCCIEAOBAHUAX, JOJDKEH OBITh 3apErHCTPUPOBAH B JIAOOPATOPHBIX >KypHaax,



MIPOTOKOJIaX CEPUU WM IIyTEM HCIOJIb30BAHUS JPYIMX CPEACTB. OTH JOKYMEHTBI JOJIKHBI
BKJIIOYaTh B ce0s1 wuHGOpMAIMIO 00 WCIONh30BAHUHM TEXHOJOTHYECKHMX MaTepHaIOB,
000pyI0BaHNH, TEXHOJIOTUYECKOM IPOLIECCE U HAYUHBIX HAOMIOICHUSX.

19.51. Oxxumaemble BBIXOJBI MPOIYKIIMKA MOTYT Pa3IndaThesi 00jiee 3HAYUTEIHHO M OBITH
MEHee OIPE/EICHHBIMU, YEM O0)KHJIaeMbl€ BBIXOAbl MPOAYKLUU MPOIECCOB, BBIMOIHIEMbBIX B
pOoMbIIITIEHHOM MacmTabe. Her HeoOXxoAMMOCTH NPOBOAMTH HM3YYEHHME Pa3IUUMsl BBIXOJIOB
MPOJTYKIIUH.

19.6. Arrectanus (MCTIBITAHUS)

19.60. Kak mnpaBuio, He TpeOyeTcsi MPOBOIMTH AaTTecTalMio (MUCIBITaHWs) Mpolecca
npousBojictBa ADC, npeaHa3HauUEHHBIX ISl MCIOJIb30BAaHUS B KIIMHUYECKUX HCCIIEOBAHUSIX,
eciu nipousBoauTces oaHa cepusi ADC wim u3-3a U3MEHEHHI, BHOCUMBIX B TEXHOJIOTMYECKUIN
npouecc npu pazpadorke ADPC, MOBTOPHOE U3TOTOBJICHHUE CEPUU SIBISIETCS 3aTPYAHUTEIbHBIM
Wi HeTouHbIM. B 3toT mepuon paspaborku kauectBo ADPC obecrneunmBaercss COYETAHHEM
KOHTPOJIS, KATMOPOBKH (OBEPKH) U aTTECTAI[MKA 000PYI0BAHUS.

19.61. Attecramuio mpolecca B COOTBETCTBHH C paszzieiioM 12 HacTosIiero cranmapTa
cienyer npoBouTh A cepuit ADC, npenHazHAYEHHBIX Ul pealu3aliy, Jaxe ecld Takue
CepUU MPOU3BOJIATCS HA ONBITHOM MJIM MEJIKOMAacIITaOHOM MPOU3BOJICTBE.

19.7. 3menenus

19.70. VM3menHeHust cieayeT BHOCHTH MO Mepe NpHoOpeTeHHs HOBBIX 3HAHWW W pocTa
Macmitada npousBojcTBa. Kaxxnoe n3MeHeHne TEXHOJIOIMH MPOU3BOJICTBA, CHEHU(PUKAUN WK
METO/IMK UCIIBITAHUN JJOJKHO OBITh 3apETUCTPHUPOBAHO YCTAHOBIIEHHBIM 00pazoM.

19.8. JTabopaTopHBIii KOHTPOJIH

19.80. HecmoTpst Ha TO, YTO aHATMTHYECKUE METO/IbI, MCTIOJIb3YEMBbIE [Tl OIICHKH KayecTBa
cepun ADC, nperHa3HaYeHHbIX JIIS1 KIMHUYECKUX UCCIIEJOBaHU, HE MOTYT ObITh aTTECTOBAHHI,
OHM JIOJIKHBI ObITh HAYYHO OOOCHOBAHBI.

19.81. JlomkHa OBITH OpraHM30BaHA CHUCTEMa XPAaHEHHUS apXHBHBIX 00pa3lloB BCeX cepuid
ADC, oOecneunBaromias XpaHEHUE KaXKJIOro W3 apXWBHBIX 0O0pa3lioB B JIOCTAaTOYHOM
KOJIMYECTBE M HAAJIEKALIUX YCIOBHSIX B TEYEHHWE YCTAHOBJIIEHHOIO IE€PHOJa BPEMEHH IOCIie
MOJIyUYEHUSI DPAa3pelIeHUs] Ha pealin3alyio, 3aBepUICHHUs] KIMHUYECKOTO MHCCIIEI0BAaHUS WIH
OT3bIBa 3asIBKU HA HOBOE JIEKAPCTBEHHOE CPEJICTBO.

19.82. Cpox romHocTHM M Jata MOBTOPHOTO KOHTpOJISA, ykazaHHbie B 11.6 HacTosmero
PYKOBOJICTBA, IPUMEHUMBI K cyniecTByomuM ADC, npeaHasHau€HHbIM JJIs UCIOJIb30BaHUS B
KiuHu4Yeckux wuccinenoBanusax. Jng HoBeix A®DC, Haxoadmuxcs Ha paHHUX CTaausax
KIMHAYECKUX MCCIeIOBaHMMA, To0keHus 11.6, kak nmpaBuIio, MpUMEHUMBI.

19.9. lokymeHTamnus

19.90. Cucrema nOKyMEHTAIMH JOJDKHA TApAaHTUPOBATh, YTO MHPOPMALIKS, MTOJTyICHHAs B
xoJie pazpaboTtku u nmpoussojicTBa ADC, npegHazHaAUEHHBIX JJIS UCIOJIb30BAaHUS B KIMHUYECKUX
UCCIIEIOBaHUAX, OyzneT odopmileHa JOKYMEHTaJbHO JOJDKHBIM 00pa3oM M JOCTYNHA s
HCI0JIb30BAHUS.

19.91. Pa3paboTka ¥ TPHUMCHCHHWE AaHAIUTHYCCKHX METOJOB, HCIIOJIB3YEeMBIX IS
nmoaTBepKIeHUs BbllTycka cepun ADC, mpenHa3Hau€HHOW I KIMHUYECKHX HMCCIIEIOBAHHM,
JOJIKHBI OBITH O(POPMIIEHBI TIOKYMEHTAIBHO.

19.92. [lomxeHn ObITh pa3paboTaH ¥ BHEAPEH TOPSAOK XpaHEHHUS MPOTOKOJIOB
MpoM3BOJICTBA U KOHTpoJIs kauecTBa ADC 1 COOTBETCTBYIOIIEH JOKYMEHTAIMHU. DTOT MOPSI0K
JOJKeH OO0ecreunBaTh XpaHEHUE IPOTOKOJOB M JOKYMEHTOB B TEUEHUE YCTaHOBJIECHHOI'O
IeproJia BPEMEHHU IOCIIe MOJYyYSHHs pa3pellieHus] Ha pean3alyio, 3aBepIIeHUs] KIMHUYECKOTrO
UCCIIEIOBAHUS WM OT3bIBA 3asIBKM HA HOBOE JIEKAPCTBEHHOE CPEJICTBO.



20. TepMuHBI U OTIPEICTICHHS

AxtuBHas ¢papmaneBtuueckas cyocranius; ADC (active pharmaceutical ingredient; API):
m000€ BEIIECTBO MIJIM CMECh BEIECTB, MPEJHAa3HAYCHHBIC U MPOM3BOJICTBA JICKAPCTBEHHBIX
CpeZCTB, KOTOPhIE B MPOIIECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEICTBA CTAHOBSITCS aKTUBHBIM
WHTPEIMEHTOM J3TOTO JISKapCTBEHHOTO CpeAcTBa. TakWe BelecTBa TNpPEAHA3HAYCHBI LIS
MpOsIBIIEHUST  (apMakOJOIMYECKOW aKTUBHOCTH WM Jpyroro mnpsMoro 3¢dekra mnpu
JMAarHOCTHKE, JIEYCHWH, OOJIETYEHUH CHMIITOMOB WM TNpO(WIAKTHKE OOJIE3HW WM JUIS
BO3JICHCTBHUS HA CTPYKTYPY WM (QYHKITUIO OPTaHU3Ma.

Artrecrarus  (qualification): moxkyMeHTalbHOE MOATBEPKICHUE TOr0, YTO METO/MKA,
nporecc, 000pyI0BaHKe, MaTEpUaN MM CUCTEMa COOTBETCTBYIOT 33JaHHBIM TPEOOBAHUIM U UX
WCTIOJIb30BAHUE JIAET 0’KHUIACMBIE PE3yIIbTaTHI.

buonoruueckass wnarpyska (bioburden): ypoBens u THn (HampuMmep, MATOrEHHBIX WU
HEMAaTOrCHHBIX) MHUKPOOPraHW3MOB, KOTOPbIE MOTYT MPUCYTCTBOBATh B CHIPbE, HCXOJHBIX
marepuanax ADC, npomexyrounbix npoaykrax win A®dC. buonorumueckas Harpyska He
paccMaTpuBaeTCsl Kak 3arpsA3HEHHe, €CIM €€ YPOBHHU HE MPEBBIIAIOT YCTAaHOBIICHHBIC
npelenbHble 3HAYCHUS WIM HE TPOWCXOTUT OOHApYKEHHUsS OIPEIEICHHBIX ITaTOTeHHBIX
MHUKPOOPTaHU3MOB.

BHYyTpUIIpOM3BOICTBEHHBIH KOHTPOJIb (TEXHOJOTHMYECKUH KOHTpOoJib) (IN process control
(or process control)): KOHTPOJIb, MPOBOJMMBIA B XOJ€ TEXHOJOIMYECKOTO MPOIECCa C LENbI0
MIPOBEPKH COOTBETCTBUS MPOMEKYTOUHOTO MpoaykTa i ADC ycTaHOBICHHBIM TPeOOBaHUSM,
0 pe3yNbTaTaM KOTOPOTO MOTYT KOPPEKTHPOBATKCS IMapaMeTPhl TEXHOJIOTHYECKOTO TpoIiecca.

Bcnomorarensubie  cpenctBa  (process  aids): marepuansl (32 MCKIIIOYCHUEM
pacTBOpHTeIieil), HCMOJIb3yeMble B Ka4yecTBE I00AaBOK IMpPU IMPOM3BOJCTBE MPOMEKYTOUHOTO
npoaykra uin AP@C, KOTOpble caMy HE YJacCTBYIOT B XUMHUYECKOM WIIM OMOJIOTUYECKOUN peakiuu
(Hanpumep, TOPOLIOK Jyisi PUIBTPOBAHHMSI, AKTUBUPOBAHHBII yroJb U T.JI.).

Beixon oxxumaemsriii (yield, expected): koim4ecTBO WM MPOIEHT TEOPETUUIECKOTO BBIXOIA
MaTepualia, 0)KHJaeMbIii Ha JIF000H COOTBETCTBYIOIIEH CTAIMU IPOU3BOJICTBA, OMPENEIISIEMBbIH
Ha OCHOBAHWH JIaHHBIX, MPEIBAPUTEIBHO IMOJYYCHHBIX MPH MPOM3BOJICTBE ITOTO MaTephalia B
71a00PaTOPHBIX, OMBITHBIX WJIH MPOMBIIUICHHBIX YCIOBHSX.

Beixon teoperndeckuii (yield, theoretical): konudecTBo, KOTOpOe OBLIO OBl MOJYYCHO Ha
000 COOTBETCTBYIOIIEH CTaguM TPOU3BOJCTBA, PACCUMTAHHOE HA OCHOBE KOJIMYECTBA
WCTIOJB3yeMOT0 MaTepHajia B TPEAINOJIaraéMbIX YCIOBHSIX OTCYTCTBHS JIIOOBIX TOTEPh WIH
omuOO0K Mpu (HaKTHIECKOM TTPOU3BOJICTBE.

Jlata moBTOpHOTO KOHTpOJIsi (retest date): nara mpoXOoXkJIEHHS MaTepUaioM MOBTOPHOM
MIPOBEPKH YIS TIOITBEPIKICHHS €0 IPUTOAHOCTH IS TATbHEHIIIETO UCTIONh30BaHUSI.

3arps3Henne (Contamination): HekenaaTenbHOE BHECCHHE MPHUMECEH XMMHUYECKOTO WU
MUKPOOHOIOTHYECKOTO TPOUCXOKICHHS MIIM MIOCTOPOHHEr0 MaTepraia B UCXOJHBIA MaTepHa,
pOMEeXyTOuHbI mpoaykT uiu APC B Xoze MPOU3BOJACTBA, OTOOpa MpoO, YMAKOBKU WIIU
MepeyNnakoBKH, XPAHEHUS WIIH TPAHCTIOPTHPOBAHHS.

Wuctpykuus, MeToauka, mpoieaypa (procedure): moKyMeHT, COAEpIKaIlui yKa3aHHs I10
BBIMOJIHCHUIO OTJICTbHBIX BUJIOB OTepanuil (Hampumep, 1o OYUCTKE, MePeoIeBaHUI0, KOHTPOIIO
OKpY KaroIel cpejibl, 0TOOPY MpoO, MPOBEICHHUIO MCIBITAHUMN, KCILTyaTalluh 000pYI0BaHUs),
KOTOPBIH MPSMO MIJIM KOCBEHHO CBSI3aH C MPOU3BOJICTBOM IPOMEKYTOYHOTO mpoaykTa mwin ADC.

Wcnerranus (validation): cuHoHuM TepMuHa "aTTecTarms’ .

Hcxoausiit matepran ADC (APl starting material): cbipbe, MPOMEXYTOUYHBII MPOIYKT HITH
ADC, xotopsle ucnoabp3ytoTcs npu npousBoactse ADC u BHenpsitorcss B cTpykTypy ADC B
KayecTBEe CYIIECTBEHHOro ayeMeHTa. Mcxonueiii marepuan ADPC MoxkeT ObITh HPOIYKTOM
(MaTepuanom), TMOJIydaeMbIM OT OJHOTO WM 0Oo0Jiee TMOCTaBIIMKOB IO KOHTPAKTY
(koMMepUuecKOMY COTJIAIICHHIO), MM MaTepHaoM, MPOU3BOIUMBIM Ha CAMOM MPEIIPHUSITHH.
Kak mpaswiio, mist mponsBoactBa ADQC UCTIONB3YIOTCS UCXOJIHBIE MaTEPUANIBI ¢ KOHKPETHBIMH
XUMUYECKMMH CBOMCTBAMU U CTPYKTYPOH.



Kanu6poska (moBepka) (calibration): cm. oOmire TepMUHBI 1 OTIPEICTICHUSI.

Kapantun (quaranting): cratyc marepuaioB, H30JMPOBAHHBIX (U3MYCCKH WM HHBIM
00pa3oM Ha BpeMs IO BEIHECEHHSI PEIICHHsI 00 MX BBITYCKE WIIA OTKJIOHCHUH.

Kontpose kauectBa (quality control; QC): npoBeneHue MPOBEPOK WIIM HMCHBITAHUN Ha
COOTBETCTBUE TPEOOBAHUSIM ClleU(UKALINH.

Kpurepun mnpuemimemoctu (acceptance criteria): umcioBble TpeeabHbIC 3HAYCHUS,
JMaIa30Hbl WK IPYTUE KPUTEPHUHU, IPUMEHSIEMBIE ISl IPUEMKH Pe3yIbTaTOB MCIIBITAHUH.

Kpurnueckwuii (critical): craguu TEXHOJIOTHYECKOTO MpoIecca, TpeOOBAHUS K UCIIBITAHUSM,
CYIIECTBEHHBIM TapaMeTpaM WIH YCIOBHSM, KOTOPBIC CIEAyeT 3aaTh U KOHTPOJIHUPOBATH IS
obecnieueHus coorBercTBUsg ADPC TpeOoBaHUAM crienrpUKaLIU.

JlekapctBennass cyOcrannums (drug substance): cuHOHMM TepMUHAa  “aKTHBHAs
(dapmarnieBTHUECKas CyOCTaHIIUS .

JlekapctBennbiii (Meauiackuii) npenapat (drug (medicinal) product): mo3upoBanHas
(dhopma JIEKapCTBEHHOTO CPEJICTBA B MEPBUYHONM OKOHYATEIHHOM YITAKOBKE, MPETHA3HAUYCHHOU
TUTSL TIPOIAXKH.

Marepuan (material): coippe (MCXOIHBIC MAaTEpHaNbl, pPEAKTHBBI, pPAaCTBOPUTEIIH),
TEXHOJIOTUYECKHE JT00aBKH, TPOMEXKYTOUYHbIE MPOAyKThl, ADC, ymakoBOYHBIE W II€YATHBIC
MaTepHaIbI.

Marounsiit  pactBop (mother liquor): ocrarouHas IKHIKOCTh TIOCIE TPOLECCOB
KPUCTAJUTU3AIIUH U BBIJICICHUSI.

[Ipumeuanue - MaTtouHblil pacTBOP MOXKET COJEpKaTh HENPOPEArMpOBABIINE MATEPUAIIBI,
NpOMEeXyTouHble TPOaYKThl, ADPC u/WiM mpUMECH B CYIICCTBEHHOM KOJHMYECTBE, a TaKKe
HCI0JIb30BaThCA Ui JalibHEN el 00paboTKH.

Meromuka arrecranuu (ucnbitanuii) (validation protocol): mokymeHTanbHO 0pOpMIICHHBII
IUIaH, YCTAHABJIMBAIOIIMN TMOPSAIOK arTecTalMy (MCIBITAHUI) M ONPECISIIONUA KPUTESPUU
MIPUEMJIEMOCTH.

[Mpumeuanune - Hampumep, Mertojuka arrectaiu (UCIBITAHUI) TEXHOJOTHYECKOTO
mporecca, KOHKPETHO OIpelesonias TEeXHOJIOTHYeCcKoe O00O0pYyHAOBaHUE, KPUTHUYECKHE
TEXHOJIOIMYECKUE mapameTpsl (paboure Auana3oHbl), XapakKTePUCTUKU TIPOIYKIIUH, 0TOOP Mpoo,
JAaHHbIE MCIBITAaHUM, KOTOpBIE JOJDKHBI OBITH COOpaHbl, KOJMYECTBO LMKIOB aTTeCTalluu
(McrbITaHWit) ¥ IPUEMIIEMbIC PE3YIbTAThl UCIIBITAHUH.

Howmep cepun (maptuu) (batch number or lot number): onpenenennoe coueranue wudp,
OyKkB /WM CHMBOJIOB, 00O3HAYAIONIEe CEPUI0 MPOAYKIUH. [I0 HOMEpy CepuH MOXKET OBITh
MIPOCJIEIKEH BECh Mmpoiiecc mponsBoacTBa cepun ADC u ee peanuzaium.

Ooecneuenne kauectsa (quality assurance; QA): o0iasi COBOKYITHOCTh OPraHU3aIHOHHBIX
MEpOIPUATHI, NPOBOAUMBIX C LEJIbl0 oOecneueHus TpeOyemoro kayectBa Bcex ADPC u
MO/ICP/KUBAHKSI CHCTEM Ka4eCTBa Ha JOJDKHOM YPOBHE.

Cnyxb6a (ormen) xauectBa (quality unit(s)): opraHu3anuoHHOE —IMOApa3CiCHHUE,
HE3aBUCHMOE OT MPOM3BOJICTBA, KOTOPOE HECET OTBETCTBEHHOCTH 3@ 0OECIICUCHNE M KOHTPOJIb
KauecTBa, MPEJICTABIISIONIEe CO00H OTACIBI KOHTPOJIS M 00eCieYeH s KauecTBa JIMOO OJTHO JIHIO
WU TPYIITY, B 3aBUCMOCTH OT pa3Mepa U CTPYKTYPbI OpTaHU3AIHH.

Otknonenune (deviation): oTcTymuieHHE OT  YTBEPXKICHHOW  MHCTPYKIMH — HJIH
YCTaHOBJICHHOTO CTaHIapTa.

[MepekpectHoe 3arps3HeHue (Cross-contamination): 3arpsi3HeHne MaTepralia Wil MpOoIyKTa
JAPYTUM MaTepUaIOM HITH IIPOTYKTOM.

ITepepabotka (reworking): o6pabotka mnpomexyrounoro mpoaykra wim ADPC, He
YIOBJIETBOPSIOIINX TPEOOBAHUSIM CTaHIAPTOB WM CICHU(BHUKAIHIA, C MOMOIIBIO OJHON WIIH
HECKOJIBKMX TEXHOJOTHYECKUX CTAIHi, OTIMYAIOIIUXCS OT YCTAHOBJIEHHOTO TEXHOJIOTHYECKOTO
nporecca, ¢ Hesbio TOyIEeHHs TIPOMEKYTOUHOTO mpoaykTa win ADC mpuemieMoro KayecTsa
(HanpuMep, NePeKPUCTAILTH3ALMS C IPYTUM PACTBOPUTEIIEM).



[ToBTOpHast 0O6paboTka (rEProcessing): MOBTOPHOE BBEICHUE MPOMEKYTOUYHOTO MPOIYKTA
win ADC (B T.4. HE YIOBJICTBOPSIOUIMX TPEOOBAHUSM CIICIIU(PHUKAIUIT) B IPOIECC M MOBTOPEHUE
CTaJluu KPUCTAJUIM3ALMK WM JPYrod COOTBETCTBYIOIIEH CTaIMU XUMUYECKON MM (Hr3nuecKon
00paboTku (Hampumep, AUCTWUIAIMK, (QUIBTPAIMU, XpoMaTorpaduu, U3MEIbUCHHs), KOTOpast
SBJIIETCS  4YaCThI0  YCTAHOBJIEHHOTO  TeXHoJormyeckoro  mpouecca.  I[Iponomkenue
TEXHOJIOTHYECKOM CTa/lMu MOCJE TOro Kak BHYTPUIIPOM3BOJICTBEHHBIH KOHTPOJIb MOKAa3all, YTO
OHAa €Ile HE 3aBeplleHa, CUYMTACTCA 4YacThl0 TEKYyLIEro Iponecca IPOU3BOJACTBA U HE
paccMaTpuBaeTcs Kak MOBTOpHas 00paboTKa.

[Moxmucs (cormacosanue) (Signature (signed)): cm. TepmuH "coriacoBanue”.

Moapsmunk  (contract manufacturer): npou3BOIUTENb, BBINOJHSIONMNA  HEKOTOPBIC
IIPOM3BOJICTBEHHBIE OTIEPALIUU OT UMEHH IIEPBOHAYAIBHOIO ITPOU3BOIUTEIS.

[Mpumeck (IMpurity): KOMIIOHEHT, MPUCYTCTBYIOIIUI B MPOMEKYTOYHOM TMPOJIYKTE HIIH
ADC, KOTOPBIH ABISETCS HEXKEIATSIBHBIM ISl 3TOTO MPOJIYKTA.

[MpousBoacteo (Manufacture): omepamuu W BHIBI KOHTPOJIS, CBS3aHHBIC C 3aKYNKON
UCXOJHBIX MaTepHalIOB, UX MPHUEMKOH, 00pabOTKOM, YMaKOBKOM, BBIIYCKOM B pEaU3aLUIoO,
XxpaHeHueM U otrpy3koit ADC.

[Mpomexyrounslii  mpoaykr (intermediate): wmarepuan, moOJydaeMblii Ha CTaaUsAX
npousBojictBa ADC, KOTOpBIM HpeTepreBaeT AajlbHEHIINE MOJIEKYJISIpHblE HU3MEHEHUs WU
OUYHCTKY 10 TOro, kak oH MoxeT cuurarbcs ADC. IIpomexyTodyHble MPOIYKTHI MOTYT HE
BBIJICIISATHCS B KAYECTBE YUCTHIX MPOJTYKTOB.

[Ipumeuanue - Hacrosiumii cTaHzapT pacrHpoOCTpaHAETCs TOJBKO Ha IIPOMEXKYTOUYHBIE
MPOJYKTHI, MPOU3BOJICTBO KOTOPHIX HAYMHAETCS CO CTaJAWHU, SIBISIIOIIEHCS, 1O JIOKyMEHTaM
MIPOM3BOIUTENS, HauajioM rpousBoicTBa ADC.

PactBoputens (Solvent): Heopranudeckass WM OpraHM4YecKasi KUAKOCTh, HCIIOJIb3yeMasl B
Ka4yeCTBe HOCHTENS Uil TPUTOTOBJICHHS PACTBOPOB WM CYCIICH3UH NpPU MPOHM3BOCTBE
MIPOMEXYTOUHOTo npoaykra mi ADC.

Cepus (maprtus) (batch or lot): onpenenenHoe KoMYeCTBO MaTEPHAIOB, MPOU3BEICHHBIX B
OTHOM WJIM HECKOJbKUX TEXHOJOIMYECKUX TIpoleccaX TaK, YTO HMX MOXKHO CUYHTATh
OJTHOPOJIHBIMH B PAMKaxX YCTAHOBJICHHBIX MPeeIoB. [Ipy HEeNpepbIBHOM MPOM3BOICTBE MOHSITUE
CepHM MOXKET OTHOCHUTBCS K ONpPEACICHHOM YacTH TMPOJYKIMH, XapaKTepU3yeMOi
OJIHOPOAHOCTBIO. Pa3mep cepum MOXKeT ObITh YCTaHOBJIEH MO0 (PUKCUPOBAHHOMY KOJHUYECTBY
HOPOAYKIUK JHOO TO KOJMYECTBY TMPOIYKIUHU, MPOU3BOJMMON 32 YCTAHOBJICHHBIA IEPUOT
BPEMECHH.

Cucrema ¢ KOMIBIOTEPHBIM YIIpaBJIieHHEM M KOHTpoJsieM (Computerized system): cucrema,
BKJIIOUaroniasi B ceOsl BBOJ JaHHBIX, UX JJIEKTPOHHYIO 0OpaOOTKYy M BbIBOJ HH(pOpManuy,
UCIIOJIb3YEMOM JIJIsl PETUCTPALIMH WIIK aBTOMAaTHYECKOTO KOHTPOJIS.

CornacoBanue (moamucs) (Signed signature): moAmnuck Juia, BHIMTOJHSIOMIEr0 KOHKPETHOE
neicTBre Wik 0030p, B BUJIE COKPAIICHHON WJIM MOJHOW (DaMIJINM M UHULIMAJIOB, CIIETAaHHOW OT
PYKH, JIMYHOW MEYaTH WK aBTOPU30BAHHOM U 3aIIUIIEHHON 3JIEKTPOHHOM MO IITHUCH.

CocraB  mpumeceir  (impurity  profile):  omnucanume  UACHTHPUIUPOBAHHBIX  H
HEUJCHTU(PULIMPOBAHHBIX ITpUMecei, mpucyrcTByomux B ADC.

Crnemmduranus (Specification): mnepedeHb HCHBITAHUN, CCBUIOK HAa AHATUTHYCCKHE
METOJMKA W COOTBETCTBYIOIIME KPUTCPHU TPUEMIIEMOCTH, YCTAHABJIMBAIOIINE YHCIOBBIC
IPaHMIbI, JUANA30Hbl WM JAPYrHe KPUTEPUHU Ui YKa3aHHBIX HCmbITaHui. Crenuduxanus
YCTaHABJIMBACT KPUTEPHH, KOTOPHIM JIOJDKEH COOTBETCTBOBATh MATE€pHal Ui TOTrO, YTOOBI €ro
MOXHO OBUIO TIPUMEHSATh [0 HA3HAYCHUIO. MaTepuan COOTBETCTBYET TpPeOOBAHUSAM
crienuUKAIUK, ©€CJIM TPU HCOBITAHUAX [0 MPUHATHIM AHAIMTHYECKUM METOJaM OH
YIOBJICTBOPSET YCTAHOBJICHHBIM KPUTEPUSAM IPHUEMIIEMOCTH.

Cpoxk rogHoctu (expiry date or expiration date): mata, ykaspiBacMast Ha yIIaKOBKE/ITUKETKE
A®DC, ob6o3Hauaromas Mepuoji BPEMEHH, B TEYCHHE KOTOPOTO TapaHTUPYETCsl COXpPaHCHUE



cBoiictB A®C B paMKax YCTaHOBJIEHHBIX CIleUM(UKALMUNA NpPU XpaHEHUU B ONPEIESICHHBIX
YCIIOBUSIX 1 mocie KoToporo ganHass ADC He 10JDKHA UCTIOIh30BAThCS.

Ceippe (raw material): wucxomnble MaTepwajbl, pPEaKTHBBI W  PACTBOPHUTEIH,
NpeJHa3HAYSHHBIE TS U3TOTOBIICHHS MTPOMEXYTOYHOTO TporykTa min ADC.

TexHonornveckuit KOHTposb (Process control): c¢cM. TepMuH “BHYTPHUIIPOU3BOICTBEHHBIN
KOHTpOJIb .

Texnonmoruueckuit mporece (production): omepamuu, BKIOYANOIMIAE B Ce0SI TPUEMKY
HCXOJHBIX MaTEPHAIIOB, X 00pabOTKyY, YIIaKOBKY U nostyueHue roropoid AQC.

VnakoBounblii Matepuan (packaging material): nroboii MaTepuan, npeaHa3HAYCHHBIH IS
3alIUTHI MPOMEKYTOYHOTO TpoaykTa mi ADC npu XpaHEHUH ¥ TPAHCIOPTHPOBAHUH.

OtanoHHblil  cranmapt, BropuuHblii (reference standard, secondary): BermiecTBO
YCTAHOBJIEHHOTO Ka4eCTBa M YUCTOTHI 10 pe3yibTaTaM CpPaBHEHHs C TEPBUYHBIM STATIOHHBIM
CTaHJApTOM, HCIIOJIb3yeMOE B KaueCTBE CTaHIApTa CPaBHEHHS IS TEKYIIUX JIaOOpaTOPHBIX
aHAaJIM30B.

DTanoHHbIN cTaHmapT, nepBuyHbii (reference standard, primary): BemiecTBo, MpU3HAHHOES
MOJUTMHHBIM ~ MaTepUAIOM  BBICOKOH CTENEHH UUCTOTHI IO pe3yiabTaraM OOIIMPHBIX
AQHAMTUYCCKUX HCIBITAHUN. DTOT CTaHIAPT MOXET ObITh. 1) mojydeH u3 OQHIUATHHO
NPU3HAHHOTO HMCTOYHMKA; 2) TPUTOTOBJICH IMYTEM HE3aBHCHUMOIO CHHTE3a; 3) IMOJIy4eH W3
UMEIOIIETOCsl MPOMBIIUICHHOTO MaTepuajia BBICOKOW CTENEeHH YHUCTOTHI WK 4) MpUTOTOBJICH
MyTeM JaNbHEHIIeH OUYUCTKH CYIIECTBYIOIIETO MPOMBIIINICHHOTO MaTepraia.

[Ipunoxenue 1
I[MTPOU3BOJACTBO CTEPUJIBHBIX JIEKAPCTBEHHBIX CPEJICTB
[TpunIUTIEL

K mnpousBoACTBY CTEpUIIBHBIX JIEKAPCTBEHHBIX CPEACTB MPEAbIBIAIOTCS 0COObIE
TpeOOBaHUs, KOTOpbIE€ HAIpaBJI€Hbl Ha CBEACHHE K MHUHUMYMY pHUCKa 3arps3HEHUs
MUKpPOOpPraHW3MaMH, YacTUI[AaMH U MUpOreHaMu. BbllosiHeHHe 3TUX TpeOOBaHUN BO MHOTOM
3aBUCHUT OT OIIbITa MEPCOHaja, €ro MOJIrOTOBKU M OTHOIIEHHs K padore. OCOOEHHO BBICOKHE
TpeOOBaHUSA NPEIBABISAIOTCS K OOECHEYEeHHI0 KauecTBa, IIOJTOTOBKE U  BBINOJIHEHHUIO
TEXHOJOIMYECKUX MPOIECCOB, HX TIIATSIBHON OTpPa0OTKe M arrectalu (UCIBITAHHSM).
KoHnTpons 3aBepiiaroieii craguu Npou3BOACTBAa WM KOHTPOJIb TOTOBOM MPOAYKLHUN HE MOKET
paccMaTpuBaThCsi Kak €IUHCTBEHHOE CPEICTBO OOECHEeUeHUsi CTEPUJIbHOCTH WIM JAPYruX
ITOKa3aTeNne Ka4ecTBa PO yKIUH.

[Ipumeuanue - Hacrosumuii craHgapT HE yCTaHaBIMBAaET METOJbI OINPENEICHUS] YUCTOTHI
BO3JlyXa, MOBEPXHOCTEN U Ip. IO MUKPOOPraHMW3MaM M 4YacTHIaM. JTU TpeOOBaHUs MPUBEICHBI
B JIPYT'UX HOPMaTHBHBIX TokyMeHTax (cranaaprax EH, UCO, TOCT P MCO u ap.).

OO01Iue moI0KEeHUA

1. IIpousBOJACTBO CTEPUIBHOW MPOIYKIIMU IOJDKHO OBITh OPraHW30BaHO B YHCTHIX
MOMEIIEHHUX (30HaX) ¢ BO3MYIIHBIMH IUTO3aMH JJIsi 0OCCIeUeHHs IOCTyNna MmepcoHaia u/viu
nepeMeIeHuss 000pyIOBaHMS W MaTepualioB. B duCTBIX moMerneHusx (30HaX) IOJDKCH
MOJUIEPKUBATHCS YPOBEHb YHUCTOTHI IO COOTBETCTBYIOIIEMY CTaHAApPTy, a BO3IYyX IOJDKEH
moJiaBaThes yepe3 GUIbTpel HEOOXOAMMOM YPHEKTUBHOCTH.



2. TlomroroBka HMCXOIHBIX MAaTEpUANIOB, TMPHUTOTOBJICHUE TPOMYKIUU W HAIOJTHEHUE
JIOJDKHBI  BBITIOJIHATBCS B OTHCIBHBIX 30HaX (MOMEIICHHWSX) B MpelesiaX YHUCTOH 30HbBI
(momereHus).

[Iporecchl MPOM3BOICTBA CTEPHIIBHBIX JIEKAPCTBEHHBIX CPEICTB TOIPA3IEISIOTCS HA JIBE
KaTeTrOPHH:

- IpeaycMaTpUBAONIMe (UHHUIIHYIO CTEPUIU3AIHi0 (T.e. CTEPUIM3ALHUI0 B TEPMETHYHOM
MEPBUYHON YITAKOBKE);

- POBOJIMMBIC B ACETITUIECKUX YCIOBHSIX HA OJTHOM WIIM BCEX dTamax MpOU3BOJICTBA.

3. UYucteie mnomemenus (30HBI) Ui TPOM3BOJACTBA  CTEPWILHOW  MPOIYKIUH
KJIacCU(UIMPYIOTCS B COOTBETCTBUH C TpeOOBaHMAMH K OKpyxkawomei cpene. Kaxknmas
MIPOU3BOJICTBEHHAS OTepalusi TpeOyeT ONMpeeICHHOTO YPOBHS YHCTOTHI OKPYXKAIOIIEH CPEe/Ibl B
IKCILTYaTUPYEeMOM TMOMEIIeHUH (30HE) C IENbI0 CBEICHHS K MUHHMYMY PHCKa 3arpsi3HCHUS
MPOIYKTa MM MaTEPUAIOB YaCTHIIAMH FJIM MUKPOOPTaHU3MaMHU.

Jlnst obecrieyeHUs: COOTBETCTBUSI YHCTBIX TMOMENICHUH (YUCTBIX 30H) TPEOOBAHHSM,
MPEIBSBIIEMBIM K JKCILIyaTHPYEMOMY COCTOSIHHIO, MPOEKTOM JOJDKHO TPEAyCMaTpHBATHCS
COOTBETCTBUE 3aJJaHHBIM KJIaCCaM YHCTOTHI BO3/lyXa B OCHAIIICHHOM COCTOSIHUH.

OcHalieHHOE COCTOSIHME - COCTOSIHHE, B KOTOPOM YHCTOE TIOMEIIEHHE MOCTPOSHO |
(GYHKIMOHHUPYET, TEXHOJIOTHIECKOE 000PYI0OBaHUE MOJHOCTHIO YKOMIUIEKTOBAHO, HO TIEPCOHAI
OTCYTCTBYET.

OKCIUTyaTUPYyeMO€ COCTOSIHHE - COCTOSHHE€ YHCTOTO TIOMEIIEHHUs, B KOTOPOM
TEXHOJIOTHYECKOe 000pynoBaHue (QYHKIHOHUPYET B TpeOyeMOM peXUME C 3aJaHHBIM YHCIOM
paboTaromiero nepcoHaa.

TpeOoBaHUS K OCHANICHHOMY U OSKCIUTyaTHPYEMOMY COCTOSIHUIO JIOJDKHBI  OBITh
YCTaHOBJICHBI ISl KQXKJIOTO YHCTOTO MOMEIICHHUS ITH KOMITJICKCA YHCTBIX TIOMEIECHHH.

YwucTeie 30HBI IPU MTPOU3BOJICTBE CTEPHIIBHBIX JICKAPCTBEHHBIX CPEIICTB TOPA3ICIIIOTCS
HA YEThIPE THIIA!

A - nokanmbpHasi 30Ha JUIS TIPOBENICHHS OTICpAIlHid, TPEACTABISIONIUX BBHICOKANW PUCK IS
Ka4yecTBa MPOIYKINHU, HAIIPUMED, 30HBI HATIOJHEHUSI, YKYOPKHU; 30HBI, TJIE aMITYJIbl ¥ (IaKOHBI
HAXOJATCS B OTKPBITOM COCTOSHHHM ¥ BBITIOJHSIOTCS COCAMHEHHUS dYacTell o00OpyIOBaHHUS B
aCeNTUYECKUX YCIOBUAX. Kak mpaBmiio, B TakuX 30HaX HCIIOJB3YIOT OJHOHAIPABICHHBIN
(;TaMuHAPHBIHN) TOTOK BO31yxa, 00CCIEUMBAIOIIMN B HE3aMKHYTOH YHCTON 30HE OJHOPOIHYIO
ckopocth 0,36 - 0,54 m/c (pekomenayemoe 3HaueHue). [loanepkuBaHre OHOHANPABICHHOCTH
BO3JIyLIHOTO MOTOKA JI0JKHO OBITH TIOATBEPKICHO NPH arTecTaluu (HCIbITAaHUAX). B 3aKphIThIX
M30JIMPYIOMIMX ~ yCTPOHCTBAX W  IEPYATOYHBIX  OOKCax  JOIMYCKAeTCS  MCIOJIb30BaTh
OJTHOHAIPABIICHHBIH MOTOK BO3/IyXa C MEHBIIEH CKOPOCTHIO;

B - 30Ha, HEOCPEICTBEHHO OKpYXKaromasi 30Hy A U MpeaHasHaueHHAs U aCeITHYECKOTO
MIPUTOTOBIICHUS W HATIOJTHECHUS,

C u D - umcThie 30HBI IS BBINIOJHEHUST MEHEE OTBETCTBEHHBIX CTaJHMil IPOM3BOICTBA
CTEPWJIBHON ITPOTYKLIAH.

Knaccudukarys 9ucThix moMemeHnid 1 YUCTHIX 30H

4. YucTtele TIOMEIICHUS W YHUCTBhIE 30HBI cieayeT kiaccudumupoats mo 'OCT HMCO
14644-1.

[TopsAa0K MOATBEPKIACHUS KilacCa YUCTOTBHI MPH arrecTanud (HCIBITAHUH) M TOPSI0K
TEKYIIET0 KOHTPOJS pPa3IMYHbl. MaKCHMalbHO JOMYCTHMAas KOHIICHTPAIUS adPO30JIbHBIX
YJACTHII JUTS KaKIOW 30HBI IPUBEJICHA B TAOJIHIIC.

3oHa | MakcuMaibHO JIOMyCTUMOE YKciio yacTull B 1 ky0. M Bo3ayxa
[P pa3Mepe YacTHl], PABHOM HJIM O0JIbILIEM

B OCHAIIICHHOM B AKCILTyaTUPYEMOM COCTOSIHUU
COCTOSIHUM




0,5 MmxMm 5,0 MkM 0,5 MM 5,0 MkMm
A 3520 20 3520 20
B 3520 29 352000 2900
C 352000 2900 3520000 29000
D 3520000 29000 He pernamentupyercs He pernamentupyercs

5. Ilpu arrectaruu 30H A Ha Kjacc YUCTOThI 00BEM OTOMpaeMoil MpoObI BO3/TyXa JOJIKEH
ObITh HE MeHee 1 Ky0. M IS KaXKI0¥ TOukH 0TOOpa mpoo.

3o0He A cOOTBETCTBYET Kiacc YicTOTHl Bo3ayxa 4, 8 UCO, onpenenseMsbiii TpeOOBaHHEM K
KOHIICHTPAIIMU YacTHII ¢ pazmepamu >= 5,0 MKM.

3one B B ocHamieHHOM cocTtossHUM coOTBeTcTBYeT Kiacce 5 MCO mist o6oux 3HAYCHHI
MTOPOTOBBIX Pa3MEPOB YAaCTHII.

3one C (oCHAIICHHOE U IKCIUTyaTUPYEMOE COCTOSIHHE) COOTBETCTBYIOT KJIACCHI YUCTOTHI 7
NCO u 8 UCO coOTBETCTBEHHO.

3one D (ocHameHHOE COCTOSIHIE) COOTBETCTBYET Kitacc uncToThl 8 MCO.

s neneit knaccuduranuu ['OCT NCO 14644-1 ycranaBiMBaeT METOIUKY OIPEEIICHUS
MUHUMAaJbHOIO 4YHCJa TOYEeK O0TOOpa mpod u o0bema MpoObl B 3aBUCHUMOCTH OT IpPEAEIbHO
JOIMYCTUMON KOHIIEHTPAIIMK YaCTHIl C HaWOOJBIIMM TIOPOTOBBIM Pa3MEpOM M METOJbI OIICHKH
MOJTyYCHHBIX TAaHHBIX.

6. Ilpu aTrectanM YHCTHIX TOMEIICHWH HA KJIAcC YHCTOTHI CIIEAYET HCIOJIb30BATh
NepeHOCHBbIC (MePEIBIKHBIC) CUCTYMKUA YACTHIl C KOPOTKUMHU MPOOOOTOOPHBIMH TPYOKaMmH,
MIOCKOJIBKY B CHCTEMax C YAQJICHHBIMH TOYKaMHU OTOOpa mpo0 JUTMHA TPYOOK BEIMKA M BBICOKA
BEPOSATHOCTH OCAXKICHHS YaCTHII ¢ pazMepamu >= 5,0 MKM Ha cTeHKaX TpyOOK.

[lpu cyere wyacTHIl B OJHOHANpPaBICHHOM IIOTOKE BO3/AyXa CJIEIyeT NPUMEHSTH
M30KUHETUYECKUE MPOOOOTOOPHUKH.

7. Arrecramysi B OKCIUTyaTHUPYEeMOM COCTOSHHHM MOJET MPOBOJUTHCS B YCIOBHSX
JEWCTBYIOMIETO TEXHOJIOTUYECKOTO IMpoIlecca, MMHUTAIMU IPOIecca WM IPH HAIOJIHEHUH
cpenamMu, eciii TPeOYIOTCS UCTBITAHHUS JUISI HAMXYALIETO Cirydas. YKa3aHHs 10 IMPOBEACHUIO

WCIIBITAHUNA JUTSI TIOATBEP)KICHHS HEMPEPHIBHOTO COOTBETCTBHUS 33aJaHHOMY KJIACCY YHCTOTHI
npuBeaeHsl B OCT P NCO 14644-2.

Texkymuii KOHTPOJIb YUCTHIX MOMENIEHUI U YACTBIX 30H

8. Cnemyer mpoBOIUTH TEKYIIHI KOHTPOJIb YACTBHIX MOMEIIEHUH W YHCTHIX 30H B TIEPHO.T
uX FKcIuryaTanuu. Touku orOopa mpoO As TEKyIIero KOHTPOJs BEIOMPAIOT HA OCHOBE aHAIN3a
pHCKa M Pe3yJIbTAaTOB, MOJYYCHHBIX MPH aTTECTALUU WM UCTIBITAHMHA YUCTHIX TIOMEIICHUHN 1/Win
YHCTHIX 30H.

9. KoHTpoJb KOHIICHTpAIMK YacTHIl B 30HaX A JOJDKEH MPOBOIMTHCS B TEUCHHE BCETO
BPEMEHH BBINIOJIHEHUS! KPUTUYECKUX IIPOLIECCOB, BKIIIOYAsl ONepaluu cOOpKU 000pyAoBaHUs, 3a
UCKIIIOYEHHEM CJIy4aeB, KOTJa 3arpsA3HEHUs MOTYT I[OBPEAUTh CUETYMK YacTHUIl WIH
NpPE/CTAaBIATh COOOW OMACHOCTh (HAIPUMEp, )KUBbIC OPraHU3MbI U PaJMOAKTUBHBIC BEIIECTBA).
B aTux cnyuyasix KOHTpOJIb MPU MOATOTOBKE 000PYAOBAHUS CIEAYET MPOBOAUTDH JI0 TOSBICHUS
pucka. KoHTponb cienyeT Takke MNPOBOIUTH IMpPH HMMUTaLUU mpouecca. llepuoanyHocTh
KOHTpOJIs 30H A 1 00beM npod JOJDKHBI ObITH TAKUMH, YTOOBI BBISIBUTH BCE BMEIIATENIbCTBA U
mo0ble HapylieHus B pabote. [Ipu npeBbllieHnN 3HaYeHUH NTPEAEIOB NPEAYIPERKACHUS TOJIKHBI
[I0/1aBaThCsl CUTHANbBI TpeBOTU. Jlomyckaercs, YTO HE BCErJa MOXHO PErHuCTPUpOBATh HHU3KHE
YPOBHHM KOHIICHTpAaIMK YacTHIl ¢ pazmepamu >= 50 MKM BOJH3M TOYEK HAIOJIHEHUS B XOJC
rpolecca HarmoJIHEHHs! U3-3a 00pa30BaHUs YaCTUIL WIIM KalleJieK B X0JIe CaMOro Ipolecca.

10. PexomeHyeTcss MCHOIB30BaTh TaKOW KOHTPOJb M Ui 30H B, HO mepunoauvHOCTH
KOHTPOJISI MOKET OBbITh YBETHMYEHA. AKTYalIbHOCTh KOHTPOJISI KOHIIEHTPAIlUK YaCTUL[ 3aBUCUT OT
3¢ deKTUBHOCTU pazjienieHnus cMexHbIX 30H A u B. [lepuoauunocts KOHTpOJS U 00beM Ipod B
30Hax B nomkHbBI ObITH TaKMMHU, YTOOBI OOHAPYKUTH JH000€ U3MEHEHUE YPOBHEH 3arpsi3HEHUS U



mo0oe HapymieHne B pabote. [lpu mpeBwIICHUH TIPEACTIOB MPEAYNPEKIACHHUS IOJIKHBI
MOJIaBaThCSI CUTHAJIBI TPEBOTH.

11. Cucrema KOHTPOJIS a3pPO30JIbHBIX YACTUIl MOKET HMETh Pa3HbIC UCTIOTHEHUS:

- COCTOSITh U3 HE3aBHUCUMBIX CUETUYMKOB YACTHII;

- 00pa30BBIBaTh CETh TOYEK MPOOOOTOOpA, KOTOPHIE MOCIIEIOBATEIBHO MOIAKIIOYAIOTCS K
Pa3BETBUTEIIO, & YEPE3 HETO - K CYCTUUKY YACTHII,

- SIBJISIThCSI KOMOWHAITUCH ITEPBBIX JIBYX.

[Tpu BeIOOpE cHCTEM KOHTPOJIS CIIETYET YUUTHIBATh TpeOOBaHUS K pasMepam dactuil. [Ipu
WCIIOJIb30BAHUM CHUCTEM C yJaJC€HHBIMU TOYKaMH OTOOpa mpoO cClieqyeT y4YWTHIBATh JIUHY
TpyOOK W paauychl M3THOOB TPYOOK C y4E€TOM BO3MOKHOCTH OCEIaHHUs YacTHUI[ HAa CTEHKH
TpyOok. [Ipu BBIOOpE CHCTEMBI KOHTPOJIA CIEAyeT TAKKE YYUTBHIBATh PHUCK, UCXOJSAIIANA OT
MaTepuajIoB, HCIOJb3yeMbIX B TEXHOJOTHYECKOM IMPOIECCE, HANMPHUMEpP, HAINYUE IKUBBIX
MHKPOOPTraHU3MOB WIIM PAJUOAKTUBHBIX (hapMaIleBTUUECKUX MPErapaToB.

12. Tlpu ucroIb30BaHWK AaBTOMATHU3HPOBAHHON CUCTEMBI TEKYIIETO KOHTPOJIS 00BeM TIPpoo
3aBUCHT, KaK MPaBUJIO, OT CKOpOCTH 0TOOpa nmpod. O6beM mpold MpH TEKYLIEM KOHTPOJIE MOKET
OTJIMYATHCS OT 00BeMa MPOoO MPHU ATTECTAIIMHU YUCTHIX TOMEIIEHUN U YUCTHIX 30H.

13. Texymmuii KOHTPOJb KOHIEHTPAIMH YacTUI] ¢ pa3mepamu >= 5,0 mxm B 30Hax A u B
nMeeT 0co00e 3HaUCHUE, TTIOCKOJIBKY OH BaKEH JIJISl PAHHETO BBISIBJICHUS HApYIIIEHUH B padoTe.

CYeTurK YaCTHIl MOYKET JIaBaTh OIIMOOYHBIC IMOKA3aHUS O HATMIUH YacTull >= 5,0 MKM U3-
3a CIIy4alHBIX (DAKTOPOB: DJIEKTPOHHBIX IIIYMOB, PACCESIHHOTO CBETA, OITMOOK COBMAACHUS U T.I.
OnHako eciu CYETYHK MOBTOPHO M CUCTEMATUUYECKH PETUCTPUPYET MAIO€ YUCIO YaCTHIL, TO 3TO
YKa3bIBa€T Ha BO3MOXXHOCTh 3arpsi3HEHUs, YTO TpeOyeT paccienoBanus. Takue COOBITHS MOTYT
SIBJISITBCS. PAHHUM TIPEIYNPERKICHUEM 00 OTKa3€ CUCTEMbl BEHTHIALMHA U KOHIUITMOHUPOBAHUS,
YCTaHOBKH HATOJHEHUS WK CBHUJIETEIHCTBOBATH O HAPYIICHUH MPABUJI BBIMIOJHEHUS MOHTAXa,
MMYCKOHAIAJI0YHBIX PabOT MM IKCIUTyaTaI|H.

14. CootBeTcTBHE KOHIIEHTpPAIMM YAaCTHIl B OCHAIICHHOM COCTOSIHUH 3a/IaHHBIM
TpeboBaHusM (CM. TaOJHUILy) JOJHKHO JOCTUTAThCS MOCIIE KOPOTKOTO BPEMEHHM BOCCTAHOBJICHHS
15 - 20 muH. (peKoMeHayeMOe 3HAY€HHE) MPH OTCYTCTBUU IEPCOHANA IOCIE 3aBEPIICHUS
paboTHI.

15. Tlpu Texymem koHTposie 30H C m D B 3kcIIyaTHpyeMOM COCTOSHUHU CIIEIyeT
WCIIOJIb30BaTh METOJI aHalM3a PUCKOB. TpeboBaHUS W TPEneibl MPEAYNPEKICHUS U TPEBOTH
3aBUCAT OT OCOOGHHOCTEH  omepauuid, HO cienyer oOecneuyMBaTb COOTBETCTBUE
PEKOMEHTyeMOMY 3HAYCHHUIO BPEMEHH BOCCTAHOBIICHUS.

16. TpeboBaHus K OpyruM HapaMeTpaM, HalpuMep K TEMIEpaType W BIAKHOCTH, 3aBUCIT
OT TMPOAYKTa W XapakTepa BBIMOJHAEMBIX oreparuid. ObOecrnieueHne TpeOOBaHUN K ATUM
rapameTpam He J0JDKHO BIIMATH Ha BBHITIOJHEHUE TPEOOBAHUN K YUCTOTE.

17. Hwke mnpuBEICHBI MPHUMEPHI OICpAIMid, BBINOJHICMBIX B Pa3IMYHbIX 30HAX (CM.
Tabuiy u paszaens! 28 - 35 nanHoro [punokeHus).

[Ipumepsl omnepanuii, BHIMOTHAEMBIX B 30HAX Pa3IUYHBIX TUIIOB, MPUBEACHBI B TaOJIUIIAX

(pa3mensr 28 - 35):

3ona | [Ipumeps! oneparyii asist TPOIYKIIMH, TTOAIekKAIIEH (GUHUTITHON
creprusaiuu (paszaenst 28 - 30)

A Harmonxnenue npotyKToMm, KOT1a €ro Hejb3s OJIBEPraTh PUCKY
3arps3HEHUs

C [IpuroroBiieHne pacTBOPOB, KOI'AA UX HENb3s IIOJBEPTaTh PUCKY
3arpsisHeHus. HamonHeHnne npoaykrom

D [IpuroroBieHue pacTBOPOB U MOATOTOBKA IIEPBUYHOM YIIAKOBKH,

MaTCpHaJIOB U Ap. 1A MOCICAYIOIICTO HAITIOJIHCHUA

3ona | [Ipumeps! oneparmii a1t aCeNTUYECKOTO MTPUTOTOBICHUS
(pa3menst 31 - 35)




AcenTryeckoe NpUroToBJICHUE U HATIOJHEHHE
[IpuroToBiieHNE pacTBOPOB, MO JICKAIIUX PHIBTPALIUU
Omnepanyu ¢ MaTepuagaMy N0CIe MOWKH

O|0O(>

18. B acenTmueckOoM MPOW3BOJCTBE HEOOXOAWMO JOCTaTOYHO 4YacTO IPOBOIHUTH
MI/IKPO6I/IOJ'[OFI/I‘-IGCKI/H>1 KOHTPOJIb C UCIIOJIB30BAHUEM MCTOAOB CCIUMCHTAIIMKU HA YalllKH, 0T6opa
npo0 B 00beMe BO3IyXa M C MOBEPXHOCTEH (HAmpUMep, CMbIBBI U KOHTAKTHbBIC TUIACTHUHBI).
Metonpl 0TOOpa MpoO, UCMONIb3yeMbIE B 3KCILUIyaTUPYEMOM COCTOSIHUM, HE JOJDKHBI BHOCHUTH
IIOMEX B 3allUTy 30HBL. Pe3ynpTaTbl KOHTpOJIA CIEAYeT YYUTBHIBATh IPU PACCMOTPEHHUU
JOKYMEHTAllMM Ha CEPUI0 NOTOBOW INPOAYKLIMH M BbIJAYE paspelieHHs Ha ee Bblmyck. [locie
BBIIIOJTHCHHUA KPHUTHYCCKHUX onepaunﬁ CJICAYyCT MHPOBOIUTH MI/IKPO6I/IOJ'[OFI/I‘-IGCKI/H>1 KOHTPOJIb
ITIOBEPXHOCTEN M IEpCOHAIA.

CnenyeT TAKXXC IIPOBOJIUTH )IOHOJ'[HI/ITGJ'IBHBII\/'I MI/IKPO6I/IOJ'[OFI/I‘-IGCKI/H71 KOHTpPOJIb BHC
TEXHOJOIMYECKOro TIpollecca, HAIpUMep, IOocie arrectaiuu (MCIBITaHUI) 000pyHIOBaHMS,
BBITIOJIHEHHUSA OYUCTKH U )163I/IH(1)6KIII/II/I.

19. PexomeHnayemble TpeAeTbHBIE 3HAYCHHS JOMYCTHMOTO MHKPOOHOTO 3arps3HEHHUs
YHUCTBIX 30H B OKCILTYaTUPYEMOM COCTOSAHUU IPUBCACHELI B Ta6J'[I/III€.

3oHa | PexomeHtyemble npeienbHble 3HAUECHUS
MHUKpPOOHOTO 3arpsi3sHeHUs <a>
B Bo3myX€, Cemumenrtanug Ha | KoHTakTHEBIE OTeyaTox
KOE/ky6. M |4amky AuamMeTpoM | INIaCTHHBI IIepYaATKH
90 mm, KOE araMeTpoM 55 mu, (5 maneres),
3a 4 g <p> KOE/mnactuna KOE/nepuarka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -

<a&> Yka3aHbl CpeIHUE 3HAUYCHHUS.
<b> Jlomyckaercst 3KCITOHUPOBAHKE OTACIBHBIX CEAUMEHTAIIMOHHBIX
MJIACTUH MeHee 4 4.

20. B 3aBUCHUMOCTH OT pE3yJbTaTOB IPOBOJUMOTO KOHTPOJISL CIEAYeT YCTaHOBUTH
IIpeACIIbHbIE 3HAYEHHUs Ul TNPENyNpeXACHUS M JEUCTBUS I TOKa3aTelned 3arpsi3HEHHs
YaCTULAMU M MUKPOOpPraHM3MaMH, a TaKXKe IPEeIyCMOTPETb B MHCTPYKLUHUAX WM METOJIMKAaX
MOPSAJOK BBINOJHEHUS KOPPEKTUPYIOUIUX JEHCTBUM B Clydae IPEBBILMICHUS 3TUX MPEACIbHBIX
3HA4YECHMI.

N3onupyromas TeXHOIOTHS

21. TlpuMeHeHue M30IMPYIOMIEH TEXHOJIOTHH CBOJAUT K MUHHMYMY BIIMSHUE YEIOBEKa Ha
TEXHOJIOTMYECKHE 30HBI. B acenTuyeckoM MPOU3BOACTBE 3TO MO3BOJISAET 3HAYUTEIBHO CHU3HTH
PUCK MUKPOOHOTO 3arps3HEHUS MIPOAYKIIUU U3 OKPYXKAIOIIEH cpebl.

B wu3onaTOopax M ImepesaTOYHBIX YCTPOMCTBAaX BCEX THIIOB JIOJDKHBI BBIOJHATHCS
yCTaHOBJIEHHbIE TpeOoBaHUS K KadecTBY Bo3ayxa. [Ipum 3ToMm ciieqyer yduThiBaTh, B Kakoil
CTENCHU BO3MOJKHBI YTEUKH ([IOBPESKICHUS), BBI3BAHHBIC OCOOCHHOCTSIMH KOHCTPYKIIMH HIIH
MaTtepuanaoB u3osATopa. Ilepenatounsie ycTpoiicTBa MOTYT ObITh Pa3HBIMH. OT KOHCTPYKLUHN C
OJMHAPDHOM WM  JBOMHOM  JBEPBIO JI0 IOJHOCTBIO TE€PMETU3UPOBAHHBIX  CHCTEM,
MIPEAYCMATPUBAOLIUX ITPOBEJCHUE CTEPHIIN3ALIUY.

22. Tlporecc mepenadyud MaTepUAIOB BHYTPh M HApYKy H30JIATOpA SBISETCS OJHUM H3
HauboJee CUIBHBIX NOTEHLUUAIbHBIX MCTOYHUKOB 3arpsisHeHuid. M3onarop nmpenHasHaueH amus
IIPOBEACHUS OIEpPaldi, IPEICTABIAIOIINX BBICOKMM PHUCK JUIS KadecTBa NpOAyKUuu. B TO *e



BpeMsl JOITyCKaeTCsl OpraHM3anus padovyMx 30H BHYTPH H30JATOpa 0e3 OJHOHAIPABICHHOTO
(;TaMuHApPHOTO) MOTOKA BO3yXa.

23. TpebGoBaHHs K YHCTOTE BO3AyXa B Cpele, OKPYXKAIOIIEH H30JATOp, 3aBUCIT OT
KOHCTPYKLMHU H30JIITOpa M €ro HazHadeHWsl. DTy Cpelay ClenyeT KOHTPOJIUpOBaTh, WU NS
aCeNTUYECKOTO MPOU3BOJICTBA OHA JIOJDKHA COOTBETCTBOBATH, IO KpaiiHel mepe, 30He D.

24. V3onsTopel MOTYT OBITh BBEICHBI B OKCIUTyaTallMIO TOJBKO IIOCIIE 3aBEpIICHUS
arrectaliii  (MCIBITaHWIA), KOTOpas [JOJDKHA YYUTHIBATh BCE KPUTHYECKUE (HAKTOPBI
M30JIMPYIOIIEN TEXHOJOTMH, HanpuMep TaKue, KaK KadecTBO BO3JyXa BHYTPU M CHapyXu
M30JIATOPA, MOPSAIO0K 00padOTKH U30JIATOPA, TEXHOJIOTHIO IEepPeladd U IETOCTHOCTh H30JIATOPA.

25. CriegyeT yCTaHOBHTD MOPSAAOK TEKYIIETO KOHTPOJIS, BKIIFOUAIONTUH B CeOs JTOCTATOYHO
4yacToe NpPOBEJICHUE HCIbITAHUN Ha HaJWYUE YTEYeK B H30JSATOPE M CHCTEME 'TepyaTKu -

pykasa".

TexHosorus "BbITyBaHUE - HATIOJHEHUE - TEPMETU3AIIHS

26. YcrpoiicTBO "BBIAYBaHHWE - HAaNOJHEHHWE - TEPMETH3alUs" TIPEACTaBISIET COOO0
YCTPOWCTBO CIENUAIBHOW KOHCTPYKIMH, B KOTOPOM B TEUEHHE OJHOTO HEMPEPHIBHOTO
TEXHOJIOTUYECKOTO ITUKJIA M3 TEPMOIUIACTHYHOTO T'paHyiiaTa GOPMHUPYIOTCS YIIAKOBKH, KOTOPHIE
HATOJHSIOTCS TPOJYKTOM W TepMETH3UpYyIoTcs. Bce 3TH omepanym HpoBOISTCS B Ipenenax
OJIHOTO aBTOMATUYECKOTO KOMILJIEKCA. Y CTPOMCTBO "'BbIYBaHUE - HAIIOJIHEHHUE - TE€PMETH3ALUS
HCII0JIb3YEMOE B aCENTHUYECKOM MPOU3BOACTBE M MMeromiee 30Hy A ¢ 3(pPEeKTUBHBIM MTOTOKOM
BO3/yXa, MOXET ObITh YCTAHOBJICHO, MO KpaiiHel Mepe, B 30He C MpH yCIOBUU HCIIOJIB30BAHHS
MEepPCOHAJIOM OJIeXIbl, nmpuMeHsiemMoi B 30Hax A u B. Okpyxkaromias cpea B OCHalEHHOM
COCTOSIHWM JIOJDKHA COOTBETCTBOBATH YCTAHOBJICHHBIM TpPEOOBAaHUSM [0 4YacTULAM H
MUKPOOpPraHW3MaM, a B OKCIUIyaTHPYEMOM COCTOSIHHM - TOJIBKO 10 MHKPOOPTaHH3MaM.
YcrpolicTBO "BBIlyBaHHME - HANOJIHEHHE - TepMETU3alMs , HCIOJIb3yeMOE€ B IPOU3BOJICTBE
MPOIYKTOB, IMOJISKAMUX (PUHUIIHOW CTEPUIIM3AINH, JOJDKHO YCTAaHABIUBATHCS, MO KpaiHeH
Mepe, B 30He D.

27. YauTeiBasi 0COOCHHOCTH TOW TEXHOJIOTHH, CJISAyeT 00paTHTh 0c000¢ BHUMAHUE Ha!

- KOHCTPYKIIHIO U aTTeCTalllo 000pyI10BaHUS;

- aTTeCTaIlMI0 U BOCIPOU3BOIUMOCTD MPOIECCOB "0YMCTKA Ha MeCTe" M "CTepHiIn3aIus Ha
mecte";

- TapaMeTpbl YUCTOrO NMOMEILEHHUS, B KOTOPOM YCTaHOBJIEHO 000pY/I0BaHUE;

- oOyueHue onepaTopoB U UX OJCKIY,

- JIEMCTBUSA B KPUTHUYECKOW 30HE O0OOpPYJOBAaHWs, B T.4. BHITIOJHEHHUE IOJCOCTUHCHUN U
cOOpPKH B aCeNITUYECKUX YCIOBHSX JI0 Hadasla HAIIOJTHEHHS.

[IpoxykTsl, nouiexaniue GUHUITHON CTEPUITU3ALIUN

28. TloarotroBka KOMIIOHEHTOB IIEPBHUYHOW YIAKOBKH W JPYTHX MaTepHalioB |
MPUTOTOBJIEHNE OOJIBIIMHCTBA MPOJYKTOB JIOJDKHA TPOBOJUTHCS, 1O KpaliHEeW mepe, B 30HE D,
9TOOBl OO0ECHEeYuTh JOCTAaTOYHO HU3KUM YPOBEHb 3arps3HEHHs] MHUKPOOpPraHU3MaMu H
JaCTulaMn 1epca CTaausaiMu (bl/IJ'IBTpaIII/II/I H CTCpUIIM3alnH. HpI/I IMMOBBIIICHHOM PHCKE
3arpsA3HeHUsT MUKPOOpraHu3Mamu (Harpumep, KOTAa MPOIYKT SBISETCS XOPOIIEH MUTATeIbHON
CpCI[OI\/’I AJIL MUKPOOPTraHU3MOB WJIM OH JOJDKCH XPAHUTHCA B TCUCHHUC AJIUTCIIBHOIO BPECMCHU 110
CTepPWIM3ALMK, WM TIPOLECC TMPOBOJAT, B OCHOBHOM, B HE3aKpPHITOM 00OpYIOBAHHM)
TEXHOJIOTMYECKUE OTIePALIUH CIIEAYET MPOBOAUTH B 30HE C.

29. HamosHeHHWe MPOAYKTaMH, MOJICKAMMUMA (HHANITHONW CTEPHIIM3AIUH, JOJDKHO
MIPOBOJIUTHCS, TIO KpaitHel mepe, B 30He C.

30. [Ipu NOBEIIIEHHOM PUCKE 3arpsi3HEHHUS TPOIYKTa OT OKPYXKAIOIIEH Cpelibl, Halpumep,
€CJIK OIl€pallMy HAIIOJHCHHA IHMPOXOOAT MCAJICHHO HJIM YIIAKOBKH HMCIOT IIWPOKOEC ropJyo, WJIn
nux HCO6XOHI/IMO ACPKATb OTKPBITBIMU 0ojiee HECKOIBKHX CCKyHA a0 TIcpMETHU3AlUU,



HaIOJIHEHUE JIOJDKHO TPOBOJUTHCS B 30HE A, Haxoisielcs, Mo KpadHed mepe, B 3oHe C.
[IpuroToBiiecHHE M HANOJHEHUE Ma3siMH, KpPEMaMH, CYCIEH3USAMU W OHMYJbCUSMH TMEPE]
(UHHUITHOW CTePHIIM3AIeH CIeayeT, KaK MPaBmio, MPOBOIUTH B 30He C.

AcenTuyeckoe Mpou3BOJCTBO

31. Omepanuu ¢ KOMIIOHEHTAMH TIEPBUYHON YIIAKOBKH W JAPYIHMMH MaTepHalIaMH ITOCIIE
MOMKHM JIOJKHBI TPOBOJIUTHCS, MO KpaiiHell Mepe, B 30He D. Omepamumn co cTepuIbHBIMU
HCXOJHBIMH MaTrepuajaMd M KOMIIOHEHTAMHM, €CIM Ha ITOCIEAYIOLIIMX CTaIusiX IMpolecca He
IpelycMOTpeHa HX CTepuiau3auus Wik (QuibTpauus yepe3 QUIbTPBI, YASP’KUBAIOIINE
MHUKpPOOPIaHU3MBbl, JOJKHBI IPOBOIUTHCS B 30HE A, Haxoadieics B 30He B.

32. IIpuroToBiIeHNE PACTBOPOB, KOTOPHIE B XOJI€ TEXHOJOTHYECKOTO IMPOIECcca MOJIeKAT
crepuim3ymomei ¢uibTpanuu, OODKHO npoBoauThess B 30oHe C. Ecmu ¢dunprpamms He
[pelyCMOTPEHa, MPUTOTOBJIEHUE MAaTEPUAJIOB U MPOIYKTOB JOJKHO MPOBOJUTHCS B 30HE A,
HaxoJsiielcs B 30He B.

33. Omepanuu 1o nepepadOTKe W HAMOJIHEHHWIO TPUTOTOBJICHHBIX B AaCENTHYECKUX
YCIIOBUSAX MPOAYKTOB ClIeIyeT MPOBOAUTH B 30HE A, Haxojs1ieics B 30He B.

34. TpaHCHOPTHPOBAaHWUE YACTUYHO 3aKPBITHIX IEPBUYHBIX YIIAKOBOK, HAIpHUMEp, TPH
TUO(UIBHON CyIIKe, JOJDKHO JI0 3aBEpIICHUS YKYIOPKH IPOBOJUTHCA OO0 B 30HE A,
Haxojselcs B 30He B, 10O BBIMOJHATBECA B TEPMETHUHBIX IE€PEIAaTOUYHBIX YCTPOMCTBAX,
nepemMeniaeMbIix B 30He B.

35. IlpuroToBieHHEe W HANIOJHEHHWE CTEPHIIBHBIX Ma3eil, KpeMOB, CYCIIEH3UH U AMYIbCUN
JOJKHO TPOBOJIUTHCS B 30HE A, Haxojnsuleiicss B 30He B, B Tom ciydae, korja mpoayKT
HAXOJUTCS B OTKPHITOM BHUJIE€ U HE MOJICKUT MOCIEAYOEN GUIbTpariu.

[Iepconan

36. B 4mCTBIX 30HaX JOIYCKAETCS HAXOXKJIEHHE TOJIBKO MHUHUMAJIBHOTO HEOOXOJUMOTO
KOJIMYECTBA NepcoHaa. IT0O 0COOEHHO Ba)KHO JJIsl acENTUYEeCKOro npousBojacTBa. [IpoBepku u
KOHTpPOJIbHBIE OIEpaluy ClIeyeT, MO0 BO3MOXHOCTH, MPOBOJAWUTH, HAXOASCh 3a MpeiesaMu
YHUCTHIX 30H.

37. Bech mepconan (B T.4. TMEpPCOHAN, 3aHATHIA OYHUCTKOW W  TEXHUYCCKHM
oOcnyXuBaHUeM), pabOTAIOIIMii B TAaKUX 30HAX, JOJDKEH MPOXOJUTh CHCTEMAaTHYECKOES
oOyueHue 1Mo BOIpocaM MPOU3BOJACTBA CTEPUIIBHBIX MPOAYKTOB, BKJIIOYAsi TUTHEHY U OCHOBBI
Mukpoouonoruu. Cneayer oOpatuth 0co0O€ BHMMAHME HA HUHCTPYKTaX M KOHTPOJb 3a
paboTHUKAaMH, HE MPOLIEAIINMU 00yYEeHHsI, HO KOTOPbIM HEOOXOJAUMO BXOJUTH B YHCTYIO 30HY
(Hampumep, JUI[AM, 3aHATHIM B CTPOUTEIILCTBE HIIM TEXHHYECKOM OOCITY)KHBAHHUH).

38. He normyckaeTcst BXOJT B 30HBI CTEPHIILHOTO IPOM3BOJICTBA ITEPCOHANA, pa0OTAOIIETO C
MaTepuajaMd M3 TKaHEHd JKMBOTHBIX WM KYJIbTYpaMH MHKPOOPraHU3MOB, KOTOpbIE HE
HCIOJIb3YIOTCSl B TEKYIIIEM TEXHOJIOTMYECKOM IPOIIECCE, 3a UCKIIOUEHUEM OCOOBIX CIIy4aeB, MpU
KOTOPBIX HEOOXOAUMO COOIIOACHNE CIIEUAIbHBIX HHCTPYKLUHM AJIs1 BXOJIa B 3T 30HBI.

39. HeoOxoauMo BHITIONHATH TpeOOBaHMSA K JIMYHOW THTHeHEe M 4ucrore. [lepconarn,
3aHATHIA B IPOU3BOJICTBE CTEPUJIBHBIX IIPENapaToB, JOJDKEH 3HATh MOPSAO0K OIOBEIEHUs
pyKkoBoicTBa (CiIyKObI KauecTBa) 0 JHOOBIX (haKTOpax, KOTOPbIC MOTYT MPUBECTH K TOBBIIICHUIO
YPOBHSI 3arpsi3HEHUs] CBEpX JIOMYCTUMON HOpPMbI (KaKk IO KOJHYECTBY, TaKk H IO
pasHoBuaHOCTsIM). ClielyeT OpraHiu30BaTh KOHTPOJIb COCTOSIHUS 3/I0POBBs MepcoHaia. Pemenue
O Mepax B OTHOIICHMM II€PCOHANA, KOTOPbIM MOXET CTaTb MCTOYHUKOM MHUKPOOHOTO
3arpsi3HEeHUs, JOJKHO IPUHUMATHCS CTIEUaIbHO HA3HAYEHHBIM JIULIOM.

40. B 4uCTBIX 30HaX MEPCOHANY 3alpeliaeTcss HOCHTh HAPYYHBIE Yachl U IOBEIUPHBIE
YKpalleHus, a TAKKe MPUMEHITh KOCMETHUKY.



41. [lepeoieBaHuE U MBIThE CIIEAYET BBIIOJHATH B COOTBETCTBUH C MHCTPYKIUSMU, YTOOBI
CBECTM K MHMHHMMYMY PHUCK 3arpsi3HEHUS OJEXK[bl, IPEJIHAa3HAUEHHOM HJs YMCTBIX 30H, U
BHECEHUS 3arpsI3HEHUS B UUCTHIE 30HBI.

42. Opexna U ee KadecTBO JIOJDKHBI COOTBETCTBOBATh TEXHOJOTHMUYECKOMY IIPOIIECCY H
TUIy 30HbI. E€ Hy)KHO HOCUTH TaK, YTOObI 00ECIEUUTD 3alUTY IPOIYKTa OT 3arps3HEHUH.

43. K onexJie, mpeHa3HAYeHHOW IS 30H PA3JIMYHBIX THIIOB, TIPEABSIBISIIOTCS CIICTYIONIHIE
TpeOOBaHUS:

- 3ona D: ronoBHo#t yOop J0JKEH 3aKpbIBaTh BOJOCHL. bopoxa (mpu ee Hanu4Yum) Takke
JOJKHA OBITh 3aKphITa CHelHalbHOM Mackoil. CieayeT HOCUThH 3aIlUTHBIM KOCTIOM OOIIEro
Ha3HA4YCHHS, COOTBETCTBYIONIYIO OOYyBh WM Oaxwiibl, HaJeBaeMble MOBEpPX OOyBH. JlOJKHBI
OBITh IPUHATHI MEPBI JUIsl IPEJOTBPAICHHS IPOHUKAHUS JIFOOOTO 3arps3HEHUs] B UUCTYIO 30HY
U3BHE.

- 3ona C: rojioBHO#M yOOp JOJDKEH 3aKpbIBaTh BOJIOCHL. bopona u ycel (IpU MX HAIWYUH)
TaKKe JOJDKHBI ObITh 3aKpbITHL. ClieyeT HOCHTh KOCTIOM (KOMOMHE30H WM KypTKa - OpIOKH),
IUIOTHO OOJIEraromuii 3amsicThsi, ¢ BOPOTHUKOM-CTOMKOH M COOTBETCTBYIOUIYIO OOYBb WIIU
Oaxuibl. Oznexaa u 00yBb HE JIOJDKHBI BBIAESATH BOJIOKOH MJIU YaCTHII.

- 3oubl A 1 B: rosioBHO# y0Oop 10JIKEH NOJHOCTHIO 3aKPhIBaTh BOJIOCH, @ TaKXKe O0poay 1
yebl (pu ux Hanmuuun). Kpas roJloBHOro yoopa JO/DKHBI ObITh yOpaHbI M0 BOPOTHUK KOCTIOMA.
Cnenyer HOCUTh MacKy, 4TOObl MpPEAOTBPATUTh PACIPOCTPAHEHHE Kallelb, CTEPUJIbHBIE,
HCOMY/APCHHBIC  PE3WHOBBIC WM  TOJMMEPHBIC  MEPYaTKd W CTepwibHble  (WiH
ne3uHGUIMPOBaHHbIe) Oaxmibl. HuKHsIS 4YacTh IITAaHWH JOJDKHA OBITh 3ampaBiieHa BHYTPb
0axuii, a pyKaBa OJIeXkJbl - B IEpUaTKU. 3alIUTHAs OJIEXKAA HE JIOJDKHA BBIJIENSTh BOJIOKOH WU
YacTHUIl U JIOJDKHA YEP>KUBATh YaCTUIIbI, OTAEISIOLINECS OT Tena.

44. HapyxHas oAeXJa He JOJDKHA MOMajgaTb B KOMHATHI JJISl [I€pEOJIeBaHusl, BEAYIIHE B
30HBI B 1 C. Kaxnpiii paboTHuk B 30Hax A u B nomkeH ObITh 00ecIiedeH YHCTOW CTePUITbHOM
OJIKI0M (CTEPUIIN30BAHHON WIIM MPOIIEAIICH HEOOXOIMMY0 00paboTKy) Ha KKy CMCHY.
Bo Bpems pabGoThl mepyaTku caeayeT peryispHo Ae3UHPUIMPOBaTh. Macku U epuaTKy CIelyeT
MEHSITh, 10 KpallHEW Mepe, KKy CMEHY.

45. Tlpu obOpaboTke W OOpameHHH C OACKIOW JUIsl YHCTBHIX MOMEIICHUN JTOJDKHO OBITh
UCKJIIOYEHO HAKOIUIEHHWE 3arpsi3HEHU, KOTOpble MOTYT OT HE€ BIOCIEACTBUM OTIEIUTHCS. DTH
omnepanuy CIEQyeT BBIIOJHATH B COOTBETCTBUU C HHCTpYyKUusAMHU. JKenareabHO HMETh
OTIEJbHBIC YYaCTKH JUIsi TMOATOTOBKM Takod opexisl (mpauyeunsie). [Ipu HempaBHIbHOM
MOATOTOBKE OJICXK/IbI MOTYT MOBPEXIAThCsl BOJIOKHA TKAHU U YBEJIIMYMBAETCS PUCK OTIEJICHUS
YaCTHULI.

Tlomentenusa

46. JInst Toro 4ToObl CBECTH K MHHUMYMY OTJICJICHUE YAaCTHUI[ HJIM MUKPOOPTaHU3MOB WIIH
UX HakoIUIeHue, 0O0ecne4YuTb BO3MOXKHOCTh MHOTOKpaTHOW 0OpabOTKM MOIOLIIUMHU U
NE3UHPUIUPYIOMKUMEI CPEACTBAMHU, BCE OTKPBITHIC MOBEPXHOCTH B YHUCTHIX 30HAX JOJKHBI OBITH
IJIaIKUMU, HEPOHUIIAEMBIMU, 0€3 TPEIIUH 1 U3JIOMOB.

47. YtoObl yMEHBIIUTh HAKOIUICHHE MBLIM M OOJIETYUTh OYHUCTKY, B TOMCIIECHUU HE
JOJDKHO OBITh TPYAHOJOCTYITHBIX JJII OYMCTKH MecT. KOonud4ecTBO BBICTYMAKOIMMX 4YacTel
000pyI0BaHUsI, TOJOK M CTEIUIAXEH IOJDKHO OBITh MUHUMAJIbHBIM. KOHCTpyKIus 1Bepei
JOJDKHA MPEyCMaTPUBATh OTCYTCTBUE TPYIHOJOCTYITHBIX JJIsi OYMCTKU MecT. [1o aToi mpuinHe
MIPUMEHEHHE PA3JIBIXKHBIX JIBEPEU MOKET OBITh HEKEIATSIbHBIM.

48. TlonBecHbIe IOTOJKH JIOJDKHBI OBITh TEPMETHYHBIMH C IIEIBIO IMPEAOTBPAIICHUS
MOTAIaHuUs 3arPS3HEHUS U3 IPOCTPAHCTBA HAJl HUMH.

49. MoHTaX TpYyOOIIPOBOJIOB, BO3JYXOBOJOB U JPYroro OOOPYAOBAHHS CIEAYET
BBITIOJTHATH TaK, YTOOBI HE OBUIO TPYJHOAOCTYITHBIX JIJISi OYMCTKH 30H U TIOBEPXHOCTEH, a TaKkKe
HETEPMETUYHBIX MECT.



50. 3ampemaeTcs ycTaHABIUBATh PAKOBUHBI M CIIMBEI B 30HaX A u B, ncnonp3yembIx s
acenTUYeCKOro MNpOM3BOJACTBA. B 1pyrux 30Hax cieayer IpenycMaTpuBaTh paspblB CTPYH
MEXKIY 00OpYyJIOBaHMEM M KaHAJIM3alHMOHHOW TpyOo# (BopoHkoii). Ilpu ynmaneHuun CTOKOB B
YHUCTHIX OMEIIECHHUIX 00JIee HU3KUX KIIACCOB CIIEAYET IPeayCMaTPUBATh TpaIbl (THIPO3aTBOPHI)
U1 TIpeIOTBpalleHus: 00paTHOTO MOTOKA.

51. Komuatsl (OMEIICHUs) VISl TIePEOACBaHMs JODKHBI IIPOSKTUPOBATHCS MO MPHHIUITY
BO3JIyIIHBIX 1UTI030B. OHU JOJKHBI 00ecneunBaTh (PU3MUECKOoe pa3JesieHue pa3InyHbIX ATAloOB
nepeoJieBaHusl, 4YTOObl CBOJUTh K MHUHUMYMY 3arps3HEHHE TEXHOJIOTHUYECKON OIeK/bl
YacTULIaMU M MHUKpOOpraHusMaMu, U 3(pdekTuBHOE OOTEKaHHWE IOMEIIEHUH IOTOKOM
OTQWILTPOBAHHOTO BO3/yXa. 30HA Tepel BBIXOJOM U3 KOMHAThl (IMOMEIICHHUS) IS
[EpPEe0ICBaHUs B OCHAILIEHHOM COCTOSIHUM JIOJKHA UMETh TOT € KJIACC YUCTOTHI, YTO U 30HA, B
KOTOpPYIO OHa BeAeT. B HEKOTOpBIX cilydasx Uil BXOJAa B YMUCThIE€ 30HBI M BBIXOJAa M3 HHUX
1esIeco00pa3HO MMETh OT/CIbHbIC KOMHATHI (MOMEIEHHS) VIS IEPeoIeBaHus. Y CTpOCTBa st
MBIThSl PYK CIIEyeT, KakK IpPaBUJIO, YCTaHABJIMBAThb TOJIbKO B IEpelIHENd YacTH KOMHAThl
(moMerieHus) I IEpEOICBaHMS.

52. OGe aBepu BO3JIYNIHOTO IIIIKO3a HE JOJDKHBI OBITH OJHOBPEMEHHO OTKPBITHI. Jliist
MIpeI0TBpAILlEHUs] OTKPbIBaHUS O0Jiee YeM OJIHOM IBEPH OJTHOBPEMEHHO CleAYeT MPeayCMOTPETh
cucTeMy OJIOKMPOBKH WIIM ONIOBeIeHHs (BU3YalbHYIO U/UIIK 3BYKOBYIO).

53. Cucrema BEHTHJISIMN JIOJDKHA TIOAICPKUBATH TTOJIOKHUTENBHBINA TIepenal JaBJIeHUs 110
OTHOIICHUIO K OKPY)KaIOLIUM 30HaM 0oJiee HU3KOTo KJjlacca U COOTBETCTBYIOIIMM MMOTOK BO3yXa
P BCEX YCIOBHUSX (YHKIHMOHMPOBAHMS, a Takke HPPEKTUBHOE OOTEKAaHHUE BO3AYXOM
KOHTpoJupyeMoi 30HbI. CocelHuE MOMENICHHs pa3iIMyYHbIX KJIacCOB JOJDKHBI UMETh Iepenaj
nasnenus 10 - 15 [a (pekomenayemsbiii auamna3oH). Oco60e BHUMAHUE CISIYET YACIATh 3aIlUTe
30H C OOJbIlIEH CTENEHbIO PHUCKA, T.€. HEMOCPEICTBEHHOMY OKPYXEHHUIO OTKPBITOIO MPOAYKTa
WM KOMIIOHEHTOB, KOHTAaKTUPYIOIIMUX C MpoayKToM. IIpu paboTe ¢ HEKOTOPHIMU MaTepualaMu
(maToreHHBIMH, BBICOKOTOKCHYHBIMH, PAIMOAKTHBHBIMH W TIp.) WIH JKHBBIMH BHPYCaMH,
OaKkTepusMU U MpernapaTaMu U3 HUX MOTYT ITOTPeOOBaThCs ClIEUANbHbBIE CIIOCOOBI OTOTOBKU
BO3JlyXa U obecreueHus nepenaja gaBieHus. i1 HEKOTOPHIX onepanuii MOXKeT MoTpedoBaThCs
JEKOHTaMHUHAIMS 000pyA0BaHUs U 00pabOTKa yJaasieMOro BO3IyXa.

54. Cnenyer HarJIsSIHO TIOKa3aTh, YTO HANpPaBJIECHUE BO3AYIIHBIX IOTOKOB HE MPEACTaBISAET
pUCKa s 3arpsi3HEHUsT NpPOJYKTa, HANpUMEp, CJIEAYyeT YAOCTOBEPUTHCS, 4YTO B 30HY,
MPEJICTABIISIONIYI0O HauOOJIbIIMI pUCK JUIsl KauecTBa MPOAYKTa, C BO3AYIIHBIM IMOTOKOM HeE
MOCTYNAIOT YacTHIbl, HMCTOYHMKAMH BBIIEICHUS KOTOPBIX SIBISIFOTCS OOCTYKUBAIOLIUN
IIepCcoHal, BBINOJHAEMAs Olepalys Ui 000pyJoBaHHeE.

55. Cnengyer mpeayCMOTpPETh CHUCTEMY aBAPUUHOTO OIOBEIICHHS 00 OTKa3e CHUCTEMBI
MOATOTOBKM BO3JlyXa, YCTAHOBUTH JATUMKU IEpernaja JaBiICHHUS MEXIy 30HaMU TaMm, I/Ie 3TO
MMeeT Ba)KHOE 3HaueHue. 3HaueHus Mepernaga AaBieHUs HEOoOXOJUMO PEryIspHO 3alUChIBAaTh
WM IOKYMEHTHUPOBATh UHBIM CIIOCOOOM.

Ob6opynoBanue

56. JIeHThI KOHBEIEPOB HE JIOJDKHBI TIEPECceKaTh Pa3IeTuTeNIbHBIN Oapbep MEX Iy 30HaMu A
unu B u mpon3BOCTBEHHON 30HOM ¢ MEHBIIIEH YMCTOTOM BO3/1yXa, €CJIM TOJBKO caMma JICHTa HE
MOJIBEPraeTcsi HeMPEePhIBHOM CTepriIn3aliuy (HanpuMep, B TYHHEIE CTCPUITU3AINHN).

57. KoHCTpyKIMs, YCTaHOBKa U pAacCIOJ0XEHHEe O000pyaoBaHus, (QUTUHIOB (MecCT
COC/IMHCHHUSA) W 30H OOCIY)KHMBaHUS JIOJDKHBI TPEIyCMATPUBATh BO3MOXKHOCTH pabOThI C
00Opy/IOBaHHEM, €ro TEXHUYECKOTO OOCITYXMBAaHHS M PEMOHTAa CHAPYXU YUCTOM 30HBL. B
cilydae He0OX0IMMOCTH MPOBEICHUS CTEPUIIM3ALMU €€ CIIEYET BBIIOJHATh OCIE MAKCUMAJIBHO
MOJTHOM Pa30opKu 000pymoBaHUS (HACKOJIBKO 3TO BO3MOIKHO).

58. Ecnu mpu mpoBeNeHHH TEXHUYECKOTO OOCITY)KHBaHUS WM PEMOHTa 00OpYyHIOBaHUS,
HAXO/SIIEr0Cs B YMCTOM 30HE, ObUI HAPYIICH YPOBEHb YHUCTOTHI (CTEPUIIBHOCTH), TO TMEPE/



BO300OHOBJICHMEM  TPOU3BOJCTBA  CJICAYET  BBINOJHATH  COOTBETCTBYIOIIYIO  OYHCTKY,
ne3uH(EKIHIo M/WIN CTePUITH3ALUIO0 9TOT0 000pYI0BaHUs (30HBI).

59. TMonyuenue BOJBI TPEOYEMOIro KauyecTBa JOJDKHO IIPEIYyCMATPHBATHCS MPOCKTOM,
KOHCTPYKIII/IGI\/’I, MOHTaXXOM H TEXHHUYCCKUM O6CJ'IY)KI/IB3HI/IGM CHUCTEM IIOAI'OTOBKH U
pacnpenenenus Bobl. He momyckaercs skcrutyartaims 000pyIOBaHHUs TOATOTOBKU BOJIBI CBEPX
HpOGKTHOI\/II MOIITHOCTH. HpI/IFOTOBJ'IeHl/Ie, XpaHCHHUEC W pacClnpeaAcIiCHUC BOABI IJIA I/IH'BCKIII/II\/II
CJICAYCT BBIIIOJHATL TakK, 4TOOBl HCKJIFOYUTE POCT MHKPOOPraHu3MOB, HAIPUMEP, 3a CYUET
MOCTOSTHHOM IUPKYIISIIUHU BOJIBI Tpu Temrieparype Boimre 70 °C.

60. Bce kputuueckoe o00opydoBaHHE (CTEPHIM3ATOPbI, CHUCTEMbI MOJTOTOBKH H
(bl/IJ'IBTpaIII/II/I BO3yXa, BO3AYIIHBIC U I'a30BbIC (bl/IJ'[BTpBI, CHUCTCMbI IIPUT'OTOBJICHUA, XPAaHCHUA U
pacnpeaciCcHus BOAbI U Hp) IIOJIC)KUT arTeCcTalun (I/ICHBIT&HI/I?[M) " IIJIAHOBOMY TCXHUYCCKOMY
oOcnyxuBaHuio. Ero noBTOpHBIN BBOJ B J€MCTBUE NOJIKEH OBITh Pa3pellieH B YCTAaHOBICHHOM
MOpsJIKE.

Ouncrka u ne3uHpeKuns

61. Ocoboe 3HadeHHWE MMeeT 00pabdOTKa YHCTHIX MOMEUICHHH, KOTOPBIE IOJDKHBI OBITH
TIIATEIBHO OYHIICHBI B COOTBETCTBHHM C HWHCTpyKIuen. [Ipm mpoBeneHun nesmHpeKnuu He
CIIE[yeT OTPaHUYMBATHCS MPUMEHEHHEM TOJBKO OJHOTO AC3MH(HIMpYIOmEro cpencrsa. s
OoOHapyXeHHS YCTOMYMBBIX INTAMMOB MHKPOOPTaHM3MOB B TIOMEIIECHUH CJEIyeT MPOBOIHUTH
peryiaspHbIii KOHTPOJIb.

62. CiemyeT KOHTPOJIHMPOBATH MHUKPOOHOE 3arps3HEHHE MOKOIUX M JE3UHPHIMPYIOMIHX
cpeactB. PacTBOpbl NOJDKHBI HAXOJUTHCS B TPEABAPUTEIHHO OOpaOOTaHHBIX KOHTEHHepax.
XpaHeHHue pacTBOPOB, JUIA KOTOPBIX HE TPEIyCMOTPEHa IIOCIEeAyIomas CTepHIN3alns,
JOITyCKAeTCsl TOJIBKO B TEUCHHE OIPENIEIEHHOTO Tepuona BpeMeHu. B 3onax A u B cienmyer
MPUMEHSTH TOJILKO CTEPHIIbHBIE MOIOIINE U JIE3UH(PUIINPYIOIINE CPEICTBA.

63. C menpio yMEHBIIECHUS] MHUKPOOHOTO 3arpsi3HEHUs HEJAOCTYITHBIX IJISi OYUCTKH MECT
MOYET MCIIOJIb30BaThCs ra3oBast ne3uHbexius (Gpymurarms).

TexHonornveckuii mpouecc

64. Ha Bcex cTamusx MPOM3BOJCTBA, B T.4. HA CTAAUAX, MPEAIICCTBYIOIINX CTEPHIN3AIIH,
ClIeIyeT IpelyCMaTpUBaTh MEPHI M0 IPEIYINPEXKICHUIO 3arpsi3HEHUS.

65. He nomyckaercsi MPUTOTOBICHHE JIEKAPCTBEHHBIX CPEICTB MHKPOOHOJIOTHYECKOTO
MIPOMCXOXKICHNUSI WM HAIMOJHEHWE MMM B 30HAX, HCIOJIb3YEMBIX JUIsl NMPOU3BOJICTBA JIPYTHUX
JIEKapCTBEHHbIX cpeacTB. Onepaluy HANOJHEHUS BaKUMHAMU YOUTBIX OPraHu3MOB HIIH
AKCTpAaKTaMH OaKTepuil MOCiie UX MHAKTUBALMU MOTYT ObITh IIPOBEJIEHBI B TE€X K€ MOMEILECHUSIX,
YTO U OIEpally HAllOJHEHUS APYTUMHU CTEPUIIbHBIMU JIEKAPCTBEHHBIMH CPEJICTBAMHU.

66. Ilpu arrectraiuu (KCIBITAHUAX) ACCNITUYECKOTO IIpoIlecca CIEAyeT MPOBOJHUTH €ro
UMHTAIMIO C HKCIOJIb30BAaHUEM MHUTATENIbHON cpeibl (HamosHeHue cpenamu). [lpu BbIOOpE
MUTATEJIbHOM Cpefbl CIIEAyeT Y4YUThIBaThb BHJ JIEKAPCTBEHHONM (OPMBI U CEIEKTUBHOCTbD,
MPO3PaYHOCTh, KOHIIEHTPAIUIO U IPUTOJHOCTh 3TOM MUTATEIBHON CpeJibl Ul CTEPUIIN3ALINU.

67. mutamust mporecca JODKHA KaK MOKHO 0o0Jiee TOYHO OTpaKaTh TEKYLIMH IpoIece
aCeNnTUYECKOT0 IPOM3BOJICTBA M BKIIOYaTh B ce0sl BCE €ro KPUTUYECKUE CTaJuH, a TaKxkKe
YUUTBHIBaTh pa3JIMyHble BO3JEHCTBUS HA MPOIECC, KOTOpPbIE BO3HHUKAIOT B TEKYILIEM
IIPOM3BOJICTBE, U CUTYallUU 'HAUXYJIIEro ciyyas .

68. Mmutanuio mpoiiecca ¢ MCIOJIb30BaHHEM ITUTATENLHBIX CPEJl CISNYET MPOBOIUTH MPH
[IEPBOHAYAIILHOM aTTeCTallMM IIpolecca CTepUIM3alud, B XOJE€ KOTOpPOM JOJKHBI OBITh
MIOCJIEIOBATEIBLHO MPOBEJACHBI TPU YCIELIHBIX UCIBITAHUS Ul KaXJ0H CMEHbl omnepaTopoB. B
JaJlbHEHIIEM Clie[lyeT MOBTOPSATh HCIBITAHUS Yepe3 OIpeAeieHHble HWHTEpBaJbl BPEMEHH, a
TaK)Ke MOCJIE JTFOObIX CYIIECTBEHHBIX U3MEHEHUHN B CUCTEME BEHTWISALUU U KOHIUIIUOHUPOBAHUS
BO3/lyXa, OOOpYAOBaHUM, Ipolecce MIM KOIM4decTBe CMeH. Kak NpaBuilo, HUCHBITAHUSA C



HCII0JIb30BAHUEM IUTATENbHBIX CpPEJ CIEeNyeT MOBTOPAThH JBa pa3a B Ioj Ul KaXKIOW CMEHbI
ONEepaTOpPOB U KAXKJOTO MpolLiecca.

69. Uncno nepBUYHBIX YIIAKOBOK C MUTATEIBHONW CPEOil JOIDKHO OBITh JOCTATOYHBIM JUIS
IIOJIY4YEHUsI JOCTOBEPHOW OLIEHKU. /[l ManmbIX cepuid 4YHCIO IEPBHYHBIX YHNAKOBOK C
MUTATENIbHON cpefod JOJKHO ObITh, KaKk MHUHHUMYM, PaBHO pa3Mepy CEpUU MNPOIYKLHUU.
HcnpiTanus npoBOJATCS C LEIbI0 MPOBEPKU OTCYTCTBUS POCTa MUKPOOPTraHHW3MOB, HPU ITOM
JIOJI’KHBI BBITIOJHSATHCS CIIEAYIOIINE YCIOBHUSL:

- npu HamomHennn MeHee 5000 ex. mnpoayknmm HE JODKHO OBITH HH  OIHOM
KOHTaMHUHUPOBAHHOM €TUHUIIBI;

- mpu HanoaHeHnu ot 5000 mo 10000 ex. mpoyKIww:

a) TPOBOJUTCS KCCIICJAOBAHUE MPUYMH U TMOBTOPHOE HAMOJHEHHE C HCIHOJIb30BaHUEM
MUTATEJILHOM cpesibl, €clii OOHapYKEeHa 0JJHa KOHTAMUHUPOBAaHHAs €IUHULIA;

0) MPOBOAMTCS HCCICIOBaHME NPUYMH M TOBTOPHAs arrectaiys (HCHOBITAHUSA), CSCIIH
0OHapyXeHbI JIB€ KOHTAMUHUPOBAHHbIE €TUHULIBI;

- mpu HanoiHeHuu Oostee wem 10000 en. mpoayKIuu:

a) TIPOBOJUTCS HCCJICIOBAaHHE TMPUYUH, €CIM OOHapy)KeHa OJHa KOHTAMHHUPOBAHHAS
€IMHHULIA;

0) MPOBOAMTCS HUCCICIOBAaHHE MNPUYMH M TOBTOPHAs arrectaiys (HCHOBITAHUSA), CSCIIH
0OHapyKEHbI JIB€ KOHTAMUHHUPOBAHHBIE €TUHUIIBI.

70. ITpu mroOoM 4YHcCIe MEPBHYHBIX YIMAKOBOK C MHUTATENBHON CPENoi MEepHOIMYECcKOe
MOSIBJIEHME MHUKPOOHON KOHTAMUHAIMM MOXKET YKa3blBaTb Ha HaJIWyue HEOOJbIINX
3arpsi3HEHUI, KOTOpble JOJDKHBI OBbITh paccienoBaHbl. [lpm oOHapyXeHMM 3HAYUTEIbHOU
MUKpPOOHON KOHTaMHHALIUM CIEAYET PacCMOTPETh UX BO3MOYKHOE BIUSHUE HA CTEPUIILHOCTH
Cepuid, BBINYIIEHHBIX MOCIE MPOBEACHUS MOCIEIHUX YCHEIIHbIX HUCIBITAHUM C HAIOJHEHHEM
MUTATEJIbHBIMU CPEAAMHU.

71. [TIlpoBemenue arrectanui (MCIBITAHWI) HE JOHDKHO BHOCHTH TIOMEXH B
TEXHOJOTUYECKHI TTpoLIeCC.

72. VicToyHMKH BOJIOCHaOKEHUs, 00OpYyJOBaHWE IOATOTOBKM BOJBI M IMPHTOTOBICHHAS
BOJa IMOJUIEKAT pPErylsipHOMY KOHTPOJIIO Ha HaJIMYUMe XUMHYECKUX M OHOJIOTrHYECKHX
3arpsi3HEHUN Y, B HEOOXOJMMBIX CIIy4asX, Ha SHIOTOKCUHBI. JloJbKHA OBITH OpPraHuW30BaHa
cUCTeMa JOKyMEHTUPOBAHUSI PE3yIbTAaTOB KOHTPOJIS U JIFOOBIX IPEIIPUHUMAEMbIX JEHCTBUM.

73. B 4nCTBIX 30HaX, 0COOEHHO B XOJ€ IMPOIecca aCeNTUYECKOTO MPOU3BOICTBA, JH00ast
NESITeIbHOCTh JIOJDKHA OBbITh CBEACHa K MHHHMMYMY; IEPEIBHKEHHUS IE€pCOHaNa JIOJKHBI
COOTBETCTBOBATh YCTAHOBJIEHHBIM IIPaBUJIAM M KOHTPOJHPOBATHCS C LEIbIO HM30€KaHUs
BBIJICJICHUS! YaCTULl U MHUKPOOPraHW3MOB BCJIEACTBHUE IOBBIIIEHHOW AKTHMBHOCTH IEPCOHAJIA.
VYuuteiBass crnenupuKy MPUMEHIEMOM TEXHOJOTHYECKONW OJCKIbI, CJeIyeT 00eclneunTh
nepcoHaity KoM(pOpTHBIE YCIOBUS MO TEMIEPAType U BIAKHOCTH.

74. MuxkpoOGHOe 3arpsi3HEHUE ChIpbS M HCXOJHBIX MAaTEpUANOB JIOJDKHO OBIThH
MUHUMaIbHBIM. Crnenudukanud Ha HHUX JOJDKHBI BKJIIOYaTh B ceOa TpeboBaHUS K
MHUKpPOOHMOJIOrMYECKON YUCTOTE, €CIM HEO0OXOJIMMOCTh 3TOro ObUIa YCTAaHOBJIEHA B IMpoliecce
KOHTPOJISL.

75. Hcnonp3oBaHWe B YHCTBIX 30HAX Tapbl (YIMAaKOBOK) W MaTEpPHAJIOB, CIIOCOOHBIX
BBIJICIISITH BOJIOKHA, IOJKHO OBITh MUHUMAJIbHBIM.

76. Cnenyer mpUHUMAaTh MEpPhI TO MPEIOTBPAIICHUIO 3arps3HEHHST TOTOBOTO IPOIYKTa
YaCTULIAMHU.

77. Ilpu paboTe ¢ pa3iIMUHBIMU JETANsIMU, Tapod M O00OpYyIJOBaHHEM IIOCIE HUX
OKOHYATEJIbHON OYMCTKU U 00pabOTKH JOJHKHO ObITh UCKIIFOUEHO MX IIOBTOPHOE 3arps3HEHHE.

78. VlHTepBasbl BpEMEHN MEX]Ty MOMKOM, CYIIKOW M CTEpUIIM3AIMEH YIIaKOBKH, JeTalel U
000pyIOBaHUs, a TAKKE MEXAY UX CTEpUIM3ALUEl U UCIIOJIb30BAaHUEM JIOJIKHBI ObITh CBEJECHBI K
MUHUMYMY. JITUTENBHOCTh ATHX HWHTEPBAJIOB JOJDKHA OINPEAEHAThCS C Y4YETOM YCIOBUM
XpaHEHUS.



79. Bpemsi MexIy HaualoM MPUTOTOBICHHS pAcTBOpPa W €ro CTEPHIM3AlMed WM
CTeprIM3yome GpuiabTpanuend T0JHKHO OBITh MHHUMAIBHBIM. J{J1s1 Ka)/I0TO MPOAYKTa CIEAYET
YCTaHOBUTHh MAaKCUMAIILHO JIOIyCTUMOE BPEMsI C y4ETOM COCTaBa MPOJIYKTa M YCTAHOBJICHHOTO
TOPsIIIKA XPaHEHHS.

80. Ilepen crepmnmsamueil ciegyeT ONPEAETUTh HCXOJHOE MHKPOOHOE 3arpsisHEHHUE
Mmarepuana (Ipoaykra), mojuiexamiero crepwmsanun. CieayeT yCTaHOBUTH IpEACNIbHBIC
3HAUCHUsS 3arpsi3HEHMs Marepuana (NMpOJayKTa) HEIOCPEICTBEHHO IIepe] CTepHIIM3aIieH,
KOTOpBIE 3aBHCAT OT 3(P(PEKTUBHOCTH TNPHUMEHSEMOTO METOJla CTEPHIIM3AUU. YPOBEHb
WCXOJHOTO 3arps3HEHHs CIEAYET ONPENeNsaTh Il KaKAOW Cepuu NTPOAYKIMH Kak JUIs
aCeNTUYECKOTO TMPOM3BOJICTBA, TAaK U JJIS TPOM3BOJICTBA MPOIYKIINH, TTOAISKAIICH (GUHUIITHON
crepwim3anui. Ecnmu Ui mporecca CTEpHIM3alid MPOAYKIMH, TOJUIekKamerd (UHUITHON
CTEepUJIM3ALlMH, YCTAHOBJICHBI OoJiee jkecTKue mapametpsl (¢ 3amacom - overkill), To mpoBepku
WCXOJIHOTO 3arps3HEHUST MOTYT IPOBOJUTHCS TEPUOAMYECKH B COOTBETCTBUH C TPaPUKOM
npoBepok. [lpum BeITycKe MPOAYKIMU TI0 TapameTrpaMm CJeIyeT TpPOBEPATh HCXOJIHOE
3arps3HEHHME Ui K&KJIOW  CepuM  TMPOAYKIUH,  BKIOYAB €€ B CHCTEMY
BHYTPHITPOU3BOICTBEHHOTO KOHTPOJIAL. [Ipyn HE0OX0AMMOCTH ClieyeT MPOBOIUTh HCIIBITAHUS Ha
OUPOreHHOCTh. Bce pacTBopbl (0cOOCHHO HWH(DY3MOHHBIC PACTBOPHI OOJBIINX 00BEMOB)
nouiekar  QWIBTPOBAHWIO  dYepe3  (UiIbTpBI,  yIEp)KUBAIOIIME  MHKPOOPTaHW3MBI |
yCTaHaBJIMBAaEMbIE, TI0 BO3MOXHOCTH, HETIOCPEACTBEHHO NEpe ] HANIOJTHEHUEM.

81. Jleranmy, KOMIOHEHTH TEPBUYHON YIIAKOBKH, OOOpYJOBaHWE W JPYrHe MPEIMETHI,
WCTIOJb3yeMble B YHCTBIX 30HAX ACENTHYECKOT'O IMPOM3BOJICTBA, MOJDKHBI CTEPHIIM30BATHCS H
MOCTYNaTh B YUCTYIO 30HY 4Yepe3 TPOXOJHBIC CTEPUIIM3ATOPHI, TEPMETHYHO BCTPOCHHBIC B
CTEHBI, JIMOO TepeaaBaThCsl IPYTUM CIIOCOOOM, 3alUINAIONIMM OT BHECCHHUsS 3arps3HEHHIA.
Heroproune ra3sl JODKHBI TPOXOAUTH Yepe3 GUIBTPHI, 3aIePKUBAIOIINE MUKPOOPTaHU3MBI.

82. DddextuBHOCTH THOOOTO HOBOTO TIpollecca AOJDKHA OBITH TOATBEpXKIEHA IPH
arrecraiuu (ucnbiTanusx). Ee pe3ynbTaTbl MO/DKHBI MOJTBEPIKAATHCS Yepe3 OIpE/ICIICHHbIC
WHTEPBAIBl BPEMEHH, OCHOBBIBASCh Ha ONbITe pabOThl, WJIA TPH BHECEHUH JIIOOBIX
3HAYUTEIHHBIX U3MEHEHHUH B IPOIIECC HITH 000pYyI0BaHHE.

Crepunmzanus

83. Bce mporecchl cTepHiM3aliM  JOJDKHBI OBITH aTTeCTOBaHBL. Tpedyercss ocoboe
BHUMAaHHUE, €CIIU NPUMEHSIEMBIH METOJ] CTEPUIIM3ALMU HE ONKCaH B AeicTByromed @apmakoree
<*> WU MCNOJB3YeTCs ISl MPOJAYKTA, HE SIBISIOIIErOCs MPOCTBIM BOJHBIM WM MacisIHBIM
pactBopoM. [IpeAmouTuTENbHBIM SBISIETCS METOJ TEPMUUYECKOW cTepuim3anuu. B mrob6om
cllydyae METOJ CTEpUJIM3alUU JOJDKEH COOTBETCTBOBATh JIMIEH3MM HA TMPOU3BOACTBO U
PEruCTPaliOHHOMY JI0ChE.

<*> #B GMP EC ykazano - B EBponeiickoit @apmakornee#.

84. lns moboro mpoliecca CTEPUIIM3AIMU CIEAYeT MOoKa3aTh (C MOMOIIbIO (H3MYCCKUX
U3MEPEHHUN M, €CJIM BO3MOYKHO, OMOJIOTHUYECKUX WHIUKATOPOB) €ro MPHUIOJHOCTh JUIS JAHHON
NPOAYKIMU U 3(P(EKTUBHOCTD Uil TOCTHKEHUSI TpeOyeMbIX YCIOBUM CTEpUIM3ALMU BO BCEX
yacTax Kaxzaoro tuma 3arpy3ku. COOTBETCTBHE MpOIecca YCTaHOBJIEHHBIM TpeOOBaHUSAM
ClielyeT MOJTBEPXKIATh Yepe3 OIpe/CiCHHbIC WHTEPBaIbl BPEMEHH COTJacHO rpaduky (He
MEHEe YeM OJMH pa3 B roJ| WIH TOCIE JIIOOBIX CYIICCTBEHHBIX H3MCHEHHI 000pYyI0BaHMUS).
[IpOTOKOJIBI BCEX UCTIBITAHUN CIEAYET XPAHUTD.

85. Ilpomecc cTepuimM3aIiuy JODKEH oOecrednBaTh dPPEKTUBHOCTh CTEPUITH3AIUN BCETO
o0bema 3arpy3Ku.

86. Jlnst Bcex MpOIECCOB CTEPWIIM3AIMN JOJDKHBI OBITH pa3padOTaHbl M aTTECTOBAHEI
(McTBITaHBI) CXEMBI 3arPY3KH.



87. buonornvyeckne MHIUKATOPHI CIEIyeT pacCMaTpUBaTh B KayeCTBE JOMOJIHHUTEIBHOTO
METO/la KOHTpOJISI CTEepUIM3aluu. buoornyeckue HHIMKATOPHl JOJDKHBI XPAaHUTbCA U
UCII0JIb30BATbC B COOTBETCTBUM C HHCTPYKIUSMHU HM3TOTOBHUTENS, a WX KAyeCTBO JIOJIKHO
KOHTPOJMPOBATbCS C IOMOIIBIO METOJIOB IO3UTUBHOTO KOHTpoJisi. Ilpu wucnons3oBanuun
OMOJIOTMYECKUX MHAUKATOPOB CIIEAYeT IMPEelyCMOTPETh MEpbl, MCKIIYAIONINE BO3MOMXKHOCTbH
MUKpPOOHMOJIOIMUECKOT0 3arps3HEHHS OT CAMHUX OMOJIOIMYECKUX UH/IMKATOPOB.

88. Crnemyer YeTKo ONpEAETWTH MeEphbl, OOECIEYMBAIONINE pPAa3JEICHUE MPOIYKTOB,
MpOLIEAIINX W HE NpOIIeNNMX cTrepuwinzanuio. Ha kaxaoil Kop3uHe, JIOTKE WIM JIpYyroi
€MKOCTH [yl MPOJYKTa WJIM KOMIIOHEHTOB JIOJKHA OBITh YETKasl 3TUKETKA ¢ HAaMMEHOBaHUEM
Marepuaga, HOMEPOM CEpUM U YyKa3aHHEM, IMpolle] OH CTepuwiu3auuio wid HeT. g
0003HaveHus, mpoluia jJu cepus (WM TOACEpHUs) MPOLECC CTEPUIM3ALUU WM HET, MOXHO
UCIO0JIb30BaTh TaKW€ HMHAMKATOPHI, KaK aBTOKJIABHAs JIEHTa, HO OHU HE JAalOT HAJEKHOIO
MOATBEPK/ICHUS TOTO, YTO CEpUs JEUCTBUTENBHO CTEPUIIbHA.

89. nsg KaXIoro NWKIA CTEPWIM3AMHU CclenyeT O(OPMIISATh IMPOTOKOJBI, KOTOPHIE
JOJIKHBI OBITh YTBEPKJIEHBI U BXOJUTh COCTABHOM YacThIO B JIOKYMEHTALIMIO Ha CEPUI0 TOTOBOM
MPOJTYKIIUH.

Tepmuueckas crepuinn3anus

90. KaxapIii UK TEPMUYECKON CTEPUITM3AINH JOJDKEH OBITh 3alicaH B BUJE TUArPaMMBI
"BpeMs - TemIiieparypa’ B JIOCTaTOYHO OOJIbIIOM MacuiTabe WM ObITh 3aperucTpupoBaH C
HE0OX0IMMOM TOYHOCTBIO C MPUMEHEHHEM Apyroro obopynoBaHus. PacnonoxeHue DaTYuKOB
TEMIIEPATypPbl, MCHOJB3YEMbIX JUIS KOHTPOJS W/WIM 3alKCH, JODKHO OBITh ONPEICIICHO BO
BpeMsi arrectaiui (HCIBITAHUH) W, MPH HEOOXOIMMOCTH, MPOBEPEHO C TOMOIIBIO APYroro
HE3aBHCHMOTI0 JaTYuKa TEMIIEPATYPhI, PACIION0KEHHOIO B TOM K€ MECTE.

91. Jlomyckaetcsi HCMOJIb30BaTh XUMUYECKHAE U OMOJIOrHYECKHEe HMHIUKATOPHI, HO OHH HE
JOJIKHBI 3aMEHATh IPOBEJCHUE (PU3NUECKUX U3MEPEHUH.

92. JlomkHO OBITH TPEAYCMOTPEHO TOCTATOYHOE BpEMs, YTOOBI BECh OOBEM 3arpy3ku
JOCTUT HEOOXO0IMMOI TeMIepaTypsl A0 TOro, Kak OyJeT HayaT OTCYET BPEMEHU CTEPHIIM3AIMH.
DTOT NepHOJI AOKEH ObITh ONPEAEIeH JUIsl KaXK/I0T0 THIIA CTEPUIIN3YEMON 3arpy3KH.

93. [ocrne 3aBepIieHUsT BBICOKOTEMIIEpATYpHOU (has3bl MHUKIA TEPMHUYECKON CTEPHIIN3AIIIN
ClleyeT TPUHATH MEpbl MPOTUB 3arps3HEHHsS] 3arpy3kd B Iepuo] oxjaxjaeHus. Crenyer
CTEPHJIN30BaTh JIIOOYI0 OXJIAKIAIOIYIO >KMJIKOCTh MJIM Tra3, BCTYNAOIUE B KOHTakKT C
MIPOJIYKTOM, KpOME CIIy4aeB, KOrJa BO3MO>KHOCTb HCIIOJb30BAaHUS HEI€PMETHYHBIX YIaKOBOK
UCKJIIOYEHA U MTPUBEACHBI COOTBETCTBYIOIINE JI0KA3aTEIbCTBA.

Bnaxknoe teruto (map)

94. [pu crepuiM3aluy BIKHBIM TEIUIOM (ITapoM) ClieyeT KOHTPOJIMPOBATh TEMIIEPATypy
u naienue. Kak mpaBuio, cpencTBa ymnpaBieHHUs JOJDKHBI ObITh HE3aBUCHMBI OT CPEJICTB
KOHTPOJISL ¥ 3allMChIBAIOIIMX yCTPOUCTB. Ecnu A 3TON Leau MCHOJB3YIOTCSl aBTOMaTHYECKUe
CUCTEMbI YIPABJICHUS U KOHTPOJIS,, OHU JIOJDKHBI OBITH aTTECTOBAHBI, YTOObI TaApaHTHUPOBATh MX
COOTBETCTBUE KPUTHUECKUM TpeboBaHUSM mpoliecca. Hapymienus B xone mpouecca JOJKHBI
pPETUCTPUPOBATBCSI CUCTEMOM M KOHTPOJIMPOBAThCS —omepatopoM. B xoxme mponecca
CTepUJIM3ALMU [T0OKa3aHUs HE3aBUCUMOTO JJaTUYMKa TEMIIEpaTyphbl JOJIKHBI IIOCTOSIHHO CBEPATHCS
C JJaHHBIMH JTMarpaMMbl 3alKChIBAIOLIEr0 yCTpoicTBa. s cTepuin3aTopoB, HMEIOLIUX CTOK B
JTHE KaMepbl, MOXET BO3HUKHYTb HEOOXOJIMMOCTb PETUCTPALMU TEMIIEPATYpPhl B ATOM TOUKE B
TEYeHHE BCEro LMKJIa cTepwin3auuu. Eciu B LMK CTepwiIM3alMd  BXOJAWUT  ATall
BaKyyMHpPOBaHHUs, TO CJEIyeT JOCTaTOYHO 4YacTO IMPOBOAMTH IPOBEPKH KaMmephl Ha
repMETUYHOCTb.

95. CrepmimsyeMble MpeaMeThl, HE HAaXOJMIIHUECs B TEPMETUYHBIX YIMAKOBKAaX, JOJDKHEI
OBbITh 3aBEpHYTHI B MaTepuall, MPOIyCKAIOIINUNA BO31yX U Hap, HO MPEeJOTBPAILAOIUil TOBTOPHOE



3arpsi3HEHUE ATHX MpeIMEeToB mocie crepuiansanuu. Heo6xonauMo oOecnedynTh KOHTAaKT BCEX
4acTel 3arpy3Ku CO CTEPUIIM3YIOIIM areHTOM IIPH 33JaHHBIX TEMIIEpAType U BPEMEHU.

96. Jlns crepwimM3aniu JOJDKEH HMCIOJIB30BAThCS Map COOTBETCTBYIOMIETO KadecTBa, HE
CoZIep KAl OCTOPOHHUX BKIIFOUEHHU B TAKOM KOJIMYECTBE, IIPU KOTOPOM MOXKET IPOU30UTH
3arpsi3sHEHUE MPOYKTa I 000PYIOBAHHS.

Cyxoe Teruto (xap)

97. Ilpu crepunu3anuu CyxXuM TeruioM (KapoM) JOJDKHBI OBITH IPEIYCMOTPEHBI
LUPKYJISLUsS BO3JyXa BHYTPH KaMepbl U MOJAECPKUBAHUE H30OBITOUHOTO JABJIEHUS C LEJbIO
MpeIOTBpAllleHUs MONAJAaHNUs BHYTPh HECTEPUIIBLHOTO BO3ayxa. JIro0oi mocrymaromuid BHYTPb
BO3/IyX JOJDKCH MPOXOAUTH 4epe3 GuiabTpbl Bbicokoi spdekruBHocTr (HEPA-punbtp). Eciu
CTepWIIM3ALUS MPEAYCMATPUBACT YCTPAaHCHHUE MUPOTCHOB, TO IMpPU aTTECTalUH (MCIBITAHUSIX)
CJIelyeT IIPOBOJIUTH ITPOBEPKY HA HATMYUE IHTOTOKCUHOB.

PaI[I/IaIII/IOHHafl CTCpUIU3alusd

98. PagnanmoHHYIO CTEPHIM3AIMI0 HCHOJB3YIOT TJIABHBIM O0pa3oM JUIS CTEPUIIN3AINH
TEPMOUYYBCTBUTEIBHBIX MAaTepUANIOB W NPOAYKTOB. MHOrMe JEeKapCTBEHHbIE CpEACTBA U
HEKOTOpbI€ YIIaKOBOYHbIE MaTepUajbl YyBCTBUTEIbHBI K HOHU3UPYIOLIEMY U3JIy4YeHUI0. B cBs3u
C OTHUM JAaHHBIA METOJ JOIMYyCKAaeTcs TOJBKO JJIsi SKCIEPUMEHTAIBLHOTO IOJITBEPKICHUS
OTCYTCTBHMSI €ro OTpHUIATEIBbHOrO BIMSHUS Ha npoaykr. Kak mpaBuno, o06myueHue
yIbTPa(pUOIETOBBIM U3ITyYEHHUEM HE SBJIAETCS IPUEMIIEMBIM METOJIOM CTEPHIIN3ALINU.

99. Bo Bpems mpomecca CTEpUIIN3AMH J0JDKHO MPOBOJIUTHCS M3MEPEHHE IOTJIOIEHHOM
7036l MOHU3HUPYIOLIEro u3iydeHus. Jljig 3Toro cienyer MCIojab30BaTh JI03UMETPBI, MOKA3aHUS
KOTOPBIX HE 3aBHUCST OT MCHOJIb3yEMON MOIIHOCTU J103bl U3JIyUY€HUS, HO KOTOPbIE ONPEAEISIOT
KOJINYECTBEHHOE 3HAYEHUE IMOTJIOIIEHHON J103bl HEMOCPEACTBEHHO B MPOAYKUMHU. [l Kaxaou
3arpy3kd B CTEPUIIM3YEMOW MPOIYKIHMH JODKHO HAXOAUTHCS JOCTATOYHOE KOJMYECTBO
J03UMETPOB, PACHOJIOKEHHBIX TaKUM 00pa3oM, 4yTOOBl B 00OJIydaeMON 30HE BCErja HaXOAWJcs
nosumertp. [lonuMepHbie 103UMETPbl MOXKHO NPUMEHSTh TOJIKO B TEUYEHHUE YCTaHOBJIEHHOIO
CpOKa JIeHCTBUS KAJIMOPOBKH C U3MEPEHHEM MX ONTHYECKOM IUIOTHOCTHU B TE€UEHUE KOPOTKOIO
BpPEMEHHU 110CIIEe 00TyUeHUS.

100. B kauecTtBe cpelncTBa JOMOJHHUTEIBHOTO KOHTPOJISI MOTYT HCIOJIB30BAThCS
OMOJIOTMYECKUE NHIUKATOPHI.

101. Meronsl artecTanuy (UCIBITAHUN) JOJDKHBI TapaHTHPOBATh Y4YET BO3MOIKHBIX
M3MEHEHUN IJIOTHOCTHU YKIIAJAKU CTEPUIN3YyEMON MPOIYKLIUH.

102. IIpu mpoBeZeHNUH TpoIIecca paualliOHHON CTEPHIIN3AIMH HE JIOJDKHO TPOUCXOIUTh
cMeluBaHus oOMy4eHHONH U HeoOnyueHHOH mpoaykuuu. Ha kaxaol ymakoBKE JOJKHBI ObITh
HAHECEHbl YYBCTBUTEIbHBIE K M3IYYEHHIO IIBETOBbIE MHIUKATOPHI AJISl TOTO, YTOOBI Pa3auuUTh
YIaKOBKH, IIPOLIEIIINE U HE IPOIIeIINe 00IydeHuE.

103. CymmapHasi TOTJIOIIEHHAs /032 W3JIy4eHHUs JI0JDKHA ObITh HaOpaHa B TEUYCHHE
BpEMEHH, OTBEJICHHOT'0 Ha MPOIIECC CTEPUITU3ALIUU.

CTCpI/IJ'II/I3aIII/I$I OKCHJOM 5THJICHA

104. Merox crepuiaM3allid OKCHUAOM STHIIEHA MOXET HCIIOJB30BaThCSI TONBKO B TOM
Clly4ae, €ClI HeJb3sl IPUMEHATh APYyrue MeToAsl cTeprwinsanuu. [Ipu nposenennn arrectanuu
(ucrbITaHuit) ciieAyeT MoKa3arh, YTO MPOIECC CTEPHIM3AIMU OKCHUIOM J3THJICHA HE OKa3bIBaeT
BPEIHOTO BIIMSHUS HAa MPOAYKIMIO, & 3a/IaHHbIE YCIOBHS U JUINTEIBHOCTD JEra3aliy MTO3BOJISIOT
CHU3UTh OCTAaTOYHYIO KOHLIEHTPAlMIO T'a3a M IPOJIYKTOB pPEaKLUUU [0 JOMYCTUMBIX YpOBHEH,
OIIPENEIEHHBIX Ul JaHHOTO BU/IA IPOAYKIIUH WIIM MaTepHaa.



105. CymecTBeHHOE 3HAYCHHWE HMEET HEMOCPEACTBEHHBIH KOHTAaKT MEXIy Ta3oM H
MuKpoopranm3Mamu. Crieyer TNpPHHATH MEpbl  IPEIOCTOPOXKHOCTH  OT  BKIIFOUCHHS
MHUKPOOPraHU3MOB B Marepuall (Harmpumep, B KPUCTAIUIBI WIH JTHOPUIM3UPOBaHHbIH Oenok). Ha
MpoIecC CTEPHIIM3ALMU OKCHJOM OJTHJICHa MOTYT OKa3aTh CYIIECTBEHHOE BIHUSHHE BUI U
KOJIMYECTBO YIIAKOBOYHOTO MaTepHaa.

106. TemrepaTypy ¥ BJIIQXXHOCTH 3arpy3KH Iepea 00padOTKOW Ta30M CJeIyeT MPUBECTH B
COOTBETCTBHE C TpeOOBaHMAMHU Tporiecca. TpeOyemoe Ui ATOrO BpeMsi TOJDKHO OBITh, TIO
BO3MO’KHOCTH, MUHUMAJIEHBIM.

107. Kaxknplii NOHKJI CTEPWIM3AlMU JIOJDKEH KOHTPOJIUPOBATHCA C HCIOJB30BAaHHEM
COOTBETCTBYIOIINX OMOJIOTUYECKUX HHIUKATOPOB, PACIPEACICHHBIX B JIOCTATOYHOM KOJINYECTBE
mo Bcemy oObemy 3arpy3ku. llomydyenHass wuHpopmamms nopKHA OBITH  OodopMmIIeHA
JOKYMEHTAIBHO M BXOJUTH COCTABHOW YaCThIO B MMPOTOKOJ HA CEPHIO TOTOBOW MPOTyKIIHH.

108. Mns KakOIOro NHKIA CTEPWIIM3ALUHN JIOJDKHBI OBITH O(OPMIIEHBI TIPOTOKOJIHBI,
coJiep KaIue JTaHHbIE O JUTUTEIBHOCTH IMKIIA, TABICHUH, TEMIIepaType M BIAXHOCTH B KaMepe
BO BpeMs Ipollecca, KOHICHTPAIUU ra3a W JaHHbIe 00 OOIIeM KOJUYECTBE MCIOJIH30BAHHOTO
raza. JlaBineHume u Temmeparypa OJDKHBI PErHCTPUPOBATHCS B TEUYEHHE BCETO IUKIIA
CTePIJIN3AIIMHU HA TUarpaMMe. JTH TaHHbBIE JOJDKHBI BXOJUTH COCTABHOM YacThIO B MPOTOKOJ HA
CEPHI0 TOTOBOM IIPOTYKIUH.

109. Nocne crepunm3anuy 3arpy3Ky cieaIyeT XpaHHUTh MO KOHTPOJIEM B BEHTHIHPYEMBIX
30HaxX, YTOOBI 00ECIIEUYNTh CHIYKEHHE OCTATOYHON KOHIICHTPAILIMH Tra3a U MPOJIYKTOB PEAKIIHU JI0
OTPEJCICHHOTO YPOBHsI. DTOT MPOIIECC MOJUICKHUT ATTECTANUHU (MCIIBITAHUSIM).

QOuibTpamnus JEKapCTBEHHBIX CPEACTB, KOTOpPhIE HE MOTYT OBITh CTEPUIIM30BAHBI B
OKOHYATEJIbHOW YIaKOBKE

110. IIpoBeneHue crepuiau3yoome (GuIbTpanuu HE SBISETCS JOCTATOYHBIM YCIOBHEM
CTEpWIM3ALMU, €CJIM BO3MOXHO IPOBEACHUE CTEPUIIM3ALUU MPOIYKIMH B OKOHYATEIbHOMN
ynakoBke. [IpennodrurenbHbIM SIBISETCS METOJ| CTepuiM3aluu mapoMm. Eciu crepuiusanus
MPOJIyKTa B OKOHYATEJIbHON yIMAaKOBKE HEBO3MOKHA, TO IE€pEJ HAIMOJIHEHHWEM pacTBOPOB WU
KUAKOCTEH B MpEABAPUTENHHO CTEPUIM30BAHHYI0 OKOHYATENIbHYIO YIAKOBKY HMX ClEAyeT
MPOIYCTHTh Yepe3 CTEpUIIbHBIE (QMIBTPHI C HOMUHAIBHBIM pazMepoM mop He Oosee 0,22 MM
WM C SKBUBAJICHTHBIMU CBOMCTBAMH IO YJEPKAHUIO MUKPOOPTIaHU3MOB. Takue (QUiIbTpbl MOTYT
3aJlepKUBaTh OOJBLIYI0O YacTh OakTepUil WM IUJIECHEBBIX I'puOOB, HO HE BCE BUPYCHI WIIU
MUKoIUIa3Mbl. [lo BO3MOKHOCTH mpouecc (GUIbTpALMU CIEAYeT IOMOJHATh TEPMHUECKOMN
00pabOTKOM.

111. B cBs3u ¢ TeMm, 4YTO MeTOJ (DUIBTPALUU MOXKET BHOCUTH JIOTIOJIHUTEIbHBIA PUCK
3arpsi3HEHUs. MPOAYKUIMU MHUKPOOpPraHM3MaMu [0 CPaBHEHHUIO C JPYyrUMHU croco0amu
CTepUJIM3ALMH, HETIOCPEICTBEHHO Iepe]l HAOJHEHUEM PEKOMEHIYeTCsS MPOBOJUTH MOBTOPHYIO
GuiIbTpauoo0 MPOAYKTa 4Yepe3 JONOJHUTEIbHBIA  YIEPKUBAOIUNA  MUKPOOPTaHU3MbI
cTepuIn3yromuid GuibTp. OKOHUATENbHYIO CTEPUITU3YIOIIYIO (PUIBTPALMIO TPOIYKIIUU CIEAYET
IIPOBOJUTH KaK MOKHO OJIMK€ K MECTY HAIllOJIHEHUS.

112. Cnexyet ucnonp30BaTh GUIBTPH ¢ MUHIMAJIBHBIM OT/ICICHUEM BOJIOKOH.

113. TIlepem uWCHONB30BAaHMEM CTEPWIM3YIOIIETO (HUIbTpa M Cpa3y IOCIE ero
UCII0JIb30BAHUS CIIEAYET MPOBEPATH €ro I[EJIOCTHOCTh TAKUM METOJIOM, KakK IMPOBEpKa Ha 'TOUKY
my3bIpbKa”, MeTo1I0M A Y3MOHHOTO MOTOKA WIIA UCTIHITAHUEM TOJ] IaBJICHUEM.

[Ipu arrectanuu cieayeT ONpeaessTh BpeMs, HE0OXoauMoe sl (UIbTpaAIlMi pacTBOpa
3aJlaHHOTO O0beMa, U Mepenaj AaBiieHus Ha ¢uibTpe. JIroOble 3HAUUTEIbHBIE OTKIOHEHUS B
mpolecce IMPOM3BOJACTBA OT AaTTECTOBAHHBIX IIOKa3aTeleld ClieyeT perucTpupoBaTh U
aHaJIM3UPOBaTh. Pe3ynbTaThl 3TUX NPOBEPOK JOKHBI OBITH BKIIFOUEHBI B IPOTOKOJIBI HA CEPHUIO
npoaykuuu. Cpa3y mocie HCIOoJIb30BaHMsI ClelyeT MOATBEPKIaTh LEIOCTHOCTh KPUTHUYECKHX
ra3oBbIX U BO3AYIIHBIX QUIbTPOB. LlenocTHOCTE Npyrux GuabTpoB HEOOXOAUMMO MOATBEPKAATH
4yepe3 COOTBETCTBYIOIINE UHTEPBAJIbI BPEMEHH.



114. He pomyckaeTcs MCHOJIB30BaTh OJMH M TOT XK€ (PWIBTp B TeYeHHE 0oJiee OTHOTO
paboyero Hs, 3a MCKIIOYEHHEM CIIyyaeB, KOIJa BO3MOXKHOCTbH 0o0Jiee JJIUTENIBHOTO €ro
UCIIOJIb30BAHUS MMOATBEP)K/ICHA aTTecTalueil (MCIbITAHUSIMHU).

115. OunpTp HE [OODKEH OKa3blBaTh BJIUSHUE HA TMPOIYKIUIO, 3aJ€pPKUBas €ro
UHIPEIUEHTHI WK BbIIENSS B HETO Kakue-1100 BelecTBa.

3aBepluaroniye onepamnuy no NPUroTOBJIEHUIO CTEPUIIBHON POAYKIIUN

116. YactuyHO yKyNOpEeHHbIE (JIAKOHBI MOCJE 3aBEPIICHUS JTHOPMILHOTO BBICYIIMBAHUS
JOJIKHBI HAXOAUTHCS B 30HE A JI0 X HOJHOTO YKYIIOPHUBAHUS MPOOKO.

117. EnuHUIBI TPOAYKIMH JIOJDKHBI YKYHNOPUBAThCA AaTTECTOBAaHHBIM MeTonoM. llpum
WCIIOJIb30BAHUM METOJIa 3alaiKu, HalpuMep, CTEKISHHBIX WM IJaCTMACCOBBIX aMmmys, BCs
npoaykius moanexxutT 100%-HoMy KOHTPOIIO HA IEJIOCTHOCTh. B Ipyrux ciydasx KOHTpPOJIb
L[EJIOCTHOCTU MPOIYKLUUHU JOJIKEH MPOBOUTHCS YCTAaHOBJIEHHBIMH METOIaMHU.

118. Cucrema ykymopuBaHus (PIaKOHOB, HAIOJHEHHBIX B AaCENTUYCCKUX YCIOBHSX, HE
SBJIIETCS TOJHOCTBIO IIEJIOCTHOM 10 TeX IOp, MOKa Ha YKYIOPEHHOM MpoOKoi ¢akoHe He
Oyner oOxkat (3akaTaH) aTFOMUHHEBBINA KOJMA40K (KpbIIIKa). B CBsI3M ¢ 3TUM OOXKHM KoOJIIayKa
[0CJIe YKYITOPUBAaHUS MPOOKOH ClieyeT BhIMOIHATh KaK MOKHO PaHBbIIIE.

119. TlockonmpKy mpH OOXHME KOJITAYKOB MOXKET BBIJICIATHCS OOJIBIIOE KOJMYECTBO
HEXU3HECNOCOOHBIX 4YacTUll, 00OpyAOBaHME A OOXKHMMa CIEIyeT pa3MelaTh OTAEIbHO U
CHa0XaTh €ro CUCTEMOM BBITSDKKH BO31yXa (MECTHBIMU OTCOCAMH).

120. VYcraHoBKa M OOKMM KOJIITAYKOB MOTYT MPOBOJUTHCS KaK YacTh ACENTUYECKOTO
mpouecca C HCIHOJb30BAaHUEM CTEPUJIbHBIX KOJIMAYKOB WJIM KAk 4YHUCTBIM MpOLECC BHE
acenTU4eCcKor 30HBI. B mocnemnem citydae (priakoHBI TOJDKHBI OBITH 3aIMINEHBI 30HOM A 110
IPaHULbl ACENTUYECKOW 30HBL. 3aTeM YKYNOpPEHHbIE MPOOKONH (IIaKOHBI JOJKHBI OBITH
3aIMIIEeHBI BO3YITHON CPEeION, COOTBETCTBYIOIIEH 30HE A, 10 00KMUMa KOJIIavKa.

121. ®makonsl 0e3 MPOOKH WM CO CMEIICHHOW MPOOKOH CiieayeT ynaisTh 0 00XKHUMa
konnauka. Ecom ans o6xkuma TpeOyeTcss BMEIIATENbCTBO YEJIOBEKA, CIEAYET NMPEeayCMOTPETh
MEpbl, MCKIIIOYAIOUIUME €ro MpsIMONM KOHTAKT C (pIakoHAaMU U CBOJASIIME K MHUHHUMYMY
BO3MOYHOCTb BHECEHUSI MUKPOOHBIX 3arpsi3HEHUH.

122. D¢dexTHBHBIM CPEICTBOM  3alUTBl MOTYT OBITH Oapbepbl HIU H30JATOPHI,
OTPAaHUYHUBAIOIINE JTIOCTYI B pabodylo 30HY, 00ecTeunBaronue TpedyemMbie YCIOBUS U CBOIAIINE
K MUHUMYMY IPSMOM JJOCTYII YeJIOBEKA K ONepaluu 00xKuma.

123. TlepBuuHbIC YIAKOBKH, FePMETU3UPOBAHHBIC MO]] BAKYYMOM (BaKyyMHbBIC YIIAKOBKH),
JOJKHBI TIPOBEPATHCS Ha COXPaHEHUE BaKyyMma IIOCJIE 3apaHee OIPE/ICICHHOIO MPOMEXYTKa
BpEMEHH.

124. TlepBu4HbIEC YITAKOBKH C MPOIYKIUEH IS MapeHTEPAIbHOTO BBEICHUS HEOOXOIMMO
NPOBEPATh MHIAMBUIAYaJIbHO (MOIITYYHO) HA HAJIMYUE MMOCTOPOHHHMX BKJIFOUCHUN WIIM APYIHX
negexToB. BusyalbHbI KOHTPOJb CIEAyeT NPOBOAUTH IPU YCTAHOBJIEHHBIX YPOBHSIX
ocBellleHHOCTH U (QoHe pabouero mois. Crienyer peryispHO IPOBEPSTh 3pEHHE OIEpaTopoB,
BBIMOJTHSIONIMX BU3YaJbHBIH KOHTPOJIb (ECIM OINEepaTOpbl HCIOJB3YIOT OYKH, TO IpPOBEpKa
3peHUsI TPOBOJUTCA B OYKax). B X0je BU3yalbHOTO KOHTPOJIS IMPOAYKIHUU PEKOMEHIYETCS
JOCTaTOYHO YacTO OPraHM30BbIBaTh IEpepbIBbI B paboTe omeparopoB. I[Ipu wucnosb3oBaHuM
IPYrUX METOJOB KOHTPOJISA ATOT MPOLECC HEOOXOIMMO aTTeCTOBAaTh; COCTOSIHUE 000PYA0BAHUS
ClleyeT MEepUOJUYECKH NpPOBEPsITh. Pe3ynbTaTbl BHU3YalbHOTO KOHTPOJS JOJDKHBI OBITh
0(hOpMIICHBI IOKYMEHTAJIBHO.

Kontpons kauecTBa
125. HcuplTanue TOTOBOW TMPOIYKIMU HA CTEPWIIBHOCTH CIIEAYET paccMaTpHBaTh Kak

3aBEpILAOLIMM ATall B MOCIEN0OBATEIBHOCTH Mep, 00ECIEUNBAIOIIUX CTEPUIIBHOCTD IPOIYKTA.
[IpoBepka cTepusIbHOCTH NPOAYKIIUU JOJIKHA ObITh aTTECTOBAHA /Ui IPOAYKIIUH KaXKJ0TO BU/A.



126. B cmyuasx, Korja HOJY4YeHO pa3pelieHHe Ha BBIMTYCK CTEPUIBHON MPOAYKIMH IO
napamerpam ([Ipunoxenue 17), cienyeT yaenuTbh 0co00e BHUMAHHUE aTTECTAUH (MCTIBITAHUSIM)
1 KOHTPOJIIO BCETO TEXHOJOTHYECKOTO MpolLiecca.

127. OO6pa3ipl NMpoayKIHUH, KOTOpBIe OBLTH OTOOpaHBI Ui TPOBENEHHS HWCIBITAHUS Ha
CTEpUIIBHOCTD, JIOJIKHBI OBITh PENPE3CHTATUBHBIMU JUIsl BCEH CepUU MPOIYKLIHUU, OCOOCHHO IS
T€X YacTel cepuH, BEPOSITHOCTh 3arpsA3HEHHS KOTOPhIX MaKCUMasbHa, HallpuMep:

a) s MPOJIYKTOB, pac(hacOBaHHBIX B aCENTHYCCKUX YCIOBHSIX, B OTOOpaHHBIC OOpa3IIbI
JOJKHBI BXOJUTh NEPBUYHbIE YIAKOBKH, HAIllOJHEHHbIE B Hayaje U B KOHLE CEpUH, U IOCIIE
JH000T0 CYIIECTBEHHOTO BMEIIATEILCTBA B X0/1€ TEXHOJIOTMYECKOTO MpoIiecca;

b) wis npoayKTOB, MPOIIEANIMX TEIUIOBYIO CTEPUIIN3AIIMIO B IIEPBUYHON YIIAaKOBKE, 0c000€
BHUMAaHHUE CJEIyeT YAEeIUTh OTOOpY 00pa3loB W3 MOTEHIMAIBbHO Haubosiee XOJIOJHOM 4YacTu
3arpy3kH CTEpHIIM3aTopa.

[Tpunoxenne 2
[MPON3BOACTBO BUOJIOI'MYECKUX JIEKAPCTBEHHBIX CPE/ICTB

KauecTBo OHOJOrHYecKUX JIEKAPCTBEHHBIX CPEJICTB U MOPSIOK MX KOHTPOJS BO MHOIOM
ONPENENAIOTCS TEXHOJIOTHEHW IMPOU3BOJICTBA, OT KOTOPOW B 3HAYMUTEIBHOM CTEIIEHU 3aBHUCHT
OTHECEHHE OHMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB K TOMY WM HWHOMY BHUAY. B nanHOM
[IpunoxeHun paccMaTpUBAIOTCA CIEAYIOIUME OHOJIOTHYECKUE JIEKAPCTBEHHBIE CPEICTBA
(MeauUMHCKHE OHOJIOTUYECKHE TPEnaparhl):

a) MUKpOOHBIE KYJIbTYPhl, 3a HCKIIOYCHHEM IMOJYYCHHBIX [0  TEXHOJIOTHH
pekomOunantaon [IHK;

b) MukpoOHBIE W KIETOYHBIC KYJIbTYphI, IOJIydeHHBbIE MO pekomOuHanTHON JIHK
TEXHOJIOTUU WJIK METOJIOM I'MOpUAN3AIINH;

C) KCTPAKThI U3 OMOJIOrMYECKUX TKAHEH;

d) >xuBBIC areHTHI, BHIPAIICHHBIC B SMOPHOHAX MIJIHA )KUBOTHBIX.

K Takum MemumuHCKUM OHOJIOTHUYECKUM IpernapaTaM OTHOCSTCS: BaKUUHbI, UIMMYHHbIE
CBIBOPOTKH, aHTUTCHbI, FTOPMOHBI, IIMTOKHHBI, ()EPMEHTHI U JAPYTrUe MPOAYKTHI (hepmeHTarmu (B
TOM YHCJIe MOHOKJIOHAJIbHBIC AaHTUTENA U MPOAYKTHI, oJydaeMbie u3 pekombunanToi JTHK).

K mnpoaykram, yka3zaHHBIM B NEpeyUCIIEHUU &', NPUMEHUMBl HE BCEe TpeOOBaHUA
Hacrosuero [Ipunoxxenus.

[Ipumeuanue - [Ipu OAroTOBKE HACTOSLIETO CTaHAApTa ObUIM yUTEHBI 001IKe TpeOoBaHMUs,
npeabsiBisieMble  BcemupHoil  opranm3ainueit  3apaBooxpanenusi (BO3) k  opranusanmu
IIPOM3BOJICTBA U KOHTPOJbHBIM J1a00PATOPHUSIM.

B mHacrosmiem craHmapre HE TpUBEIEHBI TpeOOBaHUS K CHCHU(PUYECKUM BHUAAM
OMOJIOTMUECKHX TpernapaToB. TpeOoBaHUS K HUM YCTAaHOBJIEHBI B CICIIHAIBHBIX HOPMATHBHBIX
JOKYMEHTaX.

OO01Ime moI0XKEeHUA

[Ipou3BOCTBO MEIMUMHCKUX OWOJIOIMYECKUX IpPenaparoB HMEET CBOIO CIEHU(]UKY,
OTpEENAEMYI0 XapaKTepoM MPOAYKIMH U TEXHOJOrueil mnpowussojcTBa. [Ipu nmpousBoacTse u
KOHTpPOJIE MEIUIIMHCKOM OHOJOTrMYecKOr MpOAYKIMH HEOOXOAMMO MNPUHUMATh CIIeLHaIbHbIE
MepbI IIPEIOCTOPOKHOCTH.



B ornuume oOT OOBIYHBIX JIEKAPCTBEHHBIX CPEJCTB, KOTOPbIE MPOU3BOJATCS C
UCI0JIb30BAHUEM XMMMUYECKUX M (PU3NYECKUX METOJOB, 00ECIEUMBAIOIINX BBICOKYIO CTENEHb
CTaOMJIBHOCTH, MPOU3BOJCTBO MEAULMHCKUX OHMOJOrMYECKHX IMpernapaToB CBSA3aHO C
OMOJIOTMYECKMMH TPOIIECCAaMU U MaTepuajlaMH, TaKUMH KakK KYJIbTHUBHUPOBAHUE KJIIETOK WJIU
OKCTPAKIMs  MaTepuana M3 IKUBBIX OpPraHU3MOB. OTH  OHOJIOTMYECKHME  IPOLECCHI
XapaKTEepU3yIOTCsl BapualOeNbHOCThIO, YTO MPHUBOJUT K HENOCTOSHCTBY CHEKTpa U MPUPOJbI
COIIyTCTBYIOIIMX IPOAYKTOB. bosiee TOro, Marepuainsl, HCHOJb3yeMbIE B IpoLEeccax
KYJIbTUBHPOBAHUS, CAMHU IO ce0e SBJISIOTCS CyOCcTpaTaMu AJsl pOCTa MUKPOOPIaHU3MOB.

KoHTpoas MenuuuHCKUX OMOJIOTMYECKUX IpenapaToB BKIOYAeT B ce0s OMOIOrHMuYecKue
AQHAJINTUYECKUE  METOJbI, KOTOpbIE  XapakTepu3yloTcs Oojiee  BBICOKOM  CTENEHbIO
BapuabenbHOCTH, YeM (U3HKO-XMMHYECKHE aHaJIuTU4Yeckue Metoasl. llostomy mpu
MIPOM3BOJICTBE MEAMIMHCKUX OMOJIOTMYECKUX IpenapaTroB 0cob0oe 3HAYEHHE HUMEIOT METO[Ibl
BHYTPHUIIPOU3BOJACTBEHHOTO KOHTPOJIA.

[Iepconan

1. Bce cotpynuuku, paboTaImKe B 30HAX MPOU3BOJICTBA MEIUIIMHCKUX OMOJOTHYECKUX
npernaparoB (B TOM 4YHCIIC MEPCOHAN, 3aHATBIA OYHUCTKOH, OOCIY)KMBaHHUEM WU KOHTPOJIEM
Ka4ecTBa), JIOJDKHBI TPOXOJUTh JIOTIOJHHUTEIFHOE OOy4YeHHEe B COOTBETCTBHM C HX
0053aHHOCTSAMU U OCOOCHHOCTSIMU IMPOU3BOJIMMON mpoaykuuu. COTpyIHUKHU JOJKHBI HUMETh
J0CTaTOYHYIO MOJrOTOBKY B 00JIACTH JINYHON TUTHEHBI U MUKPOOHOJIOTUH.

2. Jlnsa ycmemrHoro BBITIOJHEHHS CBOMX OOS3aHHOCTEH JIMIIAM, OTBETCTBEHHBIM 3a
MIPOM3BOJICTBO M KOHTPOJIb KauyecTBa MPOAYKIUHU, Hapsiy C JAOCTATOUYHBIM MPAKTUYECKUM
OTBITOM CIIEAyeT UMETh HeoOXO0auMyI0 0a30BYIO MOJTrOTOBKY IO OaKkTEpHUOJOTHH, OHOJIOTHH,
OMOMeTpHH, XUMHUH, MEIUIMHE, (papManuu, (papMakoJOTHH, BUPYCOJIOTHMH, UMMYHOJOTUU U
BETEPUHAPUHU.

3. Jns oOecriedeHnsi 0€30TACHOCTH IMPOW3BOJAMMON TPOJYKIHUU CJEIYyeT YYHUTHIBATH
MMMYHHBIH CTaTyc COTPYIHHUKOB. Bce coTpynHuUKH, 3aHAThIE B NPOU3BOJCTBE, TEXHHUUYECKOM
00CITy)KMBaHUH, IPOBEJICHUH MCIIBITAHUN M YXO/I€ 32 )KUBOTHBIMH (B TOM YHUCIIC U KOHTPOJICPHI),
JOJDKHBI, 1O Mepe HeoOXOAUMOCTH, IPOXOJUTh BaKLUMHALMIO, a TakKXke peryaspHoe
MeauIUHCKoe oOcinenoBanue. [lomumo ouyeBUIAHONW HEOOXOJMMOCTH 3alllUThl IEpCOHala OT
MHOUUUPYIOIUX AareHTOB, CHJIbHOJAEWUCTBYIOIIMX TOKCHMHOB WJIM aJUIEPr€HOB, CIIEIYyeT
[peoTBpalllaTh 3arpsi3HEHUE CEepUM MPOAYKIMHU HHpUUUpyrouuMmu areHTamu. Kak mpasuio,
JOITYCK IOCTOPOHHUX JIMII B IPOU3BO/ICTBEHHBIE 30HBI JIOJIKEH OBITh CTPOrO OTPaHUYEH.

4. Heo6x0AMMO UCKJIIOYHUTH JIOMYCK B MPOU3BOJCTBEHHYIO 30HY COTPYAHHMKOB C KaKUMH-
100 U3MEHEHUSIMU UMMYHHOT'O CTaTyca, KOTOPbII MOKET OTPHULIATEIbHO MOBIUATH Ha KAUYECTBO
MIPOU3BOIMMOro Mpoaykra. B npoussoactse Bakuuubl BIDK u npenaparoB TyOepKkyinnHa MOTyT
OBITh 3aHATHl TOJIBKO COTPYAHHUKH, KOTOpBIE PErYISPHO IPOXOJAAT MPOBEPKHM HMMYHHOTO
cTaTyca Wiu peHTreHorpadudeckoe 00CIeI0BaHNE TPYTHON KICTKH.

5. B Teuenue pabouero BpeMEHM HE JIOIYCKAeTCs MEePeXo]i COTPYAHMKOB W3 30H, Ie
BO3MOEH KOHTAKT C )KMBBIMU MUKPOOPraHW3MaMU WM KUBOTHBIMH, B 30HBI, TJI€ MPOBOJIATCS
paboThl ¢ APYroil MpoayKIUeH Uiu APYrUMU MUKpoopraHuzMamu. Eciu nogoOHBIX mepexooB
n30exaTb HEBO3MOKHO, MIEPCOHANI, 3aHATHIA B TAKOM IPOU3BOJICTBE, JJOJHKEH CTPOTO BBHIMOJIHATH
TpeOOBaHUsA 10 JIEKOHTAaMHHAllMM, B TOM 4YHCIIE€ CMEHY OJeXAbl U O0O0yBH, H, IpHU
HE0OX0IMMOCTH, TPUHUMATH AYILL.

[Tomemenus u 060pyr0BaHNe
6. TpeGoBaHHs K YHCTOTE IMPOU3BOJICTBEHHBIX MOMENICHHH MO MHUKPOOpPraHU3MaMm H

JaCTullaM 3aBHCAT OT BHAA MNPOAYKOHUH H TEXHOJIOTHYECKOM ctagjun C Y4YE€TOM YPOBH:A
3arpsA3HCHUA HCXOAHBIX MAaTCPUAJIOB U OITACHOCTH 3arpsA3HCHUA TOTOBOM IMPOAYKIUH.



7. BBuay oOmacHOCTH MEPEKPECTHOTO 3arpsi3HEHUS MEIUIIMHCKUX OHOJIOTMYECKUX
[pernapaToB, 0COOEHHO Ha CTAaausAX pabOTHI C KUBBIMU OPraHU3MaMM, MOTYT MOTpPeOOBaThCS
JOTIOJTHUTEbHBIE  MEpPbl  MPEJOCTOPOKHOCTH, HANpUMEpP, HUCIHOJIb30BAaHUE  CIIELUAIBHO
MpeIHa3HaYeHHOro O0OpYyJIOBaHUS M IMOMEIIEHUHN, OpraHu3als MPOU3BOJCTBA MO MPUHIUITY
OTJIENbHBIX LHKIOB PAa0OThI M HCIOJIb30BAHHUE 3aKPBITBIX CUCTEM. YPOBEHb pa3JelieHus,
HEOOXOUMBIM [UIsl MPEeNOTBPALICHUS IMEPEKPECTHOIO 3arpsi3HEHMs, ONPEIENseTcs BUIOM
MIPOJIyKTa U MapamMeTpaMu HCIOIb3yeMOTro 000py10BaHUS.

8. Hns mpoumsBoactBa BakuuHbl BIDK u paboThl ¢ JKMBBIMH MHKPOOPTaHH3MAaMHU,
UCIOJIb3YEMbIMU B IPOU3BOJCTBE IpenaparoB TyOepKyJduHa, KaK IpPaBUJIO, HEOOXOIUMO
MIPUMEHSTH TOJIBKO CIIEUaIbHbIE IOMEIIEHHs U 000PyI0BaHUE.

9. Tlpu pabore ¢ Bacillus anthracis, Clostridium botulinum u Clostridium tetani mo
3aBepUIEHUs] Tpollecca MX HMHAKTUBALIMM HEOO0XOJAMMO HCIOJIb30BaTh TOJBKO CIIELHATIbHbIE
MMOMEIIEHUs U 000pyJOBaHHE.

10. Jns nmpyrux cropooOpasyrolluX OpPraHW3MOB MOJXKET TPUMEHSTHCS OpraHW3alus
MIPOM3BOJICTBA 10 MPUHLUITY OTJAEIbHBIX LUKIOB MPHU YCIOBHUM, UYTO NPHU 3TOM HCIOJb3YKOTCS
MOMEILEHUs U 000pyIOBaHUE, CHEIUATIBHO MpPEJHa3HAYEHHbIE JJISl ATOW IPYIIbl IPOIYKTOB, U
OJIHOBPEMEHHO MPOU3BOAUTCS MPOIYKIIHS TOJIBKO OJHOTO BUA.

11. JIns Takux OpOJYKTOB, KAK MOHOKJIOHAJbHbIE aHTHUTENA U MPOAYKTHI, IPOU3BOIMMBIE
no pexomOuHantHoi [IHK-texnomorum, pomyckaercs UX OJHOBPEMEHHOE IPOM3BOJICTBO B
OJIHO 30HE C UCMOJIB30BAHUEM 3aKPBITHIX CUCTEM OMOPEPMEHTATOPOB.

12. Tlocne cramuu BBIPANIMBAHUSA MOCJIEAYIONINE TEXHOJOTUYECKUE CTAAUA MOTYT
MIPOBOJUTHCS JJISl Pa3HBIX HMPOIYKTOB OJHOBPEMEHHO B OJHOM IPOM3BOJCTBEHHOW 30HE MpHU
YCIIOBUU IPUHSTHS aJEKBAaTHBIX MEp MO MPEIOTBPALIEHUIO MEPEKPECTHOro 3arpsizHeHus. Jlis
yOUTBHIX BakLUMH M aHATOKCHHOB TaKO€ MapajljIeIbHOE MPOU3BOJICTBO BO3ZMOXKHO TOJIBKO IOCIIE
MHAKTHUBALIMU KYJIbTYPbI WK MOCIIE €€ TETOKCUKAIUH.

13. Jlns mpow3BOJCTBA CTEPUIBHON MPOIYKIUHU CIEAYeT HCIIOJIb30BaTh TOMENIEHHS C
M30BITOYHBIM JaBieHUEeM. [[1sl mpenoTBpalieHusi pacpOCTPaHEHUs 3arpsA3HEHUs 3a IPeJleibl
CHElHaJIbHBIX 30H, MOJABEPraéMbIX BO3JIEHCTBHUIO MMaTOT€HOB, B 3TUX 30HAX CJIEAYET CO3[aBaTh
OTpULATENbHBIN Nepenas JaBIeHuUs.

Bokcbl ¢ oTpULIaTENbHBIM MEPENaiOM JIaBJIEHUS, UCIIOIb3yEeMbIE /171l pa0OTHI C TATOr€HAMU
B ACENTHUYECKUX YCJIOBHSX, CIEAYeT OKpYXKaThb CTEpPUIbHBIMU 30HAMH C H30BITOYHBIM
JIABJICHUEM.

14. Tlpu BbIOOpe oOOpynoOBaHus Uil (QUIBTPALlMM BO3JyXa CIEAYeT Y4YUTHIBATh
O0COOEHHOCTH MPOMU3BOACTBEHHbIX 30H. Kak mpaBuio, He clielyeT NPUMEHATh PELUPKYISIIHIO
BO3JlyXa U3 30H, B KOTOPBIX IPOBOJATCS pabOThl C KUBBIMH MTATOT€HHBIMU MUKPOOpPraHU3MaMu
(3a uckiroueHueM 000CHOBAHHBIX CIIYYacB).

15. [InanupoBKa MNPOU3BOJCTBEHHBIX 30H M KOHCTPYKLHS OOOpYIOBaHUS JOJIKHBI
ofOecrieunBaTb BO3MOXKHOCTb HpPOBEACHHUS UX 3(P(YEKTUBHON OYUCTKH, HE3UH(EKUUU WU
cTeprIn3aluy (HarmpuMep, ¢ UCIOJIb30BaHHEM METOo1a (PyMHUTraIiu). ITH METOIbI TOJDKHBI ObITH
aTTecTOBaHbI (MCIBITAHBI).

16. KoHcTpykuuss 0oOOpyIOBaHUS, HCIOIB3yeMOTO JUIS  pabOTBIl ¢ JKUBBIMH
MHUKpPOOPraHU3MaMH, JOJDKHA UCKIIF0YaTh BO3MOYKHOCTh 3arpsA3HEHUSI 3TUX KYJIbTYP U3 BHELIIHUX
HCTOYHUKOB B XO/I€ TEXHOJOTHYECKOTO MPOILIecca.

17. Kounctpykuusi TpyOOIpOBOJOB, BEHTHJIEH M (PUIBTPOB OUMCTKU BO3AyXa JOJDKHA
obOecnieunBaTh y100CTBO UX OUMCTKU M CTEPUIM3ALUU. PeKOMEeHIyeTcs UCIO0JIb30BaTh CUCTEMbI
"ounctka Ha wmecte” (clean in place) u "crepwimsanus Ha wmecte” (derilize in place).
Koncrpyknust BenTmwieid Ha (epMeHTaTopax JOJDKHAa IpeaycMaTpuBaTh BO3MOKHOCTh HMX
crepuin3anuu napom. GunbTpbl J0KHBL OBITh THAPOGOOHBIMH, CPOK UX CIIYKObI T0TKEH OBITH
OTIPEJICIICH B MPOILECCEe aTTeCTAIlMU (MCIIBITAHUIA).

18. KoHCTpyKIHs MEpBHYHON M3O0JSIMH JO0DKHA UCKIIOYaTh PHCK YTEYKH, YTO JOJDKHO
OBITh IOJITBEPKJICHO PE3YIbTATAMU UCIIBITAHUM.



19. XKunxue oTX0AbI, KOTOPhIE MOTYT COAEP)KATh MAaTOTCHHBIE MUKPOOPTaHU3MBI, JIOJKHBI
MPOXOJUTh dPPEKTUBHYIO J1€3UH(PEKIIHIO.

20. BcmeactBue BapuaOeabHOCTH OWMOJIOTHUSCKHUX MPOJIYKTOB WM TIPOIIECCOB B XOJIC
TEXHOJIOTHYECKOIO MpOllecca MOXKET BO3HUKHYTH HEOOXOJUMOCTb OTMEPUBAHUS  WIIHU
B3BCLIMBAHUS KaKUX-IMOO M00aBOK WJIM HHIPEAUMEHTOB (Hampumep, OydpepoB), MOITOMY B
IIPOM3BOJICTBEHHON 30HE JIOMYCKAETCS XpPaHUTh HEOOJIbILINE 3a11achl ITUX BELIECTB.

BuBapuu u yxon 3a )KMBOTHBIMH

21. )KMBOTHBIC HCIOJIL3YIOTCS JUIS MPOM3BOJCTBA Psjia MEIUIIMHCKHX OHOJOTMYECKUX
npernaparoB; BakKIMHbI NPOTUB MNoJroMHEIUTa (00€3bsiHBI), CHIBOPOTKH MPOTHUB SI0B 3MeEH
(;omrazmm v KO3bI), BAKIMHBI MPOTHB OcIIeHCTBA (KPOJIMKH, MBIIIA M XOMSKH) U ChIBOPOTOYHBIH
roHagotpornuH (nomanu). JKUBOTHBIC HCIOJB3YIOTCS TAKKE U KOHTpPOJIS KadecTBa
OOJIBIIMHCTBA CHIBOPOTOK M BAKIIMH, HAIIPUMEP, MBI (BaKI[MHA MPOTHB KOKJIFOIIA), KPOJIUKU
(s MpoBeICHUS UCTIBITAHUI HA MUPOTEHHOCTH), Mopckue cBuHKH (BLK-BakimHa).

22. O0mue TpeOOBaHUS K OpraHU3aldi BHBApUCB, YXOAY 33 )KMBOTHBIMH M KapaHTHHY
NOpUBE/ICHBl B COOTBETCTBYIOLICH HOPMATHUBHOM JOKyMEHTAllMd. BuBapuu, B KOTOPBIX
COJIepIKaTCsl JKUBOTHBIC, MCIIOJIb3YeMbIe JUIs MIPOU3BOJICTBA M KOHTPOJISI KAYECTBA MEMIIMHCKUX
OMOJIOTMYECKUX TPENapaToB, JOJDKHBI OBbITh OTIEICHBI OT 30H IMPOM3BOJCTBA U KOHTPOJIS
kauecTBa. COCTOSIHME 3/I0pPOBbSI KMBOTHBIX, KOTOpBIC CIYXaT HCTOYHHKAMH HCXOIHBIX
MaTEpHAJIOB WJIM UCTIOJIB3YIOTCS JIUIsl KOHTPOJIS Ka4eCTBa MPOIYKI[MH U MPOBEICHHS UCIIBITAHUI
Ha 0€30MacHOCTh, JOJDKHO KOHTPOJMPOBATHCS, a PE3YJbTaThl KOHTPOJIS (UKCHPOBATHCS B
nokyMmeHTanuu. Jlis mepcoHana, 3aHSATOTO B 3THX 30HAX, JOJDKHBI OBITH IMPEIYCMOTPCHBI
KOMHATBI JUIsl TMEPEOJICBaHUSI M COOTBETCTBYIOIIAas pabodvas onexiaa. [Ipy HCHONb30BaHUU
00€3bsH JUIS POU3BOJICTBA MIIM KOHTPOJIS KAYeCTBA MEIUIIMHCKUX OMOJIOTHYECKHX TPEapaToB
HEO0OX0IMMO YYUTBHIBATh 0cOObIe TpeOOBaHUS, yKa3aHHbIe B JedcTByomux "Hopmarusax BO3
i 6uosiornyeckux Bemects” N 7.

JlokymeHTanus

23. B cnenmdukanuyd Ha HWCXOJHBIE MaTEpUANBl JUIsI TPOHW3BOJCTBA OMOJIOTHYECKUX
MEJUIMHCKUX MpPEenapaTroB CieayeT BKIYaTh JOMOJHUTENbHYI HH(OpMaIio 00 UCTOYHHUKE,
MIPOUCXOXKICHUM, METOJIe IMPOU3BOJICTBA M IPHUMEHSEMbIX METO/axX KOHTpOJII KadecTBa, B
YaCTHOCTH, MUKPOOHOJIOIHUECKOTO KOHTPOJIS.

24, Kak mpaBwio, crenupuKauu TPEeOYIOTCS TakkKe I TPOMEKYTOUYHBIX H
Hepac(acoBaHHBIX MEAUIIMHCKUX OMOJIOrMYECKUX MPErapaTos.

HcxonHble MaTepuasl

25. Cnenyer 4eTKO OMpPEACNATh HMCTOYHHK, MPOMCXOXKICHUE U IPUTOTHOCTh HMCXOJHBIX
MaTepHaNIOB JUIS UCIIOJIb30BaHus. Eciii mpoBeieHre HeOOX0AMMBIX UCTIBITAHUI 3aHUMAET MHOTO
BPEMEHH, JIOMYCKACTCS HAYMHATH OO0pabOTKY HMCXOJHBIX MATEpPHAIOB JIO IOJY4CHHS
pe3yJIbTATOB ATUX MCIbITAHUI. B Takux ciydasx paspelieHHe Ha BBITYCK CEPUU TOTOBOU
MPOJIYKIIUH 3aBUCHUT OT TIOJIOKUTEIIBHBIX PE3YJIbTATOB UCIBITAHUI HCXOTHBIX MaTEPHAIIOB.

26. Tlpn HEOOXOIUMOCTH CTEPUIIM3AIMU HCXOIHBIX MATEPUAIIOB MHPEANOYTUTEILHBIM
SBISICTCSL  TEIUIOBOM  MeTox. Jlisi WHAKTUBAIMKM  OWOJIOTMYECKUX MAaTepUaliOB  MOTYT
UCIIOJIb30BAThCS  JIPYrHe JONMYCTHMbIE MeTo/bl (Hampumep, 0oO0paboTKa HOHH3HPYIOIIUM
U3JTYYCHHEM).

Cucrema MoceBHBIX MaTEPUATIOB U OAHKOB KJIETOK



27. Jlns mpenoTBpalieHUsT HEKENATEIbHOTO HW3MEHEHHUS CBOWCTB, KOTOPOE MOKET
MIPOM30UTU BCJIEJICTBUE MHOTOKPATHBIX II€PECEBOB MM OOJBILIOTO YMCIa TeHepalui
(maccaxkeii), MPOM3BOACTBO MEIUIIMHCKUX OHOJOIMYECKUX MpEraparoB, MOJy4aeMbIX U3
KYJIbTYP MUKPOOPTraHU3MOB, KYJIbTYp KJIETOK WJIM Pa3MHOXKEHHUEM B MOpPHOHAX U >KMBOTHBIX,
JIOJDKHO OBITh OCHOBAHO HAa CHCTEME IJIABHOTO M pabodero OAaHKOB MOCEBHBIX KYJIbTYp H/HIIH
KJIETOK.

28. KosmuectBo renepaiuii (yABOCHUH, maccaxkeil) MEKAy MOCEBHBIM MaTEPHAJIOM HIIH
0aHKOM KJIETOK M TOTOBOW MPOIYKLKEN JOJKHO COOTBETCTBOBATH TPEOOBAHMSIM HOPMATUBHOM
JOKYMEHTAIlMu U TpeOOBaHMSIM, YCTAaHOBJICHHBIM IIPU PErHMCTpAIMK JIEKAPCTBEHHOTO CPE/ICTBA.
MacmrabupoBanue npouecca He JOJHDKHO U3MEHSATh 3T0 (yHIaMEHTaIbHOE COOTHOIIIEHHE.

29. TloceBHble MaTepHaibl W OAHKU KJICTOK HEOOXOJMMO COOTBETCTBYIOIIUM 00pazoM
XapaKTepU30BaTh U MPOBEPSITh HA OTCYTCTBUE KOHTaMUHAIMK. B nanpHeiieM ux NpurogHocThb
JOJIKHA OBITh MOJTBEP)KJCHA CTAOUIIBHOCTBIO XapaKTEPUCTUK M Kaue€CTBOM MOCJEI0BATENIbHbIX
cepuil mpoaykuuu. [loceBHble Marepuanbl U OaHKU KIETOK CIEQyeT CO3JaBaTh, XpaHUTb U
WCIIOJb30BaTh TaKUM 00pa3oM, YTOOBl PHUCK UX 3arps3HEHUS WM M3MEHEHHS ObLI
MHUHUMAaJIbHBIM.

30. IloceBHbIe MaTepuabl U OAHKHA KJIETOK HEOOXOIMMO CO3/1aBaTh B KOHTPOJIUPYEMOI
cpene, 00ecreynBaroIIe 3alUTy MOCEBHBIX MAaTepUaIOB M 0AaHKOB KJIETOK M PabOTaIOIIEro ¢
HUMU mnepcoHana. [lpu co3gaHuuM moceBHOTO MaTepuana W OaHKa KJIETOK HE JOIMYCKaeTcs
OJIHOBpEMEHHas paboTa B OJIHOM 30HE WM OJHUM M TEM K€ IEPCOHAIIOM C JAPYIMMH >KMBBIMU
WM MHQUIMPYIOIUMH MaTepraniamMmu (HarmpuMmep, BUPycaMu, TMHUSMH WU IITAMMaMHU KIIETOK).

31. JlanHble, MOATBEPXKAAIOUINE CTAOMIBHOCTH W BOCIPOHM3BOJUMOCTh IOCEBHBIX
MaTepuagoB U OAaHKOB KIETOK, HeoOXoaumo oQopmisiTh B BHAE AOKYMEHTOB. Emkoctu,
MpeHa3HaYeHHbIE JUISl UX XPAHEHUs, JOJDKHBI ObITh T€PMETUYHBIMU, YETKO MapKUPOBAaHHBIMU U
XpaHUTHCS MpU HeoOxoaumoil Temmneparype. HeoOxoqumo THiaTesbHO BECTH JOKYMEHTAIbHbBIN
yUeT XpaHSIIMXCS €MKOcTed. B XOoJIoAMIBbHBIX YCTaHOBKaxX TEMIIEpaTypy XpaHEHUs CleayeT
HENPEPBIBHO PEruCcTPUpOBaTh, @ B YCTAaHOBKAaX C JKUAKUM a30TOM - KOHTPOJIMPOBATH
COOTBETCTBYIOIIUM oOpa3oM. Bce OTKIIOHEHHS MapamMeTpoB XpaHEHUsS 3a YCTaHOBJICHHbBIE
IPaHULbl U BBITEKAIOIINE U3 3TOTO KOPPEKTUPYIOIIKE JEHCTBUS JOJKHBI ObITH O(OpMIIEHBI B
BHJIE IPOTOKOJIA.

32. PaboTa ¢ mOCEBHBIMU MaTepHaiaMd ¥ OaHKaMHU KJIETOK JIOJDKHA BBITIOJIHATHCS TOJBKO
CHElHaIbHO HAa3HAUYEHHBIM IE€PCOHAJIOM IIOJI KOHTPOJIEM OTBETCTBEHHOTO Jsnua. Jloctynm k
XpaHAIMIMMCS] TOCEBHBIM MaTepuajiaM U O0aHKaM KJIETOK ClIeyeT KOHTPOJupoBaTh. Pasnnunbie
MIOCEBHbIE MaTepUajbl U OAHKU KIETOK CIEAYeT XpPaHUTh TaKUM 00pa3oM, YTOObI MCKIIIOYAIach
BO3MOXHOCTh HMX IIOJIMEHbl WJIM IEpPEKPECTHOro 3arpsi3HeHus. PekomeHnyercss pa3aensiTh
[IOCEBHbIE MaTepHalibl U OaHKHU KJIETOK, U pa3Hble YaCTH XPaHUTh OTIEIBbHO BO M30ekKaHHE HX
MOTEPHU.

33. Onepanuu co BCeMU €MKOCTSIMH, COJICPKAIIMMU TJIABHBIA M pabo4nii OaHKH KIETOK H
[IOCEBHBIX MAaTEpUAJIOB, CJIEIYeT MPOBOJUTH B OJHOM HOpsSAKe. EMKOCTb, OJTHAX/IbI B3ATYIO U3
XpaHWINILA, HE IOMYCKAeTCsl BO3BPAIIATh B XpaHMIJINILE IOBTOPHO.

[TpunHtmnsr paboThI

34. Crieyet mpoBepsITh POCTOBBIC CBOMCTBA CPEIbI KYJIbTUBUPOBAHHS.

35. JlobaBneHne MaTepualioB WM KYJIbTYp B (DepMEHTATOPHI U JPYrHe COCYIBI, a TaKKe
oTOOp mpo® M3 HUX HEOOXOJUMO MPOBOAMTH B THIATENBHO KOHTPOJIMPYEMBIX YCIOBHSIX,
o0ecneunBaroIMX HEBO3MOKHOCTh BHECEHHU S 3arpsi3HeHuil. [Ipu BHeceHnn 100aBoK uim otdope
po0 HEOOXOAUMO KOHTPOJIUPOBATh NPABUIIBHOCTh MOJCOETUHEHHS COCY/IOB.

36. Ilpomeccel meHTpU(YTrUPOBAHHUS WM CMEIIMBAHHS IPOJYKTOB MOTYT IMPHBECTH K
00pa30BaHUIO a’3p030JIeH, MO3TOMY BO H30€KaHHE IEPEeHOCa KUBBIX MHUKPOOPraHU3MOB 3TH
IIPOLIECCHI CIEAYET MPOBOIUTH B U30JIMPOBAHHBIX 30HAX.



37. I1o BO3MOXKHOCTH, cpe/ia KyJIbTHBUPOBAHHS JOJKHA OBITh CTEpPHIIN30BaHa Ha mecTe (in
situ). Ilpu mogaue B hepMeHTATOPHI Ta30B, CPE/l, KMUCIOT HIIM MIEIIOYEH, MEHOracuTeNel U T.1I.,
10 BO3MOKHOCTH, CJEIyeT HCIOJIb30BaTh CTEPWIHM3YIOMIHE (WIBTPHI, BCTPOCHHBIC B JIMHHUH
TI0JIAYH.

38. Ocoboec BHUMAaHHE HEOOXOAMMO YICHATh aTTeCTaluk (HCIBITAHUSAM) METOJIOB
yIQJICHHS WM MHAKTHBALUK BUPYCOB (CM. COOTBETCTBYIOIIYI0 HOPMATHBHYIO JJOKYMEHTAIIHIO).

39. Ilpn WHAKTHBAIMM WIH YNAJICHUH BUPYCOB B XOJE IPOU3BOACTBA HEOOXOAUMO
NPUHUMATh MEpPhl MPOTHB MOBTOPHOTO 3arpsi3HEHHs] 00pabOTaHHOW MPOIYKIHUH CO CTOPOHEI
HeoOpaboTaHHON MPOIYKLIUH.

40. Tlpm npUMEHEHHH XpOMAaTOrpaUYecKux METOAOB HCIONB3YIOT pPAa3HBIE BHUJIBI
00OpyIOBaHUs, KOTOPOE, KaKk NpPaBUJIO, AODKHO OBITh CHEIHAIbHO NpPEAHA3HAYCHO JUIS
MIPOBEACHUS OYMCTKH OJTHOTO THIIA MPOAYKIIHH. MEXTy CepUsIMH MPOIYKIIUU 3TO 000PYIOBaHHE
JOJDKHO TIPOXOIUTH CTEPIITM3AINIO WK Je3uH(eKInio. He pekoMeH IyeTcs HCIoIb30BaTh OTHO
U TO XK€ 000pyIOBaHHE Ha Pa3HBIX TEXHOJOTHMUYECKUX cTausX. ClleayeT yCTaHOBUTHh KPUTECPHH
MPUEMIIEMOCTH, CPOK CITY)KOBI M METOIbI CTEPHIIM3AINN WITH Ie3UH(EKIINN KOJIOHOK.

Kontpons kauectBa

41. Jlna obecrieueHns CTAOMIBHOCTH Ka4eCTBA MEIUIIMHCKUX OMOJIOTHYECKUX TPETrapaToB
0co00€ 3HAUYEHHE HMMEET BHYTPUIIPOU3BOJCTBEHHBIH KOHTPOJb. KOHTpOJbHBIE oOIEpanuy,
UMEIOLIHE PEIIAloIIee 3HAYCHUE [T KauecTBa MPOAYKIUK (HapuMep, OTCYTCTBHE BUPYCOB), HO
KOTOpble HE MOTryT OBITb MPOBEIACHBI Ha TOTOBOW MPOAYKLUH, CIEIyeT IPOBOJUTH Ha
COOTBETCTBYIOIIUX MPOMEXKYTOUHBIX CTaIUSAX IPOU3BOJICTBA.

42. OOpa3ubl MPOMEXKYTOUYHBIX MPOJYKTOB HEOOXOJMMO XPAaHHUTh B COOTBETCTBYIOIIMX
YCIIOBHUSAX, U UX KOJIMYECTBO JOKHO OBITh IOCTATOYHBIM JUIsl HOBTOPEHMS WIIHA MOATBEPKICHUS
UCHBITAHUN IO KOHTPOJIIO Ka4eCTBA CEPUU MPOTYKIUH.

43. HekoTopble TEXHOJOTHYECKHE TMPOIECCHl, Hampumep, (epmeHTausa, TPeOYOT
HENPEPBIBHOIO KOHTPOJISI MapaMeTpoB. DTU JIaHHbIE JOJDKHBI BXOJUTh COCTaBHOW 4YacThiO B
MIPOTOKOJI HA CEPUI0 MPOAYKLIUH.

44. Tlpu KCIOJIb30BAHUU B IPOU3BOJICTBE MEPEBUBAEMBIX KYJIBTYp HX CleLU(DUKY craeayeT
YUUTBIBaTh B TPEOOBAHUSIX K KOHTPOJIIO KaueCTBa.

[Tpunoxenne 3
IMPOU3BOACTBO PAJUODPAPMALIEBTUYECKUX ITPEITAPATOB
OO0I111€E T0JIOKEHUS

[IpousBoacTBO paarodapMarieBTUUECKUX MPEnapaToB JOJHKHO OBITh OpPraHU30BaHO B
cooTBeTcTBUH ¢ [IpaBriiaMu Mpon3BOACTBA U KOHTPOJIS Ka4eCcTBa JIEKapCTBeHHBIX cpeacts GM P
(wactu | u Il macrosimero cranmapra). JlanHoe I[lpuiokeHue ycTaHaBIMBaeT TPeOOBaHUS,
crienugpuuecKkue i Mpou3BOACTBA painopapMaleBTUYECKUX IIPENapaToB.

[Ipumeuanns:

1. Jannoe [Ipunoxenue HE pacrpocTpaHsaTcs Ha [IPUTOTOBJICHUE
paarodapMaleBTHUECKUX MpernaparoB B  CICHUATU3UPOBAHHBIX anTekax (B JICUeOHBIX
YUPSKICHUSAX MM JCUCTBYIOIIUX CaMOCTOSTEIHLHO) C HCIOJIBb30BAaHUEM PaJHOHYKIUIHBIX
ICHEpaTOPOB M Ha0OPOB pEarcHTOB B COOTBETCTBUHM C JIMIIEH3WCH (pEerucTpalMOHHBIMU
JIOKYMEHTaMH).



2. B cooTBeTcTBUU C TPeOOBAHUSAMHU DPAIMANMOHHON OE30MACHOCTH OTBETCTBEHHOCTH 3a
NPUMCHEHHUE PaJHallii B MEIUIMHCKUX IEJSX JIOKHUT Ha JIeYeOHBIX yUIpeKAeHUsX (Bpadax).
[Ipu npumeHeHun  paanodapMalleBTUUECKUX  IpernapaToB B JUArHOCTHMYECKUX U
TEpaneBTUUECKUX LEIAX OJDKHA ObITh 00ecredeHa BO3MOXKHOCTh y4acTHs CHEIUaINUCTa IO
MEJUIIMHCKON (PU3MKE U BBIIIOJIHEHBI Ipyrue TpeOOBaHUS.

3. Jannoe [IlIpmioxeHwe pacnpoCTpaHseTCs Takke Ha paanodapMaieBTHUISCKUC
Ipenaparsl, UCIOJIb3YIOIIHNECS B KINHUYECKUX UCITBITAHUSAX.

4. TpancnoprupoBaHue paauo(apManeBTUUECKUX IPENaparoB  BBIIIOJHAETCA B
COOTBETCTBUU C TPEOOBAHUSIMHU IO PaJMAlMOHHON Oe3omacHOCTH MexayHapoaHOro AreHTcTBa
o atomuoii sHeprun (MAT'ATD) 1 HaIMOHATBHBIME TPEOOBAHUSIMH.

5. Moryr wucHoJyib30BaTbCs METOMAbI, OTJIUYAIOLIMECS OT IPUBEIECHHBIX B JaHHOM
[IpuoxkxeHny, HO TMO3BOJISIIOIIME BBINOJHUTH TpeOOBaHUS IO OOECIEYeHHI0 KayecTBa
npoaykuuu. Ilpu mpuMeHeHHH STHUX METOJIOB ClieAyeT IOKa3aTh, YTO OHHM 00eCcreyrBaIoOT
YpOBEHb KauecTBa, SKBUBAJICHTHBIH, 110 KpaliHel Mepe, TpeboBaHusIM JaHHOTO [Ipunoxenus.

Bsenenue

1. TIpouwsBoactBO pamnodapManeBTHYECKUX MpernapaToB W oOpalieHue ¢ HUMHU
MPEJICTaBIsIeT MOTEHUUAIbHYI0 OINACHOCTb. YPOBEHb PHCKA 3aBUCUT OT THUIIA H3IIy4EHU,
SHEPruu WU3JIy4eHHs U IepHuojia Moypacnaja paauoHyKIuaoB. Oco0oe BHUMaHUE CIEIyeT
YAETUTh NPEJOTBPAIICHHUIO IIEPEKPECTHOIO 3arpsi3HEHUS, HATMYUIO OCTAaTKOB PaMOAKTHUBHBIX
MaTepHUajIOB U yIaJIeHUIO OTXOJIOB.

2. M3-3a TOro 4YTO paJMOHYKIUIBl HMMEIOT KOPOTKHH CpPOK XpaHEHHs, JOIYyCKaeTcs
BBIIIYCKAaTh HEKOTOphbIE paauodapMaleBTUUYECKHE IpernapaThl /0 3aBEpIICHUS KOHTPOJIS
KauecTBa. B 3TOM cilyyae B crHelnMajJbHOM HHCTPYKUUHU JIOJDKEH OBITh YETKO M IOJPOOHO
oTpe/iesieH MOPSAIOK BBIITYCKa IIPEnapaToB, BKIKOYas OTBETCTBEHHOCTh IIEpCOHANA U TpeOOBaHUs
K HEMPEepbIBHON OI[eHKE Y3PPEKTUBHOCTH CUCTEMBI 00ECIIEUEHUS KauecTBa.

3. OOmactpio TpUMEHEHHs JaHHOTO  [IpuyokeHHWst  SBISIETCA  JESTEIHHOCTD
MPOMBIIIJIEHHBIX ~NPEANPUATUN, SOCPHBIX LEHTPOB, HUHCTUTYTOB u IIDT-uentpoB mno
IIPOM3BOJICTBY U KOHTPOJIIO Ka4eCTBa:

- paarodapmManeBTUUYECKUX IPENaparos;

- pammodapmarieBTryeckux mpemnapatoB it [I19T  (MO3WTPOHHO-3MHUCCHOHHOM
ToMorpadum);

- pPaaMOaKTHBHBIX NPEIIIECTBEHHUKOB JUIsl TPOU3BOACTBA pajuodapMalieBTHYECKUX
[IpenapaTos,;

- PaAMOHYKJIUIHBIX T€HEPATOPOB.

Bun npousBocrea [TpaBuna GMP | CiieyeT BBITIOTHATH TPEOOBAHUS HACTOSIIIETO

HE pacupo- cranaapra. Yactu Il u | (mo mepe

CTpaHAITCA NPUOIMKEHUS CTaJAUU ITPOU3BOJICTBA K TOTOBOMY

<*> NPOJIYKTY U COOTBETCTBYIOIINE MPUIIOIKCHHUS)
PannodapmaneTuye- [Iponyxums Xumnye- |Craguun | I[lepepaboTka, Acentnyeckoe
CKHUE IIperaparbl pEaKTOpoB M | CKUiA OUYUCTKU |(OpMHUpOBaHHE, |MPOU3BOACTBO
PamnodapmanieBTuye- | IUKIOTPOHOB | CHHTE3 yIaKOBbIBaHUE WK QUHUILIHAS
CKHUE Ipernaparsl s (namosHeHME, CTepUIN3aLus
12T dacoBanue)
PannoaktuBHBIE
IIpeIIEeCTBEHHUKU
Pannonyknunnsie [Iponyxums TexHosornueckuit nmpouece
reHepaToOpsbI pEeaKTopoB U

LUKIJIOTPOHOB




<*> MuIlleHb ¥ CHCTeMa NIepeIadd OT IUKJIOTPOHA K YCTAHOBKE CHHTE3a MOTYT
paccMaTpruBaTLCA KakK IEpBasd CTagus IIPOU3BOJACTBA AKTUBHBIX (bapMaIICBTI/I‘-ICCKI/IX
cyOCTaHIINA.

4. Ilpou3BoauTens TOTOBOrO paauodapMalieBTHUECKOro Ipenapara JODKEH WMETh
ONHMCAHHWE TEXHOJIOTMYECKOro Ipolecca MPOU3BOJACTBA aKTUBHOW  (hapmalrieBTHUECKON
CyOCTaHIIUH, TOTOBOTO JICKAPCTBEHHOI'O CPEIICTBA M yKa3aTh, Kakue TpedoBanuss GMP (vacts |
win |l) Hacrosimero craHmapTa PpacHpOCTPAHSAIOTCS Ha pa3JIMYHbIE TEXHOJOTUYECKHUE
oreparnuu/CTau.

5. IlpousBoacTtBo paanodapMalleBTHUECKUX IPENapaToB JIOJDKHO BBINOJIHITHCS B
COOTBETCTBUU C TPEOOBAHUSAMU HOPM PATUAIIMOHHON 0€30IaCHOCTH.

6. IlpomsBoiacTBo paarodapManeBTHUECKUX MPENnaparoB, IpeIHa3HAUYCHHBIX  JUIS
MApEHTEPAIIbHOTO BBEJCHMS, JIOJDKHO BBINOJHITHCS B COOTBETCTBUU C TPeOOBAHUSIMH,
MPeIbABISEMbIMH K CTEPHJIBHOCTH TAKUX IPEnapaToB, ¢ COOIIOACHUEM, MPU HEOOXOIUMOCTH,
aceNnTUYECKUX YCIOBUH Npou3BOACTBA B cooTBeTcTBUU C [lpmioxkennem 1 k Hacrosimemy
CTaHJapTYy.

7. TpeOoBanusi K paauodapMaleBTUYECKUM IpenapataM M METOJAaM HX KOHTpPOJIsS
YCTaHOBJIEHBI B (DApMaKOTIEHHBIX CTAThAX UM IPYTUX JOKYMEHTax <*>.

<*> #B opurunaie mpaBun GMP EC ykazano: B EBpomneiickoii ®apmakoree win
nuneH3un Ha peanu3aiuio (marketing authorization)#.

Knunanueckue ucpITaHus

8. Ha mpowusBojacTBO paanodapMarieBTUYECKUX NpenapaToB, IMpeIHA3HAYCHHBIX JUIS
KIIMHUYCCKUX HCCIICOBAHUN, PaCIpOCTpaHSIOTCS Takke TpeOdoanus [Ipmmoxenns 13 k
HAaCTOSIEMY CTaHIAPTY.

OOecreueHre KauecTBa

9. OOecrieyeHne KauecTBa NpPU TPOHM3BOJCTBE paarohapMaleBTHUECKUX IPEIapaToB
MMeeT 0c000€e 3HAUYCHHUE BBUY UX CHEIU(UUECKUX 0COOCHHOCTEH, MalbIX 00bEMOB CEpUd U B
HEKOTOPBIX CIydasiX HEOOXOJMMOCTH IMPUMEHEHHs A0 3aBEpIICHMs] ONepanuil 1Mo KOHTPOJIO
KayecTBa.

10. 3ammTa TPOIYKIMU OT 3arpsA3HEHUH W TEPEKPECTHBIX 3arpsi3HEHUH JOJDKHA OBITH
ofecrieyeHa Tak ke, KaKk U MpHU IPOU3BOJCTBE JIIOOBIX JEKAapCTBEHHBIX cpeAcTB. Ho B nanHOM
cllyyae IMpeabsBIsSETCS  JONOJHUTEIbHOE TpeOOBaHME 1O  3allMTe€ [epcoHana  OT
MOHU3UPYIOIIET0 U3iyuyeHus. B aTux ycnoBusx cucrema obecriedeHHs] KayecTBa MpuoOpeTaer
UCKJIIOYUTENbHO Ba)KHOE 3HAUCHHUE.

11. Cnengyer mpoBOAUTH OIEHKY W PETHCTPAIMIO JAHHBIX IO KOHTPOJIO MOMENIEHUU U
000py/10BaHUs B COOTBETCTBUU C UX 3HAUEHHUEM B TEXHOJIOTMUECKOM IIpOIIECCE.

12. Tlpu npou3BojaCTBE paanodapMaIleBTUYECKUX IMPETapaToB CIEAYeT B HEOOXOIMMOM
o0beMe MPOBOJMUTH aTTeCTAllMU (UCIBITAaHHUS) C YyYETOM aHajiM3a PUCKOB B COOTBETCTBUH C
TpeOOBaHUAMHU JAHHOTO CTaHAAapTa M HOPMATHUBHBIX JOKYMEHTOB [0 paJHallMOHHON
0€301aCHOCTH.

[Iepconan

13. Bce TeXHOJOTHYECKHE OIEpAIldU JIOJDKHBI BBITIOTHATHCS IEPCOHATIOM, HMEIOIIHNM
CHEeIUaJbHyI0 IIOJrOTOBKY IO paJAMallMOHHOW Oe3omacHoctu. llepconan, 3aHsATHIA B
MIPOM3BO/JICTBE, KOHTPOJIE KAYECTBA U BBITYCKE paanuo(apMaieBTHIECKUX MPEapaToB, TODKECH
IpPOWTU  cHenuanbHOoe OOy4yeHHe, CBSI3aHHOE C OCOOEHHOCTSIMM 3THUX IPErnaparos.



Y0JIHOMOYEHHOE JIMIIO HECET MOJHYK OTBETCTBEHHOCTb 3a BBINYCK paauodapmMarieBTUYeCKUX
[IpernapaToB.

14. Tlepconai, padoTaronuii B 30HaX MPOU3BOJICTBA Paan0(PapMaIeBTUICCKUX MPETapaToB
(Bkmrodast 3aHATHIM ~ YOOPKOH M TEXHHYECKHMM  OOCIY)KHMBaHHEM), JIOJDKEH TPOUTH
JIOTIOJTHUTENbHOE 00yUeHHUE, CBA3aHHOE CO CIELM(PUKON MPOLIECCOB U MPOTYKIIMH.

15. Ecnu nmpou3BOJCTBEHHBIE TOMEIICHUS W 00OpPYIOBAaHUE HMCIOJIB3YIOTCS TaKkKe IS
MPOBEACHUS UCCIEAOBAHUN, TO WCCIEAOBATEIBCKUN MEPCOHAN JOJHKEH MPOUTH OOyYeHHUE IO
npasmwiaMm GMP. Ciy:x6a obecrieueHHs Ka4ecTBa JIOJDKHA PacCCMAaTPUBATh U J1aBaTh pa3peIicHHe
Ha MpoBe/ieHue paboT, CBA3AHHBIX C UCCIECAOBAHUSAMH, JJISl TOTO YTOOBI UCKIIFOUUThH UX OIACHOE
BJIMSIHUE HA NPOU3BOJICTBO.

[Tomemenus u 060pyI0BaHNE
OO61mre moaoKEeHUs

16. Tlpou3BoacTBO pajnodapMareBTHUSCKUX MPEIapaToB JODKHO OBITh OPraHU30BaHO B
KOHTPOJMPYEMbIX 30HaX, B KOTOPBIX BBIIOJHSIOTCS TpeOOBaHMS K OKpyXKarouleil cpeie u
paavanMoHHONW Oe3omacHOCTH. Bce TexHoJormueckue onepanuu JIOJDKHBI BBINOJHITHCS B
CHEIHAIbHBIX IOMEIICHUSAX M Ha CHEeNHaJbHOM O00O0pYyJOBaHUM, MpPEAHA3HAYEHHOM s
IIPOM3BOJICTBA pauo(apMaleBTUYECKUX TPETapaToB.

17. Cnenyer mnpuHSATH MeEpbl IO MNPEAOTBPAILECHUIO IMEPEKPECTHBIX 3arpsi3HEHUN OT
IepcoHasa, MaTeprajioB, paJUOaKTUBHBIX MaTepualoB U np. Besne, rjie 3To BO3MOXKHO, Cle1yeT
HCII0JIb30BaTh 3aKPbITOE WM M30JUPOBaHHOE oOopynoBaHue. [Ipu MCHOIB30BaHUU OTKPHITOTO
o0opynoBaHUs ClEIyeT IMPUHITh MEPhl MO CBEICHUIO PUCKA 3arpsi3HEHUN K MUHUMYMY. [Ipu
OLICHKE pHCKa ClIeJyeT I[0Ka3aTh, YTO YHUCTOTAa OKpYXKaloIIed cpeabl YIOBJIETBOPSET
TpeOOBaHUSAM, IPEIbSIBISIEMbIM K THUITY BBIITYCKa€MOH IPOAYKIUH.

18. Bxox B TPOW3BOJCTBEHHBIC 30HBI JIOJDKEH OCYIICCTBIATHCS Yepe3 KOMHATHI
nepeojieBaHusl  (CAaHIPONMYCKHUKKM) H JOJDKCH OBbITh OTPaHHYEH TOJBKO [UIs IEPCOHANA,
MMEIOLIETo MpaBo A0CTyIa B HUX.

19. Cnexyer mpoBOAUTH KOHTPOJH pabOUMX MECT M OKpYXArOIIeH cpelnsl Ha HaM4ue
(KOHIIEHTpAIIMIO) PAIMOAKTUBHBIX 3arpsA3HEHHUH, YaCTUI] W MHKPOOPraHU3MOB. [lopsaok
IIPOBEJICHUS] KOHTPOJIS yCTaHABIMBAETCS MPU aTTECTALUU B AKCIUTYaTUPYEMOM COCTOSIHUU.

20. Jlns oOecrieyeHHsT HajuIeKamield pa0dOThl MOMEIIEHUH W OOOpYIOBaHUS CIICAYEeT
OpraHu30BaTh HMX TEXHHUYECKOE OOCITy)KHBAHUE, TPOBOJUTh KATHOPOBKY (IIOBEpKY) W
arrectaluio (MCIbITaHKs). DTH pabOThI JOJDKHBI BBIMOIHITHCS TTOATOTOBICHHBIM IIEPCOHAIIOM, a
(bakT ux MPOBEACHUS U NOJYyYEHHbIE PE3YIbTAThI TOJKHBI 0(QOPMIISATHCS JOKYMEHTAIBHO.

21. Crnenyer mpUHATH MEPHI TI0 3aIIUTE OT PAJIMOAKTUBHOTO 3arps3HEHUS TOMEIIEHUH U
obopynoBanusa. Crnenyer  opraHu3oBaThb  KOHTPOJb  PAJUOAKTHBHBIX  3arpsA3HEHUN
HEMOCPECTBEHHO C MOMOILBIO I03UMETPOB MIIM KOCBEHHO METOJIOM CMbBIBOB.

22. TloBepxHOCTH 00OPYIOBAHHMSI, COMTPHUKACAIOIINECS C TIPOJTYKTOM, HE JTOJDKHBI BCTYIATh
C HUM B pEaKlMi0, HUYEro He NMPUBHOCUTH B HErO0 U HE abcopOMpOBaTh MPOIYKT, YTOOBI HE
W3MEHUTH €r0 CBOKCTBA.

23. Pemumpkymsanusi Bo3AyXa W3 TIOMEIICHWH, B KOTOPBIX BBINOJHSAETCS padoTa C
paarodapMaleBTUYECKUMH TIpenapaTtaMu, He JIOIYCKaeTcs, 32 MCKIOYEHHEM CIyyaeB, KOrja
NPUMEHEHHE PEUUPKYISIIUUd 000CHOBaHO. B BBITSDKHBIX cucTeMax JIOJDKHA  OBITh
MIpPeyCMOTPEHA 3alllUTa OT 3arpsi3HEHUS] OKPYXKAIOIIEH cpeibl paJlOaKTUBHBIMU YacTULAMU U
razamu. B KOHTpoiMpyeMbIX 30HAaX JOJDKHA OBITh MPEAyCMOTpPEHa 3allMTa OT 3arps3HEHUs
YacTULIAaMU U MUKPOOPraHU3MaMHU.

24. YToOBI HE NOMYCTUTHh PACIPOCTPAHEHUS PATMOAKTUBHBIX YACTHI[, MOXKET OKa3aThCS
HEOOXOIMMBIM TOJIIEPKUBATh OTPUIATENILHOE JABJIEHUE B 30HAX, IJI€ HAXOJIUTCS OTKPBITHIN
MIPOAYKT. B TO e Bpems clleyeT 3allUTUTh IIPOAYKT OT 3arpsA3HEHUM U3 OKPYKAIOIIEH Cpeapbl.



OT0 MOXeT OBbIThb JOCTUIHYTO 3@ CUeT NMPUMEHEHHUs OapbepHONW TEXHOJOIMM U BO3YLIHBIX
LUIIO30B.

[Ipon3BOACTBO CTEPUILHON IPOIYKIIUU

25. CrepuiibHBIE paguohapMaIieBTHUECKIE MTPETapaThl pa3AeisiFOTCs Ha IBE TPYIIIIHL:

- mpenapartsl, HoJyleKaiue (pUHUIIHONW CTepUiIu3aliy, T.€. CTEPUIM3alUU B IEPBUYHON
OKOHYATEJIbHOW YIaKOBKE;

- @pemaparbl, HE JONYyCKalollhe (QUHHUILIHON CTEPUIIU3ALUU, MPOU3BOJICTBO KOTOPBIX
JOJI’KHO OBITh OPIraHU30BAHO B ACENITUYECKUX YCIOBUSX.

TpeboBaHusi K YKUCTOTE IMOMENIEHUN 3aBHCAT OT TOTO, K KAaKOW TPYIIeE OTHOCHUTCS
npenapaT. TpeOoBaHUS K YUCTOTE pabOYUX 30H, B KOTOPBIX MPOIYKT WM MEPBUYHAS YIIaKOBKa
MOXKET HAaXOJUThCS B KOHTAKTE€ C OKPYKAIOLIUM BO3AyXoM, npueleHbl B [lpunoxenun 1 k
HACTOSIILEMY CTaHAAPTY.

26. Jlnst onpenenenust TpeOOBaHMI K IepernagaM JaBJICHUs, HAITPABICHUIO TIOTOKA BO3TyXa
U €ro KayecTBa MOT'YT MCIIOJIb30BaThCS METObl aHAJIN3a PUCKOB.

27. B 3aKpBITBIX aBTOMAaTU3HPOBAHHBIX CHCTEMAX, MPEJCTABISIOMINX COO0M, KaK MPaBUIIo,
ropsiule KaMmephl ¢ pa3MElleHHEM B HUX YCTAaHOBOK XMMHUYECKOTO CHHTE3a, CUCTEM OYMCTKH,
CTepIIIM3YIONIeH (QMIbTpanuy "Ha JTUHHUH', TOJDKHA OBITH mpemycMoTpeHa 30Ha C. B ropsame
KaMephl, HaXOJALIUECs B 3aKPhITOM COCTOSIHUHM, JOJDKEH II0JaBaThCS BO3JAYyX C BBICOKOM
CTETEHbIO UNCTOTHI. ACENITUYECKHIE ONEepalli JOJLKHBI BBIIOIHITHCS B 30HE A.

28. Jlo Hayanma MpPOU3BOJCTBA COOpKAa CTEPHIIBHOTO OOOpPYIOBAaHWUS M KOMIIOHEHTOB
(TpyOoK, cTepuiu3yOmMX (QUIBTPOB), YKYHNOpKa M TepMETHU3AIUs CTEPUIIbHBIX (DIaKOHOB
JIOJI’KHBI BBITIOJHSTHCS B ACENITUYECKUX YCIOBUSIX.

JokymeHTanus

29. Tlopsmox pa3pabOTKH, TEPecMOTpa, YTBEPKICHHS H  BBIJAYH JOKYMEHTOB,
OTHOCSIIIMXCS K POU3BOCTBY painoapMalieBTUYECKUX MPENapaToB, JOHKEH ObITh U3JI0KEH B
CHELNAJIbHON UHCTPYKLIAH.

30. TpeGoBaHus K HMCXOJHBIM M YIaKOBOYHBIM MaTephallaM, JTHKETKaM M IPYrHM
CpeICTBaM MapKUPOBKH, KPUTUYECKUM IPOMEKYTOUHBIM MaTepuaiaM U FOTOBOM MPOAYKIUH
JOJOKHBI ObITh yKa3aHbl B crnenudukaunusax. Crneunduxanuu Takxke pa3padbaThIBalOTCA Ha
KPUTHUYECKHE MaTepualibl ¥ KOMIIOHEHTHI (BCIIOMOTaTeNbHbIC BEIIECTBA, YIUIOTHEHUS, HAOOPHI
IUISL CTEpWIIM3YIoLIeH (QUIIbTpAIllii U JIP.), MCIOJIb3yeMbIe B MPOIIECCE M CIIOCOOHBIC OKa3aTh
KPUTHYECKOE BIUSHUE HA KAYECTBO MPOTYKIIHH.

31. Cnemyer yCTaHOBHTH JOIYCTUMBIC MpEeNbHbIC 3HAYCHUSI H3MEHEHUI XapaKTePUCTHK
paarodapmaleBTUYECKUX IpenapaToB, BKIOYas TpeOOBaHHUS K BBIIYCKY U CPOKY XpaHEHUs
(Hanpumep, paIMOXMMHUYECKON YUCTOTHI, 00BEMHOW aKTHMBHOCTH, PAAMOHYKIUIHOW YUCTOTHI
yIEbHOW aKTUBHOCTH).

32. B nmporokonax Ha WCIOJB30BAaHWE, OYHCTKY, JI€3aKTHUBAIUIO, JC3MH(EKIIHIO
(cTepuiu3aiinio), TeXHHYECKOE OOCTY)KUBAHHUE CIICAYET YKa3bIBaTh JaTy U BPEMs BBITIOJHCHHS
omepanuy, 3aBepATh IPOTOKOJ IMOANUCHIO JIMIA, BBINOJHUBILIETO paboTy, U, MpuU
HE0OXO0IMMOCTH, YKa3bIBaTh HAUMEHOBAHHUE MPOIYKTa U HOMEP CEPUH.

33. [IpoTokomnbl ciemyeT XpaHUTh HE MEHEE YeM B TEUYEeHHE TpeX JIeT, €CIIM HHOE He
YKa3aHO B JPYruX JOKYMEHTaX.

[IpousBoacTeo

34. OgHOBpEeMEHHOE TMPOM3BOJCTBO PA3IMYHBIX Paaro(apManeBTHIECKUX MPErnapaToB B
OJIHOM paboueii 30He (ropsiueii Kamepe, JJAMUHAPHOW 30HE WM IIKady) HE TOMyCKAaeTcs, YTO



BBI3BAaHO HEOOXOJIMUMOCTBIO CHIDKCHHS 10 MHHHUMYMa pPHCKa IEPEKPECTHOTO 3arps3HEHHS
pamOaKTHBHBIMH BEIIECTBAMH HMJIH MTEPEITyTHIBAHUS MAaTEPHAIIOB.

35. Tlporeccsl 1 000pyIOBaHKE MOJICHKAT aTTeCTalMK (MCIBITAHUSAM), B T.4. CHCTEMBI C
KOMIBIOTEPHBIM YIIpaBJICeHHEM, B cOOTBEeTCTBHH C [Ipunoxennem 11 x HacTosIeMy CTaHIApTYy.
Hogple mporieccsl o uIekar NepcreKTHBHON aTTECTaI|H.

36. Kpurudeckne mnapaMeTpsl CleQyeT, KaK NpaBWiIO, OINPEICIUTh JO TPOBEICHHS
aTTeCTallud WKW B ee mpouecce. [lpu 3ToM ciemyer ompenenuTh AOMYCTHMBIC MpeaeibHbIC
3HA4YCHUsI U3MEHEHHU TTapaMeTPOB, HEOOXOJMMBIE [T CTAOMIIBHOTO TPOU3BOICTBA.

37. JIns TpOAYKTOB, HAMOJHIEMBIX B AaCENTHUYECKUX YCIIOBHUSX, CIEAyeT IPOBOIUTH
KOHTPOJIb TIEJIOCTHOCTH MEMOpaHHBIX (PUIBTPOB, NMPHHHUMAs BO BHHMAaHHE HEOOXOIMMOCTH
oOecrieueHns paTuaMOHHON 0€30TTaCHOCTH M COXPaHEHHS CTEPUIBHOCTH (DUITBTPOB.

38. YuurteBas paguallMOHHYI0 aKTHUBHOCTh TOTOBOTO MPOAYKTA, JOIMYCKAETCS HAHOCHUTH
MapKHpPOBKY Ha IEPBUYHYIO YIAKOBKY JO Hadaja MpPOW3BOJACTBA. Ha cTepuiibHBIC ITyCThIC
3aKpbIThie (PIAKOHBI MOXET ObITh HAaHECEHa MapKUpPOBKA C YacTUYHOM HHMopmanuen 1o
OTIepaIyy HAIOJHEHUS, TIPH STOM CTEPHIILHOCTh HE JIOJDKHA OBITh HapyIIeHa M HE JOJDKHO OBITh
MOMEX JUIsI BU3YaJIbHOTO KOHTPOJISI HAITOJHEHHBIX (PJIAKOHOB.

Kontpouns kauecTBa

39. Hexotopbeie pamuodapmaneBTHUYECKHE TMpernmaparbl MOTYT OBITh BBINMYIIEHBI U
HCII0JIb30BAHbl HA OCHOBE OLIEHKU JOKYMEHTAIIMH Ha CEPUIO JI0 3aBEPIICHUS BCEX XUMUUYECKUX U
MHUKPOOHOIOTHUECKUX UCTIBITAaHUI.

Odopmnenue pa3penieHus Ha BBIIYCK paguo@apManeBTUYECKUX MPenapaToB MOXKET ObITh
BBITNIOJIHEHO B JIBa U 00Jiee 3TAIoB JI0 U MOCIIE 3aBEpUICHUS aHATUTUYECKOTO KOHTPOJIS B TIOJTHOM
o0BeMe:

a) paspeleHre Ha BBIMYCK 0(OPMIISIOT MOCIE OICHKU MPOTOKOJA HA CEPHI0, B KOTOPOM
JOJKHBI OBITh OTPa)KEHbI YCJIOBUS NMPOMU3BOJACTBA U PE3YIbTAThl aHATUTUYECKOTO KOHTPOJIS;
Ipernapar /10 OTIIPaBKU B KJIMHUKY UMEET CTaTyc "'B KapaHTUHE";

b) monyuenue paspenieHHss Ha BBITYCK OT YIIOJIHOMOYCHHOTO JIMIIA MOCIE MPOBEICHHUS
OLICHKM OKOHYATEJbHBIX pPE3YyJIbTaTOB AHAJUTHUYECKOTO KOHTPOJIS,, BCEX OTKIOHEHUH OT
HOPMaJIbHOTO MpoIiecca, KOTOPbIE AOJLKHBI ObITh 0(OPMIIEHBI JOKYMEHTAJIbHO, 000CHOBAaHbI U
yTBEpKJEHbl. Eciu  HEKOTOpble pe3ylbTaThl KOHTPOJS HEBO3MOXKHO IOJIYYHUTh J0
UCII0JIb30BAaHUs Tpernapara, TO YIMOJHOMOUYEHHOMY JIMILy cieayeT opOpMHUTh pa3pelleHHe Ha
BBIIIYCK Mperapara yCIOBHO JI0 €r0 MCHOJb30BaHUS U OKOHYATEIbHO 0(OPMUTH pa3pellieHre Ha
BBIITYCK ITpernapaTa nocje Moay4eHUs BCeX pe3ylbTaTOB KOHTPOJIS.

40. BonpmUHCTBO paano(apMamneBTUIECKUX MPErnapaToB HCHOJIB3YIOTCS B TEUCHHE
KOPOTKOI0 nepuoja BpeMeHu. Cpok roJJHOCTH Ipernapara JOJKeH ObITh YETKO YKa3aH.

41. [IlpemapaTsl, cojaepXkallie pagdOaKTUBHBIE HW30TONBI € OOJBIIUM TEPHOJIOM
noJiypacnaja, cieayeT KOHTPOJIHPOBAaTh HA COOTBETCTBHUE BCEM TPEOOBAHUSAM JI0 OPOPMIICHHUS
pa3pelleHns Ha BBIITYCK YITOJTHOMOYEHHBIM JIUIIOM.

42. KoHTpob P00 MOXKET OBITH POBEAICH HE Cpa3y IMOCie UX 0TOOPa, YTOOBI 00ECIIEUNTh
TpeOyeMoe CHIKEHUE YPOBHS AaKTUBHOCTU. Bce BUIbI KOHTpOJIS, BKJIOYAas KOHTPOJIb Ha
CTEpUIBHOCTD, J0JKHBI OBITh TPOBE/IEHBI KAK MOXHO ObICTpEE.

43. TIopsiTOK OTIEHKH MPOIYKIIUH U PE3YIIBTATOB KOHTPOJISL, KOTOPYIO CIIEIYeT MPOBECTHU 0
BBIITYCKA MPOJYKIUH, T0JKEH ObITh U3JI0KEH B CIIEUAIBHON MHCTPYKIIMH.

44, Tlponykmusi, HE COOTBETCTBYIOIIAs YCTAaHOBJICHHBIM TPEOOBAHUSIM, JOJDKHA OBITH
OTKJIOHEHa.

Ecnu mpenycMoTpena mnepepaboTka MaTepuana, TO OHAa JOJDKHA BBIIOJHATHCS IO
MHCTPYKUUU. ['0TOBast MpoayKIus AOHKHA COOTBETCTBOBATH YCTAaHOBJIEHHBIM TPEOOBAHUSM, UTO
JOJKHO OBITH MOATBEPXKACHO N0 ee Bhillycka. He momyckaercs mepepaOoTka BO3BpALIEHHOMN
MIPOJIKIIMH, C KOTOPOH cienyeT oOpaiiarbes Kak ¢ paloaKTUBHBIMU OTXOJaMHU.



45. B cneuuanbHOW MHCTPYKUMU JOJDKEH OBbITh OINpeesieH MNOpANOK JAeWCTBUIA
YIOJHOMOYEHHOIO JIMIa B cly4ae OOHApY)KEHUSI HECOOTBETCTBUS MPOAYKIHH TPeOOBaHUIIM
crelu(puKauy Iocie €€ OTIPY3KU JJO UCTEYEHHs CpOKa TOAHOCTH. Takue ciiydyau J0KHbBI ObITh
pacciefoBaHbl € pa3pa0OTKOM IUIaHa MEPONPUSITHM 1O HMX HPEayNpeKICHUI0 U
JOKYMEHTAJIbHBIM O(OPMIIEHUEM.

46. Ilpyn HE0OXOIMMOCTH ClieyeT HHPOPMHUPOBATH OTBETCTBEHHBIN MEPCOHAN JICUEOHOTO
YUpEXKJEHUS. DTO CIEAYET BBINOJHITH B MOPSIKE, 00€CIEUNBAIOLIEM MPOCIEKUBAEMOCTh BCEX
JNENCTBUM.

47. JlomxeH ObITh pazpaboTaH MOPSAJOK KOHTPOJIS UCXOAHBIX MaTepuainoB. [Ipu BeiOope u
YTBEP)KICHUM MOCTABIIMKA CIIEJyeT YOeAUTbCs B TOM, YTO IIOCTaBisieMble MM MaTepHalibl
HEU3MEHHO COOTBETCTBYIOT TpeOoBaHMsM crenudukauuid. lcxoaHble H  ylIakOBOYHBIE
MaTepuagbl M BCIIOMOTaTellbHble MaTepuanbl Uil KPUTHUECKUX IPOLIECCOB  JTOJKHBI
MPUOOPETATHCS TOJIBKO Y YTBEPKIEHHBIX TOCTABIIUKOB.

KoHTposbHble 1 apxuBHBIE 00pa31bl

48. U3 xaxnoi cepun HepachacoBaHHON TPOJYKIMH JOJDKHBI OBITH OTOOpaHBI MPOOBI
(KOHTpOJIbHBIC ¥ apXMBHBIC 00pa3Ilbl), KOTOPBIC JOJDKHBI XPAHUTHCS HE MEHEE IISCTH MECSIICB
[I0CJIE MCTEUEHUs CpOKa TOJHOCTH TOTOBOW HPOAYKLHH, €CIIM HMHOE HE YCTaHOBJIEHO IpU
MIPOBEJICHUU aHaJIn3a PUCKOB.

49. TIpoObl WCXOIHBIX MAaTEPUANOB, 32 HMCKIIOYCHHEM DPAaCTBOPUTEINICH, Ta30B W BOJPI,
UCII0JIb3YeMOM B IMPOU3BOJICTBE, JIOJDKHBI XPAaHUTHCSI HE MEHEee JBYX JIET IOCJe BBIIyCKa
MPOJIYKIUU. DTOT CPOK MOXET OBbITh COKpallleH, €CIM B creuuduKaluy Ha MaTepuan yKa3zaH
00Jiee KOPOTKUH NIEPHO]T CTAOMIIBHOCTH.

50. CornamennemM ¢ KOMIETCHTHBIMU OPraHaMU MOXKET OBITh OIpe/eNieH APYroi MOPSIOK
orbopa mpod (KOHTPOJBHBIX M APXUBHBIX OOPA3IOB) HCXOIHBIX MATEPHAIOB, MPOJIYKIUH,
U3TOTOBJICHHOW 10 HWHAMBUAYAJIbHOMY 3aKa3y WM B MallbIX KOJMYECTBAX, WU €CIH HX
XpaHEHHE MOXET BbI3BAaTh 0COObIE TPYJHOCTH.

Peanuzarus

51. Jlomyckaercsi peanu3anusi TOTOBOM MPOAYKUMHU JIO TOJYYEHUS PE3YJIbTaTOB
WCIBITAHUN, €CIIM caM MPOIECC pealn3aluy HAaXOJUTCs MOJl KOHTPOJEM M Ipernapar He Oyjaer
HCIO0JIb30BAaH JI0 MOJIyYEHHS Pe3y/IbTaTOB UCIIBITAHUN U X OLIEHKH OTBETCTBEHHBIM JIULIOM.

TepmuHsI 1 onpeneseHus

[puroTosienue (preparation): mpUroToBICHUE PAJIXNOMEUYCHHOT0 Habopa pauoOHYKIHIOM,
SJUTIOMPOBAHHBIM W3 T'CHEPATOPOB, WM PAJHOAKTHBHBIMU IPEAIICCTBEHHUKAMH B JICYEOHOM
yupexeHnd. HaOopsl, TeHepaTopbl W PaAHOaKTHBHBIC MPEIIIECCTBCHHUKH JOJDKHBI OBITH
3aperuCTPUPOBAHBI B YCTAHOBJICHHOM IOPSIIKE, & TPEANPHUSATHS-TIPOU3BOAUTEIH TOJDKHBI HMETh
JIMIICH3UIO HA BBITYCK JAHHOW TIPOTYKIIHUH.

[TpoussoacTeo (Manufacturing): uU3roToBiieHKE, KOHTPOJbL KauyecTBa, BBITYCK M JOCTaBKa
paanodapMareBTHIECKHX TPEMApaToB, IOJYYCHHBIX W3 aKTHBHOW CyOCTaHIIMH W JPYTUX
HCXOJIHBIX MAaTePHAIIOB.

lopsiuast kamepa (Hot-cell): 3amuinennoe (d9KpaHHpoBaHHOE) pabouee MeECTO IS
NpOM3BOJICTBA M OOpalleHUs C PAIMOAKTUBHBIMM MarepuaiaMu. [opsiyas Kamepa He
00s13aTEBHO J0JDKHA OBITh H30JIATOPOM.

Vnonnomouennoe usuno (Qualified Person): cm. [lpunoxkenue 16 k Hactosmemy
CTaHIApTYy.



[Ipunoxenue 4

I[MPON3BOACTBO JIEKAPCTBEHHbIX CPEJICTB JJIS1 2)KUBOTHBIX
(KPOME UMMYHHBIX JIEKAPCTBEHHbBIX CPE/ICTB)

Hacrosmee [IpunoxeHne 0OTHOCUTCSI KO BCEM JIEKAPCTBEHHBIM CPEJACTBAM IS )KMBOTHBIX,
32  HUCKIIIOYEHHEM  HMMYHHBIX  JICKAPCTBCHHBIX  CpeicTB  (IPOM3BOJACTBO  KOTOPBIX
paccmarpuBaetcs B [Ipuioxennn 5 kK HaCTOSIIIIEMY CTaHAAPTY) U JICKAPCTBEHHBIX KOPMOB.

[IpousBoicTBO 1006aBOK K JIEKAPCTBEHHBIM KOpMaM

B nacrosimem [pninokeHnu HCIoJIb30BaHbI CIEAYIONINE TEPMHHBI

JlexapctBennbie kopma (medicated feeding stuff): mobast cMech JIeKapCTBEHHBIX CPEJICTB
IUISL )KUBOTHBIX M KOPMOB, BBIITyCKaeMasi B TOTOBOM BHJE, MpEJAHA3HAYCHHAS IS KOPMIICHHS
KUBOTHBIX 0€3 JaibHEiIe o0paboTKH, KOTOpas paccMaTpUBAECTCS KakK JIEKAPCTBEHHOE
cpeacTBo Onaroaapsi CBOMM JI€U€OHBIM MIIH MPO(PUIAKTUIECKUM CBOWCTBAM.

JloO6aBkM K JeKapcTBEHHBIM KopMaMm (TMpeMHuKchl) (Pre-mix): maroObie JIeKapCTBEHHBIC
CpeAcTBa Uil KUBOTHBIX, TPUTOTOBJICHHBIC 3apaHee Ui IMOCIEAYIOIEr0 HCIOJIh30BaHUS B
MIPOU3BO/ICTBE JIEKAPCTBEHHBIX KOPMOB.

1. IIpou3BOACTBO 0OABOK K JIGKAPCTBEHHBIM KOPMaM TPEOYET MCIOJIB30BAHUS OOJIBIIOTO
KOJIMYECTBA PACTHTEIBHBIX MAaTEPUAIIOB, TPHUBIICKAIOIINX HACEKOMBIX U TPBHI3YHOB. [lomemeHus
IUTSL TIPOM3BOJICTBA JJOOABOK CIIEAYET MPOEKTUPOBATh, 00OPYHIOBATh M IKCILTyaTUPOBATh TaKUM
00pa3oM, 4ToOBI CBECTH K MUHUMYMY OTIACHOCTh MPOHMKAHUS HACEKOMBIX M IPhI3yHOB (4acTs I,
3.4). C uenbio 00pbObI C HUMH CIICYET IPOBOUTH PErYISPHYI0 00pabOTKY MTOMEIICHHUH.

2. V3-3a 60xpmoro oobeMa IMblTH, 00pa3yroIIerocs Mpyu MPOM3BOJICTBE HepachacoBaHHBIX
BELIECTB JJIsl J00aBOK, 0c000€ BHUMaHHE HEOOXOIUMO YAEATh MepaM 10 00JErYeHUI0 OYUCTKU
MOMEIIECHU M TPEJIOTBPALICHUIO TMepeKpecTHOro 3arpsizHeHus (wacts |, 3.14), Hampumep,
MPUMEHEHHEM IepMETHYHBIX TPAHCIIOPTEPOB | MBUICTIOTIIOTHTENeH. Hapsimy ¢ ucmosib30BaHueM
TAKOTO OO0OpYNOBaHHS  CJEIyeT TPOBOJUTH TIIATENBHYID W  PETYSIPHYIO  OYHCTKY
MIPOU3BOICTBEHHBIX TOMEIICHUH.

3. Cnemyer oOecrneunTh eIuMHOOOpa3ue BBINONHEHHUS (OT CEpUHM K CEpUH) CTaauid
TEXHOJIOTHYECKOTO TPOIIecca, KOTOPhIE OKa3bIBAIOT CYIIECTBEHHOE OTPHIIATEIHHOE BIMSIHHE HA
CTaOMIIBHOCTh AKTUBHBIX BEIIECTB (HAIIPUMED, UCIIOJIb30BAHUE Mapa MPH MTPOU3BOCTBE FPAHYII).

4. TIpousBojcTBO M00aBOK IIEI€COO0PAa3HO OPraHU30BBIBATH B CICIHATM3UPOBAHHBIX
30HaX, BBIHECEHHBIX 3a TIPE/ETbl OCHOBHBIX IMPOW3BOACTBEHHBIX TOMEIICHHH. B mpoTnBHOM
cllydae 3TU CHEeIUAIU3UPOBAHHBIE TOMEILEHUS CIEAYET OKPYXUTh Oy(pEepHbBIMU 30HAMH, YTOObI
OTIaCHOCTH 3arpsA3HEHHS APYrUX MPOU3BOJICTBEHHBIX 30H OblIIa MUHIMATBHOM.

[IpousBoicTBO MpenapaToB MIPOTUB 3KTOMAPA3UTOB

5. Hecmotpss Ha orpanmueHwe, ykazaHHoe B dYactu |, 3.6 HacTosmiero craHmapra,
npernapaTsl MNPOTHB SKTONAPa3UTOB, IpEJAHA3HAUEHHBIE JJIs HApYXHOTO MPUMEHEHHUS,
OTHOCSIIMECS K JIEKAPCTBEHHBIM CPEACTBAM JJISl KUBOTHBIX M BKJIIOYEHHbBIE B JIMLIEH3UIO Ha
MIPOM3BOJICTBO, MOTYT IIPOMU3BOJUTHCS M HAIOJHATHCA B 30HAX, MpPEJHA3HAYEHHBIX IS
M3TOTOBJICHUS MECTUIMIOB, MO MPUHLUITY pa3/IeJeHHbIX BO BPEMEHM IMKJIOB IPOHU3BOJCTBA.
Takue 30HBI HE IPeJHA3HAYEHBI JUIsl IPOU3BOJICTBA APYTUX BHUJIOB JIEKAPCTBEHHBIX CPEJCTB IS
KUBOTHBIX.



6. Jlns mpenoTBpamieHUs MEPEKPECTHOTO  3arps3HEHHs  CIEAYeT  HCIOJIb30BaTh
aTTeCTOBAaHHbIE MeTOJ/bl ouucTKU. CienyeT HpUHATH Mepbl MO OOecreueHuto 0e30MacHOTo
XpaHEHUs MpernaparoB /Ui )KUBOTHBIX B COOTBETCTBUU C TPEOOBAHUSMU HACTOALIETO CTaHapTa.

HpOI/I3BOHCTBO JICKAPCTBCHHBIX CPEACTB IAJId JKMBOTHBIX, COACPKAIIUX IMCHUITNUIJINHBI

7. Ucniones30BaHme MNECHUIWJIJIMHOB B BETCPUHAPHUHN HC IIPEACTABIIACT TAKOTO PUCKA C TOYKHU
3pCHHUA FI/IHCpCCHCI/I6I/IJ'II/I3aIII/II/I JKHUBOTHBIX, KaK B CJIyda€ HX MCIIOJIB30BaHHUA YCIOBCKOM.
3aperucTpupoBaHHbIEC CIIydad THIEPCEHCUOWIU3AMNH Y JIOMaJAeH U co0aKk ObLIM 00YyCIOBIICHBI
JAPYIMMHU TOKCHYHBIMH BEIIeCTBAMH (HarpuMep, HOHO(DOPHBIMHU aHTHOMOTUKAMH JIJIs1 JIOIIAICH).
Takue nmpemaparbl PpPEKOMEHIYETCS MPOU3BOJUTH B  CIEIMAJIbHO  IPEJHAa3HAYEHHBIX
U30JUPOBaHHBIX TmoMemenusx (wacte |, 3.6), HO 93Ta pPEKOMEHIALUS MOXKET He
pacrnpocCTpaHAaATbECA Ha CiIydad, KOorJa MOMCIICHHA NPECAHA3HAYCHBI TOJIBKO JIA IMPOHU3BOJACTBA
JICKApCTBCHHBIX CPCACTB JIsA KMBOTHBIX. O)IHaKO HGO6XOHI/IMO IIPpUHATH BCC HGO6XO)II/IMBIC
MEpbl TI0 TPEJOTBPALICHHIO IEPEKPECTHOTO 3arps3HEHHs W O00eCHeueHHIo O0e30MacHOCTH
IepcoHaja B COOTBETCTBUU C TPEOOBAHMSIMH HACTOSIICrO CTaHmaprta. [Ipu HCIOJIb30BaHUN
00X TOMEIICHUH MPOU3BOJCTBO MPOIYKIIMHU, COJEpKAIIEeH MEHHUIWUINHBI, JOJKHO OBITh
OpraHru30BaHO I10 MIpHUHOUIIAM Pa3ACJICHHBIX BO BPEMCHH HHUKJIOB IPOU3BOJACTBA W OOJDKHO
COIIPOBOKAATHCA aTTCCTOBAHHBIMU MCTOAMKAMU JCKOHTAMUHALIUU U OYHCTKH.

Xpanenue oopasiios (dacts 1, 1.4, nepeunciecaue VIII u 6.14)

8. B cBs13u ¢ OosbIMu 00beMaMU OKOHYATEIBHBIX YITAKOBOK HEKOTOPBIX JIEKAPCTBEHHBIX
CPEICTB JUIsl )KUBOTHBIX (B YaCTHOCTH, JI00ABOK) MPOM3BOAUTEIII0 MOXKET OKa3aThCsl HEYJOOHBIM
XpaHUTh 0O0pa3lbl KaXJ0H Ccepud MPOAYKIHH B HX OKOHYATENbHOM ynakoBke. OnHako
MIPOU3BOIUTEND JOJHKEH 00eCeunTh XpaHeHHe JOCTaTOYHOTO KOJMYECTBa apXUBHBIX 00pa3lioB
KaXKJI0M CepHuH MPOIYKIIMH B COOTBETCTBUU C TPEOOBAHUSIMHM HACTOSILIETO CTaHAapTa.

9. B mo0bIx ciydasx yrmakoBKa i XpaHEHHS apXUBHBIX OOpasloB JOJDKHA OBITH
M3rOTOBJIEHA U3 TOTO K€ MaTepualla, YTO ¥ MapKHUpOBAaHHAs MEpBUYHAs YIIaKOBKAa, B KOTOPOM
3TOT NPOAYKT PEATU3yeTCsl Ha PhIHKE.

CrepuiibHbIE JIEKAPCTBEHHbIE CPEJICTBA /ISl )KUBOTHBIX
10. JlekapcTBEHHBIE CpPEICTBA ISl )KHUBOTHBIX, IMOJUICKAIINE (HHUIIHON CTEPHUIIM3AINH,
MOTYT TPOU3BOJUTHCS B YHUCTHIX 30HaX OoJjiee HU3KOro Kiacca, 4eM JTo TpedyeTcs B

[Mpunoxennn 1 (ecinm perreHre 00 3TOM MPHHATO B YCTAHOBJICHHOM IOPSIIKE), OAHAKO THII
30HBI TIOMEIIEHUI JOJDKEH OBITh He HIKe D.

[Ipunoxxenue 5
I[MPON3BOACTBO UMMVYHHBIX JIEKAPCTBEHHbBIX CPECTB JIS )KUBOTHbBIX
OO1ue noa0XKeHus
[Tpon3BOACTBO HWMMYHHBIX JIEKAPCTBEHHBIX CPEICTB JUIA JKUBOTHBIX HMMEET psif

O0COOEHHOCTEH, KOTOpHIE CleAyeT NPUHUMATh BO BHUMAaHUE IPU OPraHU3alMHd CHUCTEMBI
o0OecrieueHus KayecTBa.



W3-3a 0OO0NBLIOTO KOJMYECTBA BHUJOB JKMBOTHBIX M COINYTCTBYIOUIMX MATOTE€HHBIX
MUKpPOOPIaHU3MOB CIEKTP MPOAYKLUUHU, TPOU3BOJUMON Ha MPENNpUITHH, MOXKET OBbITh OYEHb
LIIMPOKUM IpU HEOOJbIIOM 00beMe MpPOU3BOJCTBA. B CBA3M ¢ 3TUM HPOU3BOJACTBO OOBIYHO
OpraHu3yeTcsl M0 MPUHIUIY OTAENbHBIX LMKIOB. bojee Toro, BBUIY OCOOEHHOCTEW 3TOrO
npou3BojcTBA (CTaAMU KYJIbTHBHUPOBAHUS, OTCYTCTBHE (HHHUIIHOW CTEPWIM3ALUK W T.IL.)
HeoOXxouMa TIaTeNlbHas 3allMTa MPOAYKUUMU OT MPSAMOTO M MEPEKPECTHOrO 3arps3HEHH.
bonpmioe BHHMMaHHME cleAyeT YAENATh 3allUTe OKpYyXKarolled cpenpl, OCOOEHHO IpH
UCIIOJIb30BAHMU MATOTEHHBIX WM SK30THUYECKUX MHUKpoopranusmoB. llpu wucnonp3oBanuun
MUKPOOPraHU3MOB, IATOTE€HHBIX JUIS YEJIOBEKa, OCOOEHHO TIIATENbHO CIEAYeT 3allMIIaTh
paboTarouuii mepcoHal.

C yueroM »3TuX (aKTOpPOB, a TakKe HECTAaOWJILHOCTH CBOICTB, XapaKTEpHOM IS
UMMYHHBIX [IPENapaToB, U OTHOCUTEIHHO HU3KOW 3()()EKTUBHOCTH MPOBOIUMBIX UCIBITAHUH (B
YAaCTHOCTH, TPH KOHTPOJIC KayecTBa TOTOBOW MPOJIYKIMH) CHUCTeMa OOCCICUCHHs KadecTBa
npuodperaeT 0coOEHHO BaXKHOE 3HadyeHue. llpu NMpou3BOACTBE MMMYHHBIX JIEKAapCTBEHHBIX
CPEICTB JJIsl )KMBOTHBIX OCOOYIO pOJIb UIpaeT MOCTOSHHBIM KOHTPOJIb 3a COOJIOJEHHEM BCEX
TpeOOBaHUM, U3JI0KEHHBIX B YacTu | Hactosero cranaapra u ganHoM Ilpunoxxenuun. Crnenyer
IIPOBOJIUTH HETIPEPHIBHYIO OLIEHKY JIaHHBIX, MOJYy4aeMbIX B XOJ€ KOHTPOJIS Pa3JINYHBIX ACIIEKTOB
npou3BojicTBa (000pyIOBaHUE, TIOMEIICHHUS, TPOAYKIUS U T.I.) HA COOTBETCTBUE TPEOOBAHUIM
HACTOSIILIEr0 CTaHjapra. PemieHus v AeMCTBUS, NPEANPUHATHIE Ha OCHOBAaHMM ATOM OLIEHKH,
JOJIKHBI OBITH O(POPMIIEHBI TIOKYMEHTAIBHO.

[Iepconan

1. Bce corpynnuku (BKIHOYAs MEpCOHAI, 3aHMMAIOIIUIICS OYUCTKON M 0OCITYy)KUBAHUEM),
paboTaroliye B 30HAaX MPOU3BOJICTBA UMMYHHOM MPOAYKIMH, JOJDKHBI MPOUTH OOydeHHE IO
JUYHOM TUTHMEHE M MUKpPOOUOJIOTMM M JONOJIHUTEIbHOE OO0y4eHHE B COOTBETCTBHHM CO
cHelu(pUKON MPOU3BOAUMOMN MPOTYKIUH.

2. Jluma, OTBETCTBEHHBIE 32 MMPOU3BOACTBO M KOHTPOJIb KA4eCTBA, OJKHBI UMETh 0a30BYIO
MOJrOTOBKY IO CJICAYIOIIUM HpeaMeTaM (BCEM WIIM HEKOTOPBIM): OaKTEpHOJIOTUH, OHUOJIOTHH,
OMoMeTpuH, XMMHHM, UMMYHOJIOTUH, MEIULUHE, Mapa3uTosiorud, ¢apmaunuu, (hapmMakoyoruy,
BHUPYCOJIOTMM U BETEPUHAPUH, a TAKXKE HEOOXOAMMBbIE 3HAHUS 110 3aLUTE OKPYKAIOIIEH Cpebl.

3. Ilepconan momkeH OBITH 3aAIIMIIEH OT BO3MOXKHOTO 3apaXCHHS MHUKPOOPTaHH3MaMHU,
UCIOJIb3YeMBbIMU B MpPOU3BOJCTBE. I[Ipu HCIONB30BaHMM MHUKPOOPTaHU3MOB, M3BECTHBIX Kak
BO30OynuTeNnn OoJie3HEW uenoBeKa, HEOO0XOAMMO MpPHUHMMATh O0coOble Mepbl IO 3allluTe
IepcoHana, paboTalolero ¢ JTUMH  MHUKPOOPraHM3MaMU MM SKCIEPUMEHTAIbHBIMU
KUBOTHBIMHU.

B cinysae HeoOxoaumocTH  mepcoHally  JOJDKHBI  ObITh  CHENIaHbl — [PUBUBKU
COOTBETCTBYIOIIMMHU BaKIIMHAMM, ¥ OH JOJDKEH IPOXOJUTh METUIIMHCKOE 00CIe0BaHuUE.

4. Heo6x01MMO NpUHUMATh COOTBETCTBYIOIINE MEPHI IPOTHUB IEPEHOCa MUKPOOPTraHU3MOB
JIOJbMU 3a IpeJieNbl MPOU3BOACTBEHHON 30HBI. B 3aBUCMMOCTH OT BHJIa MHUKPOOPraHU3MOB K
TaKUM MepaM OTHOCSTCS IIOJIHOE IIEpeoJieBaHME U 00s3aTelbHOE IPUHATHE Jylla Iepen
BBIXOJIOM U3 NIPOU3BOJICTBEHHOM 30HBI.

5. Ilpu npou3BoACTBE MMMYHHON MPOAYKIUMH OCOOYIO Ba)KHOCTb IPEACTABISET PHUCK
MPSIMOTO U IEPEKPECTHOTO 3arpsI3HEHUMN, BBI3bIBAEMbIX [TEPCOHATIOM.

JUis  mpedoTBpalleHHUss ~— OPSAMOTO  3arpsi3HEHUS,  BbI3BIBAEMOIO  IEPCOHAJIOM,
[pelycMaTpuBaeTCsl BBINOJHEHUE pAJa MEp U HMHCTPYKIMM, BKIOYAIOUMX B cels
MCI0JIb30BAHME 3ALIUTHON OJICXK/Ibl Ha Pa3IMUHBIX CTAUSAX TEXHOJIOTHYECKOTO Mpoliecca.

Jlisa npefoTBpallleHus NePEeKPECTHOIO 3arpsA3HEHUs EPCOHAN HE JOJDKEH IepeMellaThes
U3 OJHOW 30HBI B Jpyryr0 0€3 COOMIOAECHUS INpaBWi, HCKIIOYAIOIIUX PHUCK IEpeHoca
3arpsi3HEeHus. OTH MpaBujia JIOJDKHBI OBbITh M3JIOKEHBI B MHCTpPYKUMU. B TedeHue pabouero
BPEMEHHU MEpPCOHAN HE JOJDKEH MEepPeXOAUTh M3 30H, I€ BO3MOXKHO 3arpsi3HEHHE >KUBBIMU
MUKpPOOpPraHU3MaMH WJIM COJEPXKATCsl JKUBOTHBIC, B IOMEIIEHUs, rae paboTalT ¢ APYruMu



MPOJYyKTaMH WM MUKpoopranusmamu. Ecim Takux nepemerieHuil n30exaTb HEBO3MOXKHO,
IIEPCOHAJ, 3aHATBIA B TAaKOM IIPOM3BOJICTBE, JOJDKEH CIIEIOBATh YETKO YCTAHOBIICHHBIM
METO/JMKaM JEKOHTAMHMHALIMK, B T.4. BBIIOJHATH CMEHY OJAEXKIbl, OOyBH, U, MO Mepe
HE0OX0IMMOCTH, TPUHUMATH AYILL.

[IpuHATO cUMTaTh, YTO NEPCOHAI HE CTAIKUBAETCA C PUCKOM 3arps3HEHHUs IIPU BXOJE B
M30JIMPOBAaHHYIO 30HY JUIS IPOBEPKH KYJIbTYp, HAXOJSIIMXCA B TEPMETHUYECKH 3aKPBITHIX
KOHTEMHEPAX, NOBEPXHOCTh KOTOPBIX IPOIILIA JEKOHTAMUHALIMIO, €CJIM B 9TOW 30HE B TEUCHHE
nocieqHuX 12 4 He BeNUCh pabOThl C OTKPBITBIMA MHKpPOOpPraHu3Mamu (3a HCKIHOUYCHHEM
paboThI C IK30TUIECKUMH MUKPOOPTaHU3MaMH).

Tlomeniennsa

6. Ilpm mTpOEKTUPOBAaHWM TIOMENIEHUI JJOJDKHA OBITh MNPEIYyCMOTpPEHa 3alluTa Kak
MPOJYKIIMU, TaK U OKpYXKalouleil cpesibl. DTO MOXET ObITh JOCTUTHYTO 3@ CUET MCIOJIb30BaHUS
W30JIMPOBAHHBIX, YUCTHIX, YACTHIX/U30JIMPOBAHHBIX WM KOHTPOJIUPYEMbBIX 30H.

7. Onepauuy C >KUBBIMH MHUKPOOPraHM3MaMU JIOJDKHBI NPOBOJUTHCS B M30JIMPOBAHHBIX
30HaX. YPOBEHb M30JSLHUM JOJDKEH 3aBHCETh OT IMATON€HHOCTHM MHMKPOOPraHHU3MOB M OT TOTIO,
ObUIH JIU OHU KJIaCCU(PUIIMPOBAHBI KaK K30 THUECKHUE.

8. Omeparnuu ¢ MHAKTUBUPOBAHHBIMH MHKPOOPTaHH3MaMH CJIEyeT MPOBOJUTH B YHCTBIX
30HaxX. YwucrThle 30HBI ClEQyeT TakXe HCIOJb30BaTh IpU padboTe ¢ HEMHPUIMPOBAHHBIMU
KJIETKaMH, BBIJCIEHHBIMU M3 MHOTOKJIETOYHBIX OpPraHU3MOB, M B HEKOTOPBIX CilydasX IMpu
paboTe co cpeamu, MPOIIEAIINMU CTEPUIUIYIOLLYIO (PHIIbTPALIHIO.

9. Omepanuu C OTKPBITBIMH TIPOJYKTaMU WM KOMIIOHEHTaMH IEPBUYHON YIIaKOBKH,
KOTOpBIC HE MOJUICKAT NATbHEUIIICH CTePHIN3alUK, CIeIyeT IPOBOIUTH B OOKCe (YCTAaHOBKE) C
OJTHOHAIPABJICHHBIM (JTAMUHAPHBIM) IOTOKOM BO3yXa (30Ha A), HaxosiieMcs B 30He B.

10. Ecni mpou3BOACTBO MMMYHHBIX JIEKAPCTBEHHBIX CPECTB JUIS )KUBOTHBIX HAXOJIUTCS B
TOM K€ 3JaHUH, TO JPYrHe OMNepalUu C KUBBIMH MHUKpOOpraHu3Mamu (KOHTpPOJIb KavecTBa,
UCCJICIOBAHUSI U JMATHOCTHKA M T.N.) JOJDKHBI BBITIOJIHATBCS B OTACIBHBIX H30JMPOBAHHBIX
nomenieHusax. CTernenb U30J1UU 3aBUCUT OT NMaTOT€HHOCTH JAHHOTO BHUJ1a MUKPOOPTraHU3MOB U
OT TOrO, OBLI JIM OH KJIacCU(PUIMPOBAH KaK IK30THUeCKHil. [Ipy BBINMOTHEHUH NHAarHOCTUYECKUX
orepanuil CylecTByeT pUCK 3arps3HEHHs] BbICOKONATOI€HHBIMU MUKPOOPraHU3MaMHU. Y POBEHb
M30JISIUM JIOJDKEH COOTBETCTBOBATh BCEM BBIIICIIEPEUMCICHHBIM pHCKaM. M3oisduus Moer
OTPeOOBaThCS TAaKXkKe B CIydasiX, KOTJIa KOHTPOJIb KaueCTBa U JIpYrue ONepaluy IpoBOASTCS B
3/1aHUSX, PACIIOJIOKEHHBIX BOJIM3U MMPOU3BOICTBEHHBIX 3JaHHM.

11. W3onupoBaHHBbIE NOMELIEHUS JOJDKHBI ObITh Jierko ae3uHpuuupyempiMu. [Ipu
MIPOEKTUPOBAHUH ITUX MTOMEILEHUH ClIeyeT IpeyCcMaTpUBaTh:

a) OTCYTCTBHE MPSIMOTO BHIXOJ[a BEHTUJIMPYEMOTO BO3/IyXa HAPYXKY;

b) wHanmuuyme BeHTWIAUMM ¢ OOECIEYEHHEM OTPHIATEIBHOTO Iepenaga JaBJICHHS
(paspexenust). Bosayx momken ypamateess uepe3 HEPA-dunbrtpel. He momyckaercs
PELUPKYIISLUSA BO3yXa B Ty K€ 30HY, 32 HCKIOYEHUEM CIIYy4aeB €ro JOMOJHUTENbHON OUYNCTKU
HEPA-duiabpTpaMu (00OBIMHO 3TO YCIIOBHE BBIMOJIHICTCS IPU MPOXOKIACHUN PELUPKYITUPYIOIIETO
Bo3ayxa uepe3 mnpurounbie HEPA-QuabTpbl, KOTOpBIE HCIOJB3YIOTCS JUIi OTOH 30HBI).
[TocrymieHne Bo3ayxa U3 OJHOM 30HBI B JPYI'YHO JOIYCKAETCS B TOM CIy4ae, €CJIM BBITSHKHOMU
BO3JlyX MPOXOAMUT yepe3 JBa mociiefoBareiabHO ycraHoBieHHbIX HEPA-¢unbrpa. Ilpu stom
JOJKHBI OBITH IMPENYCMOTPEHBI HEMPEPBIBHBIA KOHTPOJb IEJIOCTHOCTH MEPBOro (puiabTpa u
cpeacTBa 0€30MacHOTO YAAJIEHUS BBITSDKHOTO BO3/yXa B Ciydae MOBPEXIAECHUS 3TOro GuibTpa;

C) BO3IyX, BBIXOISIIUN W3 MPOM3BOJCTBEHHBIX 30H, B KOTOPBHIX MPOBOAUTCS padoTa ¢
9K30TUYECKUMH MHUKPOOpPraHM3MaMH, [JOJDKEH IPOXOJUTh Yepe3 JBa IOCIEI0BATEIbHO
ycraHoBneHHblx ~ HEPA-¢unbrpa. Ilpu  3TOM  pemupkymsiuust — BO3IyXa  MEXAY
IIPOM3BOJICTBEHHBIMH 30HAMU HE JIOITYCKaeTCs,

d) wammume cucrembl cOopa W Je3UH(EKIUH OKUAKAX  OTXOJOB, BKJIFOYAs
KOHTaMHUHUPOBAHHBIM KOHJIEHCAT U3 CTEPUIIM3ATOPOB, OMOPEAKTOPOB U T.I. TBepible OTXOMbI, B



T.4. TPYHbl KUBOTHBIX, CIIEAyeT Je3MH(DHIIMPOBATH, CTEPHIIM30BATh WA CHKHIaTh.
KonTamunupoBaHHble PUIBTPHI HEOOXOIUMO YAAJIATH O€30MacHBIM CIOCOO0M;

€) KOMHATBI JUIsl IEPEOJICBAHUs CIICYeT IPOCKTUPOBATh M UCIIOJIb30BATh KaK BO3IYIIHbIC
IUTIO3BI U 000PYI0BaTh, MPU HEOOXOTUMOCTH, YMBIBAIbLHUKAMU U TyIIeBbIMU KabuHamu. Cxema
nepenasa JaBJICHUS BO3JyXa JOJDKHA TPEAOTBpAIIaTh JBM)KEHHE BO3AyXa MEXIy pabouei
30HOM M OKpYKAaWIIEeW Cpeloil, a TakKe PHUCK 3arpsA3HEHUs OJEK[bl, HCIOJIb3YyEMON BHE
paboueii 30HHI;

f) ans mepemereHust 060pyAOBaHMS TO/DKHA OBITH MPEIYCMOTPEHA CUCTEMa BO3IYIIHBIX
[IUTIO30B, KOHCTPYKIMSI KOTOPOH IOJDKHA NPEAOTBPAlIaTh BUKCHHUE 3arpS3HEHHOTO BO3IyXa
paboueii 30HBI BO BHEIIIHIOK CPEIly W PUCK 3arps3HEHUs] 000pyI0BaHHS BHYTPH IILTI03a. Pazmep
[UTI03a JIOJDKEH TI03BOJIATH MPOBOJAUTH J(P(PEKTHBHYIO JEKOHTAMHUHAIMIO IOBEPXHOCTH
nepeMenIaeMbIXx MaTepralioB. PexoMeHayeTcsi ycTaHaBIMBAaTh Ha JBEpPH MUII03a TaiMep,
MO3BOJISIIOIIMKA ~ KOHTPOJUPOBATh BpEMs, JOCTaTOYHOE [UIi TpOBeNeHHS d((HEKTUBHOM
JCKOHTAMHWHAIIHY,

g) BO MHOTHX CiydasX Ui O€30MacHOTO YAAJICHUS OTXOJOB M TOJAa4d CTEPUIIbHBIX
MPEIMETOB HEOOXOIMMO UCTIONIB30BaTh MPOXOTHOM aBTOKIIAB C JABYMSI IBEPSIMHU.

12. Bo3aymHble TUTIO3BI JUIS TIEpeJadyd MaTephajioB W KOMHATBHI IS TIEPEOJCBAHUS
clieyer o0opyoBaTh OJOKHPYIOIMIMMHU YCTPOHCTBAMHM, MPEISATCTBYIOIIUMHU OJHOBPEMEHHOMY
OTKpBIBaHWIO Ooyiee OJHOM JBepH. B KOMHATBI Uil TIEpEOJeBaHHS CIEQyeT I10JaBaTh
OYMIIICHHBIN BO3/yX TOTO K€ Ka4ecTBa, YTO M JUIS IPOU3BOJICTBEHHBIX 30H. OHU JIOJDKHBI OBITH
000pyZIOBaHBI ~ CHUCTEMaMH  yJIaJeHUsT  BO3AyXa, OOCCICUYMBAIONIMMH  BO3AYXOOOMEH,
HE3aBUCUMBIH OT TPOWM3BOJCTBEHHBIX 30H. BO3IyIIHBIE NUTIO3BI IS TIEpeladdl MaTepUalioB
JOJDKHBI, KaK MPaBUIIO, BEHTHIMPOBATHCS TAKUM K€ 00pa3oM, OJJHAKO JIOTYCKAeTCsl IPUMEHSTh
HEBEHTHJIMPYEMBbIC IITIO3BI HITH [IUTI03BI, 000PYIOBAaHHBIE TOJIBKO MPUTOYHBIMUA CUCTEMaMH.

13 Craguu TEXHOJOTHYECKOTO TpoIlecca, MPH KOTOPBIX MOXET MPOU30UTH 3arpsi3sHEHHE
NPOAYKIUH (XpaHEHHE KJIETOK, MOJrOTOBKA Cpell, KYJIbTUBHPOBAHUE BUPYCOB M T.II.), OJDKHBI
BBITIOJTHATBCSL B OTACIBHBIX 30Hax. (Ocobas MPeaoCTOPOKHOCTh Tpedyercs mpu pabore ¢
YKUBOTHBIMH U IPOTyKTAMH KHBOTHOTO IMTPOHUCXOMKICHHS.

14. Omepauuu ¢ MHUKPOOpPraHHW3MaMH, MPOSBISIOLIMMU BBICOKYIO YCTOMYMBOCTH K
nesuHdexknun (HampuMep, cHnopooOpasyromue OaKTepuu), 0 HX HWHAKTHBAIMK CIIEAYeT
BBITIOJTHATh B M30JIMPOBAHHBIX 30HAX, CIHCIHAIBHO MPEIHA3HAUYCHHBIX JUIS MPOBEIACHUS TaKHUX
onepanuu.

15. B mpou3BOACTBEHHON 30HE CIEAYeT OJHOBPEMEHHO IPOBOAUTH PA0OTHI TOJBKO C
MUKPOOPraHU3MaMH OJIHOTO BHUJIA, 32 UCKIFOYCHHUEM IMPOILIECCOB CMEIIMBAHUS U TTOCIIEAYIOIIETO
HAIOJTHCHUS.

16. Crmemyer  mpemycMarpuBaTh  BO3MOXHOCTh — TNPOBEINCHHSA  AC3MH(EKINU
MPOM3BOJICTBEHHBIX 30H B TPOMEKYTKaX MEXIy IPOHM3BOJCTBCHHBIMU [UKIAMHU C
WCTIOJIb30BAHNEM aTTECTOBAHHBIX METOOB.

17. JlomyckaeTrcs MPOM3BOJCTBO MHKPOOPTaHU3MOB B KOHTPOJIMPYEMBIX 30HAX TIpH
YCIIOBHH, YTO OHO OCYILIECTBIIICTCS B IMOJIHOCTBIO 33aKPBITOM M CTEPHIIM3YEMOM TEIUIOBBIM
METOJIOM OO0OpYAOBaHWH, a BCE COCAMHEHHUS IOCJE 3aBepIICHUs] pabOThl W Mepen pa3zdopKoit
TaKKe TOABEPTarOTCsS TEIJIOBOW creprmsanuu. Jlomyckaercs cOOpka COSAMHEHUH IO
JIOKAJIbHBIM OJTHOHAIPABJICHHBIM (JaMHHAPHBIM) TOTOKOM BO3[AyXa IpPHU YCIOBHH, YTO HX
KOJIMYECTBO OTPAaHUYEHO, UCIONB3YIOTCS COOTBETCTBYIOIIME ACENTHYECKHE METOIBI U
OTCYTCTBYET OMACHOCTHh yTeukH. [lapameTpsl mporecca CTepHIN3AINH, HCIIOJIB3YEeMOTO Tepes
pa300pKOi COCTMHEHU, OJDKHBI MPOUTH aTTeCTaluio (MCIBITAHUS) JJIsl BCEX HCIOJIB3YEMBIX
MHUKPOOPraHu3MOB. B mpenenax oIHOW 30HBI pa3HbIe MPOIYKTHI MOTYT OBITh 3arpyKEHBI B
pasHbIe OMOPEaKTOPHI TOJIBKO MPU OTCYTCTBUH PUCKA CIYYallHOTO MEPEKPECTHOTO 3arpsi3HEHUSI.
Pabota ¢ MuKpoopraHm3mMamu, K KOTOPHIM IPEIBSIBISIOTCS 0cOObIe TPeOOBAHUS HW3OJISAIH,
JOJKHA BBIIOJHATHCS TOJBKO B CHEIMAIBHO BBIJACTCHHBIX 30HAX.

18. B momemieHusx sl COACpIKaHMs KUBOTHBIX, MTPEIHA3HAYCHHBIX JJIS UCITOJIH30BAHUS
(M MCHOJIB3yeMBIX) B MPOM3BOJICTBE, CICAYET MOICPKUBATh PEKUM HU30JHUPOBAHHON H/HUiH



YUCTON 30HBI U OTAENATh UX OT MOMEILEHUHN JUIsl COIEpP KaHUsI APYruX KUBOTHBIX. [loMenienus,
rlie COJCPKATCS JKMUBOTHBIC, HCIIOJIb3yeMbIe JJIsi KOHTPOJIA KadyecTBa MPOAYKIHMU (B T.4. C
MPUMEHEHHEM ITaTOTCHHBIX MUKPOOPIaHU3MOB), IOJDKHBI ObITh H30JUPOBAHBI.

19. locTyn B MpOM3BOACTBEHHBIE 30HBI MOXKET UMETh TOJBKO IEPCOHAN, HMEIOLINA Ha 3TO
paspemienue. Pexum poctyna B IPOU3BOJCTBEHHBIE 30HBI JIOJDKEH OBITh YCTaHOBIIEH B
CIELNAJIbHON UHCTPYKLIHAH.

20. Texamueckasi JOKYMEHTAIHSI TPEANPHUATHS TOJDKHA COACPIKATh HEOOXOIMMBIC TAHHBIE
O MPOU3BOJICTBEHHBIX TOMELIECHUSIX.

OTu JaHHbIE JOJDKHBI BKIIOYaTh B ce0S IUIaHBI MOMELIEHUH, HMX HKCIUIMKAIHIO,
MOSICHUTENbHYIO 3alUCKy M JIpyrHe MarTepuaibl, BXOJSIIIME B MPOEKT IPOU3BOJICTBA,
MIO3BOJISIFOIIME YCTAHOBUTh HAa3HAUEHHUE U YCJIOBUS MCIOJB30BaHUS BCEX MOMEIIEHUH, a Takke
BU/JIbl OMOJIOTMYECKUX areHTOB, C KOTOPBIMU MPOBOAUTCs padoTa. [loToku nroneit u nmpoayKuuu
TaKkKe JOJDKHBI ObITh 4YeTko o00o3HadeHbl. HeoOxomumo ykasaTb BHUJIBl KUBOTHBIX,
COJIepKalIUXCs B BUBApHIX WM JPYrUX MOMEIICHUSAX, a TaKkKe BUABI PadOT, BHINOJHAEMBIX
BOJIM3U MPOU3BOJACTBEHHOIO y4acTKa.

JlokyMeHTalMss Ha HM30JMPOBAaHHbIC W/WIM YUCTBIE 30HBI JOJDKHA COJCPIKAThH
NPUHIUIUAIBHYI0 CXEMY BEHTWISIMU C YKa3aHMEM MECT IpPHUTOKAa U BBITSDKKM BO3/AYXa,
¢uIbTPOB M UX crenuUKaIMil, KpaTHOCTEH BO31yXooOMeHa U nepenanoB AaBieHusd. Cineayer
yKa3aTh, MEXJIy KaKMMU HOMELIEHUSIMU MPEAyCMOTPEH KOHTpOJIb Nepernaja aBiICHUs C
MIOMOII[BIO TATYMKOB (MHIUKATOPOB).

Ob6opynoBanue

21. KoHCTpyKIHs U MOHTa)X OOOPYIOBaHHS JOJDKHBI COOTBETCTBOBATH CIIEIU(PHUECKUM
TpeOOBaHUAM I KaXKJJOT0 BUJIA MPOTYKIUH.

[lepen BBOJOM B O3KCIUIyaTaluio OOOPYAOBAHUS €ro CiEIyeT aTTecToBaTh, a 3aTeM
OpraHu30BaTh €r0 TEXHUYECKOE 00CIYKUBAHUE U MPOBEACHNUE TOBTOPHON aTTECTALIUU.

22. O6opynoBaHHe JTOJHKHO 00ECTICUYHBATH YJOBICTBOPHTEIBHYIO TIEPBUYHYIO H30JISAIHIO
Ouonormuyeckux areHToB. KOHCTpyknuss # MOHTaxX OOOpYyIOBaHHUS  JOJDKHBI, IpU
HEOOXOMMOCTH, OOecle4YnBaTh €ro Jerkylo U 3(Q(eKTHBHYIO JIEKOHTAMHHAIMIO /WU
CTEPUIIU3ALUIO.

23. KOHCTpYKIIUST 1 MOHTaX 3aKpBITOTO 00OPYHOBaHUS, UCIIOIB3YeMOTO ISl IEPBUYHOM
M30JISIUM OMOJIOTUYECKUX areHTOB, JIOJDKHBI MPeIyCMaTpUBaTh MPEJOTBPAIICHUE yTEUYEeK WU
(dhopmMupoBaHHE Kareiab U adpO30JICH.

BBozbl 1 BBIBO/BI a30B JOJDKHBI OBITH 3aIMIIEHBI TaK, YTOOBbI 00ECHEUMBATH HYKHYIO
CTENEHb M30JIALIMM, HalpuUMep, IyTeM HCIOIb30BaHUS CTEPUIIU3YIOMUX T'HAPOPOOHBIX
¢GuIbTPOB.

JUis mojayu WM yAAJCHUS MaTepualioB CIEAyeT UCIOJb30BaTh CTEPUIIN3YEMYIO
3aKpBITYIO CUCTEMY JHOO0 YCIOBHS JJAMUHAPHOTO MOTOKA BO3AYyXa.

24. Tlepen WCIONB30BaHUEM OOOPYIOBAHHE CIEAYET CTEPUIM30BATH MPEIIIOYTUTEIHEHO
CYXHUM IapoM I0J] AaBjieHueM. Jlpyrue MeTo/ibl IpUMEHUMBI B TOM CiIy4ae, eciii 000py/I0BaHuE
HE JOMYyCKaeT CTepUIM3alui0 mapoM. BaxHo He mpomycTuTh Ipu oOpabOTKe Takue BHUIbI
o0opynoBaHus, KaKk LIEHTPUPYTH U BOJSHbIE OaHHU.

O6opynoBaHue, HUCHOJb3YeMOE Uil OYMCTKH, pa3/eieHHUs] WM KOHIIEHTPUPOBAHUS,
JOJIKHO, KaK MMHHUMYM, CTEPUIIM30BAThCS WM JE3UH(UIUPOBATHCS MPU MEPEXOAE OT OJHOTO
BUJIa MpoAyKTa K Japyromy. HeoOxomumo wuccienoBaTh BIMSHHUE METOJOB CTEPUIM3ALMHU Ha
3¢ (GEeKTUBHOCTh U aTTECTAllMOHHBIM CTAaTyc OOOpYIOBaHMS C IIEJIbIO OINpPEAETICHHsS] CPOKa €ro
AKCIUTyaTaI1H.

Bce MeToap! cTepriin3aniy JOJIKHBI ObITh aTTECTOBAHBI.

25. KoHcTpykiusi 000OpyZOBaHUS JOJDKHA HCKIIOYaTh BO3MOXKHOCTH TIEPEITYTHIBAaHUS
pa3IMYHbIX OPraHU3MOB WJIM HPOAYKTOB. TpyOONpoBOJbI, KiamaHbl U (UIBTPHI JTOJIKHBI
MapKUpPOBATHCS B COOTBETCTBUU C UX HA3HAUECHUEM.



Jlis yrnakoBOK ¢ MH(EKIMOHHBIMU M HEUMH(EKIMOHHBIMH MaTepuajamH, a TaKkke, Kak
MpaBWJIO, VIS pa3IUYHBIX OpPraHU3MOB U KIETOK CJEIyeT MCIOJIb30BaTh OTAEIbHBIC
nHkyOaTopel. ConepkaHue B OJTHOM HHKyOaTope 00Jie€ OJHOTO THUIAa OPTaHWU3MOB WIIA THIIA
KJIETOK JIOIYCKAaeTCsi TOJbKO B Ciydae MPUHATHUS HEOOXOAUMBIX MEp IO TIepMETHU3AlNH,
MMOBEPXHOCTHOM JEKOHTAMUHAIMK U pa3lesieHnt0 ynmakoBoK. Cocyabl € KyJbTypaMu JOJIKHBI
ObITh MPOMAPKUPOBAHBl HHIAUBUAYyaJbHO. OuHMcTKa W Je3uH(EKUHs 3TUX COCYIOB U
MHKY0aTOpOB MOTYT OBITh 3aTpyJHEHBI U TPeOOBATh 0COOOTr0 BHUMAHHSI.

KoHeTpykiuss 1 HopsAoK IKCIUTyaTallud OOOpYyIOBaHUS, MCHOJB3YEMOTrO JIJsi XpaHEHUs
OMOJIOTMYECKUX AareHTOB WM MPOJAYKTOB, JOJDKHBI HUCKJIKOYATh JiI00O€ BO3MOXKHOE
NeperyThIBAHHUE.

Bcee xpansmiuecss oOpasipl JOJDKHBI MMETh YETKYH0 U OJHO3HAUYHYIO MapKUpPOBKY M
HAXOJUTHCSI B KOHTEHHEPax, 3alllUIICHHBIX OT YTeUKU. Pe3epBHbIE MOCEBHBIE KYJIBTYPhl KIETOK
Y OPraHU3MOB JIOJIKHBI XPAaHUTHCS B CHELMAIBHO MIPeIHa3HAYEHHOM 000PYA0BAHUH.

26. HexoTopbie BubI 000pymaoBaHus (Hampumep, 00OpyaoBaHue, TpeOyroiee KOHTPOJIS
TEMIIEPATYpPbl) JOJKHBI ObITh OCHAIIEHBI PETUCTPUPYIOIUMH YCTPOUCTBAMU M/MIIM CHCTEMaMHU
curHanu3auuu. Bo un30exaHue OTKa30B COBMECTHO C AHAJIU30M PErUCTPUPYEMBIX JIaHHBIX
CJIeIyeT OpraH130BaTh CUCTEMY MTPOPHUIAKTUYECKOTO 00CTYKUBAHHUS.

27. 3arpy3ka JMOQWIBHBIX CYINIMJIBHBIX YCTaHOBOK JOJDKHA IPOUCXOJUTH B
YUCTON/M30IMPOBaHHOM 30He. Omepainuu Mo pasrpy3ke JHOPHUIbHON CYIIMIBHONH YCTaHOBKU
MPUBOJAT K 3arpsA3HEHUIO OKpyKaroled cpeabl. B CBA3M C 3TUM MpU HMCHOJB30BAHUU
JTUO(PWIBHBIX CYIIMJIBHBIX YCTAHOBOK, OTKPBIBAIOLIUXCS C OJJHOM CTOPOHBI, YUCTOE MOMEIICHHE
JOJKHO TIPOMTH JIEKOHTAaMHUHALIMIO JI0 TMEpEMEIEHUsl B ATy 30HY APYroil cepuu NpoAyKIUH, 32
UCKJIIOYEHHEM CEpHil ¢ OJIMHAKOBBIMU OpraHu3mMamiu. [[BycTOpOHHHUE JTUOPHUIbHBIE CYIIUIbHbIE
YCTaHOBKH JOJDKHBI CTEPUIIM30BATHCS MOCIE KAXKAOr0 IMKIJIAa MPOU3BOJCTBA, €CIU TOJIHKO OHU
HE OTKPBIBAIOTCS B YHCTYIO 30HY.

Crepunuzanust JUOQWIBHBIX  CYIIMJIBHBIX YCTAaHOBOK JIOJDKHA IPOBOAMUTHCS B
COOTBETCTBUMU ¢ IyHKTOM 24 nanHoro Ilpunoxenus. B cmydae opranmsamum paboT 1O
MPUHIUITY OTIENIBHBIX LUKIOB MPOU3BOJCTBA MX CIEAYET CTEPUIIM30BaTh, MO KpalHEH Mepe,
MOCJIE€ KaXK0Tr0 [UKJIA.

JKMBOTHBIC U TOMEIICHUS ISl UX COJIepKaHuUs (BUBAPHH)

28. O0mue TpeOOBaHHWS K COJCPIKAHHIO >KMBOTHBIX, TOMEIICHUSAM I HUX, YXOAYy H
KapaHTUHY IPUBEJCHBI B COOTBETCTBYIOIIEH HOPMATHBHOM JTOKYMEHTAIIUH.

29. BuBapuu J0JKHBI OBITh U30JIMPOBAHBI OT JIPYTHX MTPOU3BOJICTBEHHBIX TTOMEIIEeHUH. VX
MIPOEKTHI IOJDKHBI OBITH BBITIOJTHEHBI C COOJI0IEHUEM HEOOXOIUMBIX TPEOOBAHMIA.

30. CanuTapHOE COCTOSHUE >KMBOTHBIX, MCIOJB3YEMBIX B TPOW3BOJICTBE, HEOOXOIMMO
OIIEHUBATh, KOHTPOJIMPOBATh U PETHUCTpUpOBaTh. [IpaBuna oOpaiieHuss ¢ HEKOTOPHIMH BUIAMU
YKUBOTHBIX MTPUBEJICHBI B CIICIIMATBHBIX PYKOBOJICTBAX.

31. XXuBoTHbIe, OMOJIOTHYECKUE areHThI M MMPOBOAMMBIC UCIBITAHUS JIOJKHBI OBITH YETKO
MapKHPOBaHbI (JIOKYMEHTHPOBAHBI) B COOTBETCTBUH C YCTAHOBIIEHHON CHCTEMOI BO U30CKAHHE
pHCKa MepenyThIBaHUS U C 1EIbI0 KOHTPOJISA BCEX BO3MOKHBIX BUIOB OMTACHOCTEH.

Je3undexuns. YHUUTOKEHUE OTXOI0B

32. Jlesundexiuss u/WiM YHHYTOKEHHE TBEPAbIX M IKHIKUX OTXOJOB MOTYT HMETh
O0COOEHHO Ba)XHOE 3HAYCHHE TPH IPOU3BOJICTBE WMMYHHOW NPOIYKIMU. B cBsi3u ¢ »TUM
HEOOXOIUM TIIATENBHBIM TOIXOJM K MEeToAaM W OOOpYIOBAHMIO, HCIIOJIB3YEMBIM IS

PEIOTBPAILCHHS 3arPSI3HEHUS OKPYXKAFOIIEH CPE/ibl, a TAK)KE K MX aTTeCTalu (MCIBITAHHSIM).

[IpousBoacTeo



33. U3-3a mupokoro pasHooOpasus MPOIYKIHH, OOJBIIOT0 KOJWYESCTBA CTaaWi IMpH
IMPOU3BOJACTBC MMMYHHBIX JICKAPCTBCHHBIX CPCACTB IJIA JKUBOTHBIX U XapaKTEpa OHMOJIOTUYECKUX
NpPOIIECCOB 0c000€ BHUMAHHUE CIEIyeT YACIATh CTPOTOMY COOJIIOJICHUIO aTTECTOBAHHBIX
MCTOJOB, IIOCTOSIHHOMY KOHTPOJIIO BCCX TCXHOJOTIMYCCKUX CTa)II/II\/’I MIpOU3BOJACTBA H
MIPOBEACHUIO BHYTPUIIPOU3BOACTBEHHOTO KOHTpOsst. Ocoboe BHUMaHHE ClieayeT OOpaTUTh Ha
HCXOJIHBIE MaTepHUalbl, CPelibl KyJbTUBUPOBAHUS U IIOCEBHOM MaTepHall.

Hcxonuble MaTepuasl

34. TpeOoBaHMsS K WCXOTHBIM MaTepHajaM JOJDKHBI OBITh UYETKO OTPE/ICICHBI B
JOKYMEHTAIBHO OopMIIeHHBIX crieruukanusax. Crnenudukanun J0DKHBI COJAEPKATh JaHHBIC
O IOCTaBIIUKE, METOJE IPOU3BOJICTBA, €r0 MECTE PACIOJIOKEHHUS M BHMJAX >KMBOTHBIX, W3
KOTOPBIX U3BJIEKAIOTCS 3TH UCXOJHbIE MAaTEpPHAJIbl, a TAaKXkKe COCOObI UX KOHTPOJIsl. OCOOEHHYIO
POJIb UTPAIOT MUKPOOHOJIOTHYECKHE METOAbI KOHTPOJIS.

35. Pe3ymbraThl HWCHBITAaHWKA HCXOJHBIX MAaTE€pHajoB JOJDKHBI COOTBETCTBOBATH
crierdukanusam. Eciu mpoBeneHWe MCIBITAHUN 3aHUMAaeT MHOTO BpeMeHH (Hampumep, siia
(oMOpuOHBI) 0Oe37IeUKO3HBIX JIMHUN ITHI[), MOXET BO3HHKHYTh HEOOXOJUMOCTh OOPabOTKH
UCXOJHBIX MaTEpHUaJOB JI0 IMOJIyYEHHUS pe3ylbTaTOB AHAIUTUYECKUX HCHbITaHUU. B aTHx
CllydasiXx IIOJIyd€HUE pa3pelleHs] Ha pealu3allio TOTOBOW NPOAYKLUHUU 3aBUCUT OT
MOJIOKUTETIbHBIX PE3YJIbTaTOB UCIBITAHUS HCXO/IHBIX MaTEpUasoB.

36. Ocoboe BHHUMaHHE CIENyeT YACNATH JIAaHHBIM O CHCTeMe OOeCIIeYeHHs KadecTBa,
MPUHATON y MOCTaBUIMKA, 00 OI[EHKE MPUTOJHOCTH UCTOYHUKOB MaTE€pHUAJOB U TPeOyeMBbIX s
o0OecrieyeHus KauecTBa TeCTax.

37. Tam, rae 5TO BO3MOJKHO, CIEAYET CTEPHIIM30BATh MCXOTHBIE MATEPHAJBl TETLIOBBHIM
MeTosoM. Jlomyckaercs MCHOJBb30BaTh U JApPYrMe aTTECTOBAHHBIE METO[bl, HalpUMED,
MOHHU3UPYIOIIEE U3JIyuEHHE.

Cpenpl

38. CriocoOHOCTh cpej1 MO IIePKUBATh HEOOXOUMBIN POCT KIIETOK JIOJDKHA OBITh 3apaHee
MOJTBEPIK/IEHa COOTBETCTBYIOIIIUM 00pa30M.

39. [IpeanoyTUTENBHO, YTOOBI CPEIbl CTEPHIN30BATUCH HA MecTe (iN SitU) Wi Ha JTUHUH.
[IpeanouTuTensHBIM SBJISETCS METOJ TEIJIOBOM 00paboTku. ['a3wl, cpembl, KUCIOTHI, IIEI0YH,
MEHOTaCUTEIM W JPYTU€ BEIIECTBA, BBOJWMMBIE B CTEPUIIBHBIN OHOPEAKTOP, JODKHBI OBITH
CTEPHIbHBIMH.

Cucrema MoceBHBIX MaTEPUATIOB U 0AHKOB KJIETOK

40. Jlns mpenoTBpaIeHHs] HEeXKENaTeIbHOTO M3MEHEHHUS! CBOWMCTB IOCEBHOTO MaTepHalia
BCJIC/ICTBUE MHOTOKPAaTHBIX II€PECEBOB MJIM OOJBIIOTO YHCIa TEHepaluid MPOU3BOJCTBO
MMMYHHBIX JIEKAPCTBEHHBIX CPEACTB JJISl )KMBOTHBIX, MOJIYy4a€MbIX U3 MUKPOOHBIX, KJIETOUHBIX
WM TKaHEBBIX KYJIbTYP WK Pa3MHOKEHUEM B SMOPHOHAX U KUBOTHBIX, TOJKHO OBITH OCHOBAHO
Ha CUCTEME ITOCEBHBIX MaTEpHAIOB WJIH OAHKOB KJIETOK.

41. KonuvecTBo reHepauuii (yABOSHHH, Maccaxell) MEXIy MOCEBHBIM MaTEpHAIOM HIIU
0aHKOM KJIETOK M TOTOBOM MPOAYKIIMEH JOJKHO COOTBETCTBOBATh JaHHBIM HOPMATHUBHOM
JOKYMEHTAIlMU ¥ TpeOOBaHUSM, YCTAHOBJIEHHBIM IIPU PETUCTPALIUU JIEKAPCTBEHHOTO CPEJICTBA.

42. TloceBHble MarepHalibl W OaHKH KIETOK CIEAyeT COOTBETCTBYIOIIMM O0pa3oM
XapaKTepU30BaTh U KOHTPOJIMPOBATh HA Hajuuue 3arps3HeHuil. IloceBHble MaTepuainbl U OaHKU
KJIETOK JIOJKHBI CO3/1aBaThCs, COAEPKATHCS U MCIOIb30BATHCSI TAKUM 00pa3oM, 4TOObI CHU3HUTH
0 MHMHHMYyMa pPHUCK 3arpsi3HEHUsT WIM Jro0oro usMeHeHus. [lpu co3gaHuM MOCEBHBIX
MaTepHuajJoB WM OAHKOB KJIETOK HE JOIyCKAaeTCsl OJHOBpPEMEHHas paboTa B TOH K€ 30HEe WU



TEM JK€ TEPCOHAIOM C APYIHMH >XHBBIMH WK HHGEKIHOHHBIMA Marepuaiamu (Harmpumep,
BHUPYCaMH WJIH KJICTOYHBIMH JIMHUSIMHU).

43. Jlyist 3alMThl IOCEBHOTO Marepraiia M 0aHKa KIETOK, a TaKkKe padOTaroIIero ¢ HUMH
MepcoHayia U BHEIIHEH Cpellbl TOCEBHBIE MaTepHaIbl M 0aHK KJIETOK JOJIKHBI CO3IaBaThCA C
COOJTI0/ICHUEM YCTAaHOBJIEHHBIX TPEOOBAHHI K OKPYXKAIOIIEH Cpejie.

44, TIpoucxoxaenue, hopMa U YCIOBHUS XpaHEHHUs MOCEBHOTO MaTepualia JOJKHBI OBITh
MOJTHOCTHIO OTTMCAHBI B COOTBETCTBYIONIEH MOKyMeHTauu. HeoO0X01MMO UMETh JJOKa3aTelbCcTBa
CTAOMJIBHOCTH M BOCITPOU3BOAMMOCTH MOCEBHBIX MAaTEPUAIOB U KJIeTOK. EMKOCTH i1 XpaHeHUs
JOJDKHBI OBITHh TEPMETHYHO 3aKpPBIThI, YETKO MAapKHUPOBAHBl M XPAHUTHCA NpHU TpeOyeMoi
TeMmreparype. YCJIOBUS XpaHEHHsI JIOJDKHBI KOHTPOJUpOBaThCsa. HeoOxomumo  BecTH
TIIATEJIbHBIN YYET KOXKI0W €AMHULIBI XPAHEHUS.

45. K pabote ¢ MaTepraaoM AOMYCKAIOTCS TOJBKO CTEIHATBHO Ha3HAYEHHBIE COTPYIHUKH.
PaboTta momkHa MPOBOAMTHCS TOJ KOHTPOJEM OTBETCTBEHHOTO JiMIlA. Pa3nuuHbIle TIOCEBHBIC
Marepuagbl M OaHKM KIETOK CIIeyeT XpaHWTb TakuM o00pa3oM, uTOObl HE JIOIyCKaTh
MEepEenyThIBAHUS WM TEPEeKPECTHOrO 3arpsi3HeHus. JKemarenbHO pa3iensiTh TOCEBHBIC
Marepuaibl ¥ 0aHKH KJIETOK Ha YaCTH M XPAaHUTh UX B PA3JIMYHBIX MECTax, YTOOBI YMEHBIIUTH
ONIACHOCTB IOJIHOW MOTEPH.

[TpunHiunsr paboThI

46. B xolle TEXHOJIOTHYECKHX IPOIIECCOB CIEMyeT M30eraTh WM CBOJUTh K MHHUMYMY
oOpa3oBaHue Karenb Wid neHsl. [Iponeccsl neHTpudyrupoBaHusl WM CMELIUMBaHUSA, KOTOPbIE
MOTYT NpPHUBECTH K OOpa30BaHMIO Kallejib, JOJDKHBI INPOBOJUTHCS B HM30JIMPOBAHHBIX WIIU
YHUCTHIX/U30JIMPOBAHHBIX 30HAX BO M30EKAHUE MMEPEHOCA KHUBBIX OPraHU3MOB.

47. CnyyailiHple NPOJMBBI KUAKOCTEH, OCOOCHHO COAEpKAlUX >KUBbIE OpPraHU3MBI,
HEOOXoauMO OBICTPO W 0E€30MaCHBIM CIMOCOOOM JIMKBUIMPOBATh. [l Kaxmoro Ttwma
MUKpPOOPIaHHU3MOB CJI€AYeT HCIO0JIb30BaTh AaTTECTOBAaHHbIE METOJbl JeKOHTaMuHaiuu. [lpu
WCIOJIb30BAHMUU PA3JIMYHBIX LITAMMOB OaKTEepHil OJHOTO BUJA WJIM OYEHb IOXO0XKHUX BHPYCOB
3TOT MpOLECC MOXKET ObITh aTTeCTOBAaH TOJBKO JJIi OJHOIO W3 HHUX, €CJIM JaHHBIE O
CYLIECTBEHHOM pa3JIM4YUM HX YCTOMUMBOCTHM K BO3JEHCTBUIO HCIOJb3YyeMOIO0 areHra
OTCYTCTBYIOT.

48. Omnepanuu, BKIIOYAIONINE B ce0sl TepeMelleHle TaKuX MaTepHUaioB, KaK CTEPUIIbHBIE
Cpelbl, KyJIbTYpbl MU HPOIYKTHI, JOJKHBI IPOBOJUTHCS B MPEIBAPUTENILHO CTEPHIIN30BAHHBIX
3aKpBITHIX cucTeMax. Eciau 3To0 HEeBO3MOKHO, ONEpaLUU 110 EPEMELIEHUIO MAaTepUaIOB JTOJIKHBI
MPOBOUTHCS B OJJHOHAIIPABICHHOM (JITAMUHAPHOM) TMIOTOKE BO3/yXa.

49. JloGaBieHue cpen WM KyJIbTyp B Onopeaktopbl (pepMeHTAaTophl) U JAPYrue COCYIbI
JOJDKHO TPOBOJUTHCS B THIATENIbHO KOHTPOJMPYEMBIX YCIOBUSAX, 0OecredYuBaromInxX
HEBO3MOXXHOCTh BHECEHHUs 3arps3HeHus. llpu noGaBiieHMH KynbTyp HEOOXOJUMO TIIATEIBHO
IIPOBEPSATH MPABUIILHOCTh COEIMHEHUS COCYIOB.

50. IIpu HeoOxoaumocTu (Hampumep, Koraa aBa U OoJsiee GpepMeHTaTOpa PACIOIOKEHBI B
OJTHO¥M 30HE) OTBEepCTHs sl 0TOOpa MPOO M BHECCHHUs JH00ABOK JOJDKHBI CTEPUIIN30BATHCS
napom (rmocse moJACOSIMHEHH s, TIepe]] Mojaueii MpoayKTa U mepell OTCoeAnHeHneM). B npyrux
Cllydasix JIOyCKAaeTcs XUMMUecKas Je3uH(EeKLHs BXOJHBIX OTBEPCTUI M 3alluTa COEIMHEHUMN
101 JaMUHAPHBIM [TOTOKOM BO3/1yXa.

51. OO6opynoBanue, JnabopaTOopHas IIOCYy/a, BHENIHHWE TIOBEPXHOCTH YIMAKOBOK C
MPOJYKIMEH U JApYyrue MmoJ00HbIe MaTepuasbl Mepejl MepeMeleHueM U3 U30JMPOBAHHON 30HBI
JOJDKHBI  OBbITh JE3MH(MHUIIMPOBAHBI C HCIOJH30BAHUEM AaTTECTOBAaHHOrO Mertona (myHKT 47
nannoro [lpunoxenwus). OcoOyio mpoOIeMy MOXKET BBI3BIBATh BEIACHHUE IOKYMEHTAIMH Ha
CEepHUI0 TPOAYKIIMU. TONBKO aOCOJIOTHBIA MHHUMYM JOKYMEHTAIlMH, HEOOXOIUMOU st
coOnroieHrs TpeOOBaHUI HACTOSILEro CTaHJapTa, JOJDKEH MOCTYyNaTh B 30HY M MOKUJATh €e.
[pu cnyuaitHOM 3arpsi3HEHUH (HAIpUMep, KaIUISIMUA WM adpO30JIsIMU) WM [IPU UCTIOJIb30BAHUU
9K30TUYECKUX MHUKPOOPraHM3MOB OyMaxkHasi NOKYMEHTalus JOJDKHA Je3UMH(DUIMPOBATHCS B



LUTI03€ I MepeMelleHns 000pyJOoBaHUs WIHM MEpPEelaBaThCsi C HMCIOJIb30BaHUEM (DOTOKOIUU
nunu ¢akca.

52. )Xunkue uimu TBEpAbIE OTXOJbI, TaKUE Kak JeOpHC, Mociie 0TOopa MaTepuana u3 suil,
OJIHOpPA30Bble OYTBUIM JUIsl KYJIbTYp, HEXKENaTeIbHbIE KyJIbTYpPhl WM OHWOJIOTMYECKHUE areHThI
1enecoo0pa3Ho CTEPUIIN30BaTh WU AC3MHGHUIIUPOBATh NEPE] UX YAAJECHUEM U3 U30JIUPOBAHHON
30HbI. B HEKOTOpBIX ciydyasx NOpPUEMIIEMBIMH CUYHUTAIOTCSI M JIPYTrU€ METOJIbl, Halpumep
HCI0JIb30BAHNE T€PMETHUYHBIX KOHTEIHEPOB WK TPYOOIIPOBOIOB.

53. HeoOxoauMo THIATENFHO KOHTPOJHMPOBATH, YTOOBI B MPOM3BOJCTBEHHYIO 30HY
MONaJajal TOJBKO T€ MPEAMEThl U Marepualbl, B T.4. JOKyMEHTAIUsl, KOTOPbIE OTHOCSTCS K
MPOU3BOIUMON MpoayKIUHU. [l KOHTpOJISI 3a COOTBETCTBHEM KOJIMYECTBA BHOCHMBIX U
BBIHOCHMBIX IPEIMETOB M MaTE€pUaJIOB, BO M30ekaHUE MX HAKOIUIEHUS B IPOU3BOJCTBEHHOM
MIOMEILIEHUH, I0JKHA IeHCTBOBATh CUCTEMA yJeTa.

54. TepmocToiikue npeaMeTbl U MaTepHalibl JOJDKHBI MOCTYNATh B YUCTYIO WJIM YHUCTYIO
M30JIMPOBAaHHYIO 30HY Y€pe3 IMPOXOJHbIE aBTOKJIABbl MM Ieyd. UyBCTBUTENbHbIE K HarpeBy
peaIMeTbl U MaTepuaibl JOJDKHBI TOCTYNMAaTh 4Yepe3 BO3IYIIHBIM HUII03 € OJOKUPYyEeMbIMU
NBEPSIMHM, TII€ OTH HpeaIMeThl M MaTepuanbl MojBepratorcs nesuHpexkuuu. Jlomyckaercs
CTepUIM3alusl MPEIMETOB U MaTEpUAJIOB B IPYTOM MECTE, €CJIM OHU IHOCTYIAaKT Yepes3 I3 B
JBOMHOM 000JI049Ke ¢ COOJI0IEHUEM HEOOXOIUMBIX MEp MPEI0CTOPOIKHOCTH.

55. Bo u3bexaHue 3arpsi3HEHUs. UM OMEHBI KyJIbTYpPbI KJIE€TOK WJIM MUKPOOPIaHU3MOB B
MHKYOAllMOHHBIM TMepuoJ HeoOXOIMMO NPUHHUMATh MEpbl IPEeNOCTOPOKHOCTU. JlomkHa
CYLIECTBOBaTh METOJAMKA OYHCTKM U Je3MH(EKIUH MHKYOAaTOpOB. YMAKOBKH, HaXOJAs[IIUECs B
MHKY0aTOpax, 1OJKHBI ObITh YETKO U TIIATEIbHO MAPKUPOBAHHBI.

56. B oqHOM MOMEIIEHNH JIOMTyCKAETCsl OJHOBPEMEHHOE MPOBEJCHNE OIEPAIlUil TOIBKO C
OJIHUM OHOJIOTMYECKHM areHTOM, 3a MHCKJIIOYEHHEM OIepaluidl 1O CMEIIMBAHUIO U
MOCJIEYIOIEMY HAIlOJIHEHHUIO MM IPU HCIOJIb30BAHUU IOJIHOCTBIO 3aKpBITBIX cucTteM. B
MPOMEXYTKaX MEXAY OINEpalMsIMH C PA3IUYHBIMU JKUBBIMH OHOJIOTHYECKMMH areHTaMu
IIPOM3BOJICTBEHHBIE MOMEIIEHUS JODKHBI MPOXOAUTh APPEKTUBHYIO A€3UHPEKIUIO.

57. IlponykTbl JOJKHBI HMHAKTUBHPOBATHCS IyTeM J00aBi€HHMs HHAKTHUBAaTOpa C
MOCJIEYIOLIUM TIIATEIbHBIM NepeMernBanueM. [locie 3Toro cMech A0KHA NEPEHOCUTHCS BO
BTOPOM CTEpPWIbHBII COCy/, 3a MCKIIOUEHHEM CcllydaeB, Korjna ¢opma U pa3mep cocyna
MO3BOJISIFOT €0 JIETKO MEePeBOPAaYMBaTh U BCTPSIXUBATh TAKUM 00pazoM, YTOObl Bce BHYTPEHHUE
MIOBEPXHOCTH CMAUYUBAJIMCh KOHEYHOM CMEChIO KYJIbTypa - HHAKTUBATOD.

58. Cocynpl, conepkaniyie HHAKTUBUPOBAHHBIN MPOIYKT, HE JOMyCKAaeTCsl OTKPBIBaTh. M3
3THUX COCYAOB HE€ JOIycKaercs OTOMpaTh NpoObl B 30HAX, IJI€é COJIEp)KaTCs >KUBbBIC
Oouosnoruueckue areHThl. Bcro mocnenyroniyio 00pabOTKy HHAKTUBUPOBAHHBIX MPOJYKTOB
ClIelyeT MPOBOJAUTH B UUCTHIX 30Hax A u B mnu B 3akpbITOM 000pyI0BaHH, NpeJHA3HAYEHHOM
JUIl NHAaKTUBUPOBAHHBIX MPOJTYKTOB.

59. Heo0xoauMo ynensiTh Cepbe3HOC BHHUMAaHHE aTTecTaliu (UCIBITAHHSM) METOJIOB
CTepUIN3ALUH, 1e3UH(EKINH, YIaIeHHUs] BAPYCOB U MHAKTUBALIUU.

60. HanosHeHwne, M0 BO3MOXHOCTH, CJIEAYET NMPOBOIUTH HEMEIICHHO IOCIE 3aBEPIICHHS
IIPOM3BOJICTBEHHBIX onepanuil. Jlo Hauana onepanyy HarnoJIHEHUs] EMKOCTH ¢ HepachacoBaHHOMN
MNPOJIYKIMEH JOJKHBI OBITh TEPMETHYHO 3aKpBIThl, MapKUPOBAaHbl W XPAaHUTbCA IIPU
YCTaHOBJIEHHBIX TEMIIEPATYPHBIX YCIOBUSIX.

61. JlokHa CyImecTBOBAaTh CHCTEMa, OOECHeYMBaIOIass KOHTPOJb IIEJIOCTHOCTH H
repMETUYHOCTH YIAKOBOK I1OCJIE€ HATIOJTHEHHUSL.

62. dnakoHBI, COAEpKAIINE XUBBIE OMOJOTMYECKHE AareHTHI, JOJDKHBI OBITh 3aKPBITHI
KpBIIIIKAMH TakuM 00pa3oM, 4ToObl oOecreunBagach HEBO3MOXKHOCTH 3arps3HEHUs IPYrou
MPOIYKIIMH UM IPOHUKAHUE JKUBBIX ar€HTOB B JIPyTUe€ 30HbI UM BO BHEUIHIOIO CPELY.

63. Mexay HamoJHEHHWEM IEPBHYHBIX YINAKOBOK, MX MAapKHPOBKOW W YIMAKOBKOH IO
pa3aMYHbIM TMPUYMHAM MOJKET IPOWTHU OIpeNeiIeHHbIH OTpe30K BpeMeHu. JIomKHbBI ObITh
pa3zpaboTaHbl U JOKYMEHTAJIbHO O(GOPMIIEHBI METOJIUKH, ONMCHIBAIOLINE MOPSIOK XpaHEHHUS
HEMapKUPOBAaHHBIX KOHTEHHEpPOB, 0O0€CleYUBaIOIIMEe HEBO3MOXHOCTh HMX IOJMEHbl H



HaJyIeKamue yciaoBus xpaHeHus. Ocoboe BHUMAaHHE CIEAyeT YACHATh XPaHEHUI0 TEPMO- U
CBETOUYYBCTBUTENbHOM Npoaykiuu. TemnepaTypa xpaHeHUs JODKHA ObITh 3aJaHa.

64. Ha kax10if TeXHOJIOTHYECKON CTaJIU CIICTyeT POBOJAUTH COTIOCTABJICHHUE PEATBHOTO
U O0XHIACMOI'0 BbIXOJa MPOAYKIHH. Bce CYIICCTBCHHBIC OTKIIOHCHUSA JOJIKHBI OBLITH
paccienoBaHsl.

Kontpons kauectBa

65. B olecriedeHnn CTaOMIBHOCTH KayecTBAa OHMOJIOTMYECKHX JIEKAPCTBEHHBIX CPEJICTB
0co0oe 3Haue€HUE HMEET BHYTPUIIPOU3BOJCTBEHHBIH KOHTPOJIb. BUABI KOHTPOJS, KOTOpbIE
UMCIOT pelIalolee 3HAYCHHUE JUIS OICHKM KadecTBa (Hampumep, KOHTPOJb HAa OTCYTCTBHUE
BHUPYCOB), HO HE MOTYT OBITh MPOBEICHBI HA FOTOBOW MPOIYKIMH, JOJIKHBI BBIOJHITHCS HA
OJIHOM M3 MPEIIECTBYIOINX CTaUN IPOU3BOCTBA.

66. Jlns MOBTOpeHHS WM TOITBEPXKICHHS pPE3YyIbTaTOB KOHTPOJIS KadecTBa CEpUHU
MPOJIYKIIMM MOKET BO3HUKHYTb HEOOXOIMMOCTb XPAaHEHHS! IPU COOTBETCTBYIOLIUX YCIOBHSIX
JI0CTaTOYHOTO 00beMa 00pa3L0B IPOMEKYTOUHBIX IPOAYKTOB.

67. MoxeT BO3HUKHYTh HEOOXOJAMMOCTHh HEMPEPHIBHOTO KOHTPOJS MapaMEeTpOB B XOJC
npoliecca MPOU3BOJICTBA (HAIPUMEP, HEMIPEPBIBHOTO KOHTPOJIS (PU3MUESCKHUX TAPAMETPOB B XOJI€
bepMmeHTanN).

68. PacmpocTpaHeHHON  TPaKTUKOW  SBISIETCS  HEMPEPHIBHOE  KYJIHTUBUPOBAHHE
Oouonoruueckoi mnpoaykuuu. Ilpm TakoM Merojle HPOU3BOJACTBA HEOOXOJIUMO HPUHATH BO
BHHMMaHHE 0COObIe TpeOOBaHMS K OPraHU3allUK KOHTPOJISI KauecTBa MPOLYKLIUH.

[Tpunoxenne 6
I[MPOM3BOACTBO MEJAUIIMHCKINX I"'A30B
1. O61mue nomoxeHus

Hacrosimee IIpuioskeHnme  pacnpoCTpaHseTcs Ha  IPOMBIIUIEHHOE IPOM3BOACTBO
MEJIMIHUHCKUX Ta30B, KOTOPOE OTHOCUTCA K CHELUAIIM3UPOBAHHBIM IIPOMBIIUIEHHBIM IIPOLIECCAM
U OCYIIECTBIIIETCS, KaK IpPaBWIO, Ha HedapMmaleBTUUYECKUX npeanpuatusax. llpunoxkenue He
pacnpocTpaHseTcss Ha IPOU3BOJACTBO M OOpalleHHe MEAMIMHCKUX Ta30B B OOJIbHULIAX,
peryaupyeMoe crenMalbHBIMA HOpMaMHU. TeM He MEHee, COOTBETCTBYIOLIME Pa3JIeibl JaHHOIO
[TpusiosxeHust MOTYT OBITh MCIIOJIB30BAHbI B KAYECTBE OCHOBBI JJIsi OPraHU3alMK 3TOH paboThI.

[Ipon3BOACTBO MEIUIMHCKUX TIa30B, Kak IPaBUJIO, OCYIIECTBIAECTCA B 3aKPBITOM
oOopynoBanuu. brmarogaps 3ToMy pHCK 3arps3HEHMs] AAHHOM MPOJIYKIMHU M3 OKpYXKarouiei
cpenbl SBISETCS MHUHHUMaiIbHbIM. OJHAKO CYIIECTBYET PHUCK IEPEKPECTHOrO 3arpsi3HEHUs
JPYTMMU T'a3aMH.

[Ipon3BOACTBO MENUIIMHCKUX T'a30B CIEAYET OCYIIECTBIATh B COOTBETCTBUM C HACTOSLIUM
CTaHapTOM, (hapMaKONEHHbIMU TPEOOBAHUSAMU U IPYTUMH IOKYMEHTaMHU.

[Ipumeuanue - Hacrosmee IlpunokeHue pacmpocTpaHsSeTCs TOJIBKO Ha OpPraHU3ALMIO
MIPOM3BOJICTBA M KOHTPOJb KauecTBa MEAMLMHCKUX ra3oB. TpeOoBaHMS K MPOMBIIIJICHHON
0€30MacHOCTH MpPH HMX MPOU3BOJCTBE YCTAHOBJEHBl B COOTBETCTBYIOIIMX HOPMATHUBHBIX
JNOKYMEHTaX.

2. [Tepconain



2.1. VYTONHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3a BBIJaYy pa3pelieHduil Ha BBIMYCK
MEJUIIMHCKUX Ia30B, J0JDKHO UMETh CIIEUAIbHbIE 3HAaHUS B 00JaCTU MPOU3BOJICTBA U KOHTPOJIS
Ka4eCcTBa MEAUIIMHCKHX T'a30B.

2.2. Tlepconan, 3aHATHIA B MPOU3BOJACTBE MEIUIIMHCKHX Ta30B, JOJDKCH IOHUMATh
TpeOOBaHUs HACTOSILEro CTaHJapTa B OTHOUIEHHMM MEAMLMHCKHUX Ta30B, 3HATh KPUTHUUYECKU
BAKHBIC ACHEKTHl M BO3MOYKHYIO OIIACHOCTH I IALMEHTOB, KOTOPYK) MOTYT IPEICTaBIATH
co00i1 JIekapCTBEHHbIE IIPErapaThl B BUIAE MEJUIIMHCKUX I'a30B.

3. [lomemenus u 06opyI0BaHUE

3.1. [Tomermenus

3.1.1. Omepanuy HamoOJHEHUS MEIUIMHCKUMH Ta3aMH CIEIyeT OCYIIECTBISATH B 30HAX,
OTJEJICHHBIX OT 30H HATOJHEHUS HEMEIMIMHCKUMH Tra3amu. 3ampeniaercss oOMeH OautoHaMu
(koHTElHEpaMH) MEX/Ty STUMH 30HAMHU. B HCKITFOUMTENBHBIX CITydasX JOMYCKACTCs HAIIOJIHEHUE
MEIUIUHCKUX M HEMEIUIIMHCKUX Ta30B B OJHOW W TOW K€ 30HE IO IMPHHIHUIY OTACITHHBIX
UKIOB  TPOW3BOACTBA TPHU  YCIOBHH, YTO TIPEAYCMOTPEHBI  CIEIHAbHBIE  MEpHI
MPEIOCTOPOIKHOCTH M IIPOBOIUTCS HEOOXOIMMAst aTTecTanus (MCIIbITaHMS).

3.1.2. Tlomemienusi, B KOTOPHIX BBITIOJHSAIOTCS OTIEPAIAN IO TIPOU3BOJICTBY, MPOBEICHUIO
UCTIBITAHWA W XPaHEHWIO MEIWIMHCKUX Ta30B, JOJDKHBI MMETh JOCTATOYHYIO TUIOINAIb JUIS
WCKITFOUEHHsI TIepenyThiBaHus. [loMemeHns JODKHBI COIEePKAaThCsl B YUCTOTE M 00ECTICUYHBAThH
TpeOyeMblii MOPSAJIOK pabOThl U XpaHEHUS IPOIYKLIUH.

3.1.3. Pa3Mepsl 1 MIaHUPOBKA 30H HATIOJTHEHHUS JOJDKHBI TIPEAYCMaTPHUBATB:

a) OT/ebHBIC MAPKUPOBAHHBIE 30HbI IS PA3JIMYHbIX Ta30B;

b) onHO3HAaUYHOE 0003HAUEHHE U pa3/ielieHHe MYCThIX 0AJIOHOB (KOHTEHHEPOB) U OAIJIOHOB
(koHTEHEpPOB), HAXOJIIUXCS HA pasHbIX CTaAUsAX THpou3BojcTBa (Hampumep, "Oxumaet
HanosHenus'”, "Hamonuen”, "Kapantun", "Ono6pen”, "OTkiioneH").

Crnioco0, WCHonbp3yeMbld JUISL JIOCTIDKCHHS JTHX YpPOBHEHW paslelieHus, 3aBUCHT OT
Xapakrepa, o0beMa M CIIOKHOCTH TEXHOJOTMYECKOTO Ipolecca. Mepamu pa3feieHUs] MOTYT
CITY’)KUTH 30HBI C Pa3METKaMHU T10J1a, IIEPETOPOJIKH, Oapbepbl, 0003HAYECHUS | T.]I.

3.2. O6opynoBanue

3.2.1. Bce obopynoBanue Ui POU3BOJICTBA M TPOBEACHUS aHAIN30B JJOJDKHO TPOXOIUTh
MEPUOIMUYCCKYIO aTTECTAILIUIO U KATHOPOBKY (IIOBEPKY).

3.2.2. Ta3oMm creayeT HamoJHATH TOJBKO TMpeIHA3HAUYEHHBIH [UIi HEro OayuioH
(xonTeitHep). TpyOOMpoOBOIbI, IO KOTOPBIM MPOXOIST Ta3bl, HE NOJDKHBI UMETh COCITUHCHUIA, 3a
WCKITFOUEHHEM aTTeCTOBAHHBIX MPOIECCOB aBTOMATUYECKOTO HAIOJIHEHHs. PactipenenurenbHbie
KOJUIEKTOPBI JIOJDKHBI OBITH 00OPYIOBaHBI COCTMHHUTEIBHBIMH 3JICMEHTAMH JUIsI HAIOJHEHUS,
COOTBETCTBYIOIIUMH TOJIbKO KJIAIaHy JJIsi KOHKPETHOTO ra3a WM KOHKPETHOW CMECH Ta30B
TakiM 00pa3oM, YTOOBI K OTOMY KOJUIGKTOPY MOTJH OBITh TIOJCOEAWHEHB TOJIBKO
COOTBETCTBYIOIIHE 0aITOHBI (koHTEIHEPBI). TpeboBanus K MCTIOJIH30BAHUIO
pachpeieuTeNIbHBIX KOJUIGKTOPOB M MX COCIMHEHUH ¢ KilalmaHaMu OasIoHOB (KOHTEHHEPOB)
MOTYT OBITH YCTaHOBJCHBI B COOTBETCTBYIOIIMX HAIMOHAJIBHBIX WM MEXKIYHAPOIHBIX
CTaHJapTax.

3.2.3. PaboThI IO PEMOHTY W TEXHUYECKOMY OOCITY)KUBAaHUIO 00OpYJOBAaHUS HE JIOJKHEI
BIIMSITh HA KQYECTBO MEIUIIUHCKHX Ta30B.

3.2.4. Crniegyet n30erarh HANOJHEHHUS HEMEIUITMHCKHUX Ta30B B 30HaX U HAa 000pYyOBaHUH,
MpeJHAa3HAYCHHBIX JUIS TPOW3BOJICTBA MEAMIMHCKMX Ta30B. VICKIIOUEHHS JOMYCKAIOTCS B
cllydasiX, KOT/ia Ka4yeCTBO ra3a, UCIOJIb3yeMOro JUTsi HEMEIUIIMHCKUX IIeJIeH, TI0 MEHBIIeH Mepe,
SKBUBAJICHTHO KadeCTBY MEIHMIIMHCKOTO Ta3a M COOJIOMAIOTCS TpeOOBAaHUS HACTOSIIETO
crangapta. lIpm 3TOM [UIs TpENOTBpAIICHUS 3arpsS3HEHUS MEAWUIMHCKOTO Tra3a CleayeT
WCTIOJIb30BATh ATTECTOBAHHBIM METO/I, KOTOPBIH UCKIII0YAeT MPOHUKAHNE HEMEIUITTHCKUX Ta30B
B JIMHUIO, 0OCITY)KHBAIOIIYIO 30HY HAIIOJHCHHS.



3.2.5. PesepByaps! U XpaHEHUS U TIEPEABIKHBIC IUCTEPHBI JUIS JTOCTABKH JIOJDKHBI OBITH
IpeHa3HaYeHbl JJIs OJJHOTO BMJIA raza ONpeAeseHHOro kadectBa. CKMKEHHbIE MEIUIUHCKUE
rasbl JIOIyCKaeTCsl XPaHUTh WK TPAHCIIOPTUPOBATh B TEX K€ PE3epByapax, 4TO U aHAJIOTUYHBIE
HEMEIMLIHUHCKUE Ta3bl, INPHU YCIOBHM, YTO KA4eCTBO IIOCJIENHMX, II0 MEHBUIEH Mepe,
SKBUBAJIEHTHO KaY€CTBY MEINLIMHCKUX I'a30B.

4. JlokymeHTaIus

4.1. ]JlaHHble, BKJIFOUCHHBIC B TPOTOKOJIBI JUIS KAKIOH CEpUM HAIMOJHEHHBIX OaNIOHOB
(koHTEHEPOB), JOJDKHBI —cojaepkarh HH(pOpMaKi 000 BCEX OCHOBHBIX IapaMeTpax
COOTBETCTBYIOIIMX CTAJMH HAMOJHEHUsS. [IPOTOKOJIBI CeprH JOJDKHBI COACPKATh CIICIYIOIILYIO
nH(pOpMaLIHIO:

- HAaMEHOBaHKE PO TYKIIHH;

JaTy ¥ BpeMs OTIEpaIlHii TI0 HAMIOJIHEHUIO;
CCBUIKY Ha HUCIIOJIb3YEMYI0 YCTAHOBKY JIJIsl HATIOJTHCHHS,

- ICTIOJIb3yeMOoe 000py/I0BaHHUE;

- HAaWMMCHOBAHME Ta3a M CChUIKY Ha CHCUU(HUKALMIO Ui JaHHOTO ra3a WM Ha
CrieIU(pUKAIUH TSl KQKIOTO U3 T'a30B, BXOAAIIMX B CMECH;

- OTIepaluH, MPEIIIeCTBYoNMe HanoHeHuo (7.3 nanHoro [puioxenus);

- KOJIMYECTBO ¥ 00beM OaIIOHOB (KOHTEHHEPORB) JI0 M MTOCJIC HAITOJHCHHUS,

- (haMIJTHIO U MHUIMAJIBI JIKIA, TPOBOMBIIIETO ONEPALIMIO HAIOJTHEHUS;

- (amMwIuM ¥ WHUOKAIBI JIMI[, BBIIOJHSABIIMX KaXIYI0 OTBETCTBCHHYIO OICpPAIHIO
(o4MCTKY TUHUH, TPHEMKY 0aJUTOHOB (KOHTEHHEPOB), OTIOPOKHEHUE OAJUTOHOB (KOHTEHHEPOB) U
T.IL);

- OCHOBHBIE MTapaMeTphl, TOATBEPKAAIOIINE PABUIBHOCTD HAMOJHEHUS IPU CTaHAaPTHBIX
YCIIOBUSIX;

- pe3yJbTaThl HCIBITAHUN NP KOHTPOJIE KayecTBA M B CIIydasxX, KOrja KaauOpOBKa
000pyIOBaHMUS TPOBOIMUTCS TIEPE]] KaK/IbIM UCIBITAHUEM, CIICIU(PHUKALIUIO CTAHAaPTHOTO ra3a u
Pe3yJIbTaThl KOHTPOJIS KaTnOPOBKH;

- pe3yJbTaThl KOHTPOJIS HAMOJHEHUS 0aJUIOHOB (KOHTEHHEPOB);

- oOpa3sel] 3TUKETKUA C HOMEPOM CEPHH;

- o ipoOHYI0 HH(GOPMALIKIO O JIFOOBIX 3aTPYAHCHUAX UM HEOOBIYHBIX CIydasX;

- YTBEPXJICHHOEC MUCBMEHHOE pa3pelicHHe Ha JI000e OTKIOHEHHE OT MHCTPYKIHUH M0
HAIOJIHCHUIO;

- JaTy W TOJMNKCh KOHTPOJIepa, OTBETCTBEHHOTO 3a OINEPalHI0 HAMOJHEHUS,
MOITBEPIKAAIOIIYIO TPABUIIBHOCTh MPOBEACHUS PAOOTHI.

5. [IpousBoacTBo

5.1. Bce kpuTHuecKHE CTaAUM TEXHOJOTMYECKUX IIPOLIECCOB IOJJIEKAT aTTeCTallUU
(ucnbITaHUSIM).

5.2. [Ipou3BoacTBO HepachacoBaHHON MPOAYKIKU (OaTK-TIPOTYKTa)

5.2.1. TI'a3pl, mpenHa3HA4YEeHHBIC IS MEIUIIMHCKOTO TNPUMEHEHHS, MPOU3BOAAT IyTeM
XMUMHYECKOTO CHUHTE3a WJIHM MOJIyYaloT W3 MPUPOJHBIX MCTOYHHKOB, MPU HEOOXOAUMOCTH, C
NPOBEICHUEM TMOCICIYIOICH OYMCTKU (HampuMep, Ha YCTAaHOBKE pa3zeieHus Bo3ayxa). Takue
ra3pl MOXKHO paccMaTpuBaTh Kak (apmalieBTHUeCKHe CyOCTaHIMM WIM HepachacoBaHHBIE
JIEKapCTBEHHbIE CPEICTBA.

5.2.2. Tlpu HEOOXOAUMOCTH CIEYeT AOKYMEHTAJIbHO PETJIaMEHTHPOBATH TPEOOBAHUS K
YUCTOTE, JPYTUM COCTABIISIOLIUM U BO3MOKHBIM ITPUMECSIM, KOTOPhIE MOTYT MPUCYTCTBOBATH B
HCXOJHOM ra3e U Ha CTaJUsIX €ro OYMCTKU. [ KaXxa0ro mpoiecca JOJIKHbI ObITh pa3paboTaHbl
COOTBETCTBYIOIINE TEXHOJIOTMUECKUE CXEMBI.



5.2.3. Bce cragum pasnelieHus U OYMCTKH JIOJDKHBI OBITh pa3paboTaHBl TaKUM 00pa3oM,
4yTOOBI 00ECIeunTh X MakCUMalbHyI0 3¢ ¢dexkTuBHOCTh. Hampumep, npumecH, KOTOpble MOTYT
OKa3aTh OTPHUIATENILHOE BIIMSHUE HA CTAJUIO OYUCTKH, CIEAYEeT YIalATh JI0 €€ Hadajia.

5.2.4. Craguu pa3fencHuss 1 OYUCTKU MOJUISKAT aTTeCTal[iy (MCIBITAHUSIM) B OTHOIICHUH
3¢ ()EeKTUBHOCTH U KOHTPOJIUPYIOTCSI B COOTBETCTBUH C PEe3yJIbTaTaMy aTTecTaluu (HCIbITaHuUH).
BHyTpUIIpOU3BOACTBEHHBIII KOHTPOJb MOXKET BKJIIOYAaTh B ce0sl HENpEpbIBHOE IPOBEACHUE
aHanu3oB. [lopsanok oOciy:KkuBaHUsS 000PYIOBAHUS M 3aMEHBI PACXOJHBIX JeTaneil (Hampumep,
(GUIBTPOB OYKMCTKH) JOJDKCH OBITh OCHOBAaH Ha pe3ylbTaraX KOHTPOJII M aTTeCTalluH
(ucnbITanuiA).

5.2.5. Ilpn HEOOXOAMMOCTH B JTIOKYMEHTALMU CIIEIYeT YKa3bIBaTh IPEIEIbHbIC 3HAUCHUS
TeMIIepaTypbl B xoJ1e TEXHOJOTUYECKHUX MIPOLIECCOB, M3MEpEHHOU npu
BHYTPUIIPOU3BOJICTBEHHOM KOHTPOJIE.

5.2.6. KoMIbloTepHBIE CHCTEMBI, HCIIOJIB3YeMbIe ISl YIPaBJICHUS WM HENPEPHIBHOTO
KOHTPOJIS POIIECCOB, JOJKHBI ObITh aTTECTOBAHBI.

5.2.7. JInst HepephIBHOTO IpOIecca cIeIyeT JOKYMEHTAIbHO ONPEICTUTh TIOHATHE CEPHH
MPOJYKIIMH, KOTOPOE JIOJDKHO OBITh COrJIacOBaHO C TMOPSIAKOM IPOBEACHUS aHaIU3a
Hepac(acoBaHHOTO rasa.

5.2.8. B xoje mporecca Mpon3BOICTBA CIIEAYET OCTOSTHHO KOHTPOJIMPOBATH KAUYeCTBO Ta3a
U COJICPKAHNE B HEM IIPUMECEH.

5.2.9. Cnenyer mpoOBOIUTH MHUKPOOHOJIOTHYECKUA KOHTPOJb BOJIBI, HCIIOJIB3YEMOH JUIs
OXJIAKJCHHS BO BpeMs CXKaTHs BO3/lyXa, €CJIM OHAa UMEET KOHTAKT C MEIMLIUHCKUM I'a30M.

5.2.10. Bce omepanuu 1Mo TPaHCIIOPTUPOBAHHUIO CKIKEHHBIX Ta30B M3 MECTa MEPBUYHOTO
XpaHEeHUs, B T.4Y. POBEAECHUE KOHTPOJIS Mepe]l TPaHCIOPTUPOBAHUEM, JOJKHBI BBIIOJIHATHCS B
COOTBETCTBUU C MHCTPYKIMSIMH, HAIpPABICHHBIMU Ha MPEIOTBpAIIEHHE JIIOO0ro 3arps3HEHUs.
TpyOonpoBoa ajisi TPAaHCHIOPTUPOBAHUS Ta3a JODKEH ObITh 00OpyAOBaH OOpAaTHBIM KIIAITAaHOM
WIN JPYTUM aHAJIOTUYHBIM yCTpoicTBOM. Oco00e BHUMaHUE CIEAYeT YAEHSITh OYHCTKE TMOKHUX
COEJIMHUTEINIbHBIX JIEMEHTOB, IJIAHTOB U MECT COEAMHEHHS.

5.2.11. BHOBb MOCTYNMUBIIMIA Ta3 JOIycKaeTcsi TO0OABISATH B pe3epByapbl, B KOTOPBIX
XpaHUTCSL 3TOT K€ Tra3 M3 HPEIblIylIUX MOCTaBoK. Ilpu 3TOM pe3ynbTaThl aHaiau3a MpOoObI
JOJKHBI TIOATBEPIUTh, YTO KAaueCTBO IOCTaBJICHHOIO Ta3a COOTBETCTBYET YCTAHOBJIEHHBIM
TpeboBanuaM. Takas mpob6a MokeT ObITH 0OTOOpaHa U3:

- IOCTaBJICHHOTO Ta3a nepej A00aBIeHUEM WUIIU

- pe3epByapa ¢ HepacpacOBaHHBIM I'a30M IoOcie J00aBIEHUS U CMEILIUBAHUS.

5.2.12. HepacdacoBaHHble Ta3bl, NpEAHA3HAYCHHBIC IJIi MEIUIIMHCKOTO IPUMEHEHHS,
CIIEyeT ONpPEIeNATh KaK CEepUI0 MPOAYKIUHU, KOHTPOJMPOBATH COTJIACHO COOTBETCTBYIOIIMM
TpeOOBaHUSAM U BbIJIaBaTh pa3pellIeHHe HAa UX HAIlOJHEHUE.

5.3. HanonHeHne 1 MapKUPOBKa

5.3.1. Jlo mnpoBeneHHs oOmepalii HAMOJHEHUS CIEAYeT OIpPENeUTh TOKa3aTeln
(mapameTpbl) CeprH PO TYKIIHH.

5.3.2. bamionsl (KOHTEHHEpPHI) JIi MEIUIIMHCKMX Ta30B JOJDKHBI COOTBETCTBOBAThH
YCTAaHOBJIEHHBIM TEXHHYECKUM TpeOoBaHusiM. [locne HamonaHeHHMs KiIamaHbl — CIELyeT
IIOMOUPOBATh Uil KOHTPOJSL MEpBOTr0 BCKphITHA. [lyig obecrieyeHus! aleKBaTHOM 3allUThl OT
3arpsi3HEHUs] PEKOMEH/yeTCsl YCTaHaBIMBaTh Ha OAJUIOHBI KJIallaHbl yAEPKUBAHUS OCTATOYHOTO
JTABJICHUS.

5.3.3. PacnpenenuTenbHBIA KOJJIGKTOP ISl HAIOJHEHUS MEIWIWHCKAMHU Ta3aMH |
OaisIoHbl (KOHTEHHEPBI) MOJDKHBI OBITh MPEJHA3HAYCHBI ISl OJTHOTO OINPECICHHOIO ra3a MM
cmecu TazoB (3.2.2 ganHoro [lpwnoxkenus). CienyeT OpraHu30BaTh CHUCTEMY KOHTPOJIS 3a
000pOTOM OAJIJTOHOB M KJIANaHOB.

5.3.4. OuncTky W TPOIYBKY OOOpYyIOBaHUs, NPEAHA3HAYCHHOTO JUIS HAIOJHCHUS, W
TpyOOIIPOBOJIOB CIEAYET MPOBOJUTH B COOTBETCTBUU C YTBEP)KIACHHBIMU HMHCTPYKIHUSAMH. OTH
ornepauy HUMEIT 0co00€ 3HAYeHHE I0CHEe TEXHUYECKOro OOCIY)KMBAaHUS CUCTEMBbl WIIU
HapylleHust ee IesocTHocTu. Ilepen Bbaaueil paspelieHuss Ha HCIHOJB30BAaHUE CHUCTEMY



HE00XOIMMO TPOBEPHUTH HAa OTCYTCTBHUE 3arpsi3HeHuid. ClieyeT BECTH U COXPaHSITh MPOTOKOJIBI
OUYHCTKU 000PYIOBaHUS.

5.3.5. BusyanbHoe oOcienoBanue OaIOHOB (KOHTEHHEPOB) HAa MPOM3BOIACTBEHHOM
YYaCTKE MPOBOJUTCS B CICAYIOIINX CITYJasX:

- TIPY MTOCTYIJICHUH HOBBIX OAJUIOHOB;

- JI0 W TOCJIe JIFOOOTO WCHBITAHUS THIPOCTATUYECKUM JaBIICHHEM HJIM SKBHBAJICHTHOTO
UCIIBITaHMSI.

[locne ycTaHOBKM KIamaHa €ro CieayeT JAepKaTh B 3aKPhITOM TIOJOKEHUH IS
Npe0TBPAILCHHS TIOCTYIUICHUS TFOOOT0 3arps3HeHus B 0ayuIoH (KOHTEHHED).

5.3.6. [lepen HayamoM orepanuy HAIOJIHEHHS CIEyeT IPOBONTE:

- MPOBEPKY OCTATOYHOTO JaBieHus (ot 3 1o 5 6ap) A MOATBEPHKACHHS TOTO, YTO OAJIIOH
(koHTElHEp) TOJIHOCTHIO HE OTIOPOKHEH;

- u3bsATHEC OALIOHOB (KOHTEHHEPOB), B KOTOPBIX OCTATOYHOE JABJICHHE HE OOHAPYKEHO,
IUISL TIPOBENCHHS JOTIOJHHUTENBHBIX MeEp, TO3BOJIIONIMX YCTaHOBUTH, YTO OJTH OaJUIOHBI
(koHTElHEPBI) HE COJCPIKAT BOJY WJIM JIPYTUe 3arpsA3HSIONIUE BEUISCTBA; 3TH JCHCTBUS MOTYT
BKJTIOYATh B €05l OUMCTKY C MPUMEHEHUEM POIIEIIINX aTTeCTAIIMI0O METOI0B WIIH BH3YaJIbHBIH
KOHTPOJTb,

- KOHTPOJIb OBPEXICHHBIX 0ANIOHOB (KOHTEHHEPOB), C KOTOPBIX JOJDKHBI OBIThH Y/aJICHBI
ATHKETKH, OTIPENIEIISIONINE CEPHUIO MTPOAYKINH, U BCE PYTUE STUKETKH,

- BU3YaJbHBIH KOHTPOJIb BHEIIHErO BHJA KaXJIOTO KiamaHa u OamioHa (KOHTEHHepa) Ha
HAJIMYHE BMSTHH, ITPOKOTOB OT JYTOBOW CBApPKH, CKOJIOB, APYTUX TIOBPEXKICHUNA U 3arpsA3HEHHMA
MacliaMi WM cMa3kaMu. CriemyeT MpOBOJIUTH HAIUIEKAIIUM O0pa3oM OYMCTKY, MCIIBITAHUS H
TEXHUYECKOE 00CTyKHBaHHE OaUTOHOB (KOHTEHHEPOB);

- TPOBEPKY KaI0ro OayuioHa (KOHTEHepa) WM KJIAlaHHOTO COCJAMHCHHUS KPHOTEHHOTO
cocy/a Ut ONpeAeICHUs COOTBETCTBHUS €T0 THUIA JAHHOMY MEIUIIMHCKOMY Ta3y,

- MPOBEPKY "KOJIa JaThl UCIBITAHUS" Oa/utoHa (KOHTEHHEPa), YI0CTOBEPSIOIIYIO, YTO OBLIO
NPOBEICHO HCHbITaHWE OauioHa (KOHTeWHepa) T'HIPOCTATHUYECKUM  JaBjeHHueM  (Wiu
OKBUBAJICHTHBIM HCIIBITAHKEM) M CpPOK JCHCTBHs pE3yJbTATOB HCIBITAHUA HE HCTEK B
COOTBETCTBHUHU C JCUCTBYIONIMMH HOPMaMH;

- TMpOBEpKYy HaIM4Msg Ha KakIoM OamioHe (KOHTEiHEpe) I[IBETOBOrO KoJa IIo
COOTBETCTBYIOLIIEMY CTaHAAPTY.

5.3.7. Creayer TIIATeNBHO BBIMOJHATH MOJATOTOBKY OalIOHOB (KOHTEHHEPOB),
BO3BpAILIEHHBIX /ISl MOBTOPHOTO HAIOJIHEHUsS, YTOOBI PUCK 3arpsA3HEHHs] ObUT MUHHMAIbHBIM.
JInst CKaThIX Ta30B MaKCHMAaJbHOE TEOPETHYECKOE COJACp)KaHUE IPHMECH IPH IaBICHUH
HanonaeHust 200 Gap momkHO coctaBiaTh 500 00beMHBIX yacTeld Ha MWDIHOH. s mpyrux
TaBIICHUH OTPEACISIOTCS SKBUBAJICHTHBIC 3HAUCHHS.

[MoaroroBka 6amIOHOB (KOHTEHHEPOB) BBIMOIHSIETCS CIICAYIOIUM 00pa3oM:

- U3 Ka)XJI0ro OaJUIOHA yAAJIIeTCs BECh OCTABIIMICS T'a3 MyTeM OTKauyMBaHuUs (M0 KpalHei
Mepe, 10 OCTaTOYHOTo abcoItoTHOrO naBienus 150 mOap) wim

- B KaXJ10M OaiuioHe (KOHTelHepe) cOpachIBaeTCs IABJICHUE U BBITIOHACTCS TTOCIISIYIOIIast
NpOJyBKa C KCIIOJIb30BAHUEM AaTTECTOBAHHBIX METOJOB (YaCTUYHOE CO3JIaHHE H30BITOYHOIO
JIaBJICHUS HE MEHee 7 0ap ¢ MOCIIEAYIOUMM COPOCOM).

Jlns ~ GamtonoB  (KOHTEHHEpPOB),  OOOpPYHOBAaHHBIX  KjallaHAMH  OCTATOYHOTO
(MOJI0KUTENIFHOT0) JaBJICHHUS, JOCTATOYHO OJHOW OTKAYKH IMOJ BakyymMoM o naBiieHus 150
MOap. B mpoTuBHOM citydae cieayeT MpOBOIHMTH IOJHBIN aHAIHM3 OCTABIIETOCS ra3a B KaXIIOM
OasioHe (KOHTeiHepe).

5.3.8. BamonHeHue OauIOHOB (KOHTEHHEPOB) CIIEAYET MPOBEPATh B YCTAHOBICHHOM
nopsiike. OHUM U3 TOKa3aTeseld TOro, 4to OaioH (KOHTEHHEp) HAMOJHSETCS HaUISKAIIUM
00pa3oM, MOXKET CIY)KUTh OIIYIICHHE TEIUIa MIPH JISTKOM IMPUKOCHOBEHUH K BHEUTHEH 000JI0UKe
OayutoHa (KOHTEHHepa) B X0/ HAIOJIHEHUS.



5.3.9. Kaxiplii 6ayutoH J0JDKEH UMETh MAapKUPOBKY M 1BeTOBO# ko1. Homep cepuu u/umu
JlaTa HaIlOJIHEHHUS, a TaKKe J1aTa UCTEYEHHs CPOKa TOJJHOCTH MOTYT ObITh yKa3aHbl Ha OTAEIbHOU
ITUKETKE.

6. KoHTpousb kayecTBa

6.1. KauecTBOo BOIBI, UCIOJNB3YeMOW JUIS TPOBEICHHUS WCIBITAHUN THIPOCTATUYCCKAM
JABJICHUEM, JOJDKHO COOTBETCTBOBATh, II0 MEHBIIEW Mepe, KadecTBYy IHUTHEBOM BOIBI H
MOABEPraTbCsl IOCTOSTHHOMY MUKPOOHUOJIOTHYECKOMY KOHTPOJIIO.

6.2. [IpoBereHNe UCIBITAHUI W BbIJIa4a pa3pelieHus] Ha BBITYCK KaKJOTO MEIMIIMHCKOTO
ra3a JIOJDKHbI OCYIIECTBIIATHCS B COOTBETCTBUU C ero creuupukannen. Kaxapiii MenuunHCcKuii
ra3 JJOJDKEH UCIIBITHIBATHCSA HA COOTBETCTBUE BCEM HOPMATUBHBIM TPEOOBAHUSIM C MHTEPBAIAMH,
JOCTaTOYHBIMHU JUIsl TAPAHTUU TIOCTOSTHHOTO COOJIOACHUS 3TUX TPeOOBaHUM.

6.3. Ha mpoBeneHne HamoigHEeHMsT Hepac(haCOBAHHOTO Tra3a JOJDKHO BBIIABATHCS
paspenienune (5.2.12 nannoro IIpunosxenus).

6.4. Ecnii oH METMITMHCKHH Ta3 HAIOJIHSASTCS Yepe3 MHOTOIMIIMHAPOBEIN KOJUIEKTOP, TO,
0 KpaiHel mepe, OJUH OaJJIOH C ra3oM OT KaKJIOrO HAIOJIHEHUS 4epe3 KOJUIEKTOp JOJDKEH
MIPOBEPATHCA HA MOJJIMHHOCTh, KOJHMYECTBEHHOE COJAEp)KaHHE U, NPU HEOOXOAMMOCTH, Ha
COJIep’KaHKUe BOIbI MPH KXKJI0H cMeHe 0a/lIoHOB (KOHTEHHEPOB) Ha KOJUIEKTOPE.

6.5. Eciim oauMH MEIMIMHCKUI Ta3 HamoJHsIeTcss B OauloHbl (KOHTEHHEphI) IyTeM
WHIMBUIyaIbHOM OTIepallMy HAMIOJIHEHHsI, TO, 10 KpalHel Mepe, OJiuH 0a/uioH (KOHTEHHEp) TpU
KaKJOM HENpPEpPhIBHOM IMKJIE HAIMOJHEHUS JOKEH ObITh NIPOBEPEH Ha IOUIMHHOCTb HU
KOJIMYECTBEHHOE coJepkaHue. lIpumepoM HENnpepblBHOIO LHKJIA HAMOJIHEHUS SBIISIETCS
IIPOU3BOJICTBO B TE€YEHUE OJHOM CMEHBI OJIHUM M TE€M K€ IIEPCOHAIOM C HMCIOJIb30BAHUEM
OJIHOTO 000pYyOBaHUS M OJHOM cepuu rasza B Oank-popme.

6.6. Eciii MeTUIIMHCKUI ra3 TOTOBHUTCS IyTEM CMEIIMBaHus B OayuioHe (KOHTEHHepe) IByX
win 6ojee pa3InyHbIX Ta30B U3 OJHOTO M TOrO K€ PaCHpeleIUTEIbHOr0 KOJUIEKTOpa, TO IpH
KaXKJIOM LUKJIEe paObOThl KOJUIEKTOPA CJIEAYET UCIBITHIBATh COAECPKUMOE, KAK MUHUMYM, OJJHOTO
OaiioHa (KOHTEHHepa) Ha MOIMHHOCTh U KOJIMYECTBEHHOE COJCP)KAHHWE BCEX KOMIIOHCHTOB
ra3oBoil cMecH M, MpU HEOOXOJIMMOCTH, Ha COJEpKaHUE BOJBI U MPABUIBHOCTH COOTHOILEHUS
razoB B cmecd. Eciu OamioHbl (KOHTEHHEpHI) HATOJHSIOTCS IO OTACIBHOCTH, TO KaXKIbId
OamsioH (KOHTEWHep) CleAyeT MCHBITHIBATh Ha IMOJUTMHHOCTh M KOJMYECTBEHHOE COJICPIKAHUE
BCEX KOMIIOHCHTOB ra30BO# CMECH, M, KAK MUHUMYM, OJMH OayuloH (KOHTEHHEp) M3 KaKI0ro
HEIPEPBIBHOTO 1MKJIa HATIOJHEHHUS - HAa IPaBUIIbHOCTh COOTHOILIIEHHUS Fa30B B CMECH.

6.7. Ecnu ra3pl CMEIIMBAIOTCS HA JMHUU Tepe]] HaloJHEeHHeM (Hampumep, cMech OKCHIa
a30Ta/KUCI0PO/a), TO CIeIyeT MPOBOUTh MIOCTOSIHHBIN aHAIN3 HAMIOJIHIEMON CMECH.

6.8. Ecnu Oamion (KOHTEHHEp) HAMOJHICTCS HECKOJbKUMH Tra3aMd, TO IPOLECC
HaIlOJIHEHUSI JIOJDKEH oO0ecrneunBarTh IPAaBUJIBHOE CMEIIMBAaHHE TIa30B B KakJIOM OallloHe
(koHTElHEpE) ¥ MOJHYI0 TOMOT'€HHOCTh CMECH.

6.9. Kax1plii HarmoJTHeHHbIN OaJIOH (KOHTEHHEep) mepel OMIOMOUPOBAHUEM ISk KOHTPOJIS
IIEPBOrO BCKPBITUSA JOJDKEH IPOXOJWUTH HCIBITAHUE HA I€PMETUYHOCTh C HCIIOJIb30BAHHEM
COOTBETCTBYMOIIEro MeTroaa. CreayeT Takke MPOBOAUTH MPOBEPKY HA TEPMETUYHOCTH OAJIJIOHOB
(koHTEIHEPOB), U3 KOTOPBIX OTOUPATIHUCH MPOOBI IS AHAIU30B.

6.10. Ecnu KpHOTEHHBIM Ta30M HAIOJHSIOTCS KPUOTEHHBIE COCYIBl JUIS TTOCTaBKH
MOTPEOUTENSAM, TO COAEPKHUMOE KaXKIOr0 COCyla CIIeyeT HCHBITHIBaTh Ha MOJJIMHHOCTH U
IIPOBOJIUTH €T0 KOJIMYECTBEHHBIN aHAJIU3.

6.11. He tpeOyercs oTOuparh MpoOBl M3 KPHOTCHHBIX COCYIOB TOCIE WX HAIOJHECHUS B
TOM cllydyae, €ClId OHU XpaHSTCs y MOTpeOMTeNell M MOBTOPHO 3alOJIHAIOTCS HA MECTe U3
MIEPEABUIKHBIX LHUCTEPH, IPHU YCIOBHM, 4YTO KOMIIAHMUS, OCYHIECTBISIOIIAs HAIIOJHEHUE,
MIPEIOCTABIISIET AaHAJTUTUYECKUI MacnopT MpoObl, 0TOOpaHHOM U3 Takoil ucTepHbl. Kpuorennsie
cCoCyabl, XpaHslluecs y TMOTpeOuTenel, ciaeayer MEepUOJAUYECKH HUCHBITBIBATh IS
MOATBEPK/ICHUSI COOTBETCTBUS UX COJIEPKUMOTO (hapMaKONEHHBIM TPEOOBAHUSIM.



6.12. He tpebyeTcs coxXpaHATh 00pa3ilbl Cepuil MPOAYKIIMH, €CIIH ITO HE MPEIyCMOTPEHO
JOKYMEHTAIUEH.

7. XpaHEHUE U BBIITYCK

7.1. HamonHeHHble OaioHbl (KOHTCHHEpBI) MOJDKHBI COJACPKATHCS HAa KAPaHTHHHOM
XpaHEHUH JI0 BbLJIaYM Pa3pEIICHUs Ha BBIITYCK YITOJIHOMOUYEHHBIM JIUIIOM.

7.2. Bamons! (KOHTEHHEPHI) C Ta30M CIIEIyeT XPaHUTh B CIEIMAIBHO OTBEICHHOM MECTE,
3alUMIICHHOM OT BO3JEWCTBUS IKCTPEMaJbHBIX TEMIIEpaTyp. 30HbI XpaHEHUS JOJKHBI OBITH
YUCTBIMHU, CYXHUMH, XOPOLIO MPOBETPUBAEMBIMHU M B HHMX HE JOJDKHBI XPAHUTHCS TOpPIOYHE
MaTepuaibl C IETIbI0 COXpaHCHUS OAJUIOHOB (KOHTEHHEPOB) YHCTBIMH K MOMEHTY HX
HCI0JIb30BAHUS.

7.3. Tlopsimok XpaHeHHs JOJDKEH MpeaycMaTpuBaTh pa3lelbHOE XpaHEHHE OalIOHOB
(KOHTEHHEPOB) ¢ PAa3IMYHBIMHU T'a3aMH, HATOJHEHHBIX U MYCTHIX OAJUIOHOB (KOHTEWHEpOB), a
Takke oOecreunBaTh NOPAIOK 000pPOTa 3allacoB COMNIACHO OYEPEIHOCTU IOCTYILICHUS
NpOAYKIUK Ha ckias ("'TIepBbIM MOCTYIHII - ICPBBIM BbIIAH").

7.4. Bo Bpems TpaHCIOPTHPOBAHHs Ta30Bble OAUIOHBI (KOHTEHHEpPBI) JOJIKHBI OBITH
3alUIICHbl OT HEOJArompUsATHBIX YCIOBUW OKpyKawoulled cperbl. Jlias ra3oBbIX cmecei, B
KOTOPBIX MpH 3aMOPAKMBAHUU MPOUCXOIUT pazjeneHue ¢as3, AODKHBI OBbITh OOecreyeHbl
0Cco0bI€ YCIOBHS XPAHEHUS U TPAHCIIOPTUPOBAHUS.

TepmuHsI U onpeneseHust

bammon (cylinder): TpancmopTHpyeMblii KOHTEHHEP BMECTUMOCTRIO He Oosiee 150 11 BoIbI,
HaXOIIUCs o JaBieHueM (1u1st neneit nanHoro [punoxenus).

[Ipumeuanue - B Hacrosmem IlpunokeHuu ompeneneHue OaUIOH IMOJIpa3yMEeBaeT B
COOTBETCTBYIOIIEM KOHTEKCTE MOHSTHE "CBsI3Ka OayutoHOB" (YIakoBKa).

I'a3 (gas): BemiecTBO HIIM CMECh BellecTB, KoTtopsie mpu mgasienuu 1,013 Gap (101,325
k[la) u temneparype 15 °C HaxosTCs MOJHOCTBIO B ra3000pa3HoM coctosiHuu win mpu 50 °C
nasneHue mapos npessimaet 3 6ap (300 kI1a) (1SO 10286:1996. Gas cylinders - Terminology.
Bilingual edition).

3ona (ared): vacTh TMOMENICHHS, CIHCIHUAIbHO BBIACICHHAS Ui IPOHM3BOJCTBA
MEIUIIMHCKUX Ta30B.

WcnbiTanue ruapocratuueckuM nasieHueMm (hydrostatic pressure test): wucnbitanue,
OPOBOJMMOE C IIeJbI0 oOecrieueHuss O€30MacCHOCTH B COOTBETCTBUH C TPeOOBaHHIMHU
HAIIMOHAIBHBIX M MEXIYHAPOJHBIX HOPM Ui MPOBEPKH TOTO, YTO OAJUIOHBI MM PE3ePBYaphI
MOTYT BBIJIEP)KaTh BHICOKHE JIABJICHHSI.

Kianan ynep)kanusi 0CTaTOYHOTO AaBjieHus (Minimum pressure retention valve): kiamas,
CHaO)KEHHBIM 00PAaTHOW CHCTEMOM, MOIEP)KUBAOIIEH ompeacieHHoe aaBienue (okomo 3 - 5
Oap BblIe aTrMOC(hEpHOrO [MaBJICHMS) W MPEAOTBPAINAIOIICH 3arps3HEHUE KiIalaHa IpH
UCIIOJIb30BAHUH.

Kowreitnep (container): KpuoreHHsIi Cocy/, IKUCcTepHa, 6aK, OaIOH, CBSI3Ka OaUIOHOB HIIH
nrobasi Ipyrasi yrakoBKa, KOTOpas BCTYIIAeT B HEMOCPEICTBEHHBIH KOHTAKT C MEIUIIUHCKUM
rasoMm.

Kpuorennsiit ra3 (Cryogenic gas): ra3, koTopbiii npu gasienuu 1,013 6ap cxmkaeTcs mpu
temnepatype Hike muayc 150 °C.

Kpuorennsiit cocyn (Cryogenic vessel): cramuoHapHBIA WIM TEPESHOCHOW TEPMHUYECKH
W30JIMPOBAHHBIN KOHTEHHEP, CKOHCTPYUPOBAHHBIM ISl XPaHCHHUST COKMIKCHHBIX MIIA KPUOTECHHBIX
ra3oB. M3 KpHOTeHHOTo cocyna ra3 OTOMpaeTcs B ra3000pa3HOM WIIM JKUIKOM COCTOSIHUM (1St
nenei qanHoro [Ipunoxenus).



MakcumanbHbIil TEOPETUYECKUI OCTATOYHBIA YpOBeHb mpumecu (maximum theoretical
residual impurity): mpumech raza OT BO3MOXHOTO MPEABIAYIIETO 3arps3HCHHs, OCTABINAsCA B
OasyioHax repes HaroJHEHUEM IOCIe TIPEIBApUTEIHHON 00paboTKH.

[Mpumeuanue - BblunciieHHe MaKCHMAIBHOTO TEOPETHUYECKOTO YPOBHS NMPHMECH HUMEET
3HAQYEHHE TOJBKO JUIA CXKAThIX Ta30B B MPEAINOJOXKCHUH, YTO ATH Ta3bl BEAyT cels Kak
UJicalibHbIC.

Memuruackuii ra3 (medicinal gas): mro0o0ii ra3 win cMech Ia30B, MPEIHA3HAYCHHBIC IS
BBE/ICHUS OOJIBHBIM B TEPAIEBTHUECKHX, JUATHOCTHUSCKUX WM MPO(UITAKTHUSCKUX LENAX JIs
OKa3aHusi (hapMaKOJOTHYECKOTO BO3JCHCTBUS M KIACCU(PHUIUPYEMbIe KakK JICKaPCTBEHHBIC
CpencTBa.

Hepacdacosauusiii ra3 (bulk gas): moboii ra3, mpemHazHavyaeMblid I METUIIMHCKOTO
UCIIOJIb30BAHUS, KOTOPBIA TMPOIIET BCE TEXHOJOIMYECKUE CTaJUH, 332 HCKIIOUCHHEM CTajJuu
OKOHYATEJIbHOW YITAKOBKH.

OOpatnblit kimaman (non-return valve): kianaH, KOTOPBIA MO3BOJISET MOTOKY MPOXOIUThH
TOJILKO B OJIHOM HAIlPaBJICHUHU.

Otka4yuBath (EvVacuate): yiaisTh OCTaTOYHbIH ra3 U3 KOHTEHHEPa ¢ IOMOIIBIO BaKyyMa.

[Tpoayska (pUrge): oreparus Mo OMOPOKHEHHUIO U MPOYUCTKE OAIIOHA!

- METOJIOM cOpOca M OTKAYMBAHUS UITU

- MeTOJ0M cOpoca, YaCTHMYHOTO CO3/aHHs HM30BITOYHOTO [ABJICHHS PACCMATPUBACMbIM
ra3oM U ero MoCJIEAYIOLIUM COPOCOM.

Pacnpenenurenshpiii  kosuiektop  (manifold):  obGopymoBanme wiam  yCTPOWCTBO,
CKOHCTPYHPOBAHHBIC JUIsSI OJJHOBPEMEHHOTO OMOPOKHEHHS WJIM HAMOJIHECHHS T'a30M OJHOTO HIIH
0oJjiee KOHTEHHEPOB.

Pesepyap (tank): cramuoHapHbIi KOHTEHHEp I XPAaHEHHUS CKHKCHHOTO — HJIH
KPHOTEHHOTO rasa.

Copoc (blowing down): copoc gaBieHwust 10 aTMOCHEPHOTO 3HAYCHUSI.

Cssi3ka 6aymtono (cylinder bundle): cbopka skecTko 3aKpeIUIeHHBIX B KapKace OaJlJIOHOB,
KOTOpPbIC TIOJACOCIUHSIOTCS K PAaCIpeIeUTeIbHOMY KOJUICKTOPY, TPAHCHOPTHPYIOTCS |
WCIIOJIB3YIOTCS KaK OJWH OJIOK.

Cxartbiii Ta3 (compressed gas): ra3, KOTOPbIi [IPU HAMOJHEHUH TOJ] TABJICHHEM OCTaeTCsI
MOJIHOCTBIO B ra3000pa3HoM Bujie npu temreparype munyc 50 °C (1SO 10286).

Cxmwxennbii Ta3 (liquified gas): ra3, KOTOpbIii MpH HAMOJHEHHH TOJ JaBJICHUEM
HAXOJUTCS B IBYyX(a3zHOM cocTostHuu (ra3 HaJl )KUAKOCTBIO) mpH Temieparype muayc 50 °C.

YcranoBka pasjgeneHus Bosayxa (ar separation plant):  ycranoBka it oTOopa
aTMOC(epHOTO BO3/yXa U €ro pa3[elieHUs MyTeM OYUCTKHU, GUIbTPALIUH, CIKATUS, OXIKICHUS,
CKM)KEHUSI U TUCTUILISIIIMU Ha ra3000pa3HbIid KUCIOPOI, a30T U aproH.

[Mucrepua (tanker): mepeaBMkHOW KOHTEHWHEp IS  XPAHCHHS CHKIDKCHHOTO — HJIH
KPHOTEHHOTO rasa.

[Ipunoxenue 7
I[MPON3BOACTBO JIEKAPCTBEHHbBIX CPEJICTB 13 PACTUTEJIBHOI'O CbhIPbA

OO01rme moI0KEeHUA



JlexapcTBeHHbIE CpEACTBA M3 PACTUTEIBHOTO ChIPbSI HMMEIOT CIOXKHYIO MPUPOAY H
pa3zHooOpa3Hble XapaKTEpUCTUKH, B CBSA3M C YEM NPU UX IPOU3BOJICTBE OCOOYIO POJIb UrpaeT
KOHTPOJIb UCXO/IHBIX MaTEPUasIOB, YCIOBUI XpaHEHUS U IEPEPaOOTKH.

HcxonusiMu MaTepuanaMy Mpu MPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB U3 PACTUTEIHHOTO
ChIppsl <*> MoOryr ObITb HeoOpaOOTaHHbIE pPACTEHHUS, DPACTUTENbHOE ChIpbe <**> wum
MIPOMEXYTOUHbIE MPOAYKThl. PacTturenbHOe Chlpbe AOHKHO HMETh TpedyeMoe KauyecTBO U
COMPOBOXKIATHCS  JIOKyMEHTalUed I MPOU3BOJIUTEN IPOMEXKYTOUYHBIX MPOAYKTOB U
JIEKaPCTBEHHBIX CPEJICTB U3 PACTUTENLHOTO ChIphs. [ TOro yToOBl YOS IUTHCS B OJTHOPOAHOCTH
COCTaBa PACTUTENIBHOTO ChIpbsi, MOXET MoTpedoBarbcs Oosiee mojpoOHass uHGopMauus O
criocobe ero moJiydeHus (BbIpaiiuBaHus). BaxHbIMU (DaKTOpaMH, BIUSIONIMMH Ha Ka4deCTBO
PaCTUTEIBLHOTO CBIPBS, SBJISIOTCSA BHIOOP CEMSH, YCIOBHS BbIpalIuBaHUs U cOopa. OTu GakTopsbl
MOTYT OKa3aThb BIUSHUME HAa CTAaOMJIBHOCTh FOTOBOTO NpoAyKTa. PexomeHnanuu B OTHOIIEHUU
CUCTeMbl OOecleueHHUs] KauecTBa IpU BBIPAIIMBAHMM U 3arOoTOBKE PACTEHUU NpPUBENIEHBI B
pykoBojictBe HMPC <***> "PykoB0/CTBO HO BBIPALIMBAHUIO U COOPY MCXOJHBIX MAaTepUAJIOB
pactutensroro npoucxoxaeHus” (Guideline on Good Agricultural and Collection Practice for
starting materials of herbal origin).

<*> #B nganHom lIpmiioskeHUM MO/ JEKAPCTBEHHBIM CPEIICTBOM M3 PACTUTEIBHOTO CBHIPHS
MOHUMAIOTCS M TPAJUIIMOHHBIE JICKAPCTBEHHBIE CPEJICTBA U3 PACTUTEIILHOTO CHIPHSI.

<**> Tepmunbl ganel 0 JupextuBe 2004/24/EC ot 31 mapra 2004 r., HOTOJHSIONMICH
NupektuBy 2001/83/EC 0 jekapCTBEHHBIX CpEACTBAX Ui HCIOJb30BAHUSA YEIOBEKOM B
OTHOIICHUH TPAJUIIMOHHBIX JIEKAPCTBEHHBIX CPEJICTB M3 PACTUTEIHHOTO CBHIPHSI.

Pacturensnoe ceipre (Herbal substances) - B ocHoBHOM, 1enoe, pasjaeieHHOE U
pa3pe3aHHOe pacTeHHe, YacTH pacTeHUs, MOPCKUX BOAOPOCIEH, TIpuOOB, JMIIAHHUKOB B
HeoOpaboTaHHOM, OOBIYHO BBICYIIEHHOW (hopMe, HO MHOTJa U B cBexeM Bujae. Hexotopsie
aKceynaThl (BBIZCICHUS) M3 PACTCHUI, KOTOPbIC HE MPOILIH CICHHAIbHYI0 00pabOTKy, TaKkKe
OTHOCSITCS K PacTHTEIBHOMY CHIpbI0. B HaMMEHOBaHWU PACTHTEIBHOTO CHIPhS JOJDKHBI OBITH
TOYHO yKa3aHbl WCIOJb3yeMas dYacTh pACTeHHs ¢ OOTAaHMYECKO€ HAWMEHOBAaHUE IIO
OMHOMUHAIBHOU CUCTEME.

[TpomexyTouHBI MPOIAYKT U3 pactuTenbHOro ceipbs (Herbal preparations) - mpomykr,
MOJTyYCHHBIH ITyTeM TIepepaOOTKH PaCTUTEILHOTO CHIPhs, HAIIPUMEP, IKCTPAKIUEH, TEPErOHKOH,
OT)KUMOM, pa3jeleHueM Ha (Qpakiuy, OYUCTKOM, KOHLEeHTpauued uinu Qepmentanuein. K
MIPOMEKYTOYHBIM TIPOJIYKTaM OTHOCSTCS HM3MEIbUYEHHOE WJIM TIPEBPAIICHHOE B MOPOIIOK
pacTUTENIbHOE CHIPbE, HACTOMKH, J3KCTPAaKTHI, d(pHUpHBIE Macia W BEIIECTBA, BEHIICICHHBIC B
rporiecce nepepadoTKH.

<**> HMPC - koMuTeT MO JIEKapCTBEHHBIM CpPEICTBAM W3 PACTUTEIBHOTO ChIPhS
(Committee on Herbal Medicinal Products) Esporefickoro areHTcTBa IO JIEKapPCTBEHHBIM
cpencrBam (EMEA - European Medicinal Agency)#.

Hannoe [lpunokeHne pacnpocTpaHSAETCs Ha BCE UCXOJHBIE MAaTepUajbl PACTUTEIBHOTO
IIPOUCXOKACHUS  JICKAPCTBEHHBIE PACTEHUS, PACTUTEIBHOE ChIPhE U MPOMEKYTOUHBIE IIPOYKTHI
W3 PACTUTEIIBHOTO ChIPHS.

Winroctparst mpuMeHeHus: Hactosiero crangapra (mpasun GMP) k mpousBoacTBy
JIEKaPCTBEHHBIX CPEJICTB U3 PACTUTENILHOTO ChIPbsl IPUBEJEHA B Tabuuie <*>.

<*> JlanHasg tabnuua netanusupyer tabmuny 1 yactu |l B OTHOLIEHMH PACTUTEIBHOTO
CBIPBS.

Cramus npou3BoJICTBA [IpaBuna YacTs |l Yacrs |
BBIpPAIIUBAHUS U CTaHJzapTa |cTaHjapra
cbopa pacTeHui
(GACP) <**>




BripamuBaunue, coop u
3aroTOBKA PaCTEHUH,
MOPCKHX BOJOPOCIIEH, TpruO0B
Y JTUIIAHUKOB U COOP
IKCCYATOB (BBIICICHUIA)

Peska u cymika pacrenuit,
BOJIOPOCIIECH, TprOOB,
JIMIIAaHHUKOB U OKCCYIATOB
(BbLICNICHMIT) <1>

OTXHUM U3 pacTeHU U
neperonka <2>

N3menvuenue, nmepepaboTka
AKCCYAATOB, SKCTPAKIIUS U3
pacTeHu, pa3iesiecHue Ha
(bpakium, O4ucTKa,
KOHIICHTPAIUs WIN
¢dbepmeHTanus cyOCTaHIMM U3
PaCTUTEILHOTO CBIPhSI

HanpHelmas nepepaboTka B
TOTOBYIO IPOIYKIIHIO, BKITFOYAS
YIIaKOBBIBAHHUE I'OTOBOI'O
JIEKAapCTBEHHOTO CPEJICTBA

[Tpumeuanue - Knaccudukarms ucxoaupix Mmarepuainos mo GMP

3aBUCHUT OT UX MCIOJIb30BaHUS MPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
cpencra. Marepuai MOKeET ObITh KJIacCU(PUIIMPOBAH KaK aKTUBHAS
(dapmanieBTHUECKask CyOCTaHIIMS, MPOMEKYTOUHBIN WIIM TOTOBBIA MPOIYKT.
OTBETCTBEHHOCTD 32 KJIACCU(PHUKALIMIO HECET MPOU3BOIUTEND
JIEKapCTBEHHOI'O CPEJICTBA.

<1> [IpousBoauTEIH JODKEH YOSAUTHCS, UTO ATH CTAIUU
COOTBETCTBYIOT TPEOOBAaHHUSAM, YCTAHOBJIEHHBIM IIPH TOCYAAPCTBEHHOM
perucrpaiuu. J{jist cTaauii, BEITOIHACMBIX B MOJCBBIX YCIOBHSX (B
COOTBETCTBUU C YKa3aHHBIMU BBIIIC TPEOOBAHUSIMH), CIIEAYET, IPU
HE00X0IMMOCTH, PyKOBOACTBOBaThCs [IpaBuiiamu BeipanuBanus u coopa
pacrenuii (GACP). Ha mociieayromux cTaausx pe3Ky U CYIIKH CIeIyeT
pykoBocTBOBaThCs npaBmiamMu GMP.

<2> DKCTpaKIHIO U3 PAaCTCHUN M JUCTUILISINIO, €CIIM OHU BXOJAT B
nepeyeHb 3aroTOBUTENIbHBIX ONepaluil 11 00ecreyeHus: COOTBETCTBHS
MPOIYKIMH TPeOOBaHUAM crienu(UKaLU, JOMYCKAETCs IPOBOJUTD B
MOJIEBBIX ycioBuUsX. [Ipu 3TOM pacTeHus 10KHBI ObITH BBIPALEHbI B
cooTBetcTBUU ¢ TpeboBanusimu GACP. Jto nomyckaercs B
UCKJTIOYUTENBHBIX CIIY4asX U JIOJKHO ObITh OTPaXXEHO B TpeOOBAHUSIX,
YCTaHOBJIEHHBIX IIPU TOCYIapCTBEHHON perucTpanni. [ns onepanui,
BBITIOJIHSAEMBIX B TIOJIEBBIX YCIOBHSIX, JOKHO ObITh 00ECIIEUeHO BeJIeHUE
JOKYMEHTAI[M1, KOHTPOJIb U aTTECTAI[Usl B COOTBETCTBUH C
tpedoBarusmu GMP. KorTponupyromiue opranbl MOTYT OCYIIECTBIISATh
HaJ30p 33 STUMH OINEpaLUsIMHU.

<**> Ony06aukoBaHbl EBporieiickuM ATEHTCTBOM I10 JIeKapCTBeHHBIM cpenctBam (EMEA).



[Tomemenus u 060py0BaHNE
CxI1aJicKH€e 30HbI

1. PactuTenbHOE ChIpbE CIEAYET XPaHUTh B OTAEIbHBIX 30HAX. DTH 30HBI JIOJKHBI OBIThH
3alUIICHbl OT MPOHUKAHMSI B HUX HAaCEKOMBIX M JKMBOTHBIX, 0COOEHHO IpbI3yHOB. Cienyer
MPEeIyCMOTPETh  MEphl MPOTHUB  PACIPOCTPAHEHHsS] JKUBOTHBIX M  MHUKPOOPIaHHU3MOB,
MPUBHOCUMBIX C PACTUTEIBHBIM CBIPbEM, JUISI HPEJOTBpALeHHs (EepMEHTAUUU WIH pPOCTa
IJIECEHH, a TaK)Ke MMPOTUB MEPEKPECTHOrO 3arpsizHeHus. KapaHTuHHOE XpaHeHHe OCTYIMHUBILErO
PaCTUTEIBLHOTO ChIPbsl M JIOMYIIEHHOIO K HCIOJB30BAHUIO JOJDKHO OBITH OPraHM30BaHO B
Pa3IMYHBIX BEITOPOIKEHHBIX 30HAX.

2. 30HBI XpaHEHHS TOJDKHBI XOPOIIO MPOBETPUBATHCS. [IOpsIIOK pa3MeIeHnsT YITaKOBOK HE
JOJIKEH MPENsTCTBOBATH CBOOOHON HUPKYIISILIMK BO3AYXa.

3. Ocoboe BHMMaHWE CIIEIYeT YICIATh OOCTY)KHMBAHUIO W YHCTOTE CKIAJICKUX 30H, B
KOTOPBIX MOKET 00Pa30BbIBATHCS IbLIb.

4. Jlns XpaHEHUs PpACTEHHH, OSKCTPaKTOB, HACTOEK M JAPYyrol MNpPOAYKUUU MOTYT
noTpeboBaThcsi 0COObIE YCIOBHS IO BIIAXKHOCTU, TEMIIEpAaType M OCBEIIEHHOCTH, KOTOpbIE
HE00X0IMMO 00eCTIeYuTh U KOHTPOJIUPOBATh.

[IpounsBocTBEHHAs 30HA

5. [Ipu or6ope mpo0O, B3BEIIMBAHUH, CMEIIMBAHUU U JAPYTUX TEXHOJOTHMYECKUX OMEpaIIUsiX
C  pacTUTEIBbHBIM  CBHIPBEM ¥  MPOMEKYTOYHBIM  IMPOJYKTOM,  COIPOBOKIAFOIIUXCS
nbpUIe00pa30BaHUEM, CIIEAYET IPUHIUMATH OCOOBIC MEPBI IO MOUICPKAHUIO YUCTOTHI, a TAKKE 10
NpPEIOTBPAILCHHUIO TEPEKPECTHOTO 3arps3HeHus (yIajeHUE TbUIM, BBIJCICHUE CICIHATbHBIX
MOMEIICHUN | T.I1.).

Ob6opynoBanue

6. Hcnomb3yemMoe B TEXHOJIOTHYECKOM Ipomecce oOopymoBaHME, (HIBTPYIOLINE
MaTepuasbl U Ip. JOKHBI ObITh COBMECTHMBI C pACTBOPAMHU 3KCTPAKTOB, YTOObI HE JOMYCTUTH
BBIJICJICHUE U HEXKENATEIbHYI0 a0COpOLMIO BEIIECTB, KOTOPblE MOIYT OKa3aTb BIUSHHE Ha

MPOIYKT.
JlokymeHTanus
Crnenndukanui Ha KCXOAHBIE MaTEPUATIBI

7. [Ipon3BoanTENN JIEKAPCTBEHHBIX CPEJICTB U3 PACTHTEIBHOTO CHIPBS JJOJDKHBI YOCIUTHCS
B TOM, YTO OHH HWCIOJB3YIOT TOJBHKO MCXOJHBIC MATEPHAIBl PACTUTEIHHOTO MPOUCXOKICHHUS,
cooTBeTcTBYMOIME TpeboBanusM GMP u TpeGoBaHMsIM, YCTaHOBIIEHHBIM MIPH TOCYIAPCTBEHHON
pETUCTpAaIHH.

Crnenyer B mMoJIHOM 00beMe BECTH JOKYMEHTAIUIO O TPOBEICHHH AyJUTOB ITOCTABIIUKOB
WCXOJHBIX MAaTEPUANIOB PACTHTEIBHOTO IPOUCXOXKIACHHUS, BBIIIOJHEHHBIX ITPOU3BOUTEIEM
JICKApCTBEHHOTO CPEJCTBA WJIM 10 €ro Mopy4YeHuto. KOHTPOJNBHBIA aHadn3 aKTUBHBIX
CyOCTaHIIMII WMEeT HCKIIOUUTEFHO BAKHOE 3HAYCHHE B OIEHKE KayecTBAa HCXOIHBIX
MaTepuasioB. [Ipon3BoUTENb HODKEH YOSAUTHCS, YTO MOCTABIIUKHA PACTUTEIHLHOTO CHIPhS WIIH
MPOMEKYTOYHOH TPOMYKIMK W3 JICKAPCTBEHHOTO CHIPBSl BBIMOJHAIOT TpeOoBaHUs [lpaBumi
BhIpanuBanus u coopa pacrenuii (GACP).

8. IloMuMO naHHBIX, MPHUBEICHHBIX B HacTosmeM craHaapre (vacte |, pasgen 4), B
cienu(UKaU Ha PAaCTUTEIHHOE CHIPbE M MPOMEKYTOUHBIE IMPOIYKTHI, WCIOIb3yeMbIe IS
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB, CIEIyET BKITFOUATh:



- OMHOMUHAJIbHOE HAUMEHOBAaHUE, NpUHATOE B OOTaHUKE, C YKa3aHWUEM, [puU
HEOOX0JMMOCTH, COOTBETCTBYIOIIECTO Kiaccudukaropa (Hampumep, "Kinaccudukarop pacteHuit
u xuBoTHBIX" Kapna JIunues); npyryo uH(OpPMAIUIO, HAPUMEP, HAMMEHOBAHUE KYJIbTYPHOTO
COpTa pacTeHUs U er0 XeMOTHITMYECKYIO Pa3HOBUIHOCTD;

- opoOHYI0 MH(POPMALIUIO O TIPOUCXOKACHUH PACTeHUs (CTpaHa MM MECTHOCTh, U MPH
HCO6XOHI/IMOCTI/I, KYyJbTypa, BpEMA U croco0 3aroToOBKH, HCIIOJIb30BaHHUEC IIECCTULIHNI0B,
BO3MOXHOCTDB 3arpsA3HCHUA paIHOAKTHBHBIMHA BEIICCTBAMU U T.)I.);

- yKa3aH#e 00 UCTOIb30BaHUH BCETO PACTEHHS WJIM TOJIBKO €r0 YacTH;

- JAHHBIE O METOJIE CYIIKHU, €CJIH UCIIOIB3YIOTCS BBICYIIECHHBIE PACTEHU;

- OIIMCaHUEC PACTCHUS, a TAKKC JAHHBIC €r0 MaKpO- U MUKPOCKOIIMYECKOTO HCCH@HOB&HHﬁ;

- PE3YyJIbTAaThI HUCIBITAaHUH Ha IIOJJIMHHOCTH, B T.4. UCIIBITAHUA HA IIOJJIMHHOCTH U3BECTHBIX
AKTUBHBIX HWHIPCAUCHTOB WJIM MAapKCpPOB. Cnez[yeT IMPOBCCTHU CIICHUAIIBHBIC TECThI, €CIU
BO3HUKAET TMOJ03peHue O (ambcuuKanu WM TOJMEHE JIEKAPCTBEHHOTO CBIPhS; IS
OTIpeIeNICHUS TIOITMHHOCTH HEO0X0IMMO UMETh COOTBETCTBYIOIIME 00pa3Ilbl CPAaBHEHUS,

- BJIAQXHOCTH PACTUTCIBHOI'O0 CbIPpbA, OINPCACICHHYHO B COOTBCTCTBHMH C HOPMAaTHBHBIM
JOKYMEHTOM <*>;

- IO BO3MOXXHOCTH, OIIMCAHHWEC OCHOBHBIX HHI'PCAWCHTOB, 06J1a21a101111/1x YCTaHOBJ'IeHHOI\/II
(bapMaKoJIOTHYECKON aKTUBHOCTBIO, WIIM MAapKEPOB;

- MCTOJblI ONPECACICHUA COACPKaHUA MNMCCTUIUAOB WU HUX AOIYCTUMBIC KOHUCHTpALUW B
COOTBCTCTBUM C HOPMATHUBHBIMH JOKYMCHTAMHU HJIM, IIPU HUX OTCYTCTBHH, ATTCCTOBAHHBIM
METOJIOM, €CITH HE TIPETYCMOTPEHO HHOE <**>;

- WCIBITaHUS Ha 3arps3HeHue rpubamu w/uimu OakrepusMu (B T.4. adiaTOKCUHAMH,
APYTUMH MHKOTOKCHMHAMH H HCCT-I/IH(bCCTaIII/IHaMI/I) U MPEACIBbHBIC 3HAYCHUSA OOITYCTUMOIO
3arpsi3HEHUS,

- UCIIbBITAHUA Ha COACPKAHUC TOKCHYHBIX METATIJIOB U APYTUX BO3MOXKHBIX ITOCTOPOHHUX
IIpUMeECeH;

- UCIIbITAaHUA Ha BKIIFOYCHUC MHOPOAHBIX MaTCpI/IaJ'[OB;

- Ipyrue BU/Abl KOHTPOJISL B COOTBETCTBUU C HOPMAaTUBHBIMU JOKYMEHTaMHU <***>

<*> #B npasuinax GMP EC yka3aHo "B cootBercTBHE ¢ EBpornetickoit @apmakorneeit”.

<**> B npasuinax GMP EC yka3ano "B cootrBercTBHE ¢ EBpornetickoit @apmakoreeit”.

<***> B mpaBmiax GMP EC yka3ano "B coOTBeTCTBHH ¢ OOIIeH WM CHEIHAIbHOMN
CTaThbell Ha pacTuTenabHOE Chipbe EBpomneiickoii @apmakornen"#.

JIrobast 06paboTka, obecneunBaroiias yMEHbIIEHUE 3arpsi3HeHUN rpudaMu, OaKTepUs MU U
Ip., 10JKHA ObITH 0(OpMIIEHA TIOKYMEHTAJIbHO U BKIIIOYATh B ce€0sl MOAPOOHYIO HH(POPMALIHIO O
mponecce O6pa6OTKI/I, MMPOBOAVMMBIX MCIIBITAHUAX W MPCACIbHBIX 3HAYCHUAX OCTATOYHOI'O
3arpsi3HEHUS.

TexHosOrM4ecKne NHCTPYKIMHU

9. TexHOJOTUYECKUE WHCTPYKIUHU JOJDKHBI COJICPIKATh ONMUCAHUE PAa3IMYHBIX OIEepalui,
MPOBOJMMBIX C PACTHTEIILHBIM ChIPheM (OYUCTKA, CYIIKA, U3MEIbYCHUE, TIPOCEUBAHUE U TIP.), @
TaKKe JIAHHBIC O BPEMEHHU M TEMIIEpaType CYIIKH M METOJAX, MCIOJb3yeMbIX IS KOHTPOJIS
pa3mepoB ¢parMeHTOB wiau 4actuil. OHHM TaKKe IOJDKHBI COJICP)KATh OINKCAHUE METOJIOB
yIaJIeHHUs TOCTOPOHHUX MaTepUasioB (HarpuMep, MPOCCUBAHKE U IIP.).

10. Ocoboe BHHMMaHHWE cIleayeT OOpaTHTh Ha HAJIWYHE WHCTPYKIUHA W TMPOTOKOJOB,
YIOCTOBEPSIFOIIMX, YTO KaXJas YIMaKOBKAa TINATEIbHO OCMOTPEHA Ha MPEIMET OIpeCTICHUS
danbcuduKauy, MOJMEHbI WM NPUCYTCTBUS MOCTOPOHHHMX BEHISCTB (YACTHIl METaJUIa HIIH
CTEKJIa, OCTATKOB HJIM 3KCKPEMEHTOB YKMBOTHBIX, KAMHEH, MMecKa M T.[.) WIA CJICJOB THUCHHS
WK Pa3JI0KEHHSI.



11. TexHoNOTHYECKHE HHCTPYKIMH JOJDKHBI TaKXKE COJEP)KaTh MOPSAOK MM CHOCO0
yIaJIeHHs MOCTOPOHHKUX BEIIECTB U METOIbI OYUCTKH (0TOOpa) PaCTUTEIBHBIX MATEPHAIOB JI0
MOMEIICHHS PACTUTEIHLHOTO CHIPhs HA XpaHEHHE WIIK JI0 Hadyasla IIPOU3BO/ICTBA.

12. VHCTpYKIMH IO TPHUTOTOBICHUIO JIOJDKHBI COAEP)KaTh TMOAPOOHOE OIMCAaHHE
pacTBopHTeNei, BpEMEHH M TEeMIIepaTypbl SKCTPaKIWH, CTAJAWNA KOHIEHTPAIMH W METOJIOB
paboTHI.

Kontpons kauectBa
OTt60p P06

13. Tak kak HE0OpaOOTaHHOE JIEKAPCTBEHHOE CHIPbE MOJYYAlOT U3 OT/ACIBHBIX PACTCHHH,
OHO SIBISIETCS HEOMHOPOIHBIM. OTOOp mMpoO MODKEH MPOBOJUTH CHEIUATBHO OOyYEHHBIN
mepcoHay C CoOJI0JeHHEeM 0C000i TPEeNOoCTOPOKHOCTU. [lOUIMHHOCTD KaXIoW cepuu
MPOIYKIIMH OJHKHA OBITH IMMOATBEPKACHA OTACTHHBIM IOKYMEHTOM.

14. Cnenyer coxpaHsATh KOHTpPOJIbHBbIE OOpa3lbl PacTUTEIBLHOTO MaTepuana, 0COoOEHHO
€CITH PAaCTUTEIHHOE CHIPhE HE OTHMCAHO B HOPMATHBHBIX JOKyMeHTax <*>. [Ipu M3roTOBICHHU
MTOPOIIKOB CIIETYET COXPaHITh 00pa3Ibl HEPA3MOJIOTOTO PACTUTEIIFHOTO MaTepHara.

15. Tlepconan, BBHINMONHSAIONMN KOHTPOJIb KadyecTBa, JOJKCH HWMETh CHEIHATbHYIO
MOJTOTOBKY M OTBIT Pa0dOTBI C PACTUTEILHBIM CHIPHEM, IMPOMEKYTOYHBIMHU TPOIYKTaMU HWITH
JICKApCTBEHHBIMH  CPEJICTBAMH W3 PACTUTEIBHOTO CHIPhS ISl TPOBENEHHS] HCIBITAHUHA
MIOCTaBJISIEMOTO PACTHTEIBHOTO CHIPhS Ha MOJUTMHHOCTD M HAJIMUWE TIPUMECEH, BBISIBJICHUS POCTa
KOJIOHMIA TPUOOB, 3apakKeHHUs TTapa3uTaMu, HEOTHOPOTHOCTH U T.II. B TIOJTYYEHHOM CBHIPbE.

16. TTogmMHHOCTP M Ka4eCTBO PACTUTEIBHOTO CHIPhS, MPOMEKYTOYHBIX MPOIAYKTOB W
JIEKApCTBEHHBIX CPEJICTB U3 PACTHTEIBHOTO CHIPHS JJOJDKHBI KOHTPOJIMPOBATHCS B COOTBETCTBUHU
C HOPMATHBHOM TOKyMEHTAIMen <**>,

<*> #B npasuiax GMP EC ykazano "eciu ono He onmcano B EBpomnetickoit ®apmaxoree
n @apmakoree cTpausl - uieHa EC.

<**> B mpasmwiax GMP EC yka3aHo Ha HEOOXOIUMOCTh COOTBETCTBHs EBpomeiickomy
PYKOBOJICTBY 10 KauecTBY U clienu(UKalMsIM Ha JEKapCTBEHHbIE CPEJICTBA U3 PACTUTEIHHOTO
ChIpbSl M TpaJULMOHHbIE JIEKAPCTBEHHBIE CPEACTBA U3 PACTUTENBHOIO CBIPbS M, IpU
HeoOxonumoctH, EBponeiickoit @apmakonee#.

[Tpunoxenne 8
OTBOP ITPOBb UCXOIHBIX U YITAKOBOYHBIX MATEPHUAJIOB
OO0111€E T0JIOKEHUS

Ot6op mpo6 sBiIETCS Ba)KHOM orepanuen, Ipu KOTOpoi OepeTcsi TOJAbKO Majasl 4acTh
MaTepHaJIOB,  MpeIHAa3HAYEHHBIX  JUIT  TPOW3BOJICTBA  BCEH  CEepUHM  MPOAYKIIHH.
HenpencraButensHas mpo0a HE MO3BOJSET JaTh FAPAaHTUPOBAHHOE 3aKITIOYEHUE O KaYeCTBE BCEH
cepun. [IpaBwiibHBIE OTOOpP TPOO SBISETCS OJHUM W3 OCHOBHBIX KOMIIOHEHTOB CHCTEMBI
o0ecreueHus KayecTna.

[Tpumeuanue - [Topsmok or6opa mpo6 mpuseneH B 6.11 - 6.14 nactosmiero crannapra. B
HacrosmeM [IpunoxeHnn MpuBeIeHB! JOTIOJTHUTEIBHBIC YKa3aH!s 10 0TOOpY MpoO MCXOIHBIX U
YITAKOBOYHBIX MaTE€PHAJIOB.



[Iepconan

1. TIlepconan, 3aHUMarIMUNCS OTOOPOM TMPOO, MODKEH MPOXOAUTh HAdaJbHOE U
CHCTEMaTHYECKOe TIOBTOpHOE OOy4eHHe 1o Bompocam oTOopa mpob. IIporpammbr oOyueHuUst
JOJKHBI BKITIOYATH B CeOsI:

- IOpAZIOK 0TOOpa Mpoo;

- MUChMEHHBIE HHCTPYKIIUU 110 0TOOPY Tpo0;

METObI U 000PYAOBaHUE, UCIIOJIb3yEeMbIE TTPH 0TOOPE MPOo;

- METOJIbI IPEJOTBPALICHHUS IEPEKPECTHOTO 3arPsS3HEHUS,

- Mepbl TPEJAOCTOPOKHOCTH TPU paboTe ¢ HECTAOWIbHBIMH /WK  CTEPUILHBIMH
BEIIECTBAMU,

- OIICHKY BHEIITHETO BHJIa MATEPHUAJIOB, YITAKOBOK M 3THKETOK;

- MOPSAOK JOKYMEHTAIbHOTO OGOpPMIICHHS JIIOOBIX HEMPEABUIACHHBIX WM HEOOBIYHBIX
00CTOSITENBCTB.

Hcxonubie MaTepuasl

2. IloyTMHHOCTH BCEH CepHH MCXOJIHBIX MAaTEPUAIOB MOXKET OBITH TapaHTUPOBAHA TOJBKO
IpHU B3SITUU NMPOO U3 BCEX YMAKOBOK M MPOBEJEHUU TECTAa HA MOJIMHHOCTh KaXIOW MPOOHI.
Homyckaercst oTO0op mpoO W3 4YacTH YNAKOBOK IPH HAJUYUU aTTECTOBAHHOW METOJIUKH,
UCKJIIOYAIOIIEed BO3MOYKHOCTh HEMPaBUWJIBHOM MapKUPOBKU KaXKJOW YIIAaKOBKU C HCXOJHBIMU
MaTepuagamMu.

3. [Ipu arTecTanuy TakKOH METOUKHU CIIEAYET YUUTHIBATH:

- JaHHbIE O TPOM3BOAMTENIE U IOCTABIIMKE, a TaKXK€ YpPOBEHb BBINIOJHEHUS HUMU
TpeOOBaHU HACTOSAIIETO CTaHIApPTa;

- cucTeMy oOecreyeH s KaueCcTBa MPEANPUSATHS - IPOU3BOIUTEINS HCXOJHBIX MaTepHAIIOB,;

- YCJIOBUS MTPOU3BOJICTBA U KOHTPOJISL UCXOAHBIX MAaTEPUaJIOB,;

- XapaKTep ¥ CBOMCTBA UCXOHBIX MATEPHAJIOB, a TAKXKE MOJYy4yaeMOU U3 HUX MPOAYKIUH.

[Io 5TUM naHHBIM MOXHO aTTECTOBATh METOIMKY, JIOIMYCKAKIIYI0 OTOOp MpoOd HE U3
Ka)KJIOM YIIaKOBKHU C MCXOJHBIMHU MaTe€pHallaMy IIPU BBITIOJHEHUH CIEAYIOIIMX YCIOBHUI:

- HCXOJIHbIE MarepHuajbl IOCTYMAlOT OT OJHOTO MPOU3BOAUTENSI MIM C OJHOTO
MIPEANPUATHS,

- HCXOJHbIE MaTepualbl IOCTYNAIOT HEMOCPEICTBEHHO OT MPOU3BOJIUTENS WM B
OleyaTaHHOW MPOU3BOJUTENEM YIAKOBKE, IPHUYEM STOT IMOCTABIIUK HMeeT Oe3ylnpeyHyro
pemnyTaiuio, a ayJIuT €ro CUCTEMbl 00ECIIeUeHHUsI KaueCTBa PETYJSPHO MPOBOJUTCS MOKYIATeIeM
(mpou3BOAMTENIEM JICKAPCTBEHHBIX CPEIICTB) HIIH O(PUIIUATIHBHO YIIOJHOMOYCHHBIM JIUIIOM.

MeTtoiuKy Henb3sl aTTECTOBATh B CIAEAYIOIIMX CIIydasiX:

- UCXOJIHbI€ MaTe€pHaJIbl IOCTYNAIOT OT MOCPETHUKOB U IPOU3BOUTENb HEU3BECTEH WM HE
MIPOLIEIT ayIUT;

- UCXOJIHbI€ MaTepHaJIbl UCIIOJIb3YIOTCS JJIsl IPOU3BO/ICTBA NAPEHTEPATLHOM MPOTYKIIMH.

4. KayecTBO cepuM MCXOJHBIX MAaTE€pPHAIOB MOXET ObITh OIEHEHO IyTeM oTOopa
penpe3eHTaTUBHON MPOOBl U MPOBEIEHUSI UCTBITAHUN. J{Is1 3TOM 1€ MOTYT MCIOJIb30BAThCA
poObl, B3AThIE JJIsl MPOBEACHUS TeCTa HAa HOJUIMHHOCTH. KonnuyecTBo 00pas3ioB, 0TOMpaeMbIX
JUIA TIOJYYEHUsS penpe3eHTaTUBHOW MpoObl, OMNpEeNeNseTcss CTAaTUCTUYECKUM METOJO0M U
yKa3bIBaeTcs B IUlaHe otOopa npoOl. KonnuecTBo oTnenbHbIX 00pa3loB, KOTOPbIE MOTYT OBITH
CMEIIaHbl JJIsl MoJIydeHHUs! oOuieil mpoobl, onpenensercs ¢ yueToM BUJa MaTepuana, JaHHbIX O
MOCTABILKKE, & TAKXKE €ro 0JHOPOJHOCTH.

Y11akoBOYHBIE MaTEPHUAIIBI



5. Ilpu cocraBneHun IuiaHa oTOOpa MpPoO YMAKOBOUHBIX MaTepUaoB HEOOXOAUMO
IpUHUMAaTh BO BHHUMAaHHME HX KOJIMYECTBO, TpeOyeMoe KadyecTBO, XapaKTep MaTepHalioB
(mampumep, MepBUYHBIC YIIAKOBOYHBIC MaTepPHabl /WM NICYaTHBIC YIIAKOBOYHBIC MAaTEPHAIIBI),
METOJBl TPOM3BOJICTBA, a TakkKe HWHGOPMAIMIO O CHCTeME OOecreueHus] KadecTBa Yy
IMPOU3BOJUTCIIA YIIAKOBOYHBIX MATCPUAJIOB, ITOJTYYCHHYIO ITPHU IPOBCACHHUU ayJaUTa. KonmuaectBo
OTOMPAEMBIX MTPOO OTPEAEISIETCS CTATUCTHYECKH U YKa3bIBAeTCS B TUTaHE 0TOOPA MpoOo.

[Mpunoxenne 9
[IPOM3BO/ICTBO XXUJKOCTEN, KPEMOB 1 MA3EI1
OO01me moI0XKEeHUA

B mpomiecce mpou3BoACTBa KUAKOCTEH, KPEMOB M Maszei clieyeT MPUHUMATh OCOObIe
Mepbl NPEIOCTOPOKHOCTU M3-32 HMX HPEIPACIONOKEHHOCTH K MHUKPOOHOMY U HHOMY
3arpsizHeHuto. [losToMy HE00X0AMMO NPUHUMATH CHELMAIBHBIE MEPhl MO IPEIYINPEXIECHUIO
J000T0 BHJIA 3arPSI3HEHMUSL.

[Tomemenus u 060pyr0BaHNe

1. Jlns 3ammThl OT 3arpsi3HEHHS TPU TMPOU3BOJCTBE W TMEPEMEIICHUHA TPOIYKIIUU
PEKOMEHIYETCS MCIIOJb30BaTh 3aKpbIThie CHUCTEMBI. [IpOM3BOACTBEHHBIE 30HBI, B KOTOPBIX
HAXOOUTCA OTKpBITast MPOAYKUUS WIM OTKPBITHIE YHCTHIE YIMAKOBKH, KAaK IMPABWIO, CIEIYET
060opynoBath 3H(PEKTUBHON CUCTEMON BEHTWISALIMN, UMEIOIIEH (PYIIBTPBI OYUCTKUA BO3IyXa.

2. KOHCTpYKIHMSI M paCIOJIOKEHHUE PEaKTOPOB, €MKOCTEH, TPyOOIpPOBOJOB M HACOCOB
JOJDKHBI TIPEAYyCMaTpUBaTh yIOOCTBO WX OYMCTKH U, MPU HEOOXOAUMOCTH, Ne3uHbpekunu. B
YaCTHOCTH, B KOHCTPYKIIMA OOOPYIOBaHHS JOJDKHO OBITh CBEICHO K MHUHHUMYMY HaJIMYue
HEJIOCTYIIHBIX 30H W TYNHKOB, B KOTOPBIX MOTYT KOHUEHTPHUPOBATHCS OCTAaTKH MaTEpHUasOB,
BBI3BIBAIOIINE PA3MHOKEHUE MUKPOOPraHU3MOB.

3. ITo BO3MOKHOCTH HE CIIEYEeT HCIIOJIbh30BaTh 000pynoBaHHE M3 cTekia. Kak mpasuio,
et 00OpYAOBaHUS, BXOAAIINE B KOHTAKT C MPOIYKIIMEH, AOJKHBI ObITh M3TOTOBJICHBI U3
BBICOKOKAUE€CTBEHHOW HEPKABEIOILIECH CTaIH.

[IpousBoacTeo

4. JloskHBl OBITH YCTaHOBJIEHBI TPEOOBAaHUS K XUMHUYECKOMY M MHUKPOOHOJOTUYECKOMY
KayecTBY BOJbI, HUCIIOJIb3yeMOI B IMPOU3BOJICTBE, U OOECHEUEH KOHTPOJIb BBIMOJIHEHUS ATHX
TpeOoBaHui. Bo u30exaHue pucka pasMHOKEHUS MHUKPOOPraHU3MOB CIENyeT HaaJieXalluM
o0pa3oM OpraHu3oBaTh OOCIY)KMBAaHUE CHUCTEM IMOATOTOBKM BOJbI. Ilocie oOpaboTku cuctem
MOATOTOBKH BOJbl XMMHMUYECKHMHU CPEJICTBAMU HX HEOOXOAMMO IMPOMBITH MO aTTECTOBAHHOMN
METO/IMKE, TapaHTUPYIOIIEH MOTHOE YAaJleHUE Ae3UHPUIINPYIOIINX BEIIECTB.

5. KauectBo MarepuasnoB, NOJy4aeMblX B LHCTEPHAX, CJIEIYyeT IpPOBEPATh OO0 HX
NepeMeIEeHUsI B EMKOCTH ISl XpaHEHUS.

6. Cremyer KOHTPOJMpPOBATh TIE€pegady MaTEpUAIOB 10 TPyOOmpoBoaaM, HYTOOBI
rapaHTUPOBAThH UX MOCTYIIEHUE B HY)KHOE MECTO.

7. B momemeHusx, rae COAEPKUTCS OTKPbITas MPOAYKIUS WM YUCThIE YIAKOBKH, HE
JIOTYCKAeTCsl HAXO0XKJIEHUE MaTepualioB, CHOCOOCTBYIOIIMX BBIJIEICHUIO BOJIOKOH M JPYTHUX
3arpsA3HAIOIINX BelecTB (HalpuMep, U3 KapTOHHBIX WJIH JICPEBSHHBIX MOJIOHOB).



8. Bo Bpems omepanmii HamNOJHEHUS CleAyeT 00eCHeuuBaTh OJHOPOJHOCTD
(roMoreHHOCTB) cMecel, cycrnien3uil u T.11. [Iporecc nepeMennBaHus U HAOTHEHUS MO ICKUT
arrecraiui  (ucnbiTaHusaM). Oco0oe BHUMaHHe HEOOXOJMMO  YACNATh  00CCIeUCHHIO
OJTHOPOJHOCTH CMECH B Hayajle, I0CJIe OCTAHOBOK M B KOHIIE ITPOLECCa HAIIOJIHEHUS.

9. Ecnii TOTOBBII MTPOAYKT YIAKOBBIBACTCS HE Cpa3y MOCIE OKOHYAHUS TPOU3BOICTBEHHBIX
onepanuii, HeOOX0/IMMO YCTaHOBUTh MAaKCHUMAJIbHO JOIMYCTUMOE BpPEMsI IO €ro YIaKOBKU U
COOTBETCTBYIOIIME YCIOBUS XPAaHEHHUS.

[Mpunoxenne 10
[IPOU3BOJICTBO ADPO30JIEN /IS MHT AJISLIUIA

[IpousBoaCTBO a’po30Jeit I WHTAISAIUN, HAMOJHAEMBIX B OAJJIOHBI, CHAOXKEHHBIX
AOBUPYIOIIUMHU  KJIallaHaMKW W HaxoAAIIUXCA I10J JaBJICHHEM, o6naz[aeT XapaKTCPpHBIMHA
0COOEHHOCTSIMH H K HEMY MPCABABIAIOTCA CIICHUAIIBHBIC TpC6OBaHI/I5[. VcemoBus IMpOU3BOACTBA
JOJIKHBI 00€eCIeuynBaTh MaKCUMAIbHYIO 3aIIUTY NMPOAYKTA OT 3arpsA3HEHUS] MUKPOOPraHU3MaMHU
u yactuuamu. Oco0oe 3HaueHHe UMEET KauecTBO JieTallel KJIallaHOB, a B Cllyyae CYCIIEH3U - UX
OJIHOPOJHOCT.

OO01Ire moI0XKEeHUA

1. Kak npaBuiio, KCIOJB3YIOTCS JIBa METO/1a IIPOU3BO/ICTBA M HATIOJIHCHUS:

a) ABYXCTYIEHYAThIi MeTO] (HAOJHEHHUE 0] IABJICHUEM).

AKTHBHBI MHIPEIMEHT BBOJMUTCS B IIPOINEIIEHT C BBICOKOM TOYKOH TEMIIEpaTyphl
KUIICHUS, YITAKOBKA HAIOJHICTCS /0301 aKTUBHOTO MHIPEMEHTA, HA Hee HaJeBaeTCs KIalaH
NPOMEIUICHT ¢ HHU3KOH TOYKOW TEMIIepaTypbl KUIICHHS BBOIMTCS Yepe3 OTBEPCTHE KIalaHa.
TemriepaTypa akTHBHOTO MHTPEIUEHTA TOAICPKUBACTCS HU3KOM BO M30€KaHHE MOTEPh 3a CUET
UCIIapCHUS;

b) omHOCTYyMEHUATHIN MeTO T (X0JIOJHOE HATIOJIHEHHE).

AKTHBHBII MHTPEIUECHT BBOJUTCS B CMECh MPOTICIUICHTOB 110/ BHICOKUM JIaBJICHHEM U/WITN
[pY HU3KOH TemrepaTtype. 3aTeM MPOBOIUTCS HAMOJHEHUE YITAKOBKH B OJIUH HPUCM.

[Tomemenus u 060pyr0BaHNe

2. TIpow3BOACTBO ¥ HANOJHCHHE PEKOMEHIYETCS IPOBOJUTH, IO BO3MOXKHOCTH, B
3aKPBITHIX CHCTEMaX.

3. Tam, TAe NPONYKIMS WJIA €€ YUCThIe KOMIIOHCHTBI COJICPIKATCA OTKPBITHIMH,
MMOMENIEHUs JOJDKHBI COOTBETCTBOBATh, Kak MHUHHMYM, 30He¢ D. Bo3myx B HUX JT0JDKEH
MoJaBaThes yepe3 (GUIbTPHI, a JOCTYI OCYIIECTBIIATHCS YEPE3 BO3YIIHBIE IIUTFO3HI.

HpOH?;BO)ICTBO 1 KOHTPOJIb Ka4Y€CTBa

4. Jlo3upymollye KiIamnaHbl JUisi a3po30Jiei SBISAIOTCS 0oJiee CIOKHBIMHU [0 CPaBHEHUIO C
OOJIBIIMHCTBOM  YCTPOWCTB, HCHOJB3YeMbIX B  (papMaleBTUYECKON  IMPOMBIIIIEHHOCTH.
TexHuyeckue yciaoBus Ha HUX, METOJUKU 0TOOpa 00pa3loB U KOHTPOJIb JO3UPYIOLIUX KIIallaHOB
JOJKHBI COOTBETCTBOBATH TPEOOBAHUSM, MNPEIAbABISAEMbIM K KaueCTBY TaKOM IPOIYKLHUU.
Oco0oe 3HaueHHE UMEET MPOBEACHUE ayJUTa CUCTEMbI 00ecIieueHus] KauecTBa Y MPOU3BOUTENS
JO3UPYIOIIHNX KJIalaHoB.



5. Bce neryune BemecTBa (HarmpuMep, KUIKHE WM Ta3000pa3HbIe MPOIEIUICHTHI) TOJHKHBI
OBITH TIPOIYIICHBI Yepe3 (QWIBTP, YACPKUBAOIMUKA YacTHIBI ¢ pasmepamu Ooiee 0,2 MKM.
Pexomenayercs, 1m0  BO3MOXXHOCTH,  TPOBOJUTH  JOTIOJHUTEIBHYIO  (UIBTPALHIO
HETIOCPEACTBEHHO Mepe/ HAITOJTHECHUEM.

6. YakoBKM ¥ KJIAlaHbl JOJDKHBI IPOXOJAUTH OYMCTKY 110 aTTECTOBAHHOM (MCIBITAHHOM)
METOJIMKE, YYUTHIBAIOIIEH CBOMCTBA MPOAYKIUHM U OOCCIICUMBAIONICH OTCYTCTBUE 3arps3HEHUS
BCIIOMOTATEIbHBIMUA TEXHOJIOTHYECKUMHU CPEJACTBaMU (HAmpUMep, CMa304HBIMH), a TaKKe
MHUKPOOHOTO 3arpsi3HeHus. [locie OYMCTKM KiamaHbl CIEAyeT XPaHUTh B YHCTBIX 3aKPBITHIX
yrmakoBKax. Bo u30exaHne BHECCHHS 3arpsi3HEHUS MPH MOCICAYIONUX Omepausax (Hampumep,
npu  ortéope mpoO UIA  MPOBEACHHS HWCIBITAHUIM) HEOOXOAMMO MNPUHHAMATh MEPHI
MPEAOCTOPOKHOCTH. YTIAKOBKH JOJHKHBI MOCTYINATh HA JIMHUIO HATIOJIHEHHS] OUUIIIEHHBIMHU WJIH
OYMCTKA JO0JHKHA MPOBOJUTHCS HA JIMHUHM HETIOCPEACTBEHHO TIEPE]T HATTOJTHCHUEM.

7. Heo6xoaumo o0ecreynuTh OJHOPOAHOCTD CYCIIEH3UH B TOUYKE HAMOJHEHHUS B X0JI€ BCETO
rporiecca HaroJHECHHUS.

8. Ilpu wWCIOJIb30BaHUM ABYXCTYIICHYATOTO METOJA JUIS IOJYYCHHUsS 3aJaHHOW CMECH
HE00X0MMO 00EeCIeYnuTh TOUYHYI0 MAacCy BBOJMMBIX BEIIECTB Ha oOoux sTamax. [losromy BO
MHOTHX clTydasx menecooopazen 100%-Hblii KOHTPOJIb MAacChl HAa KaXKIOM JdTarle.

9. KoHTpoJIb MOCIIEe HAIOJIHECHHS JOJDKEH IMOATBEPANTh OTCYTCTBHE yTeduek. Bee mpoBepku
Ha HaJMYHE YTEYEK CIIEyeT MPOBOJUTH TaK, YTOOBI HE JOMYCTHUTh MHUKPOOHOTO 3arpsi3HEHUS
WJIA OCTaTOYHOM BJIAry.

[Tpunoxenue 11
CUCTEMBI C KOMIIBIOTEPHBIM VIIPABJIEHUMEM U KOHTPOJIEM
OO0111€E TOJIOKEHUS

BHereHI/Ie CUCTEM C KOMIIBIOTCPHBIM YIPABJICHUCM W KOHTPOJIEM B IIPOU3BOACTBO
JICKAPCTBCHHBIX CPCACTB, B T.4. CUCTEM XpPaHCHUSA, PACHPCACICHUA W KOHTPOJA KaucCTBa, HC
JOJDKHO TPUBOJWUTH K HAPYIICHUIO TPEOOBAaHWU HACTOSIIErO CTaHIAapTa. 3aMeHa OIepallui,
BBINIOJIHACMBIX BPYYHYIO, CUCTEMAMU C KOMIIBIOTCPHBIM YIPABJICHUECM W KOHTPOJIEM HC JOJDKHA
MPUBOJUTh K YXYALIEHUIO KadecTBa IMPOAYKIMU WM HAPYLUIEHUSM B cHUCTeMe oOecreueHus
Ka4dyecCTBa. HCO6XOHI/IMO YUY€CTb PUCK HNOTEPpHU OTACIBHBIX CBOMWCTB NpeaAbIAYIICTO IIOpAaKa
paboThl, CBSI3aHHBIN C YMEHBIIEHUEM POJIM ONIEPATOPOB.

[Iepconan

1. BaxHyio poib HUIpaeT TECHOE B3aUMOJICHCTBUE PYKOBOJSAIIMX pPAaOOTHUKOB U
COTPYIHHKOB, pabOTAIOIIUX C CUCTEMaMH KOMIIbIOTEPHOTO YIpaBlieHUs U KOHTpouid. Jluia,
3aHMMAIOIIME OTBETCTBEHHBIE JOJDKHOCTH, JOJDKHBI NMPOUTH HEOOXOAUMYIO MOATOTOBKY MJIs
paboThl B paMKaxX MX MOJHOMOYHUHN C CUCTEMAaMHM, B KOTOPBIX UCIIOJIBb3YIOTCS KOMIIBIOTEPHI. JTO
JOJKHO OOECHeUuTh JOCTAaTOYHO BBICOKUM YPOBEHb SKCIEPTU3bl IPU IPOEKTUPOBAHUH,
MOHTaXe, aTTecTaluu (MCIBITAHUAX) U IKCIUTYaTallMd CHCTEM C KOMITbIOTEPHBIM YIIPABICHUEM
1 KOHTPOJIEM.

ATtTrecTaius



2. O0beM HEOOXOJWMOW aTTEeCTAIlMd 3aBUCHT OT Ha3HAUCHHs NMPHUMEHSEMON CHCTEMBI,
BUJa arTecTanud (MEpPCIEKTUBHOW WIIM PETPOCICKTHBHOW) M BBEJCHUS B CHCTEMY HOBBIX
AJIEMEHTOB. ATTecTanus JOJDKHA ObITh HEOTHEMJIEMOW YacThbIO BCEr0 >KM3HEHHOIO IIMKIIA
CUCTEMBbI, BKJIIOYAIOIIEro B ce0s 3Tanbl pa3paboTKH, MpOTpaMMHUPOBAHUS, UCTIBITAHUM, CAaYU B
JKCIUTyaTalMlo, JOKYMEHTAJIbHOrO  odopmieHHs, (YHKIMOHUPOBAHUS, KOHTPOJS U
MOJIEPHU3ALNH.

TpeboBanus k cucreme

3. O6opynoBaHue cleayeT pa3MenaTh B HAIISKANINX YCIOBHIX, HCKITIOYAIONINX BIUSHIC
MMOCTOPOHHUX (PAaKTOPOB HA pabOTy CUCTEMBI.

4. Cnenyet pa3paboTaTh U PEryJSIPHO OOHOBIIATH JETAIBHOE OMHMCAHUE CHCTEMBI (B T.d.
COOTBETCTBYIOIIMX CXeM). DTO ONMHCAHUE JOJDKHO BKJIOYATh B CeOs OOIIUE IMOJIOKCHUS,
Ha3HAYEHHUE, COCTaB CHCTEMBI, MEpPBhl OE30MacCHOCTH, OOJIACTh MPHUMEHEHUS, XapaKTePHUCTUKU
WCTIOJIHb30BAHUS KOMITBIOTEPA U €T0 B3aUMOJICHCTBHE C IPYTUMHU CHCTEMaMH U TIPOLIECCAMH.

5. [IporpamMmHOe oOecrieueHue sSBISIETCS OCHOBOM KOMITBIOTEPHBIX crcTeM. [lomp3oBarensb
JOJDKEH YOeIWTBCS B COOTBETCTBHHM IIPOTPAMMHOTO OOecredeHus: TpeOOBAaHHUSIM CHCTEMBI
Ka4yecTBa.

6. CucremMa ¢ KOMITBIOTEPHBIM YIIPABJICHUEM M KOHTPOJIEM JIOJDKHA BKIIIOYATH B ce0s, IO
BO3MO>KHOCTH, BCTPOEHHBIE ITPOTPaMMBI IIPOBEPKH IMPABMIIBHOCTH BBOJIA M 00paOOTKH JaHHBIX.

7. Ilepen nHawamom pa®oOThl HEOOXOAMMO MPOBECTH TIIATEIBHYIO IPOBEPKY CHUCTEMBI C
KOMIBIOTEPHBIM YIPABICHHEM W KOHTPOJEM M YOSAHUTHCS B €€ COOTBETCTBUH YCTAHOBJICHHBIM
TpeboBanusM. [lpu 3amMeHe pydHOU CHCTEMBI Ha CHCTEMY C KOMITBIOTEPHBIM YIIPABJICHUEM H
KOHTPOJIEM CJIeyeT O0eCleunTh MX MapallIeNbHYI0 padoTy B TE€UYEHHE HEKOTOPOTO BPEMEHH,
paccMaTpuBasi 3TO KaK Y9acTh MPOIEAYPhI KOHTPOJIS M aTTECTAIUH.

8. BBoA MaHHBIX M WX KOPPEKTUPOBKA MOTYT BBIMOJHATHCS TOJIBKO COTPYIHUKAMH,
MUMEIOIIHAMH ISl 3TOTO JOCTYyM. Jsi mpenoTBpamieHusi HECAaHKIIMOHUPOBAHHOTO BBOJA JTAHHBIX
CIIEIyeT HCIOJIb30BaTh CIICIHANbHBIC KIIIOUM, HICHTU(UKAIMOHHBIE KapThl, TEPCOHAIBHBIC
KOJBI ¥ Ip. OTPAaHUYUTEIH JIOCTYIa K KOMITBIOTEPHBIM TepMHHaNaM. JloipkHa OBITh pa3paboTaHa
¥ BHEJpEHa IpOIlelypa BBIAAYHM, OTMEHBI U U3MEHEHHS TpaBa JOCTYIA K BBOIY U UCIPABICHHUIO
JTAaHHBIX, B T.4. IEPUOIUYECKasi CMEHA JIMYHBIX maposieil. [1o BO3MOKHOCTH ClieyeT MPUMEHSTh
CHCTEMBI, TIO3BOJISIONIUE PETUCTPUPOBATh HECAHKIIMOHHPOBAHHBIC TIOMTBITKH BX0/a B CUCTEMY.

9. Ilpu pyyHOM BBOJEC KPUTHYECCKUX JaHHBIX (HAMpPUMEp, MAcChl HJIM HOMEpa CEpUH
UHTPEMEHTa TIPH B3BCUIMBAHUHM) HEOOXOIUMO IPOBOJUTH JOMOJHHUTEIBHYIO IPOBEPKY
MIPAaBUILHOCTH BBOJIA JJAHHBIX. JTa MPOBEPKA MOXKET OBITH NMPOBEJCHA IPYTUM ONEPATOPOM HITH
aTTeCTOBAHHBIMH DJICKTPOHHBIMH CPEJICTBAMH.

10. Cucrema [ODKHA pETUCTPUPOBATH HWMEHa OMNEPaTOpPOB, BBOJAIIUX  WIIH
MOITBEPKTAOIINX BBOJ KPUTUYECKUX TAHHBIX. J[OMYCK K HMCIPAaBIICHUIO BBEACHHBIX JTAHHBIX
JOJDKEH OBITh OTPaHWYEH Y3KUM KPYyrom Il BHeceHue nr000T0 M3MEHEHHs], Kacaloerocs
BBOJIA JIaHHBIX, TPEOYET CHEIHMaIbHOTO JIOIYyCKa U JIOJDKHO TPOTOKOJIUPOBATHCSA C YKa3aHHEM
NPUYMHBI BHECEHUsT W3MeHeHHid. HeoO0Xxommmo paccMOTpeTh BO3MOYKHOCTH BKIIIOYCHHS B
cucreMy (POpMUPOBAHHSI MPOTOKOJIA BCEX OTIEPAIIUH TT0 BBOY M HCIIPABIICHHUIO TAHHBIX.

11. Vi3MeHeHHsT B CHUCTEME WIJIM B TPOTPAMMHOM OOECIIEYCHUHU JOJDKHBI TPOBOJUTHCS B
COOTBETCTBUHU C OMPEICICHHOW MPOIEAYpOH, BKIFOYAIOIICH B ceOs IEUCTBUS MO aTTECTAIIHH,
MIPOBEPKE, COTJIACOBAHUIO M OKOHYATEIHHOMY BHECEHHIO HM3MEHEHHH. VI3MEHEHHS OJDKHBI
BHOCHTBHCSI TOJIBKO TIO COTJIACOBAHMIO C JIMIIOM, OTBETCTBEHHBIM 32 KOHKPETHBIH Y4acTOK
cucTeMbl, W OG(OPMIATECS JOKYMEHTAaTbHO. Bce cyliecTBEHHbIE W3MEHEHHUS MOJUIekKAaT
aTTeCTAIIHH.

12. Jlns mpoBeneHHs ayauTa KadecTBa JOJDKHA OBITh oOOecredeHa BO3MOXKHOCTB
MOJTyYCHHUST YETKUAX pacliedaTaHHbIX KON TaHHBIX, XPAHSAIINXCS B JIEKTPOHHOM BHJIE.

13. JlanHbIC JODKHBI OBITH 3alIUIIEHB! (PU3UIECKUMH HITH SJIEKTPOHHBIMUA METOJAaMHU OT MX
MPEJHAMEPEHHOTO WJIM CIy4alHOTO YHWYTOXXEHHS B cooTBeTcTBUM ¢ 4.9 Hacrosmero



crangapta. Heo0XxoauMo mpoBepsiTh HAAEKHOCTh M TOYHOCThH JAHHBIX W MOPSAIOK AOCTyNa K
HuM. Ecmm 1omaHupyercs BHeceHHME W3MEHEHHH B KOMITBIOTEpHOE OOOpYyIOBaHWE WIIH
IporpaMMHOE  OOeclie4eHHe, BBINICYKa3aHHBIE MPOBEPKH  JIOJDKHBI  MPOBOJUTHCA  C
MEPUOINIHOCTHIO, OTIPENIEIIIEMON C YI€TOM MPUMEHEMBIX HOCUTENIEeH HHPOPMAIUH.

14. JlanHble MOJDKHBI OBITH 3alIWINEHBI ITyTEM HX PErysipHOTO KomupoBaHus. Kormum
CllelyeT XpaHWTh B TEYCHHWE YCTAHOBJICHHOTO TIEpHOJa BPEMEHH B H30JUPOBAHHOM U
0€30MacCHOM ITOMEIIEHUH.

15. Ha ciy4aii 0TKa30B B CUCTEME C KOMITBIOTEPHBIM YIPABICHHEM M KOHTPOJIEM JIOJKHO
OBITH MPETYCMOTPEHO HEOOXOIUMOE pe3epBHOE 000pyI0BaHKe. Bpems nmpuBeaeHus pe3epBHOTO
00OpyIOBaHUS B JCHWCTBUE ONPEACISCTCS JOMYCTUMBIM HWHTEPBAIOM B pPa0OTE CHUCTEMBI.
Hanpuwmep, napopmanus, HeoOXoaumasi sl OT3bIBA MPOAYKIIMH, JOJDKHA OBITH TOJTydeHa Kak
MOXHO OBICTpEE.

16. Cnenyer pa3paboTaTh M aTTECTOBATh MOPSJIOK JCHCTBUS Ha CIydald OCTAHOBKH WJIH
HEHMCIIPAaBHOCTH CHUCTEMBI. Bce HEMCIpaBHOCTH W MEpHI 10 WX YCTPAaHEHHIO IOJDKHBI OBITH
0(hOpMIICHBI JOKYMEHTAJIBHO.

17. Tlopsimox BeneHUs AOKYMEHTAlMM, aHaiu3a OLIMOOK M KOPPEKTUPYIOIIMX ACHCTBUM
TOJKEH OBITh YCTAHOBJICH B CHICIUATBHOM WHCTPYKIIHH.

18. Ilpm oOcnyXMBaHMH KOMIBIOTEPHOTO OOOpPYIOBAHHUS JPYro OpraHU3aHen
HEOOXOMMO 3aKIIOYHTh C HEHl OQUIMaIbHBIN JOTOBOP, B KOTOPOM JIOJDKHA OBITH TOYHO
OTpe/ie/ieHa OTBETCTBEHHOCTh ATOM opranu3anuu (paszesn 7 HaCTOSIIEro CTaHIapTa).

19. B caydasx, Korzma BBINYCK CEPHH MPOJYKIIUH OCYIIECTBIIICTCS C HCIOJIb30BAaHHEM
CHCTEMBI C KOMITBIOTEPHBIM YIIPABJICHUEM H KOHTPOJIEM, 3Ta CUCTEMa J0JDKHA IPETyCMaTPUBATh
JOIMYCK K BBIMTYCKY CEPHH MPOIYKIUU TOJBKO YIIOJHOMOYEHHOTO JIMIA W OOECIeYrBaTh IMPH
ATOM €ro YETKYIO HJICHTH(PHUKAIIUIO.

[Tpunoxenne 12

NCTIOJIb3OBAHUE NOHU3UPVYIOLIEI'O U3JIYUEHUA
B [TPOU3BO/ICTBE JIEKAPCTBEHHbLIX CPEJICTB

[Ipumeuanue - [IpousBoauTenp NPORYKIUH, A KOTOPOM HOHMU3MpYIOIlee 00JyueHue
ABJIAETCSA COCTABHOM YAaCTBhI) TEXHOJIOTMYECKOTO MPOLECCA, NOJDKEH TAKKE PYKOBOICTBOBATBCS
HOpPMAaTUBHBIMU  JOKYMCHTaMH, PCriIaMCHTUPYIOIIMMU  HMCIIOJIB30BAHHMEC HWOHU3HUPYIOIICTO
HU3JTY4YCHUS IIPU IMTPOU3BOACTBE JICKAPCTBCHHBIX CPCACTB.

OO01me moI0XKEeHUA

Honusupyromee U3IydeHHE MOXKET HCHOJIBb30BaThCs B MPOU3BOJCTBEHHOM IIPOIECCE IS
CHMKCHHUS CTCIICHU 6I/IO3an5[3HCHI/I5[, CTCPpUIM3AlMKM HCXOJHBIX MATCpUaAJIOB, YIIAKOBKHU HIIN
u3zienuii, 00paboTKU MpernapaToB Ha OCHOBE KPOBH U JIPYTUX LIeJeH.

CYHICCTBYCT ABa BHJa paduallMOHHBIX YCTaHOBOK: C PAAJUOHYKIMAHBIMU HWCTOYHHKAMU
raMMa-u3JIydeHHs U C YCKOPUTEISIMU IEKTPOHOB BBICOKON YHEPTHUMU.

Hcroynnkn raMma-u3irydeHun
Hcnonw3yrores nBa pexuma 00pabOTKU:

a) TOPIHMOHHBIA: MPOAYKIMS pa3Memaercss B (QUKCHPOBAHHOM IOJOXECHUH BOKPYT
MCTOYHUKA U3JTyYEHHS] U HE MOXKET OBITh 3arpy’KE€Ha WJIHM BBIIPYKEHA BO BpeMsl 00JyueHUS;



0) HempepbIBHBII: aBTOMAaTH3UPOBAHHAS TPAHCIIOPTHASI CUCTEMA JIOCTABIISCT MPOAYKIIHIO B
KaMmepy s oOJydeHMs, NEepeMEelIaeT €€ C YCTAHOBJIEHHOW CKOpPOCTbIO [0 3a/JlaHHOMY
MapuipyTy, a 3aT€M BBIBOJUT U3 KaMepBhl.

PanmannoHHbBIE YCTAaHOBKY C YCKOPUTEISAMH 3JIEKTPOHOB

[Ipoaykuuio mepemMeniaroT IOJ HENPEPBIBHBIM WM HMMITYJIbCHBIM ITYYKOM 3JIEKTPOHOB
BBICOKOW SHEpruu, KOTOPBIM CKaHHPYIOT B OOOMX HAIpPaBJICHUAX NEPIEHIUKYISIPHO K
MIEPEMELIEHUIO POAYKLIAH.

OTBETCTBEHHOCTD

1. PagmanuonHyio 00pabOTKy MNPOAYKIMH MOXKET IPOBOJAUTH HENOCPEICTBEHHO €€
IMPOU3BOJUTCIIb WJIM II0 KOHTPAKTY OpraHu3dalus, UMCromas B pacCIOpsKCHUW paaWallHOHHYIO
ycTaHoBKY. [IpyM 3TOM OHH JOJDKHBI MMETh paspelieHus, opOpMIEHHbIE B YCTaHOBIEHHOM
IOPSIIKE.

2. IlpomsBomuTens (papmManeBTUIECKON MPOIAYKIIMU HECET OTBETCTBEHHOCTH 3a KadeCTBO
MNpOAYKIIMK, B T.4. 3a PEC3YJIbTAThI BO3I[CI710TBI/I$[ HOHU3BHUPYIOIICTO H3JTYUCHUA. OpraHmauHs{,
MPOBOJAIIAS  paJHallMOHHYI0 OOpaOOTKy, HECeT OTBETCTBEHHOCTh 3a TO, YTOOBI Kaxkjas
yIIaKOBKa IOJIydWJia 03y, ONpENeNICHHYI0 MPOou3BoaAUTeNeM (B T.4. YIIAKOBKA C MPOJIYKIHEH,
caMasi ylaJIcHHasi OT UICTOYHUKA H3ITyICHUS]).

3. TpeOyemas MmorJIOMICHHAs 7032 C YKa3aHWEM YCTAHOBJICHHBIX MPEICIbHBIX 3HAYCHUI
NOJIKHA OBITh yKa3aHa B TEXHUYECKOM TOKyMEHTAIlMU Ha MPOIyKIIHIO.

Jloznmerpus

4. JlozumeTpus - U3MEpPEHHE MOTJIOIEHHON J03bl HOHU3UPYIOIIETO U3IYyYEHHUS C TOMOIIBIO
no3umeTpoB. [loHMMaHue NPUHIUIIOB PabOTHl M MPABUIBHOE HCIOJIb30BAHUE TEXHUKH HUMEIOT
Ba)KHOE 3HAUCHHE JUTS aTTeCTaluu (MCIBITAHUIT), HATAJAKA U KOHTPOJIS IpoIiecca.

5. KanuOpoBka kaxJ10il maptuu pabouyux JA03MMETPOB JOJDKHA OBITH MPOCIEKHUBAEMOI
BILUIOTH JI0 HALMOHAILHOTO WM MEXAYHAPOJHOIO ATajoHOB. CieayeT cTporo coOuonaTh
YCTaHOBJIEHHYIO IIEPUOINYHOCTh KaTHOPOBKH.

6. lns ompeneneHuss M3MEHEHUS TIOTJIONMEHHS IITATHBIX TO3UMETPOB TMOCIE OOTydEeHUs
KaK IpH KaauOpoBKe, Tak U MPHU MPOBEACHUH JO3UMETPUH JOJDKEH UCHOIb30BaTHCS OJUH U TOT
xe npubop. Ilpu ucnonap30BaHUM pa3HbIX MPUOOPOB OHHM JIOJKHBI OBITH KaJUOpOBaHBI B
a0COJIIOTHBIX €IUHUIAX MTOTJIOLEHUS.

7. B 3aBucMMOCTM OT THUIA HCIOJB3YEMBIX JO3UMETPOB HEOOXOJUMO YUYUTHIBAThH
BO3MOXHbBIE HCTOYHHKHU IOIPEHIHOCTH, 3aBUCAIIME OT BIIAXHOCTH, TEMIIEpaTyphl, MepHojia
BpEMEHHU MEXKy 00TydeHHUEM U U3MEPEHUEM, a TAKKE MOILIHOCTHU MOTJIOIIEHHOMN 103bI.

8. Ilpubopsl, ucHoNb3yeMble JUISI U3MEPEHHUS M3MEHEHHUsS TOTJIOMICHUS JO3UMETPOB IIO
JUIMHE BOJHBI M JUId U3MEPEHMs] TOJIIMHBI JO3UMETPOB, HEOOXOAUMO KaiauOpoBaTh.
[TeprogMUHOCTh KaTUOPOBKHM 3aBUCUT OT HA3HAYCHUs/CTAOMIIBHOCTH M croco0a MpPUMEHEHUS
HCIIOJI3YeMOTO TIpubdopa.

Atrtectanus (MCIBITAHUS) MPOIECCa

9. Arrecraius (MCUBITAHKS) - JCHCTBUE, JOKA3BIBAIOIIEE, YTO IMPOIECC, T.C. MOIyYCHHE
MPOJYKIMEH 3alaHHOM TOIJIOIIEHHOM J03bl, IOCTUTAeT 0XHUJIAeMbIX pe3yiabTaToB. TpeOoBaHus
K arTecTanuu (MCIBITAaHUSAM) TPUBEICHBI B PYKOBOJICTBAX MO MCIIOJH30BAHHIO HOHU3UPYIOIIETO
W3IIYYCHHUS B IPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB <*>.

<*> #Hanpumep, B 'OCT P UCO 11137#.



10. Artectauus (UCHbITaHWs) IOJDKHA BKIIIOYATh B CE0sl COCTABIICHHE KAapThl JO3HOTO
[0JI, 4YTOOBI YCTAaHOBUTH DACHpPEJEICHHE MOMIOIEHHONM JI03bl BHYTPU OO0JIy4aeMoro
KOHTEHHepa ¢ MpOAYyKLUEH IPpU ONpeeIeHHON KOH(UTYpallii YITaKOBKH PO TYKIIUH.

11. Cneundukanuu Ha mpouecc 00IydeHus JOJKHbI BKIIOYaTh B CeOs:

a) ONMCaHue YIaKOBKH MPOIYKIIUH;

b) xonpurypanuio(u) yxkiaaku NPOAYKIMH BHYTPH KoHTeitHepa. Ecnu B koHTeiHepe
HaXOJUTCS MPOAYKIUS pAa3IMYHBIX BUJOB, HEOOXOAMMO OOpaTHTh 0co0O€ BHUMAaHHE Ha
BO3MOXHOE€ HEN000JIyueHUE MPOAYKIMU C BBICOKOM IJIOTHOCTbIO WJIM 3aT€HEHUE JPYTUX
u3zenuit Takoit mpoaykiueit. Kaxapiil cnoco6 ykjiaku B KOHTEHHEP pa3HbIX BUJOB MPOAYKLIUU
JOJIKEH OBITh OMMCAH B TEXHUUYECKOM TOKYMEHTAllUU U aTTeCTOBAH,

C) KOH(UTYPAIMIO PACIIONOKECHUSI KOHTEHHEPOB BOKPYT UCTOYHUKA (MOPIIMOHHBINA PEXKHUM)
WK MapIIpyT 00Jy4aeMbIX 00BEKTOB BHYTPU KaMepbl I 00IydeHuUs (HEMPEPhIBHBINA PEXKUM);

d) BepxHee W HW)KHEE NPEACIBHO JOMYCTHMbIC 3HAYCHHS TIOTJIOIICHHON J03bI B
NPOAYKIUH (M COOTBETCTBYIOIIUE MMOKA3aHUS JI03UMETPOB);

€) BepXxHee M HIDKHEE Mpe/IeibHbIC 3HAUCHHS TIOTJIOIIEHHOM 1035l B MPOIYKIIUH IO BCEMY
00beMy KOHTEHHEpa U COOTBETCTBYIOLINE METO/IbI JJO3UMETPUU JIJIs1 KOHTPOJIS ATUX 3HAYCHUH;

f) apyrue mapamerpsl mporecca, B T.4. MOIIHOCTh MOTJIONICHHOW J03bI, MAaKCHUMAIIbHOE
BpeMsi 00Ty4eHHUsI, KOJIMYECTBO LIUKJIOB OOIYYEHUS U T. 1.

Ecnu o6iryuenue npoBoAUTCS 10 KOHTPAKTY TPEThEH CTOPOHOM, B KOHTPAKT JOJIKHBI OBITH
BKJIFOUCHBI, KAK MUHUMYM, TpeOOBaHHUs, yKa3aHHbIC B niepeuncicHusx "d" u "e".

ATTecTanus yCTaHOBKH
OO0I111€E T0JIOKEHUS

12. ArtrtecTanus 3aKIIOYAETCS B 3KCIIEPUMEHTAILHOM IMOJYYCHHH U JTOKYMEHTHPOBAHHU
(baxkTOB, MOKA3BIBAIOIIMX, YTO PAJMAIMOHHAS YCTAHOBKA CIIOCOOHA B TEUCHHE UIUTCIHLHOTO
BpeMeHH (PYHKIIMOHHPOBATh B YCTAHOBJICHHBIX MPEIEIax COTIACHO JOKYMEHTAIIMK Ha MPOIECC.
CornacHo naHHOMY [TpHUIOKEHHIO YCTaHOBJIEHHBIC TPEACbl - MAKCHMAJIbHOE ¥ MHUHHUMAJIbHOE
JOMYCTHUMBIC 3HAYCHHS IOTJIOMIEHHON 1036l B MPOAYKIMH (IO BCceMy 00BbeMY 00JIydaeMoro
KOHTelHepa). Mi3MeHeHust B paboTe yCTAHOBKH, KOTOPbIC MOTYT MPUBECTH K BBIXOY 3HAYCHUI
MOTJIOIICHHON JTO3BI 3@ ATH MPEAEibl, HU MPH KaKUX YCIOBHUSAX HE JOJDKHBI MPOMCXOIUTH 0e3
BeJI0Ma OIepaTopa.

13. Arrecranus J0/DKHA BKIIFOYATh B CEOS:

a) OCHOBHBIE TTApAMETPhl YCTAHOBKH;

b) kapTy mo3HoOrO MOJIS;

C) JOKyMEHTUPOBAHHE;

d) TpeboBaHus K MOBTOPHOMY BBOJIy YCTAHOBKH B OKCILTyaTaIHIo.

HUcrounnku ramMmma-usJIy4CHusd

14. OcHoBHBIE TApaMETPHI

[TornomenHas 103a B IPOAYKIUH 3aBUCUT OT CJIEAYIOIIMX OCHOBHBIX (DAaKTOPOB:

a) aKTMBHOCTH M T€OMETPHH UCTOYHHUKA U3JTYUCHUS;

b) paccrosiHus OT MCTOYHMKA 10 KOHTEHHEPA;

C) TPOJODKUTEIBHOCTH OOJNydCeHHUsS, KOHTPOJIUPYEMOH TalMepOM WM CKOPOCTHIO
JBH>KEHUS KOHBEWEpa,

d) cocraBa M IUIOTHOCTH MaTepuaia, a TAaKKE HAIWYUS JPYrol MPOMYKIUU MEXKIY
HMCTOYHUKOM M PACCMATPHUBAEMON YaCThIO KOHTEHHEPA.



15. CymmapHas norJolieHHas 103a 3aBUCUT TaKXKe OT MapUIpyTa, 10 KOTOPOMY JBUKYTCS
KOHTCHHEPHI NMPH HEMPEPHIBHOM pPEXHME OOIY4eHHs, WIH OT KOH(PHUTYpaluu 3arpy3K IpH
MOPLHUOHHOM peKUMeE OOIy4EHHUs U KOJIMYECTBA [IUKIOB 00IyUeHUSI.

16. Ilpu dQuxcupoBanHoM Mapipyre (MpH HEMPEPHIBHOM OOIYYCHHUH) WIH [pU
(bUKCUPOBaHHOM KOHGHUTYpaIMK 3arpy3KH (IIpU MOPIMOHHOM PEXHME OOJIYUCHHUS), & TAKKE JIIs
MOCTOSTHHOM MOIITHOCTH WMCTOYHHWKA W BHUJAA TPOJYKIUHA OCHOBHBIM IapaMETPOM YCTAaHOBKH,
KOHTPOJMPYEMBIM OIEPATOPOM, SIBIISIETCS CKOPOCTh KOHBEHepa WM BpeMsl, YCTAaHOBJIEHHOE Ha
TanMepe.

Kapra no3noro noss

17. Tlpu ompeneneHu KapThl JTO3HOTO TMOJS Kamepa i OOJydeHHs J0JDKHA OBITh
3aMoJHeHa KOHTEeHHepaMu ¢ MYJSDKaMHM WM 00pa3uaMu HpOAYKIUH OJHOPOJHOM IJIOTHOCTH.
Jlo3uMeTphl TOJDKHBI OBITH PACIIOJIOKEHBI HE MEHEE YeM B TPEX 3allOJHEHHBIX KOHTEHWHEpax,
OKPYXEHHBIX aHAJIOTUYHBIMM KOHTEHHEpaMU WM MYJDKaMU NPOAYKIHMH. Ecim mpoaykius
yJI0O)K€Ha HEPAaBHOMEPHO, J03UMETPbl JOJDKHBI ObITh pa3MEIIeHbl B OOJIBIIEM KOJMYECTBE
KOHTEUHEPOB.

18. PacnonoxeHne HO3UMETPOB 3aBHUCHT OT pa3MEpoB OOIydyaeMoro KOHTEHHepa.
Hampumep, s xorteitHepoB pazmepom 1,0 x 1,0 x 0,5 M mo3uMeTpsl MOTYT pacrojaratbcs B
y3J71axX TpeXMepHOW pemretku ¢ maroM 20 cM ¢ y4eToM BHENIHEH TMOBEPXHOCTH KOHTEHHEpa.
Ecnun mpennmonaraempie 30HBI ¢ MakKCUMaJIbHOM W MHUHHUMAJIBHOW J03aMH HW3BECTHBI U3
MPEeABIIYIIUX OIBITOB, TO YacTh JO3MMETPOB MOXKET OBITh H3bsTAa U3 30H CO CPEIHUMH
3HAYEHUSIMHU JI03 U TIOMEIIEHA B 30HBI C SKCTPEMAIbHBIMU 3HAYCHUSIMH 10361 ¢ maroM 10 cm.

19. B pesymbrare 3TOH MpoUEIyphl JODKHBI OBITH OTNpEACIICHB MUHUMAJIbHAS |
MaKCHMajbHasi TOIJIOUICHHbIE JI03bl, IOJIyY€HHBbIE MPOAYKIHEH B KOHTEWHEpE M Ha €ro
MOBEPXHOCTHU JUIsl 3aJJaHHOM KOMOWHAIMU MapaMeTpoB YCTAHOBKU U OOIy4€HHUS, INIOTHOCTH U
KOH(MUTypaluu YKIaJIKH.

20. B uaeanpHOM city4ae Ui OIpeesieHHs] KapThl JTO3HOTO TMOJISl CIIEAYET HMCIIOJIb30BaTh
STAJIOHHBIE JIO3UMETPbI, IOCKOJbKY OHHM HMEIOT HauOOJIbLIYI0 TOYHOCTh. Jlomyckaercs
WCIIOJIb30BaTh ITAaTHBIE MO3UMETPHI. [Ipy 3TOM B 30HAX C Mpe/noaraéMbIMA MaKCUMaTbHBIMHU
M MUHUMQJIbHBIMUA 3HAUYEHUSMH TIOTJIOIMICHHOW JI03bI OOJIydeHHs, a TakKe B TOYKaXx,
MpelHAa3HAYEHHBIX I KOHTPOJIA MpOIecca, BO3JIE IITAaTHBIX JIO3UMETPOB PEKOMEHIYeTCs
MOMEILaTh ATAJOHHbIE J103UMeTpbl. [loydyeHHble 3HauU€HUsl MOTJIOMIEHHON /103bl OyIyT UMETh
CIIy4ailHyI0 IIOTPEIIHOCTb, KOTOpasi MOXKET ObITh OIpe/iesIeHa TyTeM MHOTOKPATHBIX U3MEPEHUH.

21. MunuMalibHas HaOmomaeMmas 703a, u3MepseMas IITaTHBIMH  JIO3UMETPAMH,
HeoOxouMas Uil TIOJy4eHHs] BCEMU KOHTEHHEpaMHU MHHHUMAJbHOW TpeOyemMoil J103bl, AOJDKHA
OBbITh YCTAHOBJIEHA C YYETOM CIIy4allHOM MOrPEIIHOCTH UCIOIb3yEMbIX IITATHBIX JO3UMETPOB.

22. Bo BpeMs ompenenieHusi KapThl JO3HOTO TIONS TapaMeTpbl YCTAaHOBKH HEOOXOAUMO
MOJICPKUBATh TOCTOSIHHBIMHU, KOHTPOJUPOBATh U PETHUCTPUPOBATH. OTH 3alUCH BMECTE C
pe3ynbTaTaMu JO3UMETPUHU U IPYTUMH TIOJTyYEHHBIMU MTPOTOKOJIAMHU CIIEAYET COXPAHSTh.

PanmannoHHbBIE YCTAHOBKY C YCKOPUTEISAMH 3JIEKTPOHOB

23. OcHOBHBIE MTapaMeTPhbl YCTAHOBKH

[MoromieHHas 032 MOHU3UPYIOLIETO M3JIyYeHHS B MPOIYKIMH 3aBUCHT OT CJCIYIOIIUX
OCHOBHBIX (DaKTOPOB:

a) XapaKTEepUCTHKHU Iydka (JHEPrUU OSIICKTPOHOB, CPEIHEr0 TOKA Iy4Ka, UIHMPHHBI
pa3BepTKH U HEPABHOMEPHOCTH ITyYKa MO [IMPHHE PAa3BEPTKH);

b) ckopocTu kKoHBe#iepa;

C) cocTaBa M IUIOTHOCTH MPOIYKIIUH;

d) cocraBa, IUIOTHOCTH U TOJIIIMHBI MaTepUaa, HAXOSIIETOCS MKy BBIXOJHBIM OKHOM
1 001y4aeMoi 4acThiO MPOAYKIUH,



€) PacCTOSIHUS OT BBIXOJHOTO OKHA JI0 KOHTEHHepa.

24.  OCHOBHBIMH  TapaMeTpaMH, KOHTPOJHPYEMBIMH  ONEPAaTOpPOM,  SIBISIOTCS
XapaKTEPUCTUKH IMy4YKa U CKOPOCTh KOHBeHepa.

25. Kapra no3HO0TO 10T

[Ipu onpenenenun KapThl JO3HOTO MOJS JO3UMETPHI CIEAYET pacloJiaraTb MEXay CIOSIMU
FOMOT'€HHOTO TIOIJIOTUTENS, UMHUTHPYIOLIEr0 pEaJbHYI0 MPOAYKLIHUIO, WIH MEXIYy CIOSMU
peaIbHON TPOAYKIMK OIJHOPOJTHOW IIOTHOCTH Tak, 4ToObl He MeHee 10 m3mepeHuit ObuH
NPOBEJCHBI B Mpeaeiiax MaKCHMalbHOTO mpobera auiekTpoHoB (myHKThl 18 - 21 nmaHHOTO
[Mpunoxenus).

26. Ilpu ompeneeHUH KapThl TO3HOTO MOJIS IO 00beMy 001y4aeMoro 00bEKTa MmapaMeTphI
paZvallMOHHOW YCTAaHOBKM HEOOXOJMMO MOJAJEPKUBATH IOCTOSHHBIMH, KOHTPOJIUPOBATH U
perucTpupoBaTh. OTH 3alHMCH CJIEAYEeT COXPAHATh BMECTE€ C pe3ylbTaTaMu J03UMETPUU U
IPYTUMHE TAHHBIMH.

[1oBTOpHBIN BBOJ YCTAHOBKH B 3KCILTYaTal[UIO

27. Tlponemypa MOBTOPHOTO BBOJIA B AKCIUTYaTAIMIO JOJDKHA MPOBOJUTHCS 3aHOBO KX bl
pa3, Korja MPOUCXOAST W3MEHEHHWs Ipollecca WM IMapaMeTpOB PaJMAMOHHONW YCTaHOBKH,
CIIOCOOHBIE IMPUBCCTH K H3MCHCHHUIO PACIPCACIICHHUA HOFJ'[OIIICHHOﬁ JO3bI B KOHTCI\/’IHCpC JJIA
oOyueHus (HarpuMep, K 3aMeHe O0JTydaTesst paAualldOHHON ycTaHOBKH). O0beM paboT 1o
IIOBTOPHOMY BBOAY B OKCILTyaTalUIO 3aBHCHT OT CTCIICHU I/I3MCHCHI/II>1, BHCCCHHBIX B
KOHCTPYKITUIO O0JIydaTesiss paWallMOHHON YCTAaHOBKM WM KOH(Uryparuio 3arpy3ku. [lpum
HAJIMYUHA COMHEHHWH MPOIEAypy ITOBTOPHOTO BBOJIa YCTAaHOBKH B JKCILTyaTaIlUIO CIEAYyeT
MIPOBECTHU 3aHOBO.

Tlomeniennsa

28. Bo wu3bekaHME TEPEKPECTHOTO 3arpsi3HCHHMS B IMOMEIICHHUH JIOJDKHBI  OBITh
MPEAYCMOTPEHBI MEPHI IO Pa3NEICHUI0 OOIMYYEHHBIX M HEOOMydeHHBIX KOHTeHHepoB. Ecmm
MaTepuaigbl HAXOIATCS B 3aKPBITBIX KOHTEMHEpPaX M OTCYTCTBYET PHCK IEPEKPECTHOTO
3arpsi3HEHUs, HET HEOOXOIUMOCTH MPU 0OJTyYEHUH OTACTATH (hapMarleBTUIECKUE MAaTePUAIbl OT
HeapmaneBTuueckux. JI00ass BO3MOMKHOCTH 3arpsi3HEHHS TPOIYKIIMH PATUOHYKIUAAMU
JIOJDKHA OBITH UCKITIOYEHA.

TexHonornveckuii mpouecc

29. KonTeitHepsl ¢ MPOAYKIUMEH ClIeyeT YCTaHABIMBaTh B COOTBETCTBUU C
KOH(UTypalmei 3arpy3KH, ONPeIeICHHON B MPOIECCEe aTTeCTAlUH (MCIIBITAaHHIA).

30. B xome oOiydeHHs TMOTJIONICHHAs /032 HAa IMOBEPXHOCTH KOHTEWHEpa JIOJDKHA
KOHTPOJIUPOBATHCS B COOTBETCTBHHM C ATTECTOBAHHBIMH (MCIBITAHHBIMH) TO3UMETPHUYCCKUMHU
METOJUKaMH. 3aBUCUMOCTb MEXAY 3TOM J030U U J030H, MOIJIOMIEHHON NpOAyKUHEH BHYTpU
KOHTEHHepa, J0JDKHA OBbITh YCTAHOBJIGHA MPH AaTTecTalu (UCIBITAaHHSIX) PaIUAlMOHHON
YCTaHOBKH.

31. nst Toro 4ToOBl pa3nuyaTh 00JydeHHBIE H HEOOyUYeHHbIE KOHTEHHEPHI, JOIYCKaeTC s
WCIOJIb30BAHME WHJUMKATOPOB HMOHU3MpYIOLIero wusiaydyeHus. OnHako HMX He cleayer
WCIIONBb30BATh B KAayeCTBE E€IUHCTBEHHOIO CPEACTBA, OIPENEIAIOIIEr0 IMPABWIBHOCTH
IIPOBEICHUS ITpOLIECCa.

32. OgHOBpeMeHHYI0 00pabOTKY pa3HBIX BHJIOB MPOJYKIIMHA B OJHOW 3arpy3Ke CIexyer
IIPOBOJIUTH TOJIBKO TOTJA, KOIJA MO pe3yiabTaTaM 3KCIUTyaTallMd YCTAaHOBKH WM MO JIPYTrUM
JAHHBIM YCTAaHOBJICHO, YTO TMOIJIOLIEHHAs [03a B KaXXIOM BHUJE NPOAYKIMU HAXOJUTCSH B
YCTaHOBJICHHBIX IIpEeIIax.



33. Tlomyuenue TpeOyeMO TOTJIOMICHHONH JO3bI OONYYeHHS 3a HECKOJIBKO IIHUKIIOB
M3IYYEHUS JTOJDKHO OBITH COTIIACOBAHO MEXKIY MPOW3BOAUTEIIEM M OpraHU3aIMel, TPOBOISAIICH
obOnydyenue. [lonHast no3za oOmydeHHs AODKHA OBITH MOJY4Y€HAa B TEUEHHUE IPEIBAPUTEIBHO
YCTAHOBJIEHHOTO HWHTEpBaJia BpeMeHHU. [Ipom3BoauTens HOKEeH ObITh yBemomiieH O (hakTax
HE3aIUTaHUPOBAHHBIX TIEPEPHIBOB MEXAYy LUKIAMH OOJy4eHHUs, €CIH IPOJOJDKHTEIHHOCTD
MIEPEPHIBOB MPEBBIIIACT paHEE COTIIACOBAHHBIC 3HAYCHUSI.

34. O6my4eHHas IPOIYKIIHMS BCETAa JOJDKHA OBITH OTJIENIeHa OT HeoOmydeHHOH. CriocoObl
JTOCTHXKCHHUS 3TOr0 BKJIIOYAIOT B ce0sl MCIOJIb30BAHUE MHAMKATOPOB paauanuu (myHkT 31) u
COOTBETCTBYIOIICH TNIAHUPOBKHU MOMeIIeHu# (IyHKT 28).

lNamma-uznyuyenue

35. IIpu HempepsIBHOM peXHME OOIydeHHs TO3UMETPBI JOJDKHBI OBITH PACIOJIOKECHEI
TakuM 00pazoM, yTOOBI MO/ BO3JCHCTBHEM H3JIyUY€HHUS OJHOBPEMEHHO HAXOJWINCh HE MEHEe
JBYX JI03UMETPOB.

36. IIpu NOpPIHOHHOM PEKUME B TOUKE KOHTPOJISI MUHUMAIBHOTO 3HAYEHUS TIOTJIOMEHHOM
7103b1 00JTy4EeHHsI IOJKHBI OBITh PAcIOOXKEHbl HE MEHEE JBYX JI03UMETPOB.

37. Ilpu HempepsIBHOM pPEXUME OOIYdeHHs JOJDKHA OBITh MPEIyCMOTPEHA WHIUKAIUS
TpeOyemoro paboyero oJiokeHus UCTouHuKa. [lonoxkeHre nCTOYHUKA U IBUKEHHE KOHBeWepa
JIOJIKHBI OBITH CBSA3aHbI 0JIOKUPOBKOM. CKOPOCTH IBUKEHUS KOHBEHepa HE00X0AUMO OCTOSTHHO
KOHTPOJUPOBATh U PErUCTPUPOBATH.

38. Ilpm TOpPIMOHHOM  peXUME  OONy4YeHHs  TIepeMelleHHe  HCTOYHWUKA H|
MPOJIOJDKUTENBHOCTh  KaXJ0ro OOJydeHUs NPOAYKUUU JIOJDKHBI KOHTPOJMPOBATHCS U
PErucTpUPOBATHCS.

39. Crnenyer KOppEeKTHPOBATH BpeMsi OONY4YEHHsS W CKOPOCTh IIBMIKCHHS KOHBEiepa C
y4eToM pachaja WM J03apsJKu MCTOYHHMKA U3IydeHus. [lepuoanyHOCTh aTTecTaluu
(ucrbITaHuMil) TIApAMETPOB YCTAHOBKM WM CKOPOCTHM KOHBeHepa [OJDKHA COOTBETCTBOBATH
napameTpam U3J1ydaresisl.

Pammnanmonnas YCTaHOBKaA C YCKOPHUTCIIEM 3JICKTPOHOB

40. Jlo3uMeTp IOIDKEH OBITh pa3MeIleH Ha KaXKJI0M KOHTEeHHEepe B KOHTPOJIbHOM TOUKE.

41. Heo6x0o1MMO HENmpepbIBHO PErHCTPUPOBATh CpPEIHEE 3HAYCHHE TOKa Iy4yKa, SHEPrHUI0
AJIEKTPOHOB, IIUPHHY Pa3BEPTKU U CKOPOCTh KOHBeiepa. DTH mapaMeTpbl, 32 HCKIIOUEHUEM
CKOPOCTH KOHBeilepa, HEOOXOAMMO IPOBEPSATh UEpe3 OINpeeSIeHHbIE HWHTEPBAJIbl BPEMEHH,
YCTaHOBJIEHHBIE ITPU aTTECTALIMH, TOCKOJIBKY OHHU MO/IBEPKEHbI CIIOHTAHHOMY U3MEHEHHUIO.

JlokyMmeHTanus

42. Konn4yecTBO TOCTYNHUBIINX KOHTEHHEPOB M KOHTEHHEPOB, MPOMISIIINX OOIydeHHE H
BBIBE3ECHHBIX C MPEINPUATHSA, JOJDKHO COBIANATh U COOTBETCTBOBATh 3HAYEHUSIM, YKa3aHHBIM B
COIMPOBOJIUTENBHON JOKyMeHTaruu. JIroOble pacXokKJIeHUs MOJDKHBI MPOTOKOIHPOBATHCS U
paccienoBarbes.

43. Omeparop paAMallMOHHOW YCTAaHOBKH JIOJDKEH IMOATBEPXKIATh B TMHCHMEHHOM BHJIE
JMana3oH 3HAYEHUW IIOTJIOIIEHHBIX 103, IOJYYEHHBIX KaXKJbIM KOHTEHHEPOM IpU KaXIOU
3arpy3Ke Wid B CEpUU IPOTYKIHUH.

44. TexHOJOTMYECKUEe IPOTOKOJIbI U MPOTOKOJIBI KOHTPOJIS JUIsl KaXKJ101 cepuu IpoayKLHUH,
npouieamei o0nydyeHre, A0HKHBI IPOBEPSITHCS U MOANUCHIBATHCS CIELMAIBLHO Ha3HAYEHHBIM
JIMIIOM ¥ XpaHUTHCS Ha MpeAnpusTud. MeToa U MecTo XpaHeHHs! JOJHKHO ObITh OMPEJENIEHO O
JOTOBOPEHHOCTU MEX]ly OpraHu3aluel, MpoBoAMBLIEH 00IydyeHne, U MPOU3BOIUTEIEM.

45, JlTokyMeHTaI¥sl, OTHOCAINASACS K aTTeCTaluK (HCIBITAHUSAM) PaIHallAOHHON YCTAaHOBKH,
JOJKHA XPAaHUTBHCA B TEUYEHUE OJTHOTO I'0Jia MOCII€ HCTEUEHUs CPOKa FOJTHOCTH WM, [0 KpalHel



Mepe, B TeUCHHUE TISTH JIET MOCJe BBIyCKa MOCIeIHEH MPOAYKIIUH, MPOoIIeaniell obmydeHrne Ha
3TOM YyCTaHOBKE, B 3aBUCUMOCTHU OT TOTO, KAaKOW MEPUO/I JOJIbIIIE.

MuxkpoOunonoruyeckuit KOHTPOJIb

46. OTBETCTBEHHOCTh 3a TIPOBEIECHHE MHKPOOHMOJOTHYECKOTO KOHTpOJIsA, B T.4. 3a
KOHTPOJIb OKPYKaIIEeW cpeipl B MECT€ IPOU3BOJACTBA NPOAYKLIMU M KOHTPOJIb IPOIYKIUHU
nepea oOJydeHHEeM, TMPOBOJUMBIA B COOTBETCTBUM C HOPMATHUBHOW TOKyMEHTAI[MEH, HECET
ITPOU3BOIUTENb JICKAPCTBEHHBIX CPE/ICTB.

[Mpunoxenne 13

I[MPON3BOACTBO JIEKAPCTBEHHbLIX CPEJICTB
JUIS1 KIIMHUYECKUX UCCJIEJIOBAHUM <*>

<*> #JIns obecnieueHust uaeHTHIHOCTH TekcTa ¢ [IpaBunamu GMP EC B HeM coxpaHeHBI
CCBIJIKM Ha HOPMAaTUBHO-IIPaBOBbIE TOKyMEHThI ECH.

OO01rre moI0KEeHUA

JlexapcTBeHHbBIE CpENICTBA Ul KIMHUYECKUX UCCIIEIOBAaHUMN JOKHBI ObITh U3TOTOBJICHBI B
COOTBETCTBUU C IMPaBUJIIAMHU MPOM3BOJCTBA JieKapcTBeHHBIX cpeactB (GMP), u3ioxeHHbIME B
HACTOSIILEM CTaHAapTe.

Cnenyer npuHUMaTh BO BHUMAaHHUE U JPYTUe PYKOBOJCTBA C YUETOM CTaJIuu pa3pabOTKu
npemnapara. MeToIuKu paboThl JODKHBI OBITh THOKMMHU W JOMYCKaTh BHECEHUE M3MEHEHUH TI0
Mepe MOJyYeHUS JOTOIHUTENbHBIX JaHHBIX O IPOIECCE U COOTBETCTBOBAThH CTa/IUU pa3pabOTKU
npernapara.

[lpr KIMHUYECKHX WCCIECIOBAHUSIX MOXKET BO3HHKHYTH [OTIOJHUTEIBHBIA PUCK IS
CyOBbEKTOB HMCCJIEI0BAaHUM 110 CPAaBHEHUIO C MAallMEHTaMH, KOTOpble MPUHUMAIOT UMEIOIIHeCsS Ha
peiake mpemapatbl. Llenpio mpaBun GMP B mpuMeHeHMM K TPOM3BOJCTBY JICKapCTBEHHBIX
CPEICTB Ml KIMHUYECKUX MCCIEAOBAHUN SIBISETCS HWCKIIOYEHHE pHUCKA JUIsl CYyOBEKTOB
UCCIIEIOBAaHUN U BIMSHUS Ha pE3YyNbTaThl KIMHUYECKUX HCCIIEJOBAaHUN HEIOCTaTOYHBIX
0€30MacHOCTH, KauecTBa WK 3()(HEKTUBHOCTH, 00YCIOBICHHBIX HEOCTATKaMH B IPOU3BOJICTBE.
B paBHOI1 Mepe 3Tu TpebGoBaHUs IperHa3HAYeHbI JJIs1 OOecreueHus: MOCTOSHCTBA OT CEpUH K
CEpUM OJHOTO M TOrO K€ JIEKAPCTBEHHOI'O CPEJACTBA Ui MCCIEIOBaHHUM, HCIOJIB3YEMOIo B
OJIHOM WJIM B Pa3HbIX KIIMHUYECKUX UCCIIEIOBAHMIX, a TAKKE TOKYMEHTAILHOTO 0(OPMIICHUS U
000CHOBaHMS U3MEHEHHH B Mpoliecce pa3pabOTKU HCCIIEyeMOT0 JIEKapCTBEHHOTIO CPE/ICTBA.

[Ipou3BOICTBO JIEKAPCTBEHHBIX CPENICTB Ui MCCIIEIOBAHUMN CBS3aHO C JOTMOJHUTEIBHON
CIIOHOCTBIO TI0 CPaBHEHUIO C 3aperUCTPUPOBAHHBIMH JIEKAPCTBEHHBIMHU CPEACTBAMU H3-32
OTCYTCTBHSI YCTAHOBJIEHHOTO IIOPSIZIKA, PAa3HbIX CXEM KIMHUYECKHX HCCIIEIOBAaHUM H, Kak
CJIEJICTBUE, Pa3HbIX TPEOOBAHMI K yIaKOBKaM, HEOOXOJAUMOCTH PaHJA0OMU3ALNN U KOJUPOBAHUS
(MackupoBaHWs, WCIOJB30BaHUS CIIEIOTO METoJa), a TakkKe u3-3a OOJBIIOr0 pHCKa
MEPEKPECTHBIX 3arpsA3HEHU M MepenmyTbiBaHusd MpernapaToB. bonee Ttoro, naHHble 00
3¢ (GEKTUBHOCTU M TOKCUYHOCTHU IIperapara MOTyT ObITh HEMOJIHBIMH, IIPOLECC MOXKET ObITh HE
aTTeCTOBaH B IOJHOM 00bEME€ WM MOTYT HCIIOJIb30BaThCS  3apErUCTPUPOBAHHbBIC
JIEKapCTBEHHbIE CPEJICTBA, KOTOPbIE ObLIN NEPEyNaKoBaHbl X MOAU(PHUIIMPOBAHBI.



B cBs131 ¢ 3TUM TIepcOHaN IOJKEH B MOJIHOW Mepe moHuMath npaBuia GMP B oTHOIIeHUN
JIEKapCTBEHHBIX CPEJICTB Ul UCCIIEI0BAaHUMN U MPOUTH COOTBETCTBYIOILYIO IIOATOTOBKY. [{0JKHO
OBITh YCTAaHOBJIEHO B3aMMO/JICHCTBUE CO CIIOHCOPAMH KIMHUYECKUX HCCIEA0BAHUM, HA KOTOPBIX
JICKUT BCA OTBETCTBEHHOCTH IO BOMPOCAM KIMHUYECKHX MCCIEIOBAHUM, BKJIIOYAs KayecTBO
JIEKapCTBEHHBIX CPEJICTB Ul UCCIIEI0BaHUM.

Bo3pocmias  ClIOXXHOCTP ~ TEXHOJIOTUYECKHMX  HpOLEccCOB  TpeOyeT  IPUMEHEHHUS
BBICOKO3()(PEeKTUBHOMN crucTEeMBbl 00ECIIeUeHUs KauecTBa.

B npamnom I[lpunokeHun TakKe YCTaHOBJICHBI TpeOOBaHUA K O(GOPMIICHUIO 3aKa30B,
OTrpY3Ke, TPAHCIOPTUPOBAHUIO U BO3BpATy MATEpUANOB Ui KIMHUYECKUX MCCIIEI0BaHUH,
KOTOpbIC B3aUMOCBSI3aHbI U JIOTIOJHSOT PYKOBOJICTBO 1O KIMHUYECKUM HccienoBanusm (Good
Clinical Practice).

[Ipumeuanue - CyObekTaM KIMHUYECKUX HCCIEIOBAaHUI MOTYT OBbITh MPEIOCTaBICHBI
IpenapaTbl, KOTOpbIE€ HE SBJISIOTCA HCIBITYEMBIM IIpernapaToM, Iulanedo WM Ipernaparom
cpaBHeHMs. Takue mpenapaTbl MOTYT HPUMEHSTHCS JUIsl CONYTCTBYIOIIEW Tepanuu WU JUIs
OKa3aHUsl MEIUIIMHCKON MOMOIIM C IENbI0 NPOPHUIAKTUKH, TUATHOCTHKH WM JICUCHHS, U/WIn
BCJIEACTBUE  HEOOXOauMOCTH  oOecnedeHus  aJeKBaTHOTO  MEIUIIMHCKOIO  yX0/a,
MIPEeyCMOTPEHHOTO JUIsi CyOBEKTOB uccienoBaHuil. Takue cpelncTBa TakkKe IOMYCKaeTcs
MPUMEHSTh B YCTAHOBJIEHHOM MOPSAKE Ul TOTO, YTOOBI BbI3BATh (PU3HUOJIOTUYECKYIO PEAKIUIO.
OTu mpenaparbl He SIBISIFOTCS JIEKAPCTBEHHBIMU CPEJICTBAMU JJIsi UCCIIEIOBAaHUN U MOTYT OBIThH
MIPEIOCTABJIEHbl CIIOHCOPOM MK HccienoBareneM. CHOHCOpP MOJKEH TapaHTUPOBaTh, YTO
JaHHbIC Mperapathl COOTBETCTBYIOT 3ampocy (3asBKe) Ha pa3pelieHUe IPOBEICHUS
KIIMHUYECKHUX MCCIIEIOBAaHUI U UMEIOT TpeOyeMoe KauecTBO C yUeToM Liesu uccienoBanuil. [lpu
3TOM OH JOJDKEH HpPHUHATh BO BHHMMaHHE MCTOYHHMK IIPENaparoB, SBISIOTCA JIM OHHU
3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMH CPEACTBAMU M ObUIM JIM OHU MEPEYINaKOBaHBI.
PekomMeHyeTcst mpUBIIEKaTh K 3TOM paboTe yIOJIHOMOYEHHOE JIMIIO U YYUTHIBAaTh €T0 MHEHHUE.

TepmuHsI U onpeneseHus

Crenoii Meto, koaupoBanue, mackuposanue (blinding): npouenypa, mpu KoTopoi oHA
win 0oJjiee CTOPOH, YYacTBYIOIIMX B HCCICIOBAHUH, OCTAHOTCS B HEBEICHUU OTHOCHUTEIIHHO
nenu(ei) JaHHOTO HCCleaoBaHus. ENMHUYHBIN CIIENOW METOJ] 03HAYaeT HEOCBEIOMIICHHOCTH
CyObEKTOB HCCIIEIOBaHMs, a JBOMHOM CJemnoil MeToJ - HEOCBEAOMJIEHHOCTh O LENsX
KJIMHUYECKOTO HMCCIEI0BaHUsl CYObEKTOB MCCICIOBAHUs, MCCiIeAoBaTeei, HaOmoaareneii u B
HEKOTOPBIX ~ CIy4asx JIMI, AaHAIU3UPYIOUIMX I[OJIydeHHbIE JaHHbIe. B  OTHONICHUHU
JICKAPCTBEHHOTO CPEICTBA Uil KIMHUYECKMX HCCJICIOBAHUI CJCMOW METOJ O3Ha4yaeT
NpeJIHAMEPCHHOEC MACKUPOBAHUE WICHTUYHOCTH ATOTO  JIGKAPCTBEHHOIO CPEICTBA B
COOTBETCTBUU C YyKa3aHUsAMH cCrioHcopa. JlekomupoBanue (CHATHE MAacCKUPOBKH) O3HAYaeT
packpeiTie nHMopMaIuu 00 UASHTUIHOCTHU Mpernapara.

Knunuueckoe wuccnenoBanue (clinical trial): uccnemoBanue, MpoBOAMMOE C ydacTHEM
YyeJloBeKa B KAayecTBE CYObEKTa JUIsi BBISBICHHS WM TOATBEPXKICHUS KIMHUYCCKHX,
dapmakonornyeckux w/wiM  Apyrux  (apMaKoIUHAMUYECKHX APPEKTOB  HCCIIEAYEeMOTO
JICKAPCTBEHHOTO CpEJCTBA W/WIM HEKENATCIbHBIX PEAKIMii Ha HEro, W/WIM H3y4eHHUS €ro
BCAChIBaHUs, PACIPEICIICHHs, METa00JIM3Ma M BBIBEIICHUS C IEJIbIO OLICHKH €ro 0e30MacHOCTH
u/vunu 3GEKTUBHOCTH.

[Tpenapat cpaBuenus (comparator product): paspadbaTsiBaeMOe WIIM UMEIOIIECECS HA PHIHKE
JICKaPCTBEHHOE CPEACTBO (ISl MOJIOKHMTEILHOTO KOHTPOJIS) WM IU1ane0o0, UCIOoJIb3yeMoe B
Ka4ecTBe Mperapara CpaBHEHUS [IPU MPOBEACHUH KJIMHUYECKUX HCCIICT0BAHU.

JlekapcTBEHHOE CPEICTBO U KIMHUYECKUX wuccienoBanuid (investigational product):
JI03MpOBaHHAs JIEKApCTBeHHAs ()OpMa aKTUBHOM (hapMareBTHUECKON CYOCTaHIIMKM WU TU1aeoo,
uccieayemMas WM HCIOJb3yeMas B KadyecTBE Iperiapara CpaBHCHHS MpPU HPOBEICHUU
KJIMHUYECKOTO HWCCJICOBaHUs, BKIIIOUAs YK€ 3aperHMCTPUPOBAHHBIC JICKAPCTBEHHBIC CPENICTBA,
eciau Crnoco0 WX NPUMEHEHHs] WM TPOU3BOJCTBA (JiekapcTBeHHas (opMa WM YIIaKOBKa)



OTJIMYACTCSI OT 3aPETUCTPUPOBAHHONW (POPMBI, WM B CiIydae WX WCIOJIB30BAHUS TIO €IIe He
OJOOPEHHBIM TIOKAa3aHUsIM, WM Ul TMOJYYCHHS JOMOJIHUTEIBHOW uH(OpMarmu o0 yke
3aperucTpUpOBaHHON TO3UPOBAHHOM JIEKapCTBEHHOM (opMe.

[Mepeuunasi ymakoBka (immediate packaging): koHTeiiHep WM OPyrod BHJI YITaKOBKH,
UMEIOIINI HEMOCPECTBCHHBIN KOHTAKT C JICKAPCTBCHHBIM CPEICTBOM HIIH HCCICTYEMbIM
JIEKApPCTBEHHBIM CPEICTBOM.

Hccnenosatens (investigator): nmio, OTBETCTBEHHOE 3a MPOBEACHHUE KIMHUYECKOTO
HCCIIC/IOBAHUSI B MECTE €ro BBHINMOJHEHHs. [IpHM MpPOBENEHHHM KIMHUYECKOTO HCCIICIOBAHUS
TPYIION JIMI[ UCCIIEOBATENICM SIBIISICTCS PYKOBOAUTENb TPYIIIbI, KOTOPHIA MOXKET HA3bIBATHCSI
BE/IYIIHM HCCIICIOBATEIICM.

[Tpou3BoUTEIH/MMIIOPTEP JIEKAPCTBEHHOTO CPEACTBA JUIS KIMHUYECKHX HCCIICIOBAHUM
(manufacturer/importer of investigational medicinal products): nuro, uMmemEee mnpaBo Ha
NPOM3BOJCTBO  (MMIIOPT) HCCICAYEeMOTO JIGKAPCTBEHHOTO CpEACTBAa, O(QOpMIICHHOE B
YCTaHOBJICHHOM IOPSIIKE.

3aka3 (order): 3ajaHue Ha NPUTOTOBIICHHE, YIMAKOBKY H/HIIM JOCTABKY OMPEACICHHOTO
KOJIMYECTBA EIUHHUII JIEKAPCTBEHHOTO CPECTBA ISl KIIMHHUCCKUX MCCIICIOBAHMI.

Hapyxnas ymakoBka (outer packaging): ymakoBka, B KOTOPYIO IMOMEIIEHA MEepPBHYHAS
yIakKkoBKa.

Jlocbe Ha JekapcTBeHHOE cpezctBo (product specification fil€): koMIIeKT JOKyMEHTOB,
COJIEpKaINX BCIO MHPOPMAIIUIO, HEOOXOIUMYIO [UIsi COCTABICHHUS TOAPOOHBIX MHCTPYKIUI O
M3rOTOBJICHUIO, YIIAKOBKE, KOHTPOJIO KayeCTBa, BbIJAue Pa3pelICHUs Ha PeaM3allii0 CEPUU U
OTIpy3Ke JIEKapCTBEHHOTO CPEICTBA ISl KIIMHUYECKUX MCCIICIOBAHUIA.

Panmomuszarst  (randomization):  mpucBoeHne  CyObeKTaM — HMCCICIOBAHMHA  HJIH
KOHTPOJIBHBIM TPYIITaM 0003HAYCHHUH, COAEPKAIINX IEMEHT CIIyIalHOCTH, C [0 CHIKECHUSI
BO3MOKHOCTH HEOOBEKTHBHOTO 3aKIIFOUCHUSI.

Koa pangomuszanuu (randomization code): mepedeHb, COACpIKAIIMA OMUCAHUE JICUCHUS
Ka)XJI0T0 CYObEKTa HCCIIC0BAHHI C YYETOM PaHIOMH3AIINH.

TpancnoptupoBanue (shipping/dispatch): omepanuu mo ymakoBke ¥ TPaHCIIOPTHPOBAHHUIO
3aKa3aHHBIX JICKAPCTBEHHBIX CPEICTB JUIS KIIMHUICCKUX UCCIICI0BAHUIA.

Croorcop (SPONSOr): ¢Gu3uvecKkoe WM FOPHINYECKOE JIMIIO, SBISIOIICECS HHUIHATOPOM
KJIMHUYECKOTO HCCIICJOBAaHMS M HECylllee OTBETCTBCHHOCTh 3a €ro OpraHu3aliio U
(¢uHaHCUpPOBaHUE.

OOecrieueHre KauecTBa

1. Cucrema oOecnieueHus kadecTBa, pa3paboTaHHas U MPOBEPEHHAs MPOU3BOAUTEIEM WU
HMIIOPTCPOM, OOJDKHA COOTBCTCTBOBATH TpC6OBaHI/I5[M HACTOAIICIO CTaHaapTa, OTHOCAIIUMCA K
JICKApCTBCHHBIM CPCACTBAM JId I/ICCJ'I@I[OB&HI/If/i, JOJDKHA OLITH JAOKYMCHTAJIbHO O(bOpMJ'IeHa u
OBITh JOCTYITHA CIIOHCOPY KIMHUYECKOTO UCCIIEIOBAHMUS.

2. Crenudukanui ¥ TEXHOJOTHYECKHE WHCTPYKIMU Ha JIEKApPCTBEHHBIE CPEICTBA JUIS
KIIMHUYECKUX I/ICCJ'I@Z[OB&HI/II\/II MOTYT U3MCHATBHCA B IMPOLECCE HUX pa3pa6OTKI/I. B cBa3u ¢ atM
JOJDKCEH OLITH OpraHru3oBaH UX KOHTPOJIb U ITPOCIICIKUBAEMOCTE BCEX N3MEHEHHH.

[Iepconan

3. Bech nepcoHalt, UMEIOMUK OTHOIIICHHUE K JICKAPCTBCHHBIM CPEJICTBAM TSI KITHHHYSCKUX
WCCTIeI0BAaHUM, JIOJDKEH MPOUTH TOJTOTOBKY, CBS3aHHYIO CO CHEUU(PUKONW HJaHHOTO BHAA
MIPOAYKIIUH.

4. YIOJTHOMOYEHHOE JIMIIO HECET 0COO0YI0 OTBETCTBEHHOCTH 3a TO, YTOOBI BBINOIHSIIMCH
Bce TpeOoBanus nanHoro Ilpunokenus. st 3TOTO yIOJHOMOYEHHOE JHIO JIOJDKHO HMETh
XOpOILIyI0 MOATOTOBKY B 00JacTu pa3pabOTKH MpernapaToB, MPOIECCOB M KIMHUYECKHX
UCCIICIOBaHUi. PyKOBOACTBO JJisi YIIOJHOMOYEHHOTO JIMIIA TI0 OICHKE (cepTH(UKAIIK)



JICKApCTBEHHBIX CPENCTB Uil KIMHUYECKUX HCCICIOBAaHWNA TMPHBEICHO B MyHKTax 38 - 41
Hacrosuero [Ipunoxxenus.

[Tomemenus u 060py0BaHNE

5. Ilpu pabore c NEKapCTBEHHBIMU CPEACTBAMU ISl KIMHUYECKUX HCCIEI0BaHUMN
uHpopmalusg O TOKCUYHOCTH, IPPEKTUBHOCTH M CEHCUOWIM3UPYIOLIEH CIIOCOOHOCTH MOKET
ObITh HEMOJHOM, B CBSI3U C YEM CJIEyeT YIEeIUTh 0CO00€ BHHMAHHUE CBEICHUI0O K MUHUMYMY
pUCKa NepeKpecTHhIX 3arps3HeHuil. KoHCTpykuus oOopynoBaHUS U MPOEKT HOMEIEHUH,
METO/Ibl WCIBITAHUA M KOHTPOJS U JIOMYCTUMBbIE KOHLEHTPALlMM OCTAaTKOB IOCJIE OYHUCTKU
JOJKHBl YYUTBIBATh MPUPOTY ITUX pHUCKOB. CiieayeT oOpaTUTh BHHUMaHHME Ha OpPraHU3alLUIo
paboThl IMKIaMU (KaMIaHWSIMH), €CIIH 3TO [esiecooOpasHo. [Ipu BbIOOpe MooIIero cpencraa
CJIEyeT y4eCTh PACTBOPUMOCTD B HEM IIperapara.

JlokymMeHTanus
Crenupukanuy U UHCTPYKIUU

6. Crnenudukaimu (Ha HCXOJHBIC MaTepUalbl, MEPBUYHBIC YINAKOBOYHBIC MAaTEPUAIBI,
MPOMEXYTOYHBIC TPOIYKThI, Hepac(hacOBaAaHHYIO W TOTOBYHO MPOIYKIIMIO), MPOMBIILICHHBIC
perjaMeHThl, TEXHOJIOTMYECKUE MHCTPYKLHUHU, @ TaKK€ MHCTPYKLIHUHU IO YINAKOBKE MPOIYKLIUU
JOJKHBI OBITH, MO BO3MOKHOCTH, IOJIHBIMHU Ui CYLIECTBYIOIIETO0 ypoBHs 3HaHui. [lo mepe
pa3paboOTKK Mpernapara UX CIEAyeT MEePHOANYECKH TepecMarpuBarh (MpH HEOOXOIMMOCTH).
Kaxxnas HOBast Bepcusl JIOKyMEHTa JOJDKHA YYUTBIBATh IIOCJIEIHUE JAHHBIE, HCIOIb3YyEMYIO
TEXHOJIOTHIO, HOPMATUBHbIE U (hapMakomeiHble TpeOOBaHUS CO CCBUIKOM Ha MPEAbIAYILYIO
BEpPCHUIO Ui OoOecreyeHus] MpocieKuBaeMocTH. JItoOble M3MEHEHHUs, KOTOpble MOTYT HUMETh
MOCJIECTBUS  JUIsl KayecTBa IIpemapaTa, B YaCTHOCTH Ui €ro CTa0WIbHOCTH U
OMOSKBUBAJIIEHTHOCTH, CJIEJIyeT BHOCUTh B COOTBETCTBUHU C MUCbMEHHBIMHU TPEOOBAHUSMH.

7. ObGocHOBaHMSI JUIsI U3MEHEHUH cieayeT odopMisTh JOoKyMeHTanbHO. [locnmenctsus
M3MEHEHHUH JJIs KayecTBa IpernapaTta ¥ MOCIEAYIOMNUX KIMHUYECKUX HUCIBITAaHUH HE0O0X0IUMO
aHAJIM3UPOBATh U 0(POPMIIATH JOKYMEHTAIBHO.

3aka3

8. 3aka3 [1o/pKeH cojepkarh TpeOOBaHME Ha M3TOTOBICHHE W/MIM  YIIaKOBKY
OTPEJCICHHOTO YHUCIa SIUHULl MPOIYKIIUK U/WIK €€ OTIPy3Ky. 3aKa3 MPOM3BOIMUTEIO TaeTCs
CIIOHCOPOM HJIM JIULIOM, ACUCTBYIOIIMM IO €ro MOpYy4YeHHIo. 3aKka3 JOJKEH ObITh 0(OpMIIEH B
MUCbMEHHOM BHJIe (HO MOXET MepeaBaThCs M JICKTPOHHBIM CIOCOO0M) M OBITh JOCTATOYHO
YeTKUM BO H30€KaHHWE pa3HOUTEHUH. 3aka3 JOJDKEH ObIThb O(UIMANIbHO YTBEPKAEH U HMETh
CCBUIKY Ha YTBEpPXJCHHOE J0Ch€ Ha JIEKAPCTBEHHOE CPEJICTBO WM IMPOTOKOJ KIMHUYECKHX
WCTIBITAaHUH.

I[OCBC Ha JICKAapCTBCHHOC CPEACTBO

9. locke Ha JNEKapCTBEHHOE CPEICTBO JOJDKHO HEMPEPHIBHO OOHOBIATHECA MO MeEpe
pa3paboTku mnpenapara, obecrieunBasi JIOTMUECKYIO CBSA3b C HpPEIbIIyIIUMU BepcusMu. [locbe
JI0OJDKHO BKJIFOYATH B ce0s1 CIIEMYIOIINE JOKYMEHTBI (HITH COJICPIKaTh HAa HUX CCBUIKH):

- crieuupUKaY U aHATUTUYECKUE METOUKY JJIsl UICXOIHBIX U YITaKOBOYHBIX MaTepHaIIOB,
IIPOMEXYTOUYHOM, Hepac(hacOBaHHON U TOTOBOM MPOYKIUH;

- TEXHOJIOTUYECKHE MPOLIECCHI;

- METOJMKHU BHYTPUIIPOU3BOACTBEHHOTO KOHTPOJIS;

- YTBEP>KICHHYIO KOIIHIO 3TUKETKH;



- MPOTOKOJIbI KIIMHUYECKUX UCCIICIOBAHUIA U KO/ peanu3aiuu (Ipu HeoOX0IMMOCTH);

- TEXHHYECKUE COTJIALICHHUS C 3aKa3YMKaMU 10 KOHTpakTaM (Ipu He0OXOIMMOCTH);

- aHHBIE O CTAOMIILHOCTH,

- YCJIOBUS XpPaHEHHMS U TPAHCIIOPTUPOBAHMUSL.

JlaHHbBIN NepedeHb He sBJsSeTcs ucuyepnbiBaroliuM. OH MOKET U3MEHSTHCS B 3aBUCHMOCTH
OT Iperapara u cTaguu ero padpadorku. Coaepxaiiascs B HeM HHGOpMaIUs J0JDKHA CITYKUTh
OCHOBOM IIpM OILICHKE TOTOBHOCTH JUIsi IPUEMKHM M BbIJAYM pPa3pelIeHUusT Ha BBIIYCK
YIOJHOMOYEHHBIM JIMIIOM, KOTOPOE€ JOJDKHO MMETh JOCTyll K 3ToM uHopmanuu. Ecnu
pa3nyHble IPOU3BOJACTBEHHBIE CTAagUU IPOBOAAT B pPa3HBIX MECTaX, OTBETCTBEHHOCTh 3a
KOTOpBIE HECYT DAa3HbIE€ YIOJHOMOYEHHBIE JIMIA, JOIYCKAETCS BECTH OTIENIbHBIE JIOCHE C
OorpaHMuYeHHON HH(OpPMaLMel, OTHOCSIINECS K OTIPEACICHHOMY MECTY.

HpOMBIHIJ'IeHHI)IG PEriIaMCHTBI U TEXHOJOTUYCCKUC MHCTPYKIIUU

10. Kaxpmas TpOW3BOJCTBEHHAs OIEpamlys WIX Olepanus 10 OTrpy3Ke JOJDKHA
BBIMNOJIHATBCA B COOTBETCTBHUE C YETKOW M JOCTATOYHO MOJIHOW MUCHMEHHOM HMHCTPYKIUMEH W
COTIPOBOXAATHCS 0OopMIIEHHEM MpoToKoJia. Ecim onepanius He sIBISETCS MOBTOPSIEMOM, TO HE
00s13aTE€IbHO  COCTABJIATh IMPOMBIIUIICHHBI pErjlaMeHT W TEXHOJIOTHYECKHE HHCTPYKIUH.
[IpoToKoJIBI UMEIOT 0CO00€ 3HAYECHHE ISl TIOJTOTOBKM OKOHYATEIBHBIX TEKCTOB JOKYMEHTOB,
KOTOpbIe OyIyT WCIOJIB30BATHCA TMPU CEPUHHOM MPOU3BOACTBE TIOCIE  IMOJTYyYCHUS
PETUCTPALIMOHHOTO YI0CTOBEPEHUS.

11. Wudopmanuio, conepKamiyrocs B J0ChE, CIEAyeT HCIO0JIb30BaThb HpHU pa3paboTKe
MOPOOHBIX MHCTPYKIMHA MO M3TOTOBJICHUIO, YITAKOBKE, UCIBITAHUSAM JJII KOHTPOJIS KauecTBa,
YCIIOBUSIM XPaHEHHS M TPAHCIIOPTHUPOBAHMSI.

HNHcTpykuu 1o yrnaxkoBke

12. JlexapcTBEHHBIE CpEACTBA ISl KIMHHYECKUX HCCIICAOBAHUH JOJDKHBI yITAKOBBIBATHCS
WHIUBUAYAIBHO JUISI KaXJ0ro cyObekTa ucnblTaHuil. KonuuecTBO enuHUIl ymakoBbIBaeMOMN
IPOIYKIMH JIOJKHO OBITH OIIPENIEJIEHO 10 Hayajla Ollepalyil IO YIIaKOBKE C y4€TOM KOJMYECTBa
€/IMHHULl, HEOOXOIUMBIX Ul NMPOBEIACHUSI KOHTPOJS KayecTBa, M apXUBHBIX 00pasuos. [locne
OKOHYAHMS YINAaKOBKM ¥ MapKUPOBKH HEOOXOJMMO TMOJBECTH OanaHc  (BBINOJHUTH
COIOCTABJICHUE) KAKIOTO0 BHUJA YIAKOBOYHBIX MAaTEpUalioB, Hepac(hacoOBaHHOW M TOTOBOWM
MPOJIYKIIMU JUISl KaXKJI0M CTa iy POU3BOJICTBA.

[IpoTOKOJIBI MPOM3BOICTBA, UCIIBITAHUI U YITAKOBKH CEPUH ITPOLYKLIUH

13. TIpoTOoKOJBI TPOM3BOJACTBA M YIAKOBKH CEPUM MPOIAYKIUH JOJDKHBI COJEpPKAaTh
nopoOHyI0 HH()OPMAIMIO, JOCTAaTOYHYIO ISl IPOCICKHUBAHHUSA BCEH MOCIEAOBATEIBHOCTH
oTIepalyi, a TaK)Ke BCe CYIIECTBEHHBIE 3aMeUaHusl, JAIOIIIe HOBYIO HHPOPMAIIHIO O TIPOIYKTE U
BHECCHUU I/I3MCHCHI/II>1, IMO3BOJIAIOIMUX IMOJIYYUTH OOIOJHUTCIIBHBIC IOaHHBIE O MPOAYKIHH,
YCOBCPIICHCTBOBATH HpOI/I3BO)ICTBCHHBII\/’I mpouecC U TEXHOJOTHICCKUEC HHCTPYKIUH.

14. IIpoTokoJibl MPOU3BOJICTBA CEPUI MPOAYKIIUHU JOJKHBI XPaHUTHCS HE MEHEE IISITH JIET
MoCIIe 3aBEPUICHUS WIH O(QHUIIHATIBFHOTO TPEKPAIIEHHs TIOCIEAHET0 KIMHNYECKOTO HCITBITAaHUS, B
KOTOpOM Obllla UCIIOJIb30BaHa 3Ta cepus <*>.

<*> #91u TpeboBanus ycranosyeHsl B ¢T. 9 Jlupexkrussl 2003/94/ECH.
[IpousBoacTeo

YI1akoBOYHBIE MaTEPHUAIIBI



15. B cnenudukanmsax U MHCTPYKIUSAX (METOAMKAX) KOHTPOJIS KayecTBa JIOJDKHBI OBITh
yKa3aHbl MEpbI 10 MPEAOTBPAICHUIO CIy4alHOTO CHSATHS KOJUPOBaHHS (MAcKUPOBKH) H3-3a
pa3auyuuii BHELIHErO BU/IA Pa3HbIX CEpUi YTAaKOBOYHBIX MaTEpPHUAJIOB.

TexHoJIOrM4ecKue onepannn

16. Ha craguu pa3pabOTKH JIEKAPCTBEHHOTO CPENCTBA CIEIyeT ONPENEeIUTh KPUTUIESCKHE
napaMeTpsl U BHUJbl BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJS JUIsl KOHTPOJS TEXHOJIOTMYECKOIO
npouecca. BpemeHHble nmapamMeTpsl U BUAbl BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJII MOTYT OBITh
MOJIy4€HBbl U3 IPOILIOro ONbITa, B TOM YHUCIE U3 MpEeAbIAYIINX HcciaeaoBaHul. PykoBoasmumit
IepcoHan JI0JDKEH YAENSATh 0co00e BHHMaHUE pa3paboTKe MHCTPYKUUH M MOCTOSIHHOMY HX
Pa3BUTHUIO C YYETOM OIIbITa, MPHOOpeTaeMoro B Ipolecce Mnpous3BojacTBa. KoHTposmpyembie
napaMeTpsl JOJDKHBI ObITh OOOCHOBAHbI B COOTBETCTBUU C HMMEIOIIEHCS B JaHHOE BpeMs
uHpopmaLuen.

17. He 00s3aTenbHO MPOBOIMTH ATTECTALUIO (MCIBITAHUS) TEXHOJOIHYSCKUX TPOIIECCOB
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB AJIs UCCIEAOBAHUN B 00bEMeE, IIpelycMaTpUBAaEMOM ISt
CEPHUITHOTO MPOM3BOJICTBA, HO MOMEIICHUS U 000PYJOBaHUE JOKHBI OBITh aTTECTOBaHBI. JlJis
CTEPWIBbHBIX JICKAPCTBEHHBIX CPEACTB arTecranus (MCIBITAHUS) TPOIECCOB CTEPUITM3ALUM
J0JIKHA TIPOBOAUTHCSA 110 TEM K€ CTaHAapTaM, 4TO U Ul CEpUHHOTO MPOU3BOJCTBA MIPOAYKLIUH,
pa3pelIeHHOM K peain3alnH.

AHanornyabiM 00pazoMm (Ipu HEOOXOJUMOCTH) CICAYeT MOATBEPXKIATh dPPEKTUBHOCTD
WHAKTUBAIMK/yIaJICHUS] BUPYCOB M /WM JPYrUX 3arps3HEHUI OHOJIOTHYECKON TPHPOJIBI IS
obecrnieueHrs 0€30MacHOCTH MPOAYKIIUH OMOTEXHOJIOTMUECKOTO IIPOU3BOJICTBA B COOTBETCTBUHU C
MPUHIMIIAMU U METOJIaMH, COAEp KAIMMUCS B PyKOBOJACTBAX B IaHHOM 00J1acTH.

18. Atrecrarus (MCIBITaHMs) ACEITHYSCKUX MPOLIECCOB MPEICTABISLET 0COOYIO TPYAHOCTh
IpU MajbIX pa3Mepax cepudl NpOAyKUMHU. B 3TuUX ciydasx 4MCIO €IUHUI], HANOJHSEMBIX
cpeamH, MOXET ObITh PaBHO HaMOOJIbIIEMY pa3Mepy cepuu mpoaykiuu. [lo Bo3amoxHocTH (B
TOM 4YHCJIE Ul MMHUTAIMU IPOLIECCca) CIIAYET HAMOJHATh CpPeJaMu OOJIbIIEee YHCIIO CIUHHMI
NPONYKIMHU 1l oOecrieyeHus: OOJbIIe J0CTOBEpHOCTH pe3ynbraToB. Hamomnenue wu
repMeTu3anust  SBJSIOTCS  NPEUMYIIECTBEHHO  PYYHBIMM WM IOJyaBTOMAaTHUYECKUMU
onepanusiMu, MPEACTABISIONIUMHI PUCK JUIsl CTEPUIBHOCTU. B CBSI3U € 3TUM cienyeT yIeluThb
MOBBIIEHHOE BHUMAaHUE OOYYEHHIO IIepCOHANa M aTTeCTallUd METOJOB acCeNTHYECKOIO
IIPOM3BOJICTBA JJI1 KOHKPETHBIX OMEPaTOPOB.

TpeOGoBanus K mpenapary CpaBHEHUS

19. Tlpu cymiecTBEHHBIX M3MEHEHHUSX JICKAPCTBEHHOTO CPEACTBA 00BeM HH(POPMALUHU O
HeM (Hampumep, 1Mo CTaOMIbHOCTH, CPAaBHUTEIILHON PACTBOPUMOCTH, OMOJOCTYITHOCTH) JOJDKEH
OBITh JOCTYIHBIM JUIsl IEMOHCTPALMU TOTO, YTO 3TH M3MEHEHHUS HE OKaXyT CYILECTBEHHOIO
BJIMSIHUS HA UCXOJHBIE ITAPAMETPhI Ka4eCTBA 3TOrO JIEKAPCTBEHHOTO CPECTBA.

20. Cpox roJTHOCTH Tperapara CpaBHEHHs, YKa3aHHBIM Ha IMEPBOHAYAIBHOMN YITaKOBKe, HE
MOJKET OBbITh TAKUM e JUIs MepeylnakoBaHHOTO B IPYI'yI0 YIIaKOBKY Mpernapara, MoCKOJIbKY Mpu
3TOM MOXET ObIThb HEe OO0ecreueH OHKBUBAJEHTHBIM YpPOBEHb 3allMThl WM HapylleHa
COBMECTUMOCTh € MPOAYKTOM. [lo3TOMy crioHCOp (MM JIHMIIO, JISHCTBYIOIIEE OT €ro MMCHH)
00s3aH  ONPE/CIUTh COOTBETCTBYIOIIMN CpPOK TOAHOCTH (C ydeToM BHJa Iperapara,
XapaKTEepUCTUK YIAKOBKM W YyCIOBUE XpaHeHus). HOBBI CpPOK TOMHOCTH JOJDKEH OBITh
000OCHOBAaH M HE MOJKET NPEBbINIATH yKa3aHHbIM Ha MEPBOHAYAJIbHOW YMAaKOBKE. DTOT CPOK
JOJIKEH OBITh COBMECTHM CO CPOKOM XPaHEHUS U JAJTUTEIbHOCTHIO KIMHUYECKUX HCCIEI0BAHNMN.

Ormepaliuu 1o KoJAUpOBaHUI0 (MAaCKUPOBAHHMIO)



21. Ilpu mpuMeHEHUW KOAMpOBaHMs (MACKMpOBAHMS) JOJDKHA CYIIECTBOBATH CHUCTEMA,
rapaHTUpyolass MacKUpOBKY M €€ MojjiepkuBaHue. B To ke BpeMs 3Ta cucTema J0JDKHA
MO3BOJIATh UACHTU(DUIIMPOBATh, NPU HEOOXOJUMOCTH, KOJUpOBaHHbIA ("'cienoii”) mpemnapart, B
TOM 4YHCJIe HOMEpa cepuil 10 MackupoBaHus. CiemnyeT mpearycMOTPEeTh BO3MOKHOCTh OBICTPOTO
CHSITUSI MACKUPOBKH B SKCTPEHHBIX CIydasiX.

Koa pannomu3zanmu

22. B MHCTPYKIMSX JOJDKHBI OBITH YETKO OMNMHMCaHbl Bce omepaimu ((hopMHpoBaHHE,
pacrpocTpaHeHue, oOpalleHne W XpaHCHHE) ¢ JII0OBIM KOJOM PaHAOMH3AIHMH, HCIIOJIb3YEMbIM
AJI YITAaKOBAHHBIX JICKAPCTBCHHBIX CPCACTB AJId KIIMHUYCCKHUX I/ICCJ'[C)IOBaHI/II\/’I, a TAKKE MCTOAbI
cHATHUS Koja. CienyeT BBECTH COOTBETCTBYIOIIYIO JOKYMEHTAIUIO.

Onepanuu 1o yrnakoBke

23. Ilpu yrmakoBBIBaHHH JIEKAPCTBEHHOTO CPENCTBA JUISL MCCIECIOBAHUA MOXKET OKa3aThCs
HEOOXOJUMBIM OJTHOBPEMEHHOE OOpalleHne C Pa3IMYHBIMHU MPOIYKTAMH Ha OJHOW M TOM XKe
YIIAKOBOYHOW JTMHHUH. PUCK mepenyThIBaHUs MPOIYKTOB JTOJDKEH OBITH CBEIEH K MUHHMYMY 32
CUET MPUMEHEHHS CIICIIMATBHBIX METOJIOB paOOThI H/UJIH CIICIMATU3UPOBAHHOTO 000PYI0BaHHS
1 oOyuyeHus nepcoHaa.

24. Onepanuy 1Mo ynakoOBKE M MapKHPOBKE JICKAPCTBEHHBIX CPEJICTB ISl MCCIICAOBAaHUI
MOTYT OBITh 00JICE CIIOKHBIMHU U TIO/IBEPKCHHBIMH OINNOKaM (KOTOPBIE TPYIHEE BBISBIISATH), YEM
IpU IMPOU3BOJCTBE JUIsl peaju3alud, OCOOEHHO NpU KOAMPOBAHMM HPOIYKTOB C IOXOKHUM
BHEIIHUM BHJIOM. B CBsI3M ¢ 3TUM TpeOyeTcs MPUHUMATh 0COOBIE MEpHI 10 MPEAO0TBPALICHHUIO
omMOOK B MapKUpPOBKE, HANpUMeEp, 3a CUET BEJCHUS OanaHca (COMOCTaBJICHUS) 3THKETOK,
OYUCTKH JIMHWH, BHYTPUIPOU3BOJCTBEHHOTO KOHTPOJSI CIEIHAIbHO  TOATOTOBICHHBIM
MIEPCOHAJIOM.

25. VYmakoBKa JOJDKHA TapaHTUPOBATh COXPAHHOCTH JIEKAPCTBEHHOTO CPEJICTBA B
TpeOyeMOM COCTOSHUHM TIPH TPAHCIOPTHPOBAHWU M XPAaHEHHH B IMPOMEKYTOYHBIX IMyHKTaX.
Bropuunas ymakoBka A0/bKHA OBITH TaKOM, YTOOBI OBLIO Cpa3y 3aMETHO JIF0OOE HapyIIEHUE €€
[EJIOCTHOCTH TIPU TPAHCTIOPTUPOBAHHH.

MapxkupoBka

26. B tabnmune npuBeAeHB TpeOOBaHMsI, cojaepKamuecs B myHKTax 26 - 30 HacTosIero
[Mpunoxxenus. MapkupoBka J0/DKHA OOecCleuYnMBaTh 3allUTy CyObEKTa HCCIICIOBAHMI,
BO3MOXKHOCTh TPOCJICKHUBAHUS U UIACHTH(GUKAIMK [pernapara U UCIBITAHUS U CIOCOOCTBOBATH
NPaBUILHOMY MPUMEHCHHUIO JICKAPCTBEHHOTO CPENCTBA JJIsl MCCIeNOBaHUi <*>. MapkupoBka
JOJDKHA COJIePIKaTh CIIEAYIOIIYI0 HH(OPMaIHIo, €cii He 000CHOBAHO e OTCYTCTBHE (Harmpumep,
[PY HAJTMYHMA [CHTPATM30BAHHOMN 3JIEKTPOHHOM CUCTEMbI PaHIOMU3HUPOBAHHOTO KOJAUPOBAHHU):

a) HaumeHoBanue (MMs), axpec U TeneOH CIIOHCOPA, KOHTPAKTHOW HCCIIEA0BATEIbCKOM
OpraHM3alii WA HCCIe0BaTeNs, pabOTAIOMIMX 10 KOHTPAKTYy (OCHOBHOM KOHTAKT JUIs
nojiydeHuss MHQGOpMAIMKM O Tpernapare, KIMHUYECKMX HCCICIOBAHUAX M Uil 3KCTPEHHOTO

JICKOIMPOBAHUSA);
b) nmexapctBenHyo (opMmy, crocod BBEICHHS, KOJIMYCCTBO JO3UPOBAHHBIX CAUHUI], U B
Cllydae TPOBEICHUS OTKPBITOTO HWCCICIOBAHMS - HAaMMEHOBaHUE/IH(p JIEKapCTBEHHOTO

CPEIICTBA U €r0 aKTUBHOCTH/3()()EKTHBHOCTB;
C) HOMep cepuu W/ KO JUTS UACHTU(UKAIIMK COACPKMMOTO U OTICPALIMH IO YIAKOBKE;
d) womep (Kom) wWcCiIenOBaHUS, TO3BOJISIONIMN HACHTH(PHUIUPOBATh HCCIIEI0BAHHME,
MEIUIMHCKOE YUPEeKICHHE, UCCIIEA0BATEIS M CIIOHCOPA, €CITH ATO HE YKa3aHO B APYTOM MECTE,
€) uaeHTH(PHUKAIIMOHHBIN HOMep/IeueOHbIi HOMEp CyObeKTa KIMHUYECKOTO HCCIICIOBAHUS
Y TIpY HEOOXOJMMOCTH HOMEP TTOCEIICHHUS;



f) dbammimio u wHUDKANB KccinenoBareNs (€CI HE yKa3aHO B IepeurcieHusx "a' wiu
o)

0) MHCTPYKIMH [0 IMPUMEHEHHIO (MOXET ObITh MPUBEACHA CChUIKA HA JIMCTOK-BKIIAJIBIIII
MO0 JPYrod MOSICHUTEIBHBIA JOKYMEHT, NMpeAHA3HAYCHHBIH i1 CyObheKTa KIMHUYECKOTO
MCCIICIOBAHUS WJIH JIMIIa, KOTOPOE BBOJMT Iperapar);

h) wmammuce "TosbkO I KIMHHYECKHUX  MCCIICAOBAHUU"'  WIM  aHAJOTHYHYIO
(bOopMyIUPOBKY;

1) YCIIOBHSI XpaHEHWUS;

]) CpoK HCMOB30BaHUs C yKa3aHHEM Mecslla U roja TaKuM o0pa3oM, 4ToObl M30eXarhb
0001 HeomnpeaeIeHHOCTH (MOKET ObITh yKa3aHa Jara, 0 KOTOPOi HE0OXOAUMO HCITOJIb30BaTh
mpernapar, CpoK roJHOCTH WJIH JaTa IOBTOPHOTO KOHTPOJIS);

K) Haamuch "XpaHUTh B HEOCTYITHOM JJIsl IeTeil MecTe”, 32 UCKITIOYEHHEM ClTy4aeB, KOT/a
mperapar npeJHa3HaA4YCH IS UCIT0JIb30BAHUS TOJILKO B YCIIOBHSX CTAIlOHAPA.

<*> #91u TpeboBanus ycranosyeHsl cT. 15 Jlupextunsr 2003/94/ECH.

27. Anpec n HOMep TenedOoHa OCHOBHOTO KOHTAKTHOTO JIMIIA JUIs Tiepeaadyd HH(QOpMaIuu
OTHOCHUTEJIHO Ipernapara, KIMHUYECKOTO MCCIENOBAaHUS M CPOYHOIO JIEKOJUPOBAHUS MOTYT
OBbITh HE YKa3aHbl HAa TUKETKE, €CJIU CYOBbEKTY HCCIIEIOBAaHUS IIPEIOCTABIICHBI JIUCTOK-BKJIa IbIILI
WIM KapTO4Ka, HAa KOTOPOM yKa3aHbl 3TU JaHHbIE, a TaKXKe JlaHa MHCTPYKLHUS Jep’KaTh UX MpU
ce0e MOCTOSHHO.

28. JlaHHble TOJDKHBI OBITH TPUBEICHBI Ha O(HUIIMATBHOM s3bIKe (S3BIKAX) CTPAHBI, TIC
OyZeT IPUMEHSTHCS JEKapCTBEHHOE CPEACTBO Ul HccieqoBaHUi. J[aHHbIE, IpUBEIECHHBIE B
nyHkTe 26 nanHoro [TpunoxeHuns, JOKHBI HAXOIUThCS KaK HA TIEPBUYHOM, TaK M HA BTOPUYHOM
yrnakoBKe (IaHHbIC MOTYT ObITh HE YKa3aHbl Ha MIEPBHYHOMN YITAKOBKE B CIIydasX, YKa3aHHBIX B
nyHkTax 29 u 30 Hacrosmiero I[punoxenus). TpeboBaHus K WHPOPMAIMH, TPUBOJUMON Ha
MEPBUYHON M BTOPUYHOW yIaKOBKax, MpuBeaeHbl B Tabnume 13.1. Takke Ha STUKETKaX MOXKET
ObITh IpUBE/IEHA MH(POPMALUS Ha IPYTUX SI3bIKAX.

Tabmuua 13.1

OBILIAS UHO®OPMALMSA O MAPKHUPOBKE (ITYHKTHI 26 - 30)

a) Haumenosanue (mma), anmpec u TesedoH OBumit ciyuan
CIIOHCOPa, MCCJeIOBaTEeJIbCKOM OpIraHM3alUuM WM 19 MNepBUUHOM M HAPYXHOMU
uccyemoBaTessd, paboTaplero N0 KOHTPAKTY ynakoBok (nyHkT 26)

( OCHOBHOV KOHTAKT IJIA MOJIydeHUSA MHOOPpMALMUM O

npernapare, KJIMHMUECKUX MCCIJIEOOBAHUSAX U VubopMaums,
SKCTPEHHOM MNEeKOAUPOBAHUMN) | yKa3aHHas B IYHKTax
b) mexapcreennasa dopma, crnocot BBemeHUS, a <1> - Kk rabauuge

KOJIMUECTBO LOOBMPOBAHHEIX E€IMHMI, M B Cllydae
OTKPBEITOTO MCCJIeAOBaHus HauMeHoBaHue! mmbp
JIEKapCTBEHHOTO CPEenCcTBa M €TI0 aKTUBHOCTB/
20beKTMBHOCTD;

C) uomep cepuu u/ MU KON IJiS UASHTUOMKALIUM
CONEePXMMOTO M Olepaluu 10 YIaKOBKe

d) somep (xom) wuccrenoBaHMA, [103BOJISOUMNA
UOEHTUOMUMPOBATE MCCJeNOBaHue, MEeOULIMHCKOe
yuypexneHue, UCCJeNOBAaTeJNIs M CIOHCOpa, €eCJM BCe
5TO He yKasaHO B OpyI'OM MecTe

€) uAeHTUOMKALUMOHHE HOoMep/ JeuyeGHb HOMEp [lepBrYHAaA yNakKOBKa
CyOBeKTa KIMHMYUECKOI'O MCCJIeNOBaHusA U, IIpU Eciy NepBMUHYI YIaKOBKY U
HeOoOXOOUMOCTM, HOMEP I[OCeleHN S, BTOPUYHYID YNaKOBKY XPaHAT
f) dammnua u uHMuUManE nccienoeatTess (eciu He BmecTe (nyuxr 29) <5>

ykazano B nyHkrax "a" wm "d" Tabmauum) ;
0) uHCTPYyKUUM [0 NpuMeHeHmwo (MoxeT OHTb a <2> b <3> c, d, e




NpuBeIeHa CCBJIKa Ha JMCTOK- BKJIAOL JMOO OpyITon
[NOACHMTEJILHEN HOKYMEHT, [pelHAa3HAYEeHHE OJI4
cyOBeKTa KIIMHUUECKUX MCCIIENOBAHUNM MIIM JIMLa
KOTOpOEe BBOIWT [IpPEenapar)

h) wanmuce " Tonbko Mg KIMHUYECKUX UCIBEITAHMNL"
UM aHaJIOTM4YHas QOpMYyJIMPOBKa

i) ycioBusa XpaHeHUS;

j) CpOK MCHOJIB30BaHMA C yKa3aHUEeM MecsAla U llepBrUHasa yHaKoBKa
roja TakuM obpas30oM, UYTOOB m3bexaThb JIOOM BaucrTeps MM yhnakKOBKU
HeonpenesieHHocTr (MoXeT OHTH yKazaHa nara, M0 MaJIoTo pasmepa
KOTOPOM HEeOOXOOMMO MCIIOJIb30BATH MPEernapar, CPOK (nynxr 30) <5>
TOOHOCTY WM IaTa [NOBTOPHOTO KOHTPOJIA)

K) mammuce " XpaHuUTb B HENOCTYIHOM IJIS HeTel a <2>, b <3> <4>, c,
MecTe", 3a MCKJIOUEeHMEM CJlydaeB, KOoTIa [Ipenapar d, e
IIpegHa3HadYeH IJId MCIIOJIB30BaHMA TOJIBKO B

cTauuoHape

<1> Agpec u HoMep TesyiehpoHA OCHOBHOTO KOHTAKTHOTO JMLA MOJ8 Iepegaun
nHPOpMaLUMM OTHOCUTEJIBHO IpelapaTa, KIMHMYECKOI'O MCCJEeNOBAaHMA M CPOYHOI'O
OeKOIMPOBAaHMA MOXeT OBITh HEe yKasaH Ha BTUKETKEe, E€CIM CYyDBeKTY
VICCJIEOOBAHUM NPelOoCTAaBJIEHEl JIMCTOK- BKJIAIBII MJIM KapTodKa, Ha KOTOPOM
yKaszaHe 3TM IaHHBE, M JaHa MHCTPYKLMS IEepXaTbh UX Npu cebe NoCTOoSHHO ( CM.
nyHkT 27 OaHHOTO IIpUIIoXeHusd) .

<2> Apgpec u HOMep TejiehpoHA OCHOBHOTO KOHTAKTHOTO JiMLAa OJ8 Iepergaun
nHPOpMaLUMM OTHOCUTEJNIBHO IpelapaTa, KIMHMYUECKOI'O MCCJIEeNOBaHULA U
SKCTPEHHOT'O IEKOOMPOBaHMSA Ha DTUKETKE He YKasbBaloT.

<3> Crnocof BBemeHMUSA OOMYCKAETCH HEe YKAa3bBATh TOJBKO IJiS TBEPIBX
JIEKapPCTBEHHEIX QOPM IOJig OpPajIbHOT'O INPMMEHEHMA.

<4> JlonyckaeTcsd He yKa3bBaTh JIEKAPCTBEHHYH (QOPMYy M KOJUUECTBO
OO3MPOBAHHEIX €OVHMII.

<5> Eciy Ha BTOPUUHOM yNaKOBKE CONEPKUTCH MHOOPMAlLMS, NPUBEISHHAS B
nyukTe 26 manHOTO IIPMIIOXEHMA.

29. Ecnu mpenapaT NMOTrOTOBJICH JUTsl CyOBbeKTa UCCIeIOBAHUHA HITH JIMIA, KOTOPOE BBOJIUT
Ipernapar, TO NEPBUYHYI0 M BTOPUYHYIO YIAKOBKH CIEAYET OCTaBISATh BMECTE, M IPU ITOM Ha
BTOPUYHOU YIAaKOBKE JOJDKHBI COAEPIKATHCS JaHHBIC, IPUBEICHHBIC B MyHKTE 26 HACTOSIIETO
[Mpunoxenns. Ha 3TMKeTKe MEepBUYHOM yHakoBKH (MJIH JIFOOOTO YKYIIOPEHHOTO JIO3UPYIOIIETO
YCTPOMCTBA, COJCPIKAIEro MEPBUYHYIO YIIAKOBKY) HEOOXOJMMO yKa3aTh CICIYIOIIYIO
nH(pOpMaLIHIO:

a) HaMeHOoBaHue (MMs1) CIIOHCOPA, UCCIIEI0BATEIbCKOTO YUPEKICHHS WIIA UCCIICI0BATEI,
paboTaronX N0 KOHTPAKTY;

b) nexapcrBennyio ¢Gopmy, crmoco6 BBeaeHHs (MOKHO HE YyKa3blBaTh JUIS TBEPIBIX
JICKapCTBEHHBIX (OPM JUIS OPATBHOTO MPUMEHEHHs), KOJHUYECTBO JO3MPOBAHHBIX SIUHHMII, U B
cliydae TPOBEACHUS OTKPBITOTO HCCIICAOBAHUS, HAMMEHOBaHUE/MIUPp JEKAPCTBEHHOTO
CPEICTBa, a TAK)KE aKTHBHOCTH/3()(HEKTHBHOCTS;

C) HOMep cepuu W/ KOJ, MO3BOJISAIOIINE HICHTH(PUIIUPOBATH CONEPKUMOE U ONEPAIUH
10 YIaKOBKE;

d) momep (Kom) wWcCiIeqOBaHUS, TO3BOJISIONIMN HACHTH(PHUIUPOBATh HCCIICIOBAHHME,
MEJUIIMHCKOE YUpEKJIEHHE, UCCIIEe0BaTeNsl U CIIOHCOPA, €CIM BCE ATO HE YKa3aHO B JPYyrom
MecCTe;

€) uaeHTH(PHUKAIIMOHHBIN HOMep/TeueOHbIi HOMEp CyOBbeKTa KIIMHUYECKOTO HCCIICIOBAHUS
1, Ipy He0OXOJUMOCTH, HOMEP €ro MOCEIIECHUS.

30. Ecnu mepBHYHON YIMAaKOBKOW sBIsiETCS OJHMCTEp WM OHAa WMEET Majblid pasmep,
HaIpUMep aMIyJbl, Hd KOTOPBIX HE MOTYT OBITh pa3MeIleHbl JaHHbIC, TPUBEICHHBIC B ITYHKTE
26 nacrosimero Ilpunokenusi, 10JbKHA OBITH IPEAYCMOTPEHA BTOPUYHAS YITAKOBKA C 3TUKETKOM,
coziepskauieil 3ty AanHble. OJTHAKO Ha IEPBUYHOMN YIAKOBKE JOJIKHBI OBbITh YKa3aHBbI:



a) HaMeHOoBaHue (MMs1) CIIOHCOPA, UCCIIE0BATEIbCKOTO YUPEKICHHS WIIA UCCIICI0BATEI,
paboTaroMX N0 KOHTPAKTY;

b) croco6 BBemeHus (MOXHO He yKa3bIBaTh Uil TBEPIBIX JIEKAPCTBEHHBIX (OPM st
OpaJIbHOTO ~ MPHUMEHEHHWs), W B  CJIydac TPOBEIACHUS  OTKPBITBIX  HCCIICOBAHUH,
HanMeHOoBaHHe/ P JEKapCTBEHHOTO CPEJICTBA, a TAK)KE aKTUBHOCTH/ A3 (PEKTUBHOCTD;

C) HOMep cepuu /WK KOJ, MO3BOJISIOIINE HICHTH(PUIIUPOBATH CONEPKUMOE U ONEPAIUH
0 YIIaKOBKE;

d) momep (Koa) wWcCiIeqOBaHUS, TO3BOJISIONIMN HACHTH(PHUIUPOBATh HCCIICIOBAHHUE,
MEJUIIMHCKOE YUpEKIEHHUE, UCCIIeI0BaTeNsl U CIIOHCOPA, €CIM BCE ATO HE YKa3aHO B JIPYrom
MeCTe;

€) uaeHTU(UKAIMOHHBIA HOMep/IeueOHbIi HOMEp CyObeKTa KIMHUYECKOTO UCIIBITAaHHS H,
IpH HEOOXOIMMOCTH, HOMEP €T0 MOCEIICHHUSI.

31. lns mosicHeHUs YKa3aHHOU BhIlIe WH(OPMAIMA MOTYT OBITh MCITOJIb30BAaHBI CHMBOJIBI
WIA TUKTOTpaMMbL.  MoxeT OBITh  TpEACTaBlieHa  JIOTIOJIHUTENbHas  wH(opMarus,
NPE0CTEPEIKCHUE U/UITH MHCTPYKIMH IO OOPAICHHIO C IPENapaToM.

32. B HeKoTOpHIX ciydasx <*> Tpu TPOBEACHUM KIMHHUYECKUX WCCICIOBAHUNA Ha
NEPBUYHON YIAKOBKE JOMOJHUTEIBHO IOJDKHBI OBITh MPHUBEICHBI CIEAYIOIIUE HaHHbIe (Tak,
4TOOBI OHU HE 3aKPHIBAJIH MIEPBOHAYAIBHYIO 3THKETKY):

| - HaumeHoBaHue (MMsI) CIIOHCOPA, UCCIIC0BATEIBCKOTO YUPEKICHHUS HITH HCCIICIOBATEIS,
C KOTOPBIM 3aKJIFOUY€H KOHTPAKT;

Il - HOMep (KO&m) wHCClieOBaHUS, MMO3BOJISIIOIIMIA HACHTH(GUIUPOBAT MEIUIIMHCKOE
YUpEKJIEHUE, UCCIIe0BaTeNsl U CyObeKTa UCCIIEJOBAaHUM.

<*> #9tm cnyuam ykasadel B crathe 14 JlupextuBor 200L/20/EC u oTHOCATCS K
CUTYaIUsIM, KOTJIa:

- HET HEOOXOJMMOCTH B Pa3/IeIbHBIX MPOIECCax MPOU3BOCTBA HITH YIIAaKOBKH;

- MpPU WCCICAOBAHUM HCIIONB3YIOTCS JIGKAPCTBEHHBIC CPEACTBA, 3apETHCTPUPOBAHHBIC,
MIPOM3BEICHHBIC HITH KMIIOPTHPOBAHHBIC B COOTBETCTBUU C JICHCTBYIONIUM 3aKOHOAATEIBCTBOM;

- B HCCJICIOBAHUSAX NMPHHUMAIOT YYaCTHE MAIUEHTHI C TEMH 3a00JICBAHUSIMH, KOTOPHIC
COOTBETCTBYIOT TOKa3aHUSIM K TPUMCHEHHWIO, YKa3aHHBIM B HHCTPYKIMU I10 TPUMEHEHHUIO,
YTBEP)KICHHOW TP PETHCTPAIMH JICKAPCTBCHHOTO Cpe/ICTBat.

33. Ecr Heo0X0AMMO M3MEHHTH JaTy UCIOJIB30BAHUS JICKAPCTBEHHOTO CPE/ICTBA, CIEAYET
HAHECTH Ha YIIaKOBKY JIOTIOJIHUTENIbHYIO 3TUKETKY. Ha ononHuTenbHON STUKETKE JODKHA OBITh
yKa3aHa HOBas Jara, 10 KOTOPOM CIeAyeT MCIIOJIb30BaTh IPenapar, a TAKXKe NOBTOPHO yKa3aH
HOMEp CcepuH. JIONOJHUTENPHYI0 JTHKETKY MOXHO HAaKJIEUBaTh II0BEPX CTApOM JaThl
WCIIOJBb30BAHMS, HO OHA HE JOJDKHA 3aKpbIBaTh HCXOJHBIM HOMEP CEpHM, YTO CBS3aHO C
KOHTPOJIEM KadecTBa. DTy OIEpalMi0 MOXHO OCYIIECTBJIATH Ha MPOU3BOJICTBEHHOM Y4YacTKe,
KOTOpbI HMeeT Ha 3To mnpaBo. llpu HEOOXOIMMOCTH 3TO MOXKET OCYIIECTBISATHCS B
HCCIIEIOBATENIbCKOM YUpEXACHUU (apMalleBTOM, MPOBOIALUIUM KIMHUYECKUE UCIIBITaHUS, JIUOO
o ero HaOJIIOACHHEM, a TaKKe JPYrUM MEIUIIMHCKUM paObOTHUKOM B COOTBETCTBUU C
TpeOOBaHUAMHU JEHCTBYIOLIETO 3aKOHOJATeNbCTBA. ECiM 3TO HEBO3MOXKHO, ONEPALMI0 MOXKET
OCYILECTBIIATh JIMIO0, KOTOPOE MPOIJIO COOTBETCTBYIOUIee oOyueHue. Ormepaiuio ciaeayer
OCYIIECTBIISATH coryiacHO npuHImaM GMP B cooTBeTCTBHH €O CIIENMATBHBIMU M CTAHIAPTHBIMU
METOJMKaMH U, MPU HEOOXOJMMOCTH, MO KOHTPAKTy; OIEpalMI0 JOJKHO KOHTPOJIMPOBATH
BTOpOo€  JUIO. JIOMOJIHUTENIbHOE 3TUKETUPOBAHHWE  CIIEAyeT  TIIATENbHBIM  00pa3oM
JOKYMEHTUPOBATh KaK B JOKYMEHTaX KIMHUYECKUX UCCIIEIOBAHMI, TAK U B IPOTOKOJIAX CEPUMU.

Kontpons kauectBa



34. TlockonbpKy TpoIecchl MOTYT OBITh HECTAaHAAPTHBIMH WM HE B IOJHOHW Mepe
aTTECTOBAHHBIMM, BO3PACTAaeT 3HAYEHHE HCIBITAaHUN Uid OOecreueHusi rapaHTuud TOTO, 4TO
KaXKJasi cepusi IPOIYKLHUH COOTBETCTBYET CHEU(pUKALIUY Ha HEe.

35. Kontponp kadecTBa HEOOXOAWMO OCYHIECTBISATH B COOTBETCTBHH C JIOChE Ha
JEKapCTBEHHOE CPEACTBO M  COINIaCHO MH(OpManuM, MpeJOCTaBICHHOW CIIOHCOPOM
KOMIIETEHTHOMY OpraHy IpU 3alpoce pa3pelieHus: Ha MPOBEICHNE KIIMHUYECKUX UCCIeI0BaHUI
<*>.(Cnenyer NpoBOJIUTH NIPOBEPKY (P (HEKTUBHOCTU KOJUPOBAHUS U PE3YNbTATHI €€ 0(hOPMIIATH
JOKYMEHTAJIbHO.

<*> #J1u TpeboBanus ycranosyeHsl B ¢T. 9(2) dupextunsr 2001/20/ECH.

36. HeoOxoamMo XpaHHUTh OOpa3mbl KaKIOH CEpUH JICKAPCTBEHHOTO CPEJICTBA UL
HCCH@HOB&HHﬁ, B TOM YHCJIC KOAUPOBAHHOI'O IIpf€rapara, Ha MPOTSHKECHUMW HC MCHCC IIATH JICT
1ocjie  3aBEepIICHHS WM  O(UIMANbHOTO  TNPEKpAleHHs IIOCIEIHETO  KIMHHUYECKOTO
UCCIIEIOBaHUS, PU MPOBEACHUN KOTOPOTo ObliIa UCIIOJIb30BaHa 3Ta cepus <**>.

<**> #B EC a1u TpeboBanust yctanosieHbl B ¢T. 9 Jlupexrussl 2003/94/ECH.

37. Crnemyer ynenuTh BHHMAaHHWE XPAaHECHHUIO OOpa3IOB Ui  KaKIOTO IUKIA
YHaKOBKI/I/HCpI/IOHa HCIIBITaHUA O0 TEX IIOP, IIOKAa HE 6YJICT COCTABJICH OTYCT O KIIMHUYCCKUX
HUCCIICA0OBAHUAX, 4TOOBI 00ECIIEYNTH BO3MOKHOCTD MOATBCPKACHUA MACHTUYHOCTU IIpCIiapara
IIPH PACCIICIOBAaHKH B CITydae MPOTHBOPEUYHUBHIX PE3YJIbTATOB MCCIICI0OBAHU.

Beiaua paspenieHuns Ha BBIITYCK CEpUi

38. He nomyckaercs Bblaya paspelieHHs HA BBIMYCK JIGKAPCTBEHHBIX CPEICTB VIS
uccienoBanuit (cM. myHKT 43 Hacrosiero [IpuaoxeHus) 10 TeX Mop, MoKa yHOJTHOMOYEHHOE
JMI0 HE YJAOCTOBEPUT BBIMOJHECHUE YCTAHOBJICHHBIX TPeOOBaHHMI W TPeOOBAaHUI JaHHOTO
[Mpunoxenus <***> (cm. nynkr 39 Hacrosimero I[IpwiokeHus). YHOJTHOMOYEHHOE JIUIIO
JIOJDKHO YYUTBIBAaTh (haKTOpkI, MpuBeneHHbIC B myHKTe 40 HacTosiero [Ipunoxenus.

<***> #B EC TpeOoBaHus K Bblaye pa3pellieHHs Ha BBIMYCK JIEKAPCTBEHHBIX CPEJCTB,
NpeJHAa3HAYCHHBIX Ul WCCIICAOBAHWHM, YIIOJHOMOYEHHBIM JIMIIOM H3JIOKEHBI B crathe 13.3

JHupexrussl 2001/20/ECH.

39. Ha BbINONHEHHE YIIOJHOMOYECHHBIM JIMIIOM CBOMX OOS3aHHOCTEH B OTHOIICHUH
JIEKapCTBEHHBIX CPEJICTB VIS UCCIIEI0BAaHUMN BIMSIOT pa3Hble (PaKTOPHI.

B GousbimHCTBE CiiydaeB HEOOX0AMMO YUUTHIBATh ciieayromiee (Tadmuma 13.2):

a) mnpemapar mnpousBeneH B Poccuiickoit denepanuu, HO HE 3aperuCTPUPOBAaH B
Poccuiickoit ®enepanuun: HeoOXOOUMO yKa3aTh, 4YTO JIEKAPCTBEHHBIE CpelICcTBA s
WCCIIC/IOBAaHUI TIPOM3BENEHHl W TPOBEPEHBI B COOTBETCTBHH ¢ Tpeboanusmu GMP,
U3JI0’KEHHBIMHU B HACTOSIIIEM CTAaHJApTe, JI0ChEe Ha JIEKapCTBEHHOE CPEJICTBO M MH(OpMaIMei,
MIPEIOCTABICHHON CIIOHCOPOM KOMIIETEHTHOMY OpraHy I[pd 3alpoce pa3peuieHus Ha
MIPOBEJIEHUE KIMHUYECKUX HCCIeI0BaHUN <*4>;

b) npemapar waxomuTcss Ha peiHKe Poccumiickoit  ®deneparuu, MOCTaBIACTCS
MIPOM3BOJIUTENIEM WIH JUCTPUOBIOTOPOM, KOTOPBIH MMEET Ha TO MPaBO, U 3apETUCTPUPOBAH B
Poccuiickoit denepanuy HE3aBUCUMO OT TOTO, TJie MPOU3BOAUTCA MpenapaT. Ero o6si3anHOCTH
yKa3aHbl BbIIIE, HO 00bEM IPEICTABICHHBIX TAHHBIX MOXET ObITh OTPAaHUYEH MOATBEPKICHUEM
TOrO, YTO MpenapaThl COOTBETCTBYIOT YBEIOMIICHHIO/3aIIPOCY Ha pa3pellieHHe IPOBEICHUS
KIIMHAYECKUX HCCICIOBAaHUM M JII000M mocneayromed oOpabOTKH € IETbl0 KOIUPOBAHMS,
CHEIHaIbHOM YIAaKOBKM WJIM MapKHUPOBKHU JUIsl 3TOro HccienoBaHus. /locbe Ha JieKapCTBEHHOE
CPEIICTBO TaK)KE MOXKET ObITh OrpaHHMYCHHBIM 110 00beMy (cM. myHKT 9 nanHoro [Ipunoxenusi);



C) mpemapar BBE3CH M3 JPYrodl CTpaHbl: HEOOXOIMMO YKa3aTh, YTO OH IPOU3BEICH H
NpOBEpeH B COOTBETCTBMHM C TpeboBanusmu GMP (kak MHHHMYM, SKBHUBAJICHTHBIMHU
U3JI0KCHHBIM B HACTOSIIEM CTaHJapTe), J0Che Ha JICKAPCTBEHHOE CPEACTBO W MHpopMaIuei,
IIPEJOCTaBICHHOW CIIOHCOPOM KOMIIETEHTHOMY OpraHy IIpH 3alpoce paspelleHHus Ha
IIPOBEICHUE KIMHUYECKOIO HccienoBaHus <*5>. Ecim JiekapcTBEHHbIE CpeAcTBa Ui
UCCJIEIOBAaHUI BBE3€HBI U3 APYrol CTpaHbl U SBJSIOTCS OOBEKTOM COIJIALICHUS, MPHUHSITOIO
Mexay Poccuiickoin @epepanueid W 3TOM CTPAHOW, HAIpUMEpP TAKUM, KAaK COTJIAIEHUE O
B3aMMHOM [pU3HAHUM, JI000€ IMO0J00HOE COIIalleHHe MpeaycMaTpuBaeT IPUMEHEHUE
SKBUBAJICHTHBIX cTaHmaproB GMP B oTHomeHum »sTtoro mpenapara. llpu oTcyrcrBum
COrJalllEeHUsi O B3aWMHOM NPHU3HAHUM YIOJHOMOYEHHOE JIMII0 Ha OCHOBE HMH(OpPMAIMHU O
CUCTEME KauecTBa IPOU3BOJUTENS JIOJDKHO YCTAaHOBHUTH, YTO IMPUMEHSIOTCS SKBHUBAJICHTHbBIE
crangaptel GMP. Oty nHbopMaiuio, Kak MpaBuiIo, MOJYyYalOT IIyTeM yJ9acTHs B ayIUTe CHCTEM
KadyecTBa Mpou3BoauTenei. 11 B mepBoM, U BO BTOPOM CiIydae YIOJIHOMOUYEHHOE JIMLO MOXKET
BBIIIOJIHUTh OLIEHKY COOTBETCTBMSI HAa OCHOBAHUU JOKYMEHTAllMH, IPEJOCTaBIECHHON
MPOM3BOMTENIEM U3 APYroit ctpanbl (cM. myHKT 40 nannoro [Tpuinoxenus);

d) IIpu BBO3E HpemapaTtoB CpaBHEHHUS, KOTJa HEBO3MOYKHO MOJIYYHTh TapaHTHIO TOTO, YTO
KaXK7asi cepusi MPOyKIMK Oblila MPOU3BEAECHA B COOTBETCTBUH C SKBUBAJICHTHBIMH CTaHJapTaMu
GMP, ynoiaHOMOYEHHOE JIMIO JOJDKHO YKa3aTh, YTO KaKJas MPOU3BEICHHAS CEpHs IPOIILIa BCe
HE0O0X0IMMbI€ BUJIbI KOHTPOJISI M UCTIBITAHUM, HEOOXOAUMBbIE JJIs1 TOATBEPKICHUS €€ KauecTBa, B
COOTBETCTBUHU C HH(pOpMaIueil, NpeaoCcTaBICHHON CIHOHCOPOM KOMIETEHTHOMY OpraHy IpH
3arpoce pa3peleHus Ha MPoBeAeHNE KIMHUYECKUX UCCIEI0BaHUN <*>.

<*> #Cwm. cratbio 13.3, nepeuncienne "C" Jupexrunsr 2001/20/EC.
<*4> Cwm. cratbio 13.3, nepeuncienne "a" Jupexrunsr 2001/20/EC.
<*5> Cwm. crateio 13.3, nepeuncienne "b" JIupexrussr 2001/20/ECH.

Tabmuua 13.2

NHOOPMALIMA O BBIJAYE PASPEHIEHNA HA BBIITYCK CEPHH
JIEKAPCTBEHHOI'O CPEJCTBA 1J1A NUCCJIIEJOBAHUU

YuureBaeMele GaxTopH <3> [lpenapatT, MMeOUMNCH VMIIOPpTUPYEMEDT NpernapaT
Ha PBIHKE

[Ipenapar, |lIpenapar, |llpn [Ipn [IpenapaT
npomMsBe- |INpoM3Be- |OTCYT- |Hanuumuu|CpaBHEHNHA,
OESHHEIM B |IOEeHHEM B |[CTBMM |JIMLEH- |KOIIa He MOXeT
P® Ges P® mpu JIMLIEH- | 31K OBITE IOJIyUeHa
JIMLEH3UM |HaJINnudnm 31N OOKYMEHTAalMA,
JINLEH3UN IOOTBEPXIako-

mas, YTO OH
IpOM3BEeIEeH B
COOTBETCTBUM C
YCTaHOBJIEHHEIMM
TpeOOBaHUAMMN

o IpOoBeleHMS KJIMHUYECKUX
MCCJIe DOBAHUN

a) YCJIOBMSA TPAHCHOPTUMPOBAHUA U Ia
XpPaHeHUd

b) ®axropm <1>, nonreepxnanmme,
UTO Kaxmasd Cepus NpOoM3BeneHa U
paspelmeHa OJis BHIIyCKa B
COOTBETCTBUM C yCTAHOBJIEHHEIMMA
TpeBOoBaHUAMM Ia <2>
nnm npasunavn GVP - Ia




Cc) IoxkyMeHTaUuA, Ila
CBUIETEJNIbLCTBYWIAs, YTO KaxInas
cepus Obla paspelieHa IJis BHILyCKa
B coorBeTcTBuM C TpeboBaHusaMy GVP

d) IoxymMeHTauusa, MNOATBEPXIAKNIAS Ia
COOTBETCTBME [penapara yCTaHOB-
JIEHHBEIM TPEBOBAHMAM K PEeTrMUCTPaLMu
U BHIAUYE paspelleHus Ha BHILYCK

€) PesynbTaThH BCEeX NPOBEPOK U
VICIIBITaHMM, OCYIEeCTBJIIEMEIX IJIsd
OLIEHKM KadeCTBa BBE3EHHOM Cepun,

B COOTBETCTBMM C TPeOOBaHUAMH, - Ia -
YCTaHOBJIEHHEIMI I[IPM PerucTpaluly,

M OOCbe Ha JIeKapCTBEHHOEe Ja - Ja
CPencTBO.

Ecim 5Ty ODpOBEPKM M MCIBTaHMA Ia Ia Ia

IpoBeIeHH BHe PocCcuMCKOM
demepaunnu, cremyeT NPeOCTaBUTh
HeoOXOoIOMMble HOKYMEHTH], a
YIOJIHOMOYEHHOe JIMLO HOJIKXHO
yKaszaTb, UYTO OHM OBUIM MPOBEIEHHl B
coorBercTBMM C TpeGoBaHmamu GWP
KaK MUHMMYM, 3SKBMBaJIEHTHEIMU
HacToAmeMy CTaHOapTy

[Iocye NpoBeHOeHUS KIMHUUECKUX
MCCJIe DOBAHUN

f) B nmomosnHeHme k oueHKe,
OCyleCTBJIAeMOM Iepen NpoBeIdeHMeM
KJIMHUYECKUX UCCIeNOBaHMi, BCe
IOIOJIHNTEJIbHEIE baKTOopH <13,
NoATBEepXOapmye, 4YTO KaxIasd cepus
Orsla KOOMpPOBaHa, yMakKoBaHa B
CrneuMajlbHyln yNaKOBKY IJIS MCCJeno-
BaHMA, MapKMpOBaHa M MUCIETaHa B
COOTBETCTBMU C YCTaHOBJIEHHBIMU

TpeBOoOBaHUAMM Ia <2>
umm npaBuiaMmy GWP, kak MUHMMYM, - Ia
SKBMBAJIEHTHBIMM HaCTOAMEMY

CTaHmapTy

<1> 21u daxTopm npmeeneHtl B nyHkTe 40 HacToamero NpPMUIIOXEHMA.

<2> Ecau mMMeeTCsd COIJialleHMe O B3aMMHOM MNPU3HAHUM MJIM OPYyTOe COTJIalleHME U
NPUMMEHAKTCS SKBMBajieHTHee HopMel GVP

<3> JloTxHBEl OBITH YUTEHH YIOJHOMOUEHHEM JIMIIOM, KOTOPOE OLEHMBAET COOTBETCTBUE
cepumM Iepen BHOauel paspelleHMs Ha BBITYCK.

40. Tlpu oueHKe KaXIOW Cepud TPOAYKIMH TEpe]] BbIAaueil pa3pelieHHuss Ha BBIITYCK
CJIEyeT PacCMaTpUBAaTh.

- IPOTOKOJBI CEPUH, B TOM YHCIE NPOTOKOJBI KOHTPOJS KadecTBa, IPOTOKOJIBI
BHYTPHUIIPOU3BOJACTBEHHOTO KOHTPOJISI U TOKYMEHTALUIO, CBUIETEIBCTBYIOLIYI0 O COOTBETCTBUH
JIOChE Ha JIEKAPCTBEHHOE CPEACTBO 3aKa3zy M KOJAY PaHIOMH3ALMH. B 3TH MPOTOKOJIBI JOJIKHBI
ObITh BHECEHBI BCE OTKJIOHEHHS WJIM BHECEHHbIE B IJIAHOBOM IOPS/IKE M3MEHEHUs, a TaKkKe
J00bIE JOTMOJHUTEbHBIE IPOBEPKU WM UCHBITaHUS. [IpOTOKOJIBI JOKHBI OBITH MOJHBIMH U
COTJIACOBAHHBIMU C IEPCOHAJIOM, YIOJIHOMOYEHHBIM Ha 3TO B COOTBETCTBUM C CHCTEMOM
Ka4ecTBa,

- YCJIOBUS ITIPOU3BOJICTBA,;

- TaHHbIe 00 arTecTanyu (MCIBITAHUSIX) TEXHHUSCKUX CPEICTB, MPOIECCOB U METOJIOB;

- IIPOBEPKY OKOHYATEIbHON YIIAKOBKH,

- pe3ynbTaThl JIIOOBIX aHAIM30B WM HCIBITAHHUM, IPOBEAEHHBIX MOCIIE UMIOPTUPOBAHUS,
€CJIM HEOOXOIUMO;



- OTYETHI O CTAOMIILHOCTH,

- JaHHBIE O MOCTABIIMKE U MPOBEPKE YCIOBUIN XPAHEHUSI U TPAHCIIOPTUPOBAHUS;

- OTYETHI 00 ayAUTaX CUCTEMbI Ka4eCTBA MMPOU3BOIUTENS;

- JIOKYMEHTBbI, IOJITBEP>KIAIOLIUE TIPABO MIPOU3BOIUTENIS HA IPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB JUIsl WCCIIENOBAaHUM, WM COOTBETCTBYIOIIME JOKYMEHTBHl Ha SKCIOPT, BbIJAHHBIC
KOMIIETEHTHBIMU OpraHaMHU CTPAHbI-3KCIIOPTEPA,;

- Ipu HEOoOXOJUMOCTH HOPMAaTUBHBIE TPEOOBAaHUS B PETUCTPALMOHHONW JOKYMEHTAIUU
(mumensun) mo mpuMeHeHHMIO craHaaproB GMP u mio0bie oduinanbHble MOATBEPXKICHUSL
BEITIOJTHEHUS TpeboBannii GMP;

- Bce JApyrue (axTophl, KOTOpbIE YIMOJIHOMOYEHHOE JMIIO CYUTAET 3HAUYUMBIMHU JJIs
KayecTBa CEpUH.

3HaueHue BBIIICTPUBEICHHBIX (AKTOPOB 3aBUCUT OT CTpPaHbl, B KOTOPOW MPOU3BOMST
npernapar, MpeANpHUITUSI-IPOU3BOAUTENS, CTaTyca Mpernapata Ha pbIHKE (SBISETCS JH OH
3aperuCTPUPOBAHHBIM, 3aPETUCTPUPOBAH JM OH B PD wiu B APYrux cTpaHax), a Takke oT pas3bl
pa3paboTKHu.

CrioHCOp JOJKEH YOeOuThCsi B TOM, 4YTO Bce (DaKTOphl, MPHUHITHIE BO BHUMaHHUE
YIOJHOMOYEHHBIM JIMIIOM, BBINOJIHSIOIIUM OLEHKY CEepUH, COOTBETCTBYIOT HH(OpMaIm,
MPEIOCTABICHHON KOMIIETEHTHOMY OpraHy IIpd 3alpoce paspelieHus Ha IPOBEACHUE
KJIMHUYECKUX MCCIIeIoBaHui (CM. Taroke MyHKT 44 nannoro [TpuinoxeHus).

41. Ecnu nekapCcTBEHHbIE CPEACTBA Ul MCCIEIOBAHUN NPOU3BOIAT U YIAKOBBIBAIOT Ha
pa3HbIX y4YacTKaxX, 3a KOTOpbIe HECYT OTBETCTBEHHOCTb pa3HbI€ YIOJIHOMOYEHHBIE JIUIIA,
HE00X0IMMO BBITIOJHATH TpeboBanust [Ipunoxenns 16 k HacTosIEMy CTaHAAPTY.

42. Ecnam coriacHO JEHWCTBYIONIEMY 3aKOHOJATENbCTBY YIAKOBKA M MapKHpPOBKa
OCYILIECTBJISIETCSI B HUCCIIEJJOBATEIbCKOM  YUpEeXJIEHUU  (papManeBTOM, IPOBOJMBIIUM
KIIMHUYECKHE HCCIIE0BAHMUS, 10/l €r0 HAOMI0IeHUEM, MO0 APYrUM MEAULIMHCKUM PaOOTHUKOM,
TO KOHTPOJIb 3TOM JESITENbHOCTH HE BXOAUT B O0S3aHHOCTH YHOJIHOMOYEHHOro Jyinua. OaHako
CIIOHCOP HECET OTBETCTBEHHOCThH 3a JIOKYMEHTaJbHOE 0(OpMIIEHHE pabOThI U BBIIOJIHEHUE €€ B
cooTBeTcTBUH ¢ TpeboBanusiMu GMP I1o aTomMy BoTipocy OH TOJDKEH MOTYYUTh HHPOPMAIIHIO OT
YIOJHOMOYEHHOT'O JIMIIA.

TpancnoptupoBanue

43. TpaHCcOpTHpOBaHHE TMPETapaToB Ui HWCCIEAOBAaHUI CIIEAYEeT OCYIIECTBISATH B
COOTBETCTBUHU C MHCTPYKIMSIMH, IPEIOCTABIICHHBIMU B PACHIOPSHKEHUE CIIOHCOPOM WJIH JIUIIOM,
JEUCTBYIOIIUM OT €r0 UMEHH.

44, JlekapCTBEHHBIC CpPEICTBA I WCCICIOBAHUU CIIEAyeT XPaHUTh IO0Jl KOHTPOJEM
CIIOHCOpA JI0 3aBEpIICHHUs JBYX 3TAIllOB IMPOIEAYPHl BBIAAYM PA3pEIICHUS HA BBIMTYCK. OLICHKU
COOTBETCTBHS YIIOJTHOMOUYEHHBIM JIUIIOM M BBIJJAYM PA3pEIICHUs] Ha BBIMTYCK MOCIE COOMIOACHUS
TpeOOBaHUHN JCHCTBYIOIIETO 3aKOHOIATEIBCTBA <**>,

<**> #B EC srot nopsiaok peryaupyercs upexkrusoit 2001/20/EC (ctaths 9)#.

45. Jlo NOCTaBKH JIEKapCTBEHHBIX CPEACTB JUIsl MCCIEJAOBAHUNA K MECTy IpPOBEIEHUS
UCCIIEIOBAaHUH JOJKHBI ObITh 3aKIIIOYEHBI COTJIAIIECHUS 10 JAEKOJMPOBAHUIO YIOJIHOMOUYEHHBIM
Ha TO MEPCOHAJIOM.

46. CnemyeT XpaHUTh MOAPOOHBIN TMEPEYCHb OTIPY)KEHHOU MPOMYKIHH, COCTaBICHHBIN
MIPOU3BOIUTENEM WM uMnoprepoM. OcoOoe BHUMaHHE CIEAYeT YAEISATh TOUHOCTH yKa3aHUs
HaMMEHOBAHMsI U aJipeca MoIydaTes.

47. Ilepenauy JIeKapCTBEHHBIX CPEJCTB Ul UCCIEIOBAHUN U3 OJHOTO MECTa MPOBEACHUS
UCCIIEIOBAaHUM Ha JIPYroe clieyeT MPOBOJUTH TOJIBKO B MCKIIIOUUTENbHBIX ciiydasx. [lopsaok
nepefaud  JIOJDKEH ObIThb  YCTaHOBJIEH HHCTpyKuued. CrneayeT 1IpOBEpUTh HCTOPHUIO
JIEKapCTBEHHOI'O CPEJICTBA 3a TOT MEPUOJI, KOTAa OH HaXOJIWJICA BHE KOHTPOJII IIPOU3BOIUTEN,



HaIpuMep, ¢ MOMOIIBI0 OTYETOB O KJIMHUYECKHUX MCCIEIOBAHUSAX UM JOKYMEHTOB 00 YCIOBHSIX
XpaHEHHsI Ha MPEIbIAYIIEM MECTe IPOBEACHMS HCCIeNOBaHMNM. Takas mpoBepKa JIOJKHA
YUUTBHIBAThCSl MPU OLIEHKE CTAOMJIBHOCTU NPOAYKLMH, MpeAHa3HaueHHOH i nepenaun. K
y4acTUIO B MPOBEPKE HEOOXOIUMO IMpPHUBIEKaTh yINOJHOMOYeHHoe jaulo. [Ipu HeoOxomumocTu
nmpenapar CcieAyeT BEpHYTh IPOW3BOJMUTENI0 WM JPYrOMYy HMEKOLIEMY Ha TO IIPABO
MIPOU3BOIUTENIO Il NOBTOPHOM MapKUPOBKH M JUISI €T0 OLEHKH YIOJHOMOYEHHBIM JIUIIOM.
Crnenyet XpaHUTbh MPOTOKOJIBI U 00ECIIEUNBATH MOJIHOE OTCICKUBAHNE MTOJOOHBIX Mepeiay.

Pexnmamanun

48. Pe3ynbTaThl JIOO0OTO pacciieIOBaHUs, CBSA3aHHOTO C Ka4eCTBOM IIperapara, JOJDKHBI
OBITH PaCCMOTPCHBI IMPOU3BOAUTCICM WM HMIIOPTEPOM H CIIOHCOPOM. B »tom JOJI’)KHBI
y4acTBOBATh YIIOJHOMOYECHHOE JIMIIO W JIMIA, OTBETCTBEHHBIC 3a TPOBEACHHE KIMHUYCCKUX
UCCIIeI0OBaHUM, 4TOObI OLIEHUTh BO3MOXKHOE BIIMSHME Ha UCIBITaHMS, pa3pabOTKy Mpernapara u
CyOBEKTOB MCCIICIOBAHU.

OT3bIBBI U BO3BpATHI
OT3bIBBI

49. Tlopsmok Bo3BpaTa JIEKapCTBEHHBIX CPEICTB Ui HCCICIOBAaHMA M €ro
JTOKYMEHTAIBHOTO  O(GOPMIIEHHS JOJDKEH OBITh  COTJIACOBAaH MEXKAY CIIOHCOPOM U
MIPOU3BOIUTEIIEM WM UMIOPTEpoM. MccienoBarens M Qpyrue JHia JODKHBI TOHUMAaTh CBOH
00513aHHOCTH TIPH BHITIOJTHEHUH BO3BpATA.

50. CrioHcOp OJDKEH yOeAWThCS B HAJMYWHU y MOCTABIIMKA Iperapara CpaBHEHUS HITH
IPYruX JIEKapCTB, WCIOJB3YEMbIX B KIMHUYECKAX HCCIEIOBAHMIX, a TAaKXKE CHUCTEMBI JUIS
M3BEIICHNS CIIOHCOPA 0 HEOOXOIMMOCTH OT3bIBa JIO0O0I cepuu mpemnapara.

Bo3sspartsl

51. JlexkapCTBEHHBIE CPEJCTBA Ul UCCIEAOBAHUH CleyeT BO3BpAlaTh B COOTBETCTBUU C
TpeOOBaHUAMU CIIOHCOPA U UHCTPYKIIHEH.

52. Bo3BpaieHHbIe JIEKAPCTBEHHBIC CPEACTBA ISl WCCIICIOBAHUN JIOJKHBI OBITH YETKO
o0o3HaveHbl. X ciieryeT XpaHUTh B CIIELIMAJIbHO OTBEIEHHOM KOHTpoMpyeMoil 30He. Cnenyet
COXpPaHATh JOKYMCHTAHNIO Ha BO3BPAIICHHBIC JICKAPCTBCHHBIC CPCACTBA.

YHUUYTOXEHUE

53. CnoHcop HeceT OTBETCTBEHHOCTh 3a YHHUYTOKCHHE HEHUCIIOJIb30BAHHBIX H/HIIH
BO3BpPAIICHHBIX JICKAPCTBCHHBIX CPCACTB JIA I/ICCJ'IGI[OB&HI/If/i. He AOITYCKACTCA YHHUUYTOXKCHHC
JICKAPCTBCHHBIX CPEACTB JIsI KIIMHUYCCKUX I/ICCJ'IGZ[OB&HI/If/i oe3 MOJIy4YCHUA paspClICHUA OT
CIIOHCODA.

54. Jlnst kaXa0ro MecTa MPOBEICHHS HMCCIEIOBAaHUN M KaXKIOTo MEepHoJia UCCIe0BaHUM
CIIOHCOP WJIM JIMIO, JIEHCTBYIOLIEE OT €ro MMEHH, JOJDKEH COCTaBIISTh OajaHC U IMPOBEPSTh
KOJIMYECTBO Mpernapara, KOTOPO€ IMOCTABJIEHO, WCIOJIb30BAHO M BO3BPALIEHO. YHHUUYTOKEHUE
HEHUCIIOJIb30BAHHBIX JIEKAPCTBEHHBIX CPEJICTB JJIs MCCIEAOBaHMM Ui JIaHHOTO MecTa
IIPOBEJICHUS] HCCIEIOBAaHUN WM JAHHOTO IEpHOJa MCCIENOBAHUN CJENYeT OCYILECTBISATh
TOJIBKO TOCJI€ TPOBEIEHUS  paccielOBaHUs, MPEIOCTaBICHUS OOBACHEHUH  JTHOOBIX
HECOOTBETCTBUM M COCTaBJICHHS OayaHca. JlokyMeHTaJlbHOE OQOpMIIEHHE OTepaluii o
YHUUTOKEHHIO IIpernapara HEOOXOJMMO BECTM TakuM o00pa3oM, 4YTOObI MOXKHO ObLIO
MIPEICTaBUTh OTYET 000 Beex onepauusx. [IpoTokosl cienyer XpaHUuTh Y CIIOHCOPA.



55. B ciiyuae yHHYTOXKEHHUS IpPENapaToB CIOHCOPY JAOJKEH ObITh HPEJCTaBIECH aKT C
yKa3aHUEM JaThl WIN APYrod JOKyMEHT 00 YHHMUTOXKEHHMH. B 3THX HOKyMeHTax ciieyeT 4eTKO
yKa3aTh HOMepa cepuil u/uiaM HoMmepa NanueHTOB (MM OO0eCleunuTh BO3MOXKHOCTH UX
OTCJIC)KUBAHHMS), U KOJMYESCTBO YHHUTONKCHHBIX MIPEapaToB.

[Tpunoxenue 14

I[MPON3BOJACTBO JIEKAPCTBEHHbLIX CPEJICTB
N3 KPOBU WJIN TTJIA3MbBI YHEJIOBEKA

OO01Ire moI0XKEeHUA

Jlis OMOJIOTrMYECKUX JIEKAPCTBEHHBIX CPEJCTB, IOJIYY4aeMbIX M3 KPOBH WM IUIa3Mbl
YEJIOBEKa, HMCXOJHBIM MATEpUAJIOM SBJIIOTCA KJIETKH M JKMJKas 4YacTb KPOBH - IUIa3Ma.
JlexapcTBEHHBIE CPEICTBA, MOJIy4aeMbIE€ M3 KPOBU WM IUIA3Mbl 4YE€JIOBEKa, OONaJaroT pPAIOM
0COOEHHOCTEH, CBSI3aHHBIX C MPUPOJION UCXO0IHOTO MaTtepuaia. Hanpumep, HCXo1HBINH MaTepHra
MOXXET COJepXaThb OHOJOTUYECKHE areHThl, NPEXAE BCEro BHUPYCHI, PACHPOCTPAHSIONINE
3a0oJsieBaHus. be3omacHOCTh J€KapCTBEHHBIX CPEICTB 3aBUCUT KaK OT IPOBEPKU HCXOJHOTO
Marepuaia U ero MCTOYHHKA, TAK U OT MOCJIEAYIOINX MPOU3BOACTBEHHBIX ONEPALMii, B T.4. OT
YAQJICHHS] U UHAKTUBAL[UU BUPYCOB.

OcHOBHBIE TpeOOBaHUS HACTOSILENO CTAaHAAPTA PACIHPOCTPAHSIOTCS HA IPOU3BOJACTBO
IIPOJYKIIMA HAa OCHOBE YEJIOBEYECKOW KPOBU WM IUIA3MBI, €CJIM HE OrOBOpeHO mHOoe. Ha Takume
MPOM3BOJICTBA MOTYT PAaCHPOCTPAHATHCS Takke TpeOboBaHus psaa [Ipuinokenuit (Hampumep, 1o
IIPOU3BOJICTBY CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB, MCIOJB30BAHUIO HOHU3HPYIOLIETO
U3ITy4eHUs!, IPOU3BOJICTBY OMOJOTMYECKUX METUIMHCKUX IPENapaToB, UCIOIb30BAHUIO CUCTEM
C KOMITBIOTEPHBIM YIIPABJICHUEM M KOHTPOJIEM U T.]1.).

[TockoJpKy Ka4ecTBO TOTOBOM ITPOYKLIUU ONPEIEISIETCS] BCEMH dTallaMy IIPOU3BOJICTBA, B
T.4. cOOpOM KpOBU WIM IUIa3Mbl, BCE ONEpalUl JOJDKHBI BBIIOJHSTHCS B COOTBETCTBUU C
MPUHATON CUCTEMOM o0ecrieueHus: KadyecTBa U TpeOOBAaHUSMU HACTOSIIETO CTaHapTa.

Crnenyetr nmpuHUMAaTh MEphI IO MPEIOTBPALICHUIO Nepeadl NH(EKIIMOHHBIX 3a00eBaHu
U BBINOJIHEHUIO TPeOOBAHUN COOTBETCTBYIOIIMX HOPMATHUBHBIX JOKYMEHTOB, OTHOCSILIUXCS K
mwiasMme, Uid (QpaklMOHUPOBAHUS U MEIUIMHCKUX IMPOAYKTOB, IMOJIYYEHHBIX U3 KPOBH WIIU
mwia3mel. Creayer pyKOBOJCTBOBATHCS TaKkKe TPEOOBAHUSMH, pErilaMEHTHUPYIOIIMMH I0A00D
JOHOPOB KpPOBH, IJIa3Mbl U 00CJe0BaHUE JOHOPCKOW KPOBH, a TAKKE PEKOMEHIALMSIMH I10
M3TOTOBJICHUIO, UCIIOIb30BAHUIO U 00ECTIEYEHUIO KaUeCTBa KOMIIOHEHTOB KPOBH.

B Hacrosimem IIpwiokeHun He paccMaTpHUBAKOTCS KOMIIOHEHTHI KPOBH, IPUMEHSEMBIEC B
TpaHcQy3uoHHON MeaunuHe. OIHAKO MHOTHE M3 INPUBEICHHBIX IOJIOKEHUH MOTYT OBITh
IIPUMEHEHBl IIPU M3TOTOBJICHUM KOMIIOHEHTOB KPOBH, M KOMIIETEHTHBIE OpraHbl MOTYT
IIPUHUMATh PEKOMEHIALNU ¢ y4eTOM HacTosuero Ipunoxenus.

TepmuHsI U onpeneseHust

Kposs (blood): enpHast KpoBb, 3arOTOBJICHHAS! OT OJHOTO JIOHOpA W 00pabOoTaHHAas ISt
HepeTMBaHUS HITH TATbHEUIIIEr0 MPOU3BO/ICTBA.

Kowmmonents kpoBu (blood components): wucnonb3yembie i Jie4eOHBIX —IeJei
COCTABJISFOIIUE KPOBU (IPUTPOLMTHI, JTCUKOIUTHI, TJIa3Ma, TPOMOOIIMTHI), KOTOPbIE MOTYT OBITh
MNPUTOTOBJICHBI IEHTPU(DYTUpOBaHHEM, (QHIbTPALMCH M 3aMOPAKUBAHUEM C HCIOJIb30BAaHHEM
METOJIOB, YCTAHOBJICHHBIX B OaHKE KPOBH.



IMpoaykt xposu (medicinal products derived from blood or plasma; blood product <*>):
JICKApPCTBCHHOC CPCACTBO, MMOJIYHYaCMO€ U3 KPOBH HJIH I1JIa3Mbl YCJIOBCKA.

<*> #Omnpenenenune aano mo Jupexruse EC 2002/98/ECH.
ObecnieueHne KauecTBa

1. OOecrnieueHne KavecTBa PaCHpPOCTPAHSECTCS HAa BCE CTAIUU IMPOU3BOJCTBA TOTOBOTO
OpojykTa OT cOOpa HMCXOAHOro Marepuana (B T.4. OTOOpa JIOHOPOB, KOHTCHHEPOB IS
KpOBHU/TIa3Mbl, AHTHKOAryJIsSHTOB M Ha0Opa peakTHBOB JUIsi TECTOB) JO XpaHCHHS,
TPaHCIOPTHPOBAHMUS, TIpolecca IepepaboTKH, KOHTPOJS KadecTBa M JIOCTAaBKM TOTOBOM
npoAykiuu. Bce mpomeaypel  JODKHBI  COOTBETCTBOBATH — TPEOOBAaHUSM  HACTOSIIETO
[Ipunoxenus.

2. KpoBp wnm IU1a3Ma, WUCIOJNB3yeMble B KadecTBE MCXOJHOTO Marepuaia Juis
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, JOJDKHBI OBITH 3arOTOBJICHBI B  CIEIHABHBIX
YUPEKACHUSX U IPOBEPEHBI B YTBEPKICHHBIX JTa00paTOPHSIX.

3. B 3aroraBmmBaromiell OpraHM3aldd JOJDKHBI OBITh WHCTPYKIWH, OTIPEACISIONINE
NPUTOJHOCTh KAKIOTO JIOHOpa K caade KpPOBH M IUIa3Mbl (MCXOJHOTO MaTepuana Jyist
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB). Pe3ynbTaThl UCHBITAHHN IMOJYYEHHOTO HCXOIHOTO
MaTepualia JOJDKHBI OBITh JOKYMEHTATBbHO OQOpPMIIEHBI W JOCTYIHBI IPOU3BOJIUTEIIO
JICKapCTBEHHBIX CPECTB.

4. Crucrema MoCTOSTHHOTO KOHTPOJIS Ka4eCTBA JIOJDKHA MPOCIICKUBATH TAITBI H3TOTOBIICHUS
JIEKApCTBEHHOTO CPEJICTBA, TOJYUYEHHOTO M3 KPOBHM WM IUIa3Mbl YEJIOBEKAa, TAKHM 00pazoMm,
YTOOBI BBISBIIATH JIFOOBIE OTKIIOHEHUS OT TPeOOBaHUM K KaUeCTBY.

5. JlekapcTBEHHBIE CPENICTBA, OJYYCHHBIE U3 KPOBU M TUIa3Mbl YEIIOBEKA, BO3BPAILICHHBIE
KaK HEHCIIOJIb30BaHHBIC, KaK MpPaBWJIO, MOBTOPHO MNOTpeOUTeNnto He BbiatoTces (cMm. 5.65
HACTOSIIIETO CTAHAPTa).

[Tomemenus u 060pyr0BaHue

6. IloMemeHusi, WCIOJB3yeMble [UIsi cOOpa KpPOBH WIIM TUIA3MBI, JOJDKHBI HMEThH
JOCTaTOYHbIE pa3Mepbl, YIOOHYIO IUIAHHPOBKY M PACIIOJNOKECHUE ISl TPOBEACHUS OCHOBHBIX
onepanuii, caHuTapHoit 00paboTKu U 00cIykMBaHUS 000pynoBaHus. Onepalnuu Mo 3aroToBKE,
00pabOTKe W TPOBENEHHIO HWCIBITAHWHA KPOBH MW IIa3Mbl CJIEIyeT MPOBOAMTH B PAa3HBIX
nomenienusx. [lpum  cobecemoBaHMM ¢ JOHOPOM  JOJDKHBI  COONIIOJATBCS  YCIOBHSA
KOH(UIEHIIMATIbHOCTH HH(OPMALIUH.

7. KoHcTpykuust 00OpyHOBaHUsS Ui TPOU3BOJCTBEHHBIX IPOIECCOB, cOOpa MCXOIHOTO
MaTepualia U MPOBEICHUS UCIBITAHUHN JOJDKHA COOTBETCTBOBATH €T0 IIEJICBOMY HA3HAYCHHUIO H
oOecrieunBaTh BBINOJHEHHE TpeOoBaHuil Oe3zomacHocTu. OOOpynOBaHHE JOJKHO OBITH
aTTeCTOBAaHO IO BBOJAa B OJKCIUTyaTamuioo. Cleayer MpPOBOAWUTH PETyISIpHOE TEXHHYECKOE
oOciiefioBanne u KanuOpoBKy (HOBEpKy) o0O0OpymoBaHUS ¢ O(GOpPMIICHHEM HEOOXO0IUMOM
JTOKYMEHTAIIH.

8. Ilpu mpom3BOACTBE JEKAPCTBEHHBIX CPEACTB M3 IUIA3MBI KPOBU MPEIyCMAaTPHBAIOTCS
oTiepanyy MHAKTUBAIMH WIN YAAJICHUS BUPYCOB. Bo m30exkaHHe MEPEKPECTHOTO 3arps3HEHHS
HEOOXOJMMO YETKO pa3rpaHMYMBaTh NOMEIIEHWST © O0OpyIOBaHWE Ui Marepuana,
MOJIBEPrHYTOro 00pa0OTKe 1O WHAKTHBAIMM WA YyIAJCHUIO BHPYCOB, W Marepuaia, He
MIPOIIE/IIEr0 TAKUE OTIEPAIIHH.

COop KpOBH H IIA3MBI

9. B3amMOOTHOIICHHS MEXIy MPOU3BOJUTEIEM JICKAPCTBEHHBIX CPEJCTB M3 KPOBH HIIH
IUIa3Mbl YEJIOBEKA M YYPEKICHHEM, 3arOTaBJIHMBAIOIINM KpOBb (IU1a3My), WM OpraHu3alueH,



OTBETCTBEHHOU 3a cOOp KpoBH (IUIa3Mbl), ONPEACISIOTCSA JOTOBOPOM, COJCPIKAHUE KOTOPOTO
JIOJI’KHO COOTBETCTBOBATh YCTAHOBJIECHHBIM TPEOOBAHUSM.

10. JIngHOCTH KaXJI0TO JOHOpA CJICIyeT YCTaHABIIMBATH MPH TPUEME U TPOBEPATH MEpe]
B3JATUCM KPOBH.

11. Meroa ne3uH@EKIUN KOXKHU JAOHOpPA JOJHKEH OBITh YETKO ONpEe]esieH U 0OOCHOBAH.
Heobxonumo cTporo cienoBaTh IPUHATOMY METOLY.

12. Homep oT0oOpaHHOW TOPIUH KPOBH HAa OJTHUKETKE JOJDKEH IEePErpoBEPThCS
HC3aBHCHMO pPAa3HBIMU JIMOAaMHU JJI1 YBEPCHHOCTU B €ro HACHTUYHOCTH, y1<a3aHH0171 Ha YIIaKOBKC
KpOBH, 00pa3iie /i UCCIeI0BaHUI U B 3alMCH, CACTAaHHOM MPH claue KPOBH.

13. ITmacTUKOBBIN MENIOK Ui KPOBH M CHCTEMBI /s adepe3a TOJKHBI OBITh OCMOTPEHBI
A0 HCIIOJIb30BaHUA IIPpHU B3ATHM KpPOBH WM IUIa3Mbl JIs1 BBIABJIICHUSA HOBpC)K)ICHI/II\/’I HIIN
3arps3HeHuss MUKPOMIopoid. J{iist mpocae)KuBaHUs IBMXKEHHSI KaX 10U eIMHUIIBI KPOBH (ILIa3Mbl)
CIIEyeT 3aperucTpUpOBaTh HOMEP 3aBOJCKOM CEpHM IJIACTUKOBOTO MEIIKAa W CUCTEMbI MJIs
adepesa.

[MpocnexxnBaeMocTh KpoBu (IUTa3Mbl) W JCHCTBHS, BBIMOJHIEMbIE MOCIE cOOpa KpPOBH
(rua3mer)

14. JlomxHa OBITH OpraHM30BaHa CUCTEMA, MO3BOJISIOIIAS IMPOCIEKUBATH MPOXOXKICHUE
Ka)KJI0W eJIMHUIIBI KpOBHU (TJIa3MbI) HA BCEX JTANax ee MPUTrOTOBJICHHs, HAYUHASL OT JJOHOPA U JI0
NPUMEHEHUSI [TPOAYKTa, B T.4. IO MOTpeOuTess (OONMBHHUIIBI MM MPAKTHKYIOIIEro Bpaya). ITOT
MOTPEOUTENb HECET OTBETCTBEHHOCTD 32 UACHTU(UKALINIO PELUITUEHTA.

15. Vupexpaenue, 3aroraBivBarolliee KpoBb WIM IUIa3My, U MPOU3BOJUTEND IPENapaToB
JOJIKHBI UHGOPMUPOBATH APYT APYyra B CIAEAYIOIHX CIydasx:

- 0OHapyKeHUEe HECOOTBETCTBHS 3/J0POBbS IOHOPA YCTAHOBIIEHHBIM KPUTEPUSIM;

- oOHapyXXeHHue y JIOHOpa IpU claye KPOBH MO3UTUBHOTO pe3ysibTaTa TECTUPOBAHMS Ha
MapKepbl BUPYCOB IPU OTPHULATEIbHBIX PE3YJIbTaTax, MOJYUEHHBIX MPU MPEIbIIyIIUX cHadax
KpOBH;

- BBIABJIEHHE HECOOTBETCTBUS IIPOBEJIEHUS TECTUPOBAHUS HA HaJM4YHE€ BUPYCOB
JNENCTBYIOLIEH HHCTPYKLUH,;

- 00Je3Hb JOHOPA, BbI3BAaHHAsI MEPEHOCHUMBIMHU IIpernapaTaMu KpOBU HHGPEKIMOHHBIMU
arentamu (HBV, HCV, HAV u npyrumu uu-A , Hu-B, Hu-C Bupycamu renaruta, HIV 1 u 2 u
JAPYTMMH M3BECTHBIMH B HACTOSIIIEE BPEMsI BUPYCAMH);

- BbIsIBIIEHHE Yy JoHOpa Oosnesuu Kpotidensa - Skoba (Creutzfeldt - Jakob) (CJ mnm
vCJID);

- oOHapyXeHHue y peuunueHTa HHPEKIMOHHOTO 3a00JIeBaHuUsI, HCTOYHUKOM KOTOPOTO OBLIT
(unu MoT OBITB) TOHOP.

[lopsimok  wHGOPMHpPOBaHWUS H  HEOOXOAWMBIE JICHCTBHSI IPH  BO3HUKHOBEHUH
MIEPEYUCIICHHBIX BBILIE CUTYal[Mil perjaMeHTUpYyrTcs HHCTpykinuei. Crenyer npoBOAWUTH
aHaIM3 MpPEABIIYIIMX Cly4aeB clIadyd KpoBu (IU1a3Mbl) 3a TepHoa He MeHee 6 wec.,
MIPEAIECTBYIOIINM TOCIENHEN cJade KpOBH C HETAaTHMBHBIMM pe3ylbraramu Tecta. Ilpu
BBISIBJIEHMHM OJHOTO M3 NEPEUYUCIIEHHBIX CIy4aeB CJIEAYeT MOBTOPHO PACCMOTPETh U OLIEHWUTH
JOKYMEHTAIMIO Ha CEpUI0 MPOAYKIUU. Tpedyercs TIaTeabHO OLEHUTh HEOOXOIMMOCTh OT3bIBa
BCE cepuu, MPUHUMAs BO BHUMaHUE BUJI 3a00JIeBaHUs, 00bEM I1yJa KpOBH (ILIa3Mbl), HHTEPBAJ
BpEMEHU MEXAYy cAadeil KpoBU M 0OOpabOTKOW CHIBOPOTKH, XapaKTEPUCTUKY IMPOJIYKTa U
TEXHOJIOTHIO Mpou3BoJcTBAa. Ecim  ycraHoBiIeHO, dYTO B Myl BKJIIOYEHa IJ1a3Ma,
nHpunmposanHas HIV wmm Bupycamu remarutoB A, B wim C, sta mHbopmanus, Hapsagy c
pELICHUEM MPEANPHUATHS O BOZMOKHOCTH IPOAOJKEHHUS TPOU3BOICTBEHHOIO MPOLIECcca U3 3TOTO
nyna KpoBH (IU1a3Mbl) WM HEOOXOJMMOCTH OT3bIBA 3TOr0 MPOAYKTa(OB), JOBOIMTCS O
CBEICHUSI KOHTPOJUPYIOIINX OPTraHOB.

HpOH?;BO)ICTBO 1 KOHTPOJIb Ka4€CTBa



16. lo BhiycKa JUIsi MCMOJIb30BaHMs W/WiM (DIIaKOHUPOBAHUS KPOBb M IJIa3Ma, a TaKKe
MPOJIYKThl UX MEpepabOTKH JOJDKHBI ObITh HUCHBITAaHBl C MCIOJIb30BAHUEM AaTTECTOBAHHBIX
METO/I0B TpeOyeMOl UYyBCTBUTEIBHOCTH U CHEUU(PUYHOCTH K CIEIYIOIUM MapKepam
BO30yAMTENEeH TPAHCMUCCUBHBIX 3a00JICBaHUM!

- HBSAQ;

-agrurena k HIV 1u HIV 2;

- antutena k HCV.

Ecnu onuH U3 3THX TECTOB JaeT MOBTOPHBIA MOJOXKUTENIBHBIN pe3yabTaT, TO MOPLHUIO
KpoBU (I1a3MbI) OTKJIOHSIOT. B HOPMATHBHBIX JOKYMEHTAaX MOXKET OBITh IMPEIYCMOTPEHO
[IPOBEJICHUE IONOTHUTENbHBIX TECTOB.

17. Temneparypy XpaHEHHUS KpPOBH, IUIa3Mbl MU IPOMEXKYTOUHBIX HPOJIYKTOB BO BpeEMs
CKJIQJMpOBaHUsI WU  TPAHCIOPTUPOBAHMUS ~ OT  3aroTaBJIMBAIOLIUX  YUPEXKJIEHUH 10
nepepadaThIBAIOLUINX HPEIIPUITUNA CIIeyeT perjJaMeHTHpOBaTh. OTH YCIOBUS HEOOXOAMMO
coOr0AaTh MPH I0CTaBKE MPOAYKIUU OTPEOUTEITIO.

18. I[1epBbIii TOMOTEHHBI ITyJT IUTa3Mbl KPOBH (B T.4. MOCIE OTACICHUS KPHOIIPEIIMITUTATA)
JOJKeH ObITh HCIBITAH C  HUCIOJIb30BAHWEM  aTTECTOBAaHHBIX METOJOB  TpeOyeMoit
YyBCTBUTEIBHOCTU U crieliupuuHocTH. [Ipu npoBeaeHnn 3TUX TECTOB B MyJie IIa3Mbl KPOBU HE
JOJKHA BBISBIIATHCS TIOJIOKUTENIbHAS peakus Ha ClEIyIoIIMe MapKepbl CHelu(pHUYecKuX
TPAaHCMHMCCHUBHBIX UH(EKIIMOHHBIX ar€HTOB!

- HBSAQ;

-agrurena k HIV 1u HIV 2;

- antutena k HCV.

[Ipu MON0KUTENBHBIX PE3yIbTaTax 3TOT YN HE JOJHKEH OBITh JOMYIIEH K IPOU3BOJICTBY.

19. B mpou3BOJACTBEHHBIN MPOIECC MOXET OBITh JOMYIIEH ITYJI IUIA3MBbI, MPOIIEIIIAN
tectupoBanne Ha HCV RNA wmeromom NAT (TexHosorus amruid@UKalMyd HYKICHHOBBIX
kucinot; nucleic acid amplification). [lns ucobITaHHS CIIEAYET HCIIOJIB30BAaTh ATTECTOBAHHBIC
METO/IbI IOCTATOYHON YyBCTBUTEILHOCTH U CIIEHU(UIHOCTH.

20. TpeOoBaHWS K TPOBEJCHUIO WCIBITAHUN HAa HAJIMYHE BHPYCOB WIH JPYTUX
MH(EKIMOHHBIX areHTOB JIOJKHBI ObITh C(OPMYIMPOBAHBI C Y4ETOM 3HAaHUN 00 OMAacHOCTU
MH(EKIMOHHBIX ar€HTOB U MPUTOAHOCTH MPUMEHSAEMBIX METOJIOB UCIILITAHUM.

21. DTUKeTKM Ha KOHTEHHEpax C OTIEIBHBIMH JI03aMHU TUIA3MBbl, XPAHANIMMHUCS TEpen
oO0beMHEHHEM U (PpaKUMOHUPOBAHUEM, JIOJDKHBI  COOTBETCTBOBATH  YCTAHOBJIEHHBIM
TpeOOBaHUAM. DTHUKETKU JOJDKHBI COAEpKaTh, O KpalHEH Mepe, Cleayrollylo HH(GOPMALHUIO:
UJCHTU(PUKAIIMOHHBI HOMEp OTOOPaHHOM MOPLMU KPOBH, HAMMEHOBAHUE U aJJPec JOHOPCKOIO
LEHTpa WIN TpaHCPY3MOHHOM CIyKXObl, OTBETCTBEHHOM 3a IIpernapaTbl, CEpUHHBI HOMEp
KOHTEHHEpa, TeMIIepaTypy XpaHEHus, MOJHYI0 MAacCy UM 00bEM IIa3Mbl, TUIl aHTUKOATyJIsSHTa
U JIaTy 3arOTOBKH U/WITH pa3JielieHHs KPOBH.

22. C uenpbld YMEHBIICHHS PHCKa MHUKPOOHOTO 3arpsi3HEHHs IUIa3Mbl WM BHECEHUS
MHOPOJHOIO MaTrepuaja OIlepanuu Mo OObEAUHEHHUI0O M Pa3MOPAKUBAHUIO IUIA3MbI CIETYET
MIPOBOJUTH B YUCTON 30HE HE HMke D; mepcoHan mpu 3ToM JI0JIKEH UMETh COOTBETCTBYIOLIYIO
OJIeXAy, Macku U mnepuaTku. HeoOXoaumo peryisipHO KOHTPOJHMPOBATh METObl OTKPHIBAHUS
KOHTEHHEPOB, OOBEIMHEHUS M pa3MOPAKMBAHUS IUIa3Mbl, HampuUMep, IMyTeM MpOBEIEHUs
UCIBITAHUN HA HATMYME MUKPOOHOTO 3arps3HEHUS.

23. Cnemyer 4deTKO pa3TpaHUYMBATH TPOMEKYTOYHBIH WM TOTOBBIM TIPOJYKTHI,
[poLIeIINe ONEepaldyd M0 HMHAKTUBAIMM WM YJAJIEHUIO BUPYCOB, OT MAaTe€pHaliOB, HE
MMOJIBEPTHYTHIX JaHHOU 00paboTKe.

24. He pnomyckaeTrcs MPOBOJUTH aTTeCTalMi0 (MCIBITAHHMS) METOJOB YIAJCHUS WA
MHAKTHUBAllUM BHPYCOB Ha OOOpYIOBAaHUH, UCIOJIb3YEMOM JJsi MPOU3BOJICTBA, BO H30EKaHHE
3arpsA3HeHUs MPOYKIIMHA BUPYyCAMH, TIPUMEHSEMBIMHU JJIsl aTTeCTanuu (HCIBITAaHUH).

XpaneHnue 00pa3IoB



25. Tlo BO3MOXHOCTH WHIMBHIyaJbHBIE OOpa3lbl KPOBU CIEAYET COXPaHATh JUIs
oOseryeHus: MpoBeACHUS B Clydae HEOOXOJAUMOCTH PeTPOCHEKTUBHOTO aHaiu3a. Kak npasuio,
3TO BXOJUT B 00SI3aHHOCTDH 3aroTaBJIMBAIOIIErO yupexaeHus. OOpa3ibl Kaxa0ro mysia Iuia3mbl
JOJKHBI XPAHUTBCS B COOTBETCTBYIOIIMX YCJIOBHSIX HE MEHEE OJIHOTO rojia Mocjae OKOHYaHUs
CpOKa rOJIHOCTH MPOJYKTa, UMEIOLIEr0 HauboJiee MpoI0JKUTENIbHbIA CPOK XPAHEHUS.

VY1unuzaus 0TOpaKoBaHHON KPOBH/TUIA3MBbI U TPOMEKYTOUHBIX MTPOIYKTOB

26. Opranuzanust J0/DKHA pa3paboTaTh W BHEIPHUTh HMHCTPYKIMIO 1O O€30TacHOW W
3P PEKTUBHON YTHIN3AIUH OTOPAKOBAHHBIX KPOBHU/TIIA3MbI MITH IPOMEKYTOUHBIX ITPOYKTOB.

[Tpunoxenue 15
ATTECTALIMS [TPOLIECCOB 11 ObOPYIOBAHU
OCHOBHBIE IT0JI0KEHUSI

1. C upenpio J0Ka3aTeNbCTBa COOTBETCTBUSL IapaMETPOB KPUTHYECKUX IPOLECCOB
(oOopynoBaHus) 3aJlaHHBIM TPEOOBAHUSAM TMPOU3BOJIUTEIH JIEKAPCTBEHHBIX CPEICTB JOJIKHBI
NPOBOJMUTH AaTTECTAlMIO (UCIBITAHHUS) MPOIECCOB M OOOPYMOBAHHUS, HCIOJB3YyEeMbIX IIPU
MPOM3BOJICTBE JICKAPCTBEHHBIX CPeACTB. AtTectainusi (MCHBITAHUS) TaKKe MPOBOAUTCS IPU
CYLIECTBEHHBIX M3MEHEHHUSAX B IOMEUICHUSX, O0OPYJOBAHUU M TMPOIECcCcax, KOTOpPbIE MOTYT
OKa3aTh BJIMSHHME Ha KauyecTBO Mpoiaykuuu. Jlyisg ompeneneHust coctaBa U oObema paboOT 1o
aTTECTal[My CJEAYET UCI0JIB30BATh IIOIX0/I, OCHOBAaHHBII HA OLIEHKE PHUCKOB.

[TnanupoBanue paboT o arrectanuu (UCIBITAHUSIM)

2. Arrecranus (MCHbITaHMs) TPOBOJUTCS B IUIAHOBOM mopsiake. OCHOBHO# cocTaB padoT
[0 aTTeCTAallUU JOJDKCH ObITh OGOPMIICH B BHJE IMPOTPaMMbI aTTECTAlMH (MCIBITAHHN) WU
SKBUBAJICHTHOM JIOKYMEHTE.

3. IlporpamMma aTTecTaliii SIBISETCS WTOTOBBIM JIOKYMEHTOM, COCTaBJICHHBIM B
JTAKOHUYHOM, TOUHOH U SICHOH (opMme.

4. B mporpaMMmy arTecTally JOJKHBI ObITh BKIIIOYEHBI, 110 KpailHel Mepe, cieryroline
TaHHBIE:

a) 1eNb MPOBEICHHUS aTTEeCTAlNH;

b) opranmszanronnas cxema MPOBEICHHS ATTECTALHH;

C) mepeveHb BCEX IMOMEIICHUN, CHUCTEM, OOOPYJOBaHUS M IPOIECCOB, IMOUICKAIINX
aTTeCTallNH,;

d) popma BeneHus: ToKyMeHTaUH (IPOTOKOJIOB M OTYETOB);

€) aTarnbl U rpaduK BIIOJHEHUS PadoT;

f) KOHTPOJIb U3MEHCHUIA;

0) CCBUIKH Ha CYIIECTBYIOIINE TOKYMCHTHI.

5. B cayuae BbITIONHEHUS OOJBIIMX MPOEKTOB MOXET TMOTpeOdoBaThCs pa3paboTka
OTJENIbHBIX MPOTPAaMM aTTECTAIUH.

JlokyMeHTanus



6. TpeboBaHMs K MPOBEICHHUIO aTTeCTallMU (MCIBITAHHIA) JOJDKHBI OBITh TPUBEICHBI B
YTBEPKIACHHOW MeToauKe. MeTouka J0JDKHA coAepKaThb TpeOOBaHUS K KPUTHUECKUM
nporeccam (000pyIOBaHHIO) U KPUTEPUH OLICHKH.

7. B xone npoBeJieHHs aTTeCTallii TOTOBUTCS OTYET, COAEPIKAILIUNA CChUIKA HA METOJIUKY
aTTecTaluu, pe3ylbTaTbl aTTECTAllMU C OOBICHEHUEM JIOObIX OTKJIIOHEHHH W BBIBOJAMH, B T.U.
PEKOMEHJALMK [0 YCTPAHEHUIO HEJAO0CTaTKOB. JItoOble HM3MEHEHHs B METOJUKE aTTeCTalluU
JOJIKHBI OBbITH 0O0CHOBAHBI U JJOKYMEHTAIbHO O(OPMIIECHBI.

8. Ilocne ycnenrHoro 3aBepIieHns JaHHOTO 3Tarna arTecTanny 0(opMIIIeTCs 3aKIF0YEHIE O
BO3MO’KHOCTH II€pPEX0/ia K CIEeIYIOIEMY ATally aTTeCTal[|H.

ATTecTanus npoeKTa

9. IlepBBIM 3TarOM B KOMIUIEKCE PadOT IO aTTECTAI[MU HOBBIX MOMEIICHUHN, CHCTEM KN
000pyI0BaHUS SIBJISICTCS] aTTECTAIUS ITPOCKTA.

10. CrenyeT mokazaTh M JOKyMEHTAIBHO OOPMHUTH COOTBETCTBHE MPOEKTa TPEOOBAHHIIM
GMP.

ATTecTanus yCTaHOBJICHHOTO 000PY/I0BaHUS

11. ArrecTanmuio yCTaHOBJIEHHOTO OOOPYAOBAaHUS CIEAYeT MPOBOIWTH ISl HOBBIX HIIH
PEKOHCTPYMPOBAHHBIX IOMEIIIEHHIA, CHCTEM M 000PyI0BaHUSI.

12. Tlpu aTTecTalMy YCTAHOBICHHOTO 000PYIOBAHMUS IPOBEPSIFOTCS, KAK MHHUMYM:

d) MOHTaX 00OpyIOBaHUsI, TPyOOIIPOBOJIOB, CHCTEM OOCITY)KHBAHUS M MHCTPYMEHTOB Ha
COOTBETCTBUE YePTEXKaM U CIeIH(pUKAIINY;

D) momHOoTa W COOTBETCTBHE MPEIOCTABIISIEMON IOCTABIIMKOM JOKYMEHTAIMH I10
9KCIUTYaTaIllMH U TEXHHIECKOMY 0OCITy)KHBAHHIO;

C) HaJTMYUe JOKyMEHTAIMH 10 KaInOpoBKe (MOBEpKe);

d) cooTBeTCTBHE MaTEpHANIOB U OOOPYMIOBAHKS YCTAHOBICHHBIM TPeOOBaHUAM (IIPOCKTY).
I[1pu aTTecTanuy yCTaHOBICHHOTO 000PYIOBAHUS MOTYT TAKXKE MPOBOIUTHCS U IPYrue paboThl.

ATTecTanus B OCHAIIEHHOM COCTOSHUU

13. Arrecranms B OCHAIIGHHOM COCTOSHHMM (arTecTanusi  (GYHKIHMOHHPYIOIIETO
000pyIOBaHMUs) BBIMOJHSIETCS MOCIE YCIEIIHOTO 3aBEPIICHUS aTTeCTAllMH YCTaHOBJICHHOTO
000pyI0BaHUA.

14. Tlpu arrecTaly B OCHAIIEHHOM COCTOSIHMU BBINIOJIHAIOTCS, KAK MUHUMYM:

a) UCIBITAHUS U TIPOBEPKH, UCXOJIS U3 CIEIM(PUISCKUX 0COOCHHOCTEH MPOILIECCOB, CHCTEM
1 000pyI0BaHUS;

b) ucnbiTanus QyHKIMOHMPOBaHUS O0OPYIOBaHHS IMPU PabOYMX MapaMeTpax, PaBHBIX
BEPXHUM U HH)KHUM JIOITYCTHUMBIM IIPEJIeNIaM, T.€. B YCIOBUAX "HAUXyALIEro ciy4das .

[Ipu arrecTau B OCHAIIEHHOM COCTOSIHUM MOTYT BBINIOJIHATHCS U APYrUe padOThI.

15. Tlocne 3aBepiieHusi aTTecTald OOOPYHOBAaHUS B OCHAIIEHHOM COCTOSHUM JOJIKHBI
ObITh pa3pabOTaHbl HMHCTPYKIMH TI0 OSKCIUTyaTallud, KaauOpoBke (MOBEpKE) M OYMCTKE,
IIPOBEJIEHO O0Yy4YEeHME IMEepCcOoHaja M HajakeHa cUcTeMa TexHHueckoro obcmyxkuBanus. [locne
3TOr0 MO>KHO IPOBOJAUTH OPUIMATIBHYIO IPUEMKY ITOMELIEHUH, CUCTEM U 000PYAOBAHMUS.

ATTecTanus B SKCILUTyaTalluu

16. Artrtectaiusi B OKCIUTyaTanud (arrecTaiys OSKCIUTyaTHPYEeMOro O0OpYyIOBaHMUs)
BBITIOJTHSETCS  TOCJE€  YCIIENTHOTO  3aBEpIICHUS  aTTECTAllMM  YCTAHOBJIEHHOTO  H
(HYHKIIMOHUPYIOIIETO 000PYI0BAHUS.

17. I1pu aTTecTanuu SKCILTyaTHPYyEMOTO 000PYIOBaHHUSI BBITIOJIHSAIOTCS, KAK MHUHUMYM:



a.) HCIIbBITAHUA W HNPOBCPKU C HCIIOJIB30BAHHMEM PCAJIbHBIX MATCPUAIOB, ATTCCTOBAHHBIX
3aMEHUTENCH WM UMUTATOPOB MPOIYKTA C YIETOM CHEIU(UKH MPOIECCOB, TOMEIICHHH, CHCTEM
uu 000PyI0BaAHNUS;

b) ucnpiTanus W mpoBepku Mpu pabOYMX Tapamerpax, PaBHBIX BEPXHUM W HIDKHUM
JTOTYCTUMBIM Tipenenam. [lpu aTTecTanuu SKCILUTyaTHPYEMOTro OOOpYIOBaHUS MOTYT TaKkKe
MIPOBOJUTHCS U IpYTrue paboThl.

18. HecMoTpst Ha TO, YTO aTTECTAIMS IKCILTYaTHPYEMOTO 000PYIOBAHMS PaCCMaTPHBACTCS
KaK OT)ICJ'[I)HBII\/’I BU/ pa60T, B HCKOTOPBIX CiIydasX OHa MOXKCT BBIINIOJHATHECA B COUYCTAHUH C
aTTecTalell B OCHAIEHHOM COCTOSHUY.

ATTecTanus SKCIUTyaTUPYEMbIX TOMEILEHUH, CUCTEM U 000pYyI0BaHU

19. B npouecce Tekymiel 3KCIUTyaTalluu ClIeAyeT MOJMydaTh JaHHBIC, 000CHOBBIBAIONINE U
MOATBEPKIAIOLIUE COOTBETCTBUE PAOOUMX KPUTUUYECKUX MMApaMETPOB 3a/JaHHBIM TPeOOBAHMSIM.
Wucrpykumn (METOIMKHM) M OTYETHI MO 3KCIUTyaTallld, KaTHOPOBKE, OYHUCTKE, TEXHUYECKOMY
00CTyKMBaHUIO U O0YUEHHIO TIEpCOHAIA JOHKHBI ObITh 0(hOPMIIEHBI JOKYMEHTAIIBHO.

Atrtectanus (MCIBITAHUS) MPOIECCa
OO01rre moI0KEeHUA

20. UznokeHHBIE B HACTOSIIEM pasjliesie TPeOOBAHHUS OTHOCATCS K IepBOHAYATBHON
aTTECTallMd HOBBIX TMPOIECCOB, TMOCIENYIOMIEH aTTeCTAallMd W3MEHEHHBIX TMPOLECCOB U
MMOBTOPHOM aTTECTAllUH.

21. Attecranus mporiecca, Kak IpaBuiIo, J0/DKHA OBITh 3aBEPIIICHA JI0 Hadala pean3arui
JICKAPCTBCHHBIX CpeacTB (MEepPCIeKTHBHAS aTTecTalus). B HCKIIOYMTENbHBIX ClydasX, KOraa
MIPOBECTH TIEPCIICKTUBHYIO aTTECTAI[MI0O HEBO3MOYKHO, MOXXET BO3HUKHYTh HEOOXOJIMMOCTH
NPOBEACHUS  aTTeCTallMd Mpollecca B XOJA€ NPOU3BOJACTBA  (TEKymlas  aTTecTalus).
JleficTBOBaBIIME B TEUEHHE HEKOTOPOTO BPEMEHH TPOIECCH TaKXKe MOMJEKAT aTTeCTAINHU
(peTpocrieKTUBHAS aTTECTAIHS).

22. Cremyer TpPOBOAWTH AaTTECTAMIO IOMENICHWH, OOOPYIOBaHMs, IPOIECCOB U
AHAJIMTUYECKUX METOJO0B KOHTpoJis. [lepcoHa, mpoBOASIIMN aTTECTAlUIO, JOJHKEH MPOUTH
COOTBETCTBYIOIIEE OOyUEHHE.

23. CrmegyerT mepHOIUYECKH OICHUBATh (DYHKIIMOHHPOBAHHE ITIOMEIICHUH, CHCTEM,
000pyI0BaHUS ¥ TIPOLIECCOB C IIEJIBIO MOATBEPKICHUS UX PA0OTHI B COOTBETCTBHUH C 33JIaHHBIMU
TpeOOBaAHUSAMH.

HCpCHCKTI/IBHafl aTTecTanuAa

24. B cocraB pabOT ¥ JOKYMEHTAIMM IO MEPCHEKTUBHOW AaTTECTAl[MM BXOMAT, Kak
MHHAMYM:

a) KpaTKoe OIUCAHHUE MPOIIECCa;

b) nepedens kpuTHYECKUX CTAAMI TPOLIECCa, KOTOPhIC MOJICKAT UCCIICIOBAHUIO;

C) mepedeHb MCIHOJIB3YEMbIX IOMEHICHUH u o0opyaoBaHus (B T.4. KOHTpPOJIBHOE,
U3MEPUTEIIbHOE U PETHCTPUpYIOlee 000pYJIOBaHHE) C YKA3aHWEM HaJW4Hs CBEJCHUH 00 HMX
KanuopoBke (MoBepke);

d) cierudukaiyu Ha TOTOBYIO MPOYKIIHIO;

€) epeUeHb UCTIOJb3yEMbIX AaHAJTUTUYIECKIX METOI0B (MPH HEOOXOAUMOCTH);

f) mpemaraempie BUIbI BHYTPHIIPOU3BOICTBEHHOTO KOHTPOJISI U KPUTEPHH TIPUEMIIEMOCTH;

0) IOTIOJTHUTENIbHBIC UCIIBITAHUS U KPUTEPUH MTPUEMIIEMOCTH U aTTECTALUS aHATUTHYCCKUX
METO/IOB;

h) man oT6opa mpoo;



1) IOpsiIoK 0pOPMIIEHHSI U OIICHKU PE3yJIbTaTOB;

]) 00SI3aHHOCTH U OTBETCTBEHHOCTb JIMII, YYACTBYIOIIUX B MPOBEACHUH aTTECTAIHH;

K) npenmosiaraemplii rpaduK BBINOJHEHUS padoT.

Moryt TaKKe MpoBOIUTHCS U APYTrue paboThI.

25. [pu npoBeeHnn 3TUX paboT (B T.4. MPH UCIOJIL30BAHUN MATEPUAIOB B COOTBETCTBUH
co crenuduKanmen) MOXeT ObITh MPOU3BEICHO HECKOJbKO CEpHH TOTOBOW MPOIYKIHMU TPH
OOBIYHBIX YCIOBHSIX. TEOPETUYECKH YKHCIIO MPOU3BOJICTBEHHBIX IIUKJIOB M HAOIOACHHH JOJIKHO
ObITh JIOCTATOYHBIM, YTOObI BBISBUTh TCHICHIMH HW3MCHCHHUS [apaMeTpOB M TOJYYHUTh
JOCTaTOYHbIC JaHHbIC Ui OICHKU. [l arrectanuu mpolecca CYUTACTCS JIOCTATOYHBIM
BBIMOJIHUTh TPU TIOCIIEOBATENBHBIX CepUH  (MPOU3BOJICTBEHHBIX I[MKJA), HPU KOTOPBIX
napameTpbl HaXOIITCS B 3aIaHHBIX MPe/esax.

26. Pa3zmep cepuu TpH aTTECTAllMM JOJDKEH OBITH PaBHBIM pa3Mepy CEpHU IPH
MPOMBIIIUICHHOM BBIITYCKE TPOJTYKIIUH.

27. Ecium mpenmosiaraeTcs Mpojaxka WM TOCTaBKa CEpUi, TMPOU3BEACHHBIX IPH
aTTeCTallMH, TO YCJIOBHS MX MPOMU3BOJICTBA JOJDKHBI MOJIHOCTHIO COOTBETCTBOBATH TPEOOBAHUSAM
HACTOSIIIETO CTaHJapTa W HOPMATHUBHON JOKyMEHTAIlMH, B T.4. YCICUIHOE IPOBEICHUE
aTTeCTaI[HH.

Tekyias arrecranus

28. B HCKIIOYHATENBHBIX CIIyYasx JOIYCKaeTCs HE 3aBepIiaTh MPOTPaMMy aTTECTAIHH IO
Hayajla CepUuUHOIO MPOU3BOJCTBA.

29. PemeHne O TMPOBEACHWM TEKYIIEH AaTTeCTAllMM JIOJDKHO OBITh O0OOCHOBAHO,
JOKYMEHTAIBHO 0(OPMIICHO U YTBEPXKICHO JTUIIAMHU, IMEIOIIMMHU Ha 3TO TPaBO.

30. K mokyMmMeHTanmuu 1O TpPOBEACHUIO TEKYIIEH aTTeCTallud NPEAbSBISIOTCS TE JKe
TpeOOBaHMS, YTO U TPH MEPCIIEKTUBHON aTTECTAIHH.

PCTpOCHeKTI/IBHafl aTTecranuAa

31 PCTpOCHCKTI/IBHafl arTecranguss MOXKET HpOBOHI/ITBCﬂ TOJIBKO IJIA XOpOIHO OTJIAXKCHHBIX
nporieccoB. [IpoBeneHue ee HE JOMYCKAETCs, €CIM B COCTaB IMPOIYKIIHH, TEXHOJIOTHUYSCKUN
poIecc Wi 000pyI0BaHNE HETABHO OBLIIM BHECEHBI H3MCEHCHHS.

32. PerpocnieKTHBHAS aTTECTAIMS TAaKUX MPOIECCOB OCHOBBIBACTCS HA MPEANICCTBYIOIINX
naHHbIX. [Ipu 3ToM Tpedyercs pa3paboTka CHEIMAIILHONW METOJMKH W IPOBEICHUE aHAIN3a
JAHHBIX HpCHIHCCTBYIOIHCﬁ BKCHJ'[yaTaIII/II/I C BBIBOJJAMH U pCKOMCHHaHI/IﬂMI/I.

33. HcxomHbIMH JaHHBIMH JUISL TIPOBENEHUS PETPOCIIEKTUBHOW AaTTECTAllW SIBIISIOTCS
IIPOTOKOJIBI MPOU3BOJICTBA U YITAKOBKU CEPHUU MPOAYKLIHH, KOHTPOJIbHBIE KAPTHI MPOU3BOJICTBA,
KYpHAJIbI TPOBEIACHUS] TEXHUYECKOIOo OOCHyXUBaHUS, JaHHbIe 00 M3MEHEHUU B IEPCOHAIE,
IIOTCHIIUAJIBHBIX BO3MOXXHOCTAX HpOHCCC&, OAaHHBIC O FOTOBOI\/II HpOHYKIII/II/I, B T.Y. KapTBI
TCHHCHHI/Iﬁ, a TAKXE pe3y.]'[I)TaTBI H3y‘ICHI/I5[ cec CTa6I/IJ'II)HOCTI/I HpI/I XpaHCHI/II/I.

34. Cepur TPOIYKIHH, OTOOpPAHHBIC IS TPOBEACHHUS PETPOCICKTUBHOW aTTECTAIIHH,
JOJI’)KHBI HpCHCTaBHﬂTB pCHpC3CHTaTI/IBHy10 BBI60pKy JIl BCEX CCpI/II\/’I, HN3IrOTOBJICHHBIX B
TEUCHHE PACCMATPUBAEMOTO MEPHO/Ia, B T.4. BCE CEPUH, HE COOTBETCTBYIONIUE CICIIH(PUKAIUSIM.
KOJ'II/I‘-IGCTBO HpOHYKIII/II/I JTOJIDKHO 6BITB AJO0CTATOYHBIM, T-ITO6I)I II0Ka3aTh CTa6I/IJ'IBHOCTI) HpOIICCC&.
HpI/I HpOBCHCHI/II/I pCTpOCHCKTI/IBHOI\/’I arrecranguu HpOHCCC& JJIsL HOJ'Iy‘IGHI/Ifl JAaHHBIX B
JOCTaTOYHOM  KOJIMYECTBE WM pPa3’HOOOpasWd  MOXKET  IMOTpeOOBaThCS  MPOBEICHUE
JOOITOJIHUTCIBbHBIX I/ICHBITaHI/II\/’I apXI/IBHBIX o6pa311013.

35. JIyst orieHKH CTaOMIIBHOCTH MpoIiecca TPH MPOBEICHUH PETPOCIICKTHBHON aTTECTAIlUN
CJ'I@)Iy@T BBIITIOJTHUTHh aHAJIN3 AdAHHBIX II0 10 - 30 II0CJICAOBATCIBHO HpOH?:BC)ICHHBIM CCpI/IﬂM.
JlonmyckaeTcsi IIpOBEPATh MEHBIIEE YHCIO CEpUA NPU HAIMYAHA  COOTBETCTBYIOLIETO
000CHOBaHHS.



ATTecTanus NporeccoB OUUCTKHU

36 ATTGCTaIII/Ifl mpouecCoB OYHMCTKH  BBIIIOJHACTCA C LOCJIbBIO IMOATBCPIKACHHA
3(1)(1)€KTI/IBHOCTI/I METOJ0B OYUCTKH. HpI/I 3TOM HOOJI’)KHBI OLITH 3aaHbl JOITYCTUMBIC IIPEACIBbHBIC
S3HA4YCHHA HaA OCTaTKW IMPOAYKIOWH, MOIOIIUX CpCACTB H MI/IKpO6HOC 3arpsA3HCHUC. Ot
MMpCACIIbHBIC 3HAYCHUA JOJDKHBI OLITH PCAIBHO JOCTHXXUMBIMHA U ITPOBCPACMBIMH.

37. lns ompeneneHusi YCTAaHOBIICHHBIX IPENENIOB OCTAaTKOB BEIIECTB WM 3arps3HEHUI
CIIEyeT  WCIOJb30BaTh  aTTECTOBAHHBIE  AHATUTHUYECKHE  METOJABl C  JIOCTaTOYHOU
YYBCTBUTCIIbHOCTBIO.

38. Kak mpaBuio, aTTecTanyio IMPOIECCOB OYHCTKH CIEIYeT MPOBOIUTH TOJBKO IS
HOBCpXHOCTCI\/’I, KOHTAKTHUPYIOIIUX C HNPOAYKTOM. CnenyeT TAaK)XXC IMPHHUMATb BO BHUMAHUC
naetand 00OpyIOBaHMs, HE BCTYMAOIIME B KOHTAKT C TNPOAyKToM. ClemayeT NpOBOIHUTH
aTTeCTAllUIO JJIUTCIBHOCTH MHTCPBAJIOB BPpEMCHU MCKAY OKOHYAHHUEM IMpoLecca U O'—II/ICTKOI\/’I, a
TaKKe OYHCTKOM M HavajoM clieayromero npoiecca. Cieayer onpeaeuTh METOIbI OYUCTKH H
HMHTEPBAJIbl BDEMEHU MEXIY IIPOBEACHUEM OYUCTKH.

39. [l METOOB OYUCTKH CXOAHBIX BHJIOB TMPOIYKIIMU U MPOLIECCOB JOMYCKAETCS BEIOPATh
HpCHCTaBI/ITCHBHBII\/'I pAA AHAJIOTUYHBIX MAaTCpUaioB U IPOLECCOB. B Takmx ciIydadx MOXKHO
MPOBOJIUTH OJIHO ATTECTAIlMOHHOE HCCIICIOBAHUE JUIsI 'HAMXYAIIETO ciay4as', MpH KOTOPOM
YUUTBIBAIOTCS BCE KPUTHUECKUE (DAKTOPBHI.

40. [lns aTTecTalii METOJla OYHCTKHA JOCTaTOYHO YCIEIIHOTO TIPOBEICHHS TPex
II0CJIE€A0BATCIIBHBIX ITMKIIOB OYNCTKH.

41. Merton "npoBepsTh, MOKa He OyneT 4YUCTO" HE 3aMEHseT aTTeCTAlUI0 Ipoliecca
OYHCTKH.

42. B KauyecTBe HCKIIOYEHHUS TIPH AaTTECTAIMH TIPOIIECCOB OYHUCTKH JOMYCKaeTCS
HCII0JIb30BAHNE MATEpPHaJIOB, KOTOPbIE UMUTUPYIOT (PU3MKO-XMMHUYECKHE CBOWCTBA yAalsieMbIX
BEUICCTB, €CJIH ITOCIICAHUC ABJISIIOTCS TOKCUYHBIMHU HUJIN OIIACHBIMU.

KonTposib namenenui

43. BHeceHMe W3MEHEHHH B WCXOJHBIE MaTepUaibl, KOMIIOHEHTHI IPOIYKIIUH,
TEXHOJIOTHYECKOe 000pYJOBaHKE, ITapaMeTphl OKPYXKAIOIICH IPOU3BOJCTBEHHON Cpensl (HiIH
IUTONIA/IKK), METOJbl MPOU3BOJICTBA U KOHTPOJSI, KOTOPbIE MOTYT IOBJIMSATH Ha KadyeCTBO
MPOJYKTa WM BOCIPOU3BOJUMMOCTb IpOLiECcCa, JOJDKHO BBINOJHATHCS IO  CIELHUAIBHO
pa3zpaboTaHHBIM HMHCTPYKLIUSIM. MeTOoIpl KOHTPOJS H3MEHEHUH JIOJDKHBI MpeaycMaTpuBaTh
MOJIyY€HUE JOCTATOYHO MOJHBIX JAHHBIX, YTOObI yOEAMTHCS, YTO B M3MEHEHHOM IIpoliecce
OyZeT MPOU3BOAUTHCS MPOIYKT TPeOYyEeMOro KauecTBa B COOTBETCTBUH C JJOKYMEHTAIHEH.

44. Bce u3MeHEHUs, KOTOpPbIE MOTYT OKa3aTh BJIMSHHME Ha Kaue€CTBO IMPOJIYKIHH WU
BOCITPOM3BOJIUMOCTh IpOLecca, JIOJDKHBI ObITh 000CHOBaHbBI, O(OPMIIEHBI NOKYMEHTAJIbHO WU
yTBepkAeHbl. CenyeT OLEeHUTh BO3MOKHOE BIMSIHNE U3BMEHEHUH B IOMELIEHUAX, CUCTEMaX WIH
o0Opy/lOBaHWM Ha NPOAYKLHIO, B T.4. Ha MPOBEACHHUE aHAIM3a pPUCKOB, U OINPEACIUTH
HEOOXOJMMOCTh TPOBEACHUS W 00bEeM pabOT IO MOBTOPHOW arrectaiuu (MMOBTOPHBIM
UCIIBITAHUSIM).

[ToBTopHas arrectaiys (IOBTOPHBIC UCIIBITAHMUS)

45. CnenyeT BBINOJIHATh MEPUOJINYECKYIO OLIEHKY MOMEILEHUH, CUCTEM, 000pyI0BaHUS U
nporeccoB (B T.4. MPOIECCOB OYMUCTKH) JUIsS TMOATBEPKICHUS WX COOTBETCTBUS 3aJaHHBIM
TpeboBanusaM. Ecau cyiiecTBeHHble M3MEHEHHsSI OTCYTCTBYIOT, TO BMECTO IOBTOPHOM
aTTecTallud JOCTaTOYHO COCTAaBUTh OTYET, CBHUJCTEJBCTBYIOIIMH O TOM, 4YTO IOMEIIEHHUS,
CUCTEMbI, 000pyJOBaHUE U MPOLIECCHl COOTBETCTBYIOT YCTAHOBIIEHHBIM TPEOOBAHUSIM.

TepmuHsI U onpeneseHust



[TpuBeneHHbIC TEPMHUHBI, OTHOCSIIMECS K aTTECTAlMd U UCIBITAHHSIM, HE BKJIIOYCHBI B
paznen "TepMuHBI W ompeneNeHUs HACTOSIIET0 CTaHAApTa, HO HCMOJB3YIOTCA B JaHHOM
[Ipunoxenuu.

Ananu3 puckoB (risk analysis): MeTo/1 OLIEHKH U OMUCAHUS KPUTHUSCKHUX TAPaMETPOB TPU
(GYHKIIMOHUPOBAHUM 000PYAOBaHMSI UITH MpOIiecca.

Atrecraius B okciutyaranuu - (performance qualification; PQ):  mokymeHTanbHOE
MOJITBEP)KACHUE TOrO, YTO MOMEIEHHS, CUCTEMbl M O0OpYJOBaHHE B KOMIUICKCE pabOTarOT
3 (eKTUBHO W C BOCIPOW3BOJUMBIMH MOKA3aTCISIMH B COOTBETCTBHM C TMPOMBIILICHHBIM
PErJIaMEHTOM, TEXHOJOTMYSCKUMHU HHCTPYKIMSAMU U CIICHU(PHUKAIIUCH HA TTPOJIYKT.

Artrecrarus npoekta (design qualification; DQ): mokymeHTanbHOE MOATBEPKIACHUE TOTO,
YTO MPOEKT MPOU3BOJACTBA (B T.4. TMOMEIICHHUS, CHUCTEMbl M OOOpPYIOBaHHE) BBINIOJHCH B
COOTBETCTBUM C 3aJaHUEM Ha IPOCKTUPOBAHHME, HACTOSIIUM CTAHIAPTOM H JPYTUMH
HOPMATHUBHBIMH JIOKYMCHTaMH.

Artrecrarus nporiecca (process validation): nokyMeHTaqbHOE MOITBEPIKICHUE TOTO, YTO
MPOILIECC, BBIMOJHIEMbIH B paMKaX YCTAHOBIICHHBIX MapaMETPOB, MPOTEKaeT dPPEKTUBHO U C
BOCIIPOM3BOJMMBIMU TAPAMETPaMH, TMPOU3BOJIS JICKAPCTBEHHOE CPEJICTBO, YIOBICTBOPSIOIICE
BCEM 33J]aHHBIM TPEOOBAHUSIM K MPOIYKIIMH U €€ KaueCTBY.

Atrtecrains  yctaHoBiIeHHoro — oOopynoBanus  (installation  qualification;  1Q):
JOKYMEHTAIBHOE TOATBEPXKACHHE TOTO, YTO MOHTaX MOMEUICHUH, CHCTEeM M 000PYIOBaHUS
(YycTaHOBJIGHHBIX WJIM HM3MCHEHHBIX) BBINIOJIHEH B COOTBETCTBHM C TIPOCKTOM U JIPYroi
TEXHUYECKON JOKYMEHTALUEH.

AtTecralys B OCHAIICHHOM COCTOSHHMH; aTTeCTalus PYHKIMOHUPYIOIIETo 000pyI0BaHHsI
(operational qualification; OQ): moKyMeHTaIbHOE MOATBEPKICHUE TOrO, YTO IMOMEIICHHUS,
cucTeMbl W o0opynoBaHHe (YCTAHOBJIICHHBIE WJIM HM3MEHCHHBbIE) (QYHKIHOHUDPYIOT B
COOTBETCTBHUHU C MPEIbSIBISACMBIMUA TPEOOBAHUSIMHU BO BCEX PEIKUMAX PAOOTHI.

Wmurtupyrommii mpoaykt (Simulated product): matepuas, KOTOpbIiA 10 CBOMM (pU3HIECKUM
U, 10 BO3MOXXHOCTH, XUMUYECKUM XapaKTepUCTHUKaM (HarmpuMep, BA3KOCTH, pa3MepaM YacTHII,
pH u mp.) GIU30K MPOJYKTY, K KOTOPOMY OTHOCHTCSI arrectaius. Bo MHOTHX Cllydasx 3TUMH
XapaKTepUCTUKaMH MOTYT 00Jagath cepud Iuianebo (MpojyKTa, HE COJCPIKAIIEro aKTUBHOTO
UHIPEIMCHTA).

Kontpone wu3menenuit (change control): ngokymeHTanbHO OQOPMIICHHBIH TMOPSIOK,
COTrJIACHO ~ KOTOPOMY  TIPEICTABUTEIM  Pa3IM4YHBIX  CICHUAIBHOCTEH  PacCMaTpUBAIOT
NPEJIOKCHHBIC WM CYIIECTBYIOIIME HW3MEHEHHUS, KOTOpPbIE MOTYT TOBJHATh Ha CTaTyC
"AtrecToBaHO" 1715 HOMELEHUM, 000pYIOBaHMs HJIM IIPOLIECCOB U ONPEAEISAIOT HE00X0MMOCTh
JEHCTBHI, KOTOPBIC TOJDKHBI 00CCIICUYUTh M JJOKYMEHTAILHO O(OPMHUTH IMOJICPIKAHUE CUCTEMbI
B craTyce " ATTecToBaHO".

Hauxymmmii ciyyait (WOrst Case): yclioBHsl WM KOMILUICKC YCIOBHH, OTHOCSIIHMXCS K
BEPXHUM M HIDKHHUM MPEICTbHBIM 3HAUCHHSM MapaMeTpPOB MPOU3BOJCTBEHHOIO Ipoliecca U
CBSI3aHHBIX C HUMH (PaKTOPOB, OTPEICIICHHBIX JOKYMEHTAIMEH, KOTOPbIE MOTYT MPHUBECTH K
CaMOil BBICOKOW BEPOSTHOCTH MOSIBIICHHs Opaka B MPOIEecce WM MPOIYKTE MO CPABHEHHIO C
UIcalIbHBIMU yCIIOBUsIME. Takue ycrnoBus He Beerja 00s3aTebHO NMPUBOIAT K Opaky B Mmporecce
WK TIPOJTYKTE.

[MepciektuBHas arrtectanusi (prospective validation): arrtecramms, BBINOJHSIEMAs 0
Havajla CepUHHOTO MPOU3BO/ICTBA MPOIYKIMH, TIPEIHASHAYCHHOW /ISl Pean3aliH.

[ToBTOpHAst arTecraius; MOBTOPHbIC HcnbiTanus (re-validation): moBTopeHue NepBUYHOMN
aTTecTallid Mpolecca sl OOECHEeYCHUs TapaHTHH TOTO, 4YTO H3MEHEHHUS B IPOIECCe
(oOopynoBaHuM), BHECCHHBIE B COOTBETCTBHM C TWPOIEAYPOH KOHTpPOJS HW3MCHCHHIA, HE
YXYIIIAIT XapaKTEPUCTUKHU MPOLIECCca U KAYECTBO PO TYKIIHH.

PerpocniektuBHas atrecranus (retfrospective validation): arrecramms cepuitHOTro mporecca
MPOM3BOJICTBA PEATM3YEMOTO MPOJIYKTa, OCHOBAHHAS HA MOJIyYEHHBIX JaHHBIX O MPOHM3BOICTBE
Y KOHTPOJIE CEpUH IIPOTYKIUH.



Cuctema (System): komIuiekc 000pyI0BaHHUsI, HMEIOIIETO 00Ice Ha3HAUYCHHE.
Tekymas arrecranms (concurrent validation): arrecramms, BbINOJHSIEMass BO BpeMs
TeKymero (CepuitHOro) MPOM3BOICTBA MPOAYKIINH, PETHA3SHAYCHHOMN JUTS pean3alliu.

[Mpunoxenne 16

I[NOATBEPXAEHUE YIIOJIHOMOYEHHBIM JIMIIOM COOTBETCTBUSA CEPUU
[MPOAYKIHHU C LEJIBIO EE BBIITYCKA

1. Obnactb npuMeHEeHUs

1.1. B nactosimieM IIpunoskeHun ycTaHOBIJIEHBI MOPSIOK MOATBEP)KJIECHUS COOTBETCTBUS,
BBITIOJIHAEMOTO YIIOJHOMOYEHHBIM JIMIIOM, M TpPeOOBaHUS K BBIYCKY CEpUM JIEKapCTBEHHBIX
CPEACTB B PEAIU3aLMIO COIVIACHO JEHCTBYIOLIEMY HOPSAKY.

1.2. B [IpunoxeHN# pacCMOTPEHBI TaKXkKe CIydad, KOT1a IPOU3BOJICTBO CEPHH MPOTYKITUH
WIM MPOBEACHUE aHAIM30B PA3/I€JICHO HAa HECKOJBbKO 3TAIlOB, BBHIMOJIHSAEMBIX B Pa3HBIX MECTaxX
WIM  pa3sHbIMU  TNPOU3BOAMUTEISIMH, a TakkKe KOIJIa CEpUI0 IMPOMEKYTOYHOM WU
Hepac(hacoBaHHON IPOAYKIMU PA3AENAIOT Ha JIB€ U 0oJiee cepuil TOTOBOM MTPOAYKIUH.

Hacrosimee IlpunoxeHune pacnpocTpaHseTcsi TakKe Ha JIEKapCTBEHHBbIE CpE/ICTBA,
IpelHa3HaYeHHbIe JUIsl KIMHUYECKUX HCCIEIOBAaHUM, IPOU3BOJCTBO KOTOPBIX HMMEET CBOU
ocobennoctu ([Tpunoxenue 13).

1.3. Hacrosimee IlpunokeHne He OXBaThIBA€T BCE BO3MOXKHBIC CIyYad IMOATBEPIKICHUS
COOTBETCTBUSL W HE OTHOCUTCS K TMPOJIYKIMH, BBIIYCK KOTOPOHl pEriaMeHTUpYeTCs
CIeIUaTbHBIMUA TPEOOBaHUSAMH (TaKUMHU, KaK Ipernapathl KPOBH WJIM MMMYHHBIC Iperaparsbl,
WHCYJIMHBI, Ta3bl MEAUIIUHCKOTO IPUMEHEHHSI U JICKAPCTBEHHBIC CPEJICTBA JUIS JACTCH).

1.4. OcHoBHBIE TpeOOBaHUS K BBIIYCKY CEpUU MPOIYKIHMU MPUBOJATCS B JMICH3UU Ha
IIPOM3BOJICTBO U JIOKYMEHTax, 0()OpMIICHHBIX IIPU TOCYIapCTBEHHON peructpauuu. Hu ogHo u3
MOJIOKEHUH HacTosero [IpunoxkeHuss He MOXKET UCIOJIb30BaThCS, €CJIM OHO BBIXOJUT 33 PaMKU
YCTaHOBJIEHHBIX TPEOOBAHUI.

2. OCHOBHBIE MOJIOKEHUS

2.1. Kaxpmas cepusi TOTOBOWM HMPOAYKIIMH OJDKHA TOJIYYUTh OT YIIOJHOMOYEHHOTO JIUIA
MOATBEP)K/ICHUE €€ COOTBETCTBUSL YCTAHOBJIEHHBIM TPEOOBAHMSIM JI0 €€ BBIIYCKa B pealn3aliio
Ha BHYTPEHHEM PBIHKE WJIM HA SKCIIOPT.

2.2. l1lenbro KOHTPOJIS 32 BBIITYCKOM CEPHH MTPOAYKIIUH B PEATU3AIHIO SIBIISTFOTCSI:

- ofbecrnieueHue rapaHTHH TOTO, YTO IIPOU3BOJCTBO U KOHTPOJIb KAUe€CTBA CEPUU MTPOTYyKIIUI
COOTBETCTBYIOT TpeOOBaHUSAM JIMIIEH3MM Ha IPOU3BOJCTBO, PETUCTPALMOHHOTO JOChE U
HaCTOSALIEr0 CTaHAapTa WIM AaHAJIOTMYHOIO CTaHAapTa JApYyroW CTpaHbl, IPU3HAHHOIO
SKBUBAJIECHTHBIM HACTOSIIEMY CTaHAAPTY;

- BO3MO>XHOCTh OIIEPAaTMBHOIO HAaXOXICHUS YHNOJHOMOYEHHOTO JIMIA, KOTOPOE BBIAAJIO
paspelieHre Ha pealu3aldio Cepud NPOAYKHMH (B CiOydasxX peKIaMalid WIH OT3bIBa
MPOJIYKIIUH).

3. Beenenue

3.1. IIpow3BOACTBO CepUU JIEKAPCTBEHHBIX CPEICTB, B T.4. KOHTPOJIb KadecTBa,
paszzensercs Ha CTagud, KOTOPbIE MOTYT BBIIOJHATHCS B PAa3jJU4HBIX MECTaX M Pa3HbIMHU



IIPOU3BOAUTCIISIMMU. Ka>1<)1a51 CTagusd HOOJIDKHA BBIIIOJHATBCA COIJIACHO COOTBETCTBYIOLIUM
HOPMAaTUBHBIM JOKyMEHTaM, TpeOOBaHUSM HACTOSILEro CTaHgapra U JAECHCTBYIOIIEMY
3akoHOJarenscTBY  Poccmiickoit ~ ®epepanuu.  OTUM  JOJDKHO  PYKOBOJACTBOBAThCS
YIIOJIHOMOYEHHOE JIMIO, OCYIIECTBISIONIEE MPOLEAYPY MOATBEPKICHNUS COOTBETCTBHS CEPHUU
TOTOBOM MMpOAYKIUMH YCTaHOBJICHHBIM Tpe6OBaHI/I5[M IEPEA BBIITYCKOM €€ B pCaJIn3allrIo.

3.2. Ha npakTuke 0JHO YIIOJTHOMOYEHHOE JIMIIO MOXKET HE 3HATh OCOOCHHOCTEH Ka)JIOTO
jTana MpPOM3BOJCTBA. YIIOJIHOMOYECHHOE JIMIO, KOTOPOE MOATBEP)KAAET COOTBETCTBHUE CEPUHU
TOTOBOH MMpOAYKIHUH, IO OTACIBbHBIM BOIIPpOCAM MOXKET OIHUPATHCA Ha 3aKIIOUCHUA OPYTrHUX
YIOJHOMOYEHHBIX JHI. B MomoOHBIX CilydasX YMOJIHOMOYEHHOE JIMILIO JIOJDKHO OBITh 3apaHee
YBEPCHO B HAJCKHOCTHU IOTHUX 3aKJ'IIO‘-I€HI/II\/II, UCxXonda M3 JIMYHOI'O OIIbiTa HMJIM HAa OCHOBAaHHUHN
IMOATBCPXKACHUA, IIOJIYYCHHOI'0O OT APYrux YIOJHOMOYCHHBIX JIMIL BHYTPU YCTaHOBHGHHOfI
CHUCTEMBI KaucCTBa.

3.3. IIpu BBITIOJHEHUU OTIEIBHBIX 3TAINlOB IMPOM3BOJICTBA B JIPYTrOil CTpaHE aHAIOTUYHBIC
Tpe6OBaHI/I5[ K COOTBECTCTBUIO IIPOU3BOACTBA U ITPOBCACHHUIO KOHTPOJIA Ka4€CTBA MPEABABIIAIOTCA
U K YYaCTHHMKY NPOM3BOJACTBA B ITOW cTpaHe. B 3TOM ciydae IPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEACTB TaKXKe JOJDKHO OCYIIECTBISITHCS B COOTBETCTBHH C JIMIICH3WEW Ha NPOM3BOJCTBO U
TpC6OBaHI/I5[MI/I PErUCTpalOHHOTO OO0CKhE. HpOI/I?;BO)II/ITCJ'IB JOJDKEH HMCETh JIMIICH3HUIO Ha
OCYIIIECTBIICHHE CBOECH IEATENIBHOCTH B COOTBETCTBHH C 3aKOHOM CBOEH CTpaHBI U BBITIOIHSTH
TpeOOBaHMS HACTOSIIEr0 CTaHAAPTa WM CTaHJApTa, IPU3HAHHOTO YKBUBAICHTHBIM €MY.

4. O0ume moJI0KEHUS

4.1. Paznuunblie ctaguu (dTAIbl) MPOU3BOJICTBA, BBO3a, KOHTPOJIS M XPAHEHUS OJHOW U TON
K€ CepuM NPOAYKUMH MOTYT BBIIOJHATHCA B pa3HbIX MecTax. Bce 3Ttu Mecra u
MIPOM3BOJICTBEHHBIE IUIOIIAJKK JOJDKHBI HMETh OJHY WIM pa3jeibHble JUMUEH3UU Ha
MIPOU3BOJICTBO U OCYIIECTBISATh JEATEIBHOCTh I0J] KOHTPOJIEM, IO KpalHEell Mepe, OJHOro
YIIOJIHOMOYEHHOIO JIMLA, HOJATBEPXKJIAIOIIEr0 COOTBETCTBHE 3TOM CEpUM YCTAHOBJIEHHBIM
TpeOOBaHUSAM JI0 €€ BBIIIYCKa B pealn3aluIo.

4.2. PaznuuHble CepUU NPOAYKIMH MOTYT TPOU3BOJUTHCS WM HMIIOPTHPOBATHCS U
BBIITYCKaTbCs B IIPOJIAXKy B Pa3HBIX CTpaHax, UMEOIIUX coramenue ¢ Pocecniickoit @enepanuei
0 B3aMMHOM MPU3HAHUU YCIOBUN MPOU3BOJCTBA U peanu3anuu. [lpu sToM nepkartens TuLeH3un
Ha TPOU3BOJACTBO, MMEIOIIMI MpaBO Ha BBINYCK CEpUU NPOAYKLUHMHU B pealn3allvio, JO0JHKEH
UMETb B CBOEM paclOpsHKEHMH TOYHOE YKa3aHUE ajpeca IUIOIIAAKH, Ha KOTOpoil Obuia
BBIYIIICHA KOHKPETHas Ccepusi NpPOAYKUMH, U HHPOpMALUI0 00 YIOJHOMOYEHHOM JIMIIE,
OTBETCTBEHHOM 3a IOJTBEPKICHUE COOTBETCTBUSI €€ KaUeCTBA YCTAHOBJIEHHBIM TPEOOBAHUSM.

4.3. YIIOJTHOMOYEHHOE JIUIIO, MOITBEPKIAIOIIEe COOTBETCTBHE CEPHH TOTOBON MPOIYKIIUH
YCTaHOBJIEHHBIM TpeOOBaHUSAM Iepe]] BblJauel pa3pelleHUss Ha pealn3alio, MOXET
OCHOBBIBAaTh CBO€ pEIIEHHWE Ha JIMYHOM 3HAHUU BCEX MHCIOJb3YyeMbIX B IPOU3BOJICTBE
MOMEILEHUH U MPOIIECCOB, ONbITE YYaCTBOBABLIETO B MPOU3BOICTBE IIEPCOHANIA U IPUMEHSIEMOMN
cucteMbl kayecTBa. OHO MOXET TaKKe ONUPaThCcs Ha 3aKIOYEHHE CO CTOPOHBI OJHOIO WIIU
0ojiee yMOJIHOMOYEHHBIX JIML[ O COOTBETCTBUM NPOMEXKYTOUYHBIX JTaroB IPOU3BOJICTBA
YCTaHOBJIEHHBIM TpeOOBaHUSAM. 3aKIIIOUEHUE JOKHO OBbITh O(QOPMIIEHO JOKYMEHTAIBHO M
JOJIKHO SICHO OIpEAENsATh MPEeAMET MOJATBEPKJIEHUS coOoTBeTCTBUS. [lopsanok moaTBepx aeHUs
JOJIKEeH ObITh 0(OPMIIEH TOKYMEHTAIbHO.

4.4. TlonTBepkieHue TpedyeTcss B TOM ciydae, Korja YHOJHOMOUYEHHOE JUI0 ONMUpPAETCs
Ha 3aKJIIOYEHUE JIPYTOro YIOJIHOMOYEHHOTO JHLa. OHO J0JIKHO COOTBETCTBOBATH MOJIOKEHHSIM
paszena 6 HACTOSIIEro CTaHAApTa. YTOJIHOMOYEHHOE JIMIO, IOATBEPIKIAIONIEe COOTBETCTBHE
CepUHM TOTOBOM NPOAYKLUHMH YCTAHOBJIEHHbIM TpeOOBaHUSAM, JIOJDKHO TapaHTHUPOBATh
COOJIIOJICHHE JIOTOBOPEHHOCTEW M TpeOOBAaHUI K IpolenypaM, ONpPENEIEHHbIM B YKa3aHHOM
nokymeHte. Dopma JOKyMEHTa ONpeaessieTcsi cTopoHamu (Hampumep, B BUAC MHCTPYKIUHU B
paMKax OpraHu3alyy WK J0TOBOPA MEXKIY PA3THYHBIMH OPTaHU3ALUSIMH).



4.5. Yka3aHHO€ MOATBEP)KICHUE JOJDKHO BKIIHOYaTh B ce0sl 00s3aTeNbCTBO CO CTOPOHBI
MOCTaBIMKa Hepac(acoBaHHOTO WJIM IPOMEKYTOYHOTO MPOAYKTa CTaBUTh B H3BECTHOCTH
noJydatessi(eif) mpoayKnuu 000 BCeX OTKIOHEHHSIX, Pe3y/bTarax, BBIXOISMIIMX 32 PaMKH
crenuguKanuii, HECOOTBETCTBUSIX TPeOOBAaHUSAM HACTOSILEr0 CTaHAApPTa, pacciieJOBaHUSIX,
pEeKiIaMalviaxX MWW APYTrux CO6BITI/I$[X, KOTOPBIC OOJDKHO IIPUHUMATb BO BHHUMAHHC
YIOJHOMOYEHHOE JIUIO, OTBETCTBEHHOE 3a IOJITBEP)KJIEHHE COOTBETCTBUS CEPUU T'OTOBOM
MIPOJIYKIIMHA BCEM YCTaHOBJIEHHBIM TPEOOBaHUSIM.

4.6. Ilpu WCHONB30BaHUM CHCTEM C KOMIIBIOTEPHBIM YIPABJICHHEM W KOHTPOJIEM IS
AOKYMCHTAJIBbHOI'O O(bOpMJ'IeHI/ISI MOATBCPKACHUA COOTBETCTBUA U PA3PCIICHUA HAa BBIITYCK CCPHUU
MPOAYKIIUU CIIEAYeT PyKOBOACTBOBaThCA [IpaBuiamu, nmpuBeaeHHbIME B [Iprnoxenun 11.

4.7. Ilpy Hanuuuu MOATBEPKACHUS COOTBETCTBUS CEPUU TOTOBOW MPOAYKIMH, BHIIAHHOTO
YIOJHOMOYEHHBIM JIULIOM, HE TpeOyeTcs MOBTOPEHUS 3TOM MPOLEAYphl B CTpaHAX, UMEIOIIHX C
Poccuiickoit @epepanueil corjamieHde O B3aMMHOM IPU3HAHUU PE3YJbTAaTOB IOJOOHOM
IIPOLIEAYPHL.

4.8. BHe 3aBUCHMOCTH OT KOHKPETHBIX MEPOIPUATHI 110 TIOITBEPKJACHUIO COOTBETCTBUS U
BBIITYCKY MPOJYKIMHU JOJKHA CYIIECTBOBATH MPOLIETypa BBISBICHUS U OBICTPOrO OT3bIBA BCEM
MPOAYKIIAH, KOTOPAsi MOYKET MPECTABIATh OMACHOCTh VISl TOTPEOUTENCH.

5. [IpoBeneHne UCHBITAHUN U BBIMYCK B peaJI3allMi0 CEPUU MPOIYKIIMH, TPOU3BEACHHON
BHYTPH CTpaH, uMermux ¢ Poccuiickoit @enepanueit corinameHue 0 B3aMMHOM MPU3HAHUU

5.1. [Tpou3BOACTBO PACIIOIOKEHO B OJTHOM MECTE.

Ecmm Bce craagun (I/IJ'II/I BTaHBI) IMPOMU3BOACTBA W KOHTPOJIA BBIINIOJHAIOTCA B HIpEaciiax
O)IHOI\/II HpOI/I3BOHCTBCHHOI\/II IUIOOIAaAKH, BBIIIOJHCHUC OTACIBHBIX IIPOBEPOK MOKCET OBITH
MepelaHo JAPYruM JHUIaM. YTOJHOMOYEHHOE JIMLO, MOJITBEP)KIAIOIIee COOTBETCTBHE CEpUU
TOTOBOW TMPOJYKIIMH, HECET MEPCOHAIBHYI0O OTBETCTBEHHOCTH 3a JOCTOBEPHOCTHh PE3YyJIhTATOB
IIPOBCPKHU B paMKax yCTaHOBHGHHOfI CUCTCMbI Kauc€CTBA WM MOXKCT IMPUHHMATb BO BHHMAHUC
3aKJIIIOYCHUA O COOTBCTCTBHM YCTAHOBJICHHBIM TpC6OBaHI/I5[M MMPOMEIKYTOYHBIX O3TallOB OT
APYTUX YIIOJIHOMOYCHHBIX JIMIL, OTBETCTBCHHBLIX 3a 3THU CTaIUH.

52 Pazmunsnie CTaguu IMMPOU3BOACTBA BBIIIOJIHAKOTCA B PA3HBIX MECTaxX.

Ecmm Pa3JIMYHBIC CTaAWK IIPOU3BOACTBA CCPHU MPOAYKIHHU BBIMMOJHAIOTCA HA Pa3HBIX
MIPOM3BOJICTBEHHBIX IUIOMIAAKAX B Mpeaesiax OJHOM OpraHW3allid, TO YIMOJTHOMOYEHHOE JIHIIO0
JOJDKHO OTBEUYaTh 3a KAXKIYIO CTAIUI0 MPOU3BOJCTBA. [loATBEpkIE€HHE COOTBETCTBUS CEPHH
TOTOBOH MMpOAYKIHUN YCTAaHOBJICHHBIM TpC6OBaHI/I5[M AOJIKHO BBITIOJIHATBECA YITOJTHOMOYCHHBIM
JUIOM IPOU3BOJUTEINS, KOTOPOE JIMOO HECeT MEPCOHAIbHYI0 OTBETCTBEHHOCTh 3a BCE CTaJUU
IIPpOU3BO/JICTBA, 100 IMPUHHUMACT BO BHHUMAHUC 3aKIIOYCHHA O MPCAIICCTBYIOIUX CTAaAUAX,
CACIIAHHBIC YIIOJTHOMOYCHHBIMHU JIMIIAMU, OTBETCTBCHHBIMHU 34 3TH CTAAHUU.

5.3 OraenpHBIE TPOMEXKYTOUYHBIE CTAIUH IPOU3BOJACTBA  BBIMOJHSIOTCS  JIPYroi
OpraHu3aIuen.

Opnna unu Oosiee MPOMEKYTOYHBIX CTAIUi MPOM3BOJICTBA W KOHTPOJS KAa4eCTBAa MOTYT
OBLITH BBITIOJIHEHDI I[perI\/II OpFaHI/I?;aIII/ICI\/’I. V1orHOMOYEeHHOE JIMIO 3aKa34YuKa MOXKET IPUHUMATb
BO BHMMAaHHE 3aKIIOYEHUE YITOJTHOMOYEHHOTO JIUIIA UCTIOJIHUTEIS O COOTBETCTBYIOIICH CTaIuH,
HO OHO HECET OTBETCTBEHHOCTh 3a TO, YTO 3Ta pabOTa BBHITIOJHIETCS B COOTBETCTBUU C
noropopoM. [loaTBep:kaeHHE COOTBETCTBHS CEPUM TOTOBOM NPOIYKIMH YCTaHOBJIEHHBIM
TpC6OBaHI/I5[M JOJDKHO OLITH BBITIOJIHEHO YIOOJIHOMOUYCHHBIM  JIMIIOM IMPOU3BOAUTCIIA,
OTBETCTBEHHOTO 34 BBIIIYCK CEPUHU IIPOAYKIIUYU Ha PBIHOK.

5.4. U3 cepun HepachacOBaHHOW MPOAYKIMM B PA3JIUYHBIX MECTaX HPOU3BOAUTCS
HECKOJIBKO CCpI/II\/II TOTOBOM MMPOAYKIUH, KOTOPBIC BBIITYCKAKOTCA HAa PIHOK Ha OCHOBAHWH O)IHOI\/II
JUIIEH3UH Ha MPABO MPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.

5.4.1. VYnomHOMOYEHHOE JHIO Jep)KaTels JIMIEH3WH Ha TMpaBO IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB M MX pealu3aliio, BbIIYCKaollee Ccepuro HepachacoBaHHOM
MMPOAYKIIMH, MOXKET IMOATBCPKIAATE COOTBCTCTBHUC BceH cepun TOTOBOM MMpoaAYKOHUH 1O MOMCHTA



BBIITYCKa €€ I peanu3anuu. B 3ToM ciydae ymojgHOMOUYEHHOE Jinio Jmbo OepeT Ha cels
MIEPCOHAIBHYIO OTBETCTBEHHOCTh 3@ BCE CTaJMH MPOU3BOJCTBA, JINOO MPUHUMAET BO BHUMAaHHE
3aKJIIOUEHUSI O KayecTBE CepUil MPOAYKLHWH, MOJYYEHHBIE OT YIOJHOMOYEHHBIX JIUI[ C MECT
BBIITYCKA CEPUI TOTOBOM MPOIYKIIVH.

5.4.2. JlomyckaeTcs TaKKe IOITBEPKACHUE COOTBETCTBUS KaXKIOW CEPUH TOTOBOM
MIPOJYKIIMU JO MOMEHTA BBIIIYCKa €€ B Pea3alUi0 YIIOJTHOMOYEHHBIM JIULOM MPOU3BOIUTEINS,
KOTOPBIM BBIMOJHUI MOCIEAHIO MPOU3BOJCTBEHHYIO ONEPALINIO, MPEAIIECTBYIOIIYIO BBIITYCKY
cepuM TOTOBOM TMpoayKiuu. B sTom ciydae oHo ymbOo Oeper Ha cebs MEPCOHATBHYIO
OTBETCTBEHHOCTh 32 BCE CTa/JIUU MPOU3BOJCTBA, JIMOO MPUHUMAET BO BHUMAHHUE 3aKIIOUYEHHUE O
KAayecTBE CEepUH, IMOJIyUYeHHOE OT YIOJHOMOYEHHOIO JHIla C MecTa BBbIIyCKa CEepuu
HepachacoOBaHHOU MPOTYKIIUH.

5.4.3. Bo Bcex ciyyasix OpraHM3anyy MpOU3BOICTBA TOTOBOM MPOIYKIIMU B Pa3HBIX MECTaxX
Ha pa3HbIX MPOU3BOACTBEHHBIX IUIOIIAKAaX B paMKax OJHOM JIMIEH3UU HA IPaBO MPOU3BOJICTBA
JICKAPCTBEHHBIX CPEIICTB JOJDKHO OBITh OMPEEICHO 0HO JIUIO (Kak MPaBUIIO, YIIOJHOMOYCHHOE
JMIO0 TPOU3BOIUTENS CEpUM Hepac(hacOBAHHOW MPOIYKIUH), KOTOPOE HECET MOJIHYIO
OTBETCTBEHHOCTh 3a BBIIIYCK BCEX CEpUI TOTOBOM MPOMYKIMH, MOJIYYEHHBIX U3 OJHON Cepuu
HepachaCOBaHHOW MPOAYKIIUU. DTO JIMLO JOJKHO 3HATH O JIFOOBIX MpoOiieMax, CBSI3aHHBIX C
KayecTBOM JIF00OM cepru rOTOBOM MPOAYKIIMHU, U KOOPAUHUPOBATH JIFOObIE JEHCTBYS, CBSI3aHHbIE
C Ka4eCTBOM cepuu Hepac(hacoBaHHOM MPOTYKIIUH.

Howmepa cepuiil HepachacoBaHHON U MPOU3BEACHHON U3 HEE TOTOBOM MPOIYKIIMA MOTYT HE
COBI/1aTh, HO MEX/1y HUMHU JIOJIKHA MTPOCIEKUBATHCS CBSI3b, 0(pOpMIIEHHAsS TOKYMEHTAIBHO.

5.5. U3 cepuu HepacdacoBaHHON MPOAYKLIMHU B pa3HbIX MECTaX Ha Pa3HbIX IUIOIIAJKaX
IIPOM3BOJIUTCS HECKOJIBKO CEpUM TOTOBOW HPOAYKLHH, KOTOpbIE BBIMYCKAIOTCS HA OCHOBAHUU
Pa3HbIX JIMIIEH3UI Ha [IPaBO MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB.

5.5.1. YoaHOMOYEHHOE JHUII0 MPOU3BOJIUTENST TOTOBOW MPOJYKIIMH, IOITBEP)KIAIOIICE
COOTBETCTBUE CEPUH T'OTOBOM MPOIYKIIMU YCTAaHOBJIEHHBIM TPeOOBaHUSIM, MOXKET J100 B3STh Ha
ce0sl MepCOHaJIbHYI0 OTBETCTBEHHOCTb 3a BCE CTAIUM MPOU3BOJCTBA, JUOO OCHOBHIBATHCS Ha
3aKJIFOUYEHUH, TOJYYEHHOM OT YIOJIHOMOYEHHOrO JMIIa IpPOM3BOJUTENs HepachacoBaHHON
MIPOJTYKIIUH.

5.5.2. Jlrobas mpobnema, CBsA3aHHAs C KauyeCTBOM JIIOOOW CEpUU TOTOBOW MPOMYKIHH,
HMCTOYHUKOM KOTOPOM MOTJIa SIBUTHCS MCXOJHAs cepusi Hepac(acoBaHHOM MPOAYKIMH, JTOJKHA
OBbITH COOOIIEHA YITOJIHOMOUYEHHOMY JIMIlY, OTBETCTBEHHOMY 3a MOATBEPKICHHUE KauecTBa ATOU
cepun HepacacoBaHHON mnpoaykiuu. Ilociae 3TOro yrnoJIHOMOUYEHHOE JIMIO JOJDKHO
MPENNPUHATh BCE HEOOXOAMMBbIE NEHCTBUS B OTHOIIEHMHM BCEX CEPUIl TOTOBOM MPOAYKLHH,
MIPOM3BEACHHBIX M3 JIaHHOW cepuu HepacdacoBaHHOU npoaykuuu. [lopsnok neiicTBuil B 3TOM
cilydae JI0JKeH ObITh YCTaHOBJIEH B COOTBETCTBYIOIIEH MHCTPYKLIUU.

5.6. Cepuro roTOBOW MPOAYKIMH 3aKylaeT W peaju3yeT JAepKaTellb JIMIEH3UW Ha
IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUM C COOCTBEHHOH JMIIEH3MEH Ha
peanu3anuio IpoayKiuu. (ITO MPOMCXOAUT, HANpUMEp, KOI/ia OpraHW3alus, MMOCTABJISIOIIAs
npenapaT-JKeHEpUK, 3aKylmaeT TOTOBYIO HPOAYKLHIO, COOTBETCTBUE KOTOPOMl HE ObLIO
MOATBEPK/IEHO HAa OCHOBAHMUU JIMIIEH3UM IPOU3BOJMUTEINS, U BBIIIYCKAaeT €€ Ha OCHOBAHUU
COOCTBEHHO JIMIIEH3UH HA TIPABO MPOU3BOJICTBA U PeaM3alliy JICKAPCTBEHHBIX CPEIICTB. )

B »TO¥ cuTyanuu yrnoJHOMOYEHHOE JIMIO OpraHu3alliy, 3aKylarolled MpOIyKIHIo, He
UMEIOLYI0  JIOKYMEHTAJIbHBIX  PE3yJbTAaTOB  IOJATBEPKICHUS  COOTBETCTBHS,  JIOJKHO
MOATBEPJUTH COOTBETCTBUE YCTAHOBJIEHHBIM TPEOOBAHUSAM 3TOM cepuM FOTOBOM MPOIYKLUU 10
MOMEHTa ee peanu3zauuu. [Ipy STOM yYIOJHOMOYEHHOE JIMLO 3aKyNarolled OpraHu3aluu
MPUHUMAeT Ha ce0sl OTBETCTBEHHOCTb 3a BCE CTaJUM IMPOU3BOJCTBA WM OCHOBBIBAECTCA Ha
3aKJIFOUYEHUU O KaueCTBE CEepUU MPOAYKLIUHU YIIOJTHOMOYEHHOTO JIMIAa OPraHU3allMU-TIOCTABIIUKA.

5.7. JlabopaTopusi KOHTpOJIi KayecTBa JIEKAPCTBEHHBIX CPEJCTB M IMPOU3BOIAUTEIH
JIEKapCTBEHHBIX CPEACTB JACUCTBYIOT HA OCHOBAaHMM pa3IUMYHBIX JIMLIEH3UW Ha IpaBo
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB.



Y10JIHOMOYEHHOE JIULO, IMOATBEPXKJAIOLIEe COOTBETCTBUE CEpUM TOTOBOM MPOAYKIIMH
YCTaHOBJIEHHBIM TpPEeOOBaHUSAM, MOXKET HPHUHATh Ha ce0s OTBETCTBEHHOCTh 3a IPOBEACHUE
UCIBITAHUN JIEKAPCTBEHHBIX CPEJICTB MOAOOHON j1abopaTropuell MM MOXET OCHOBBIBATHCA Ha
MOATBEPKIEHUU HEOOXOJMMOTr0 KauecTBa IPOBEICHUS UCIIBITAHUN U PE3YNIbTATOB, MOJIY4YEHHBIX
OT JpYroro yHoJHOMOYEHHOro Jjuna. IIpy OTCyTCTBHM  Takoro MOATBEPKIECHUS
YIOJHOMOYEHHOE JIMIO JIOJDKHO 3HaThb paboTy [JaHHOW Jjaboparopud M METOAMKH,
[IpUMEHsIeMbIE B HEHl, JUIsl MOATBEPKIECHUS COOTBETCTBUS KauecTBa IaHHOW FOTOBOM MPOTYKIIUH.

6. O0sI13aHHOCTH YITOJTHOMOYEHHOTO JIUI[A

6.1. Ilepen ocymiecTBICHUEM IPOIEAYPHI TIOATBEPKACHUS COOTBETCTBUS CEPHH TOTOBOM
MIPOJIYKIIMU 10 MOMEHTA €€ BBIITYCKa Ha PHIHOK YIIOJIHOMOUYEHHOE JIULO JOJHKHO FapaHTHPOBATH
clieiytolee:

a) cepuisi TOTOBO# MPOAYKIIMHU | MPOIIECC €€ MPOU3BOJICTBA COOTBETCTBYIOT JINIICH3HOHHBIM
YCIIOBUSIM U PETUCTPALUOHHOMY JOCHE;

b) cepust rotoBoit MPOaYKIMK MPOU3BEICHA B COOTBETCTBUH C TPEOOBAHUSIMU HACTOSIIIETO
CTaHJapTa, a JUIsl CEpUU IMPOIYKIMH, UMIOPTUPYEMOU U3 JIpYroil CTpaHbl, - B COOTBETCTBUU C
MpaBMWJIaMH IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, MO KpailHell Mepe, SKBUBAJIEHTHBIMU
TpeOOBaHUAM HACTOALIETO CTaHIAPTa;

C) OCHOBHBIE IPOIIECCHI MPOM3BOJCTBA U METOJbI KOHTPOJISI aTTECTOBAHBI (MCIIBITAHBI) C
y4eToM (aKTUYECKHX yCIOBUM MPOU3BOACTBA U MPOTOKOJIOB HA CEPUIO MPOAYKIUH;

d) nr00bIe OTKIIOHEHHMS WM 3aIIAHUPOBAHHBIC M3MEHEHHUSI B TEXHOJOIMYECKOM IPOIIECCe
WM KOHTPOJIE KauecTBa ObUIM YTBEP>KJICHBl OTBETCTBEHHBIMU JIMLIaMU. JI10Oble OTKIOHEHUS OT
JUIEH3UOHHBIX YCIIOBUI Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB U PETUCTPALIUOHHOTO JIOChE
ObUIH COTJIACOBAHbI C COOTBETCTBYIOIIIMM KOMIIETEHTHBIM OPraHOM;

€) mpoBeIeHbl BCe HEOOXOIMMbIC IPOBEPKH U UCHBITaHUS (B T.4. JOMOJHUTEIBHBIA OTOOD
po0, IPOBEPKU M UCHBITAHUS, BHI3BAHHBIE OTKJIIOHEHUSMH B TEXHOJIOTMYECKOM IIPOLECCe WU
IUIAHOBBIMU M3MEHEHUSMHU);

f) moxymeHTaIMs 10 MPOU3BOJACTBEHHOMY MPOIECCY U KOHTPOJIIO KayecTBa 0pOpMIICHA B
YCTaHOBJIEHHOM IOPS/JIKE;

0) MpOBE/ICHBI AyIUThI B COOTBETCTBHUHU C TPEOOBAHUSIMH CHCTEMbI 00ECIICYCHUS KAYeCTRa;

h) npuHsITEl BO BHMMaHHE BCEe (aKTOPBI, KOTOPHIC M0 MHEHHUIO YIIOJIHOMOYEHHOTO JIUIIA
SIBJIIIOTCSI CYILIECTBEHHBIMH JUIsl KAU€CTBA JAHHOW CEpUU MPOAYKLIUH.

Y0JIHOMOYEHHOE JIUII0 MOKET UMETh JOTOJHUTEIbHbIE 00S3aHHOCTH B COOTBETCTBUU C
3aKoHOAarenbcTBOM Poccniickoit denepanuy WK JOJKHOCTHBIMU MHCTPYKIMSMMU.

6.2. YIOJIHOMOYEHHOE JIMIO, MOJTBEPKAAIOIIEe COOTBETCTBHE MPOMEXKYTOYHOH CTaIiH
MPOU3BOJICTBA coryiacHo 4.3 HacTosmiero [IpuioskeHusi, UMEeT B OTHOIICHUH 3TOH CTaJNU TaKHe
*Ke 00sA3aHHOCTH, KaK U YIOJHOMOYEHHOE JIMIIO, BBIMYCKAIOILIEe CEPUI0 I'OTOBOM MPOAYKIMU
(ecnm apyroe He yKa3aHO B JOKYMEHTAI[HH).

6.3. YIIOJTHOMOYEHHOE JIMIIO JOJDKHO TOIEPKUBATH CBOIO KBATH(UKAIIMIO HA TpeOyeMOM
YPOBHE C Y4ETOM U3MEHEHUN B CUCTEME YIPABICHUS KAUYECTBOM.

6.4. [Ipu mpuBIEYEHUH YIIOJTHOMOYEHHOTO JIMIA K TTOATBEP)KJICHHIO COOTBETCTBHS CEPUU
NPOJAYKIIMK, KOTOPYKO OH 3HAeT HEJIOCTaTOYHO (Hampumep, MPU OCBOCHHU HOBOTO BHIA
OPOAYKIUK WM TMPH TEPeXojie Ha JPyroe HpeanpusTHE), YIOJIHOMOYCHHOE JIMIO JOJDKHO
MOJIyYUTh HEOOXOJMMYI0 KBaJM(UKALMIO, TPU STOM MOXKET MNOTpeOOBaThCsA IPOBEACHUE
MMOBTOPHOM aTTECTAIlUH.

7. TepMUHBI U OoTIpe/ieNIeHuUs
Cepus HepachacoBanHo# roTooii nmpoaykuuu (bulk production batch): cepus npoaykiuu

C pa3MepoM, YCTAaHOBJICHHBIM IIPU PETUCTPAIIUH JIEKAPCTBEHHOTO CPEJCTBA, TOTOBas K (hacoBke
B OKOHYATEJIbHYIO YITAKOBKY JIMOO HAXOJAIIAsCA B MHANBUIYaIbHBIX YITAKOBKAX M TOTOBAs IJIS



KOMILICKTOBAHUSI OKOHYATEIbHBIX YIMAaKoBOK. Cepus Hepac(pacOBaHHOW MPOJIYKIIHH MOXKET
COJIepKaTh, HAMIPUMED, KUAKUN Hepac(acoBaHHBIH MPOIYKT, TBEpIabie HopMbl (TAOICTKH HIIH
KarICyJIbl) HJIM HATIOJIHCHHBIC aMITYJIbI.

OreHka cOOTBETCTBUS cepuu rotoBoit mpoaykiuu (certification of the finished product
batch): mokymenrampHOe  OQOpMIIEHHE  COOTBETCTBHS  CEPUH  TOTOBOM  MPOIYKIIUH
YCTaHOBJICHHBIM TPEOOBAHMSM JIO BBIITYCKA CEPUU B PCATH3ALIUIO.

[Moareepxkaenue (confirmation): moanKcaHHOE CBUACTEIBCTBO TOTO, YTO TMPOIECC HIIU
UCIIBITaHUSI  BBIIOJHEHbI B cooTBeTCTBMM ¢ mnpaBwiamu GMP  u  TpeboBaHusIMH,
YCTAaHOBJICHHBIMH TIPH TOCYJAPCTBEHHON PErHCTPAIMH, ¥ COTIIACOBAHHOE B MUCHMEHHOM Gopme
C YIOJHOMOYEHHBIM JIUIIOM, OTBEUYAOIIMM 32 OLIEHKY COOTBETCTBUSI CEPUU TOTOBOM PO TYKIUH
JI0 €€ BBITyCKa.

Cepuss rortoBoit mpoaykiuu (finished product batch): B KoHTekcTe HACTOSIICTO
[MpunoxxeHus 03HAYaET CEPUIO MPOIYKIMHA B OKOHYATEILHOW YIIaKOBKE, TOTOBYIO K BBIITYCKY B
peanu3aiuio.

Wmmoprep (importer): o6Gnamarens mnpaBa (IepkaTeidb JIHMIEH3WM) HAa  HUMIOPT
JICKaPCTBEHHOT'O CPE/ICTBA.

Cornamenrie o B3aumHoMm npusHanuu (Mutual Recognition Agreement - MRA):
COTJIAIICHUE O B3aWMHOM TNPH3HAHUHM HMHCIEKIUA CO CTPaHOH, B KOTOPO# mpousBomsatcs (u3
KOTOPO# TIOCTABJISIFOTCS) BBO3UMBIC JICKAPCTBEHHBIC CPEJICTBA.

Ynoarnomouennoe smio (Qualified Person): cm. mynkr 50 pasngena "Oorue TpeboBaHuS U
omnpeneneHus .

[Tpunoxenne 17
BBIITYCK I10 [TAPAMETPAM
1. O61mue nosmoxeHus

1.1. Onpenenenue "BBINYCK MO MapaMmerpaMm’, UCIOJb3yeMoe B JaHHOM llpuioxenuw,
OCHOBAHO Ha ompejeneHUN EBporneiickoil opraHu3aiiy 1o KauecTBY U MOAPa3yMEBAET BBIITYCK
MNPOJYKIIMM Ha OCHOBE [JaHHBIX O 3HAYEHUSX [AapaMeTpoB, TMOJYYEHHBIX B XOJE
TEXHOJIOTUYECKOr0 Ipoliecca, MU JaHHBIX O COOTBETCTBUM IPOU3BOJICTBA TPEeOOBAHUIM
HACTOSIILEr0 CTaHAapTa, KOTOPbIE FapaHTUPYIOT, UTO MPOIYKIUS UMEET TpeOyeMoe KauecTBo.

1.2. Brimyck mO mapameTrpaM JOJDKEH YIOBIIETBOPSATH OCHOBHBIM TpeOOBaHHAM
HACTOSIILEro CTaHAapTa, COOTBETCTBYIOIIUX MPUIIOKEHUHN U U3JI0)KEHHBIM HIKE TPEOOBaHUSIM.

[Tpumeuanue - [Topsaok BelIauM 3aKIIOYEHHS O BBIITYCKE OTJEIBHOIO BUJIA IPOIYKIIUHU 110
rapaMmeTpam J0JKEH ObITh YCTAHOBJIEH B COOTBETCTBYIOLINX HOPMATHUBHBIX JJOKYMEHTAaX.

2. BrImryck 1o mapaMmerpam

2.1. TlpoBeneHne IMOJTHOTO KOMIUIEKCA MPOBEPOK W KOHTPOJIS MapaMeTpPoOB B IpoIiecce
MIPOM3BOJICTBA MOKET 00ECTICUUTh 00JIe€ BHICOKYIO CTENEHb COOTBETCTBUS TOTOBOM MPOIYKITUU
MPEABSIBISIEMBIM TPEOOBAHUSIM 110 CPABHEHUIO C KOHTPOJIEM TOTOBOM MPOIYKIIHH.

2.2. KoHTpOJIb OTHENBHBIX ITOKa3aTelied TOTOBOW TMPOJYKIIMH MOXKET OBITh 3aMEHEH
KOHTPOJIEM TapaMETPOB TEXHOJIOTMYECKOrO IMpolecca MNpu MPOU3BOACTBE  IPOIYKIIHH.
Pa3pemienrie Ha BBITYCK MO MapamMeTpaM BbIJAETCS, U3MEHSETCS WM H3bIMAETCA JIMIAMHU,
HECYIIMMHM OTBETCTBEHHOCTh 32 OLICHKY KAauecTBa MPOIYKIHH, COBMECTHO C KOMIETEHTHBIMHU
JIMIIAMU, OCYIIECTBIISIOIIMMU KOHTPOJIb KAYECTBA JICKAPCTBEHHBIX CPEJICTB.



3. Beimmyck mo mapamerpam uist CTEPHIIBHON PO TyKIINN

3.1. B sTtoM pasnene yCTaHOBJICHBI TpeOOBaHMS K BBIIYCKY IO TMapaMeTpaM TOTOBOM
NpoayKUUH Oe3 TPOBENEHUS HUCHBITAaHUS Ha CTepUibHOCTb. (OCHOBaHUEM MJii OTMEHbI
UCOBITAHUS Ha CTEPUWIBHOCTH MOTYT OBITh TOJIBKO JIaHHBIE pEe3yJbTaTOB aTTECTALUU
(McTBITaHMiT) POIECCOB CTEPIIM3AINN HAa COOTBETCTBHE 3a/IaHHBIM TPEOOBAHHUSIM.

3.2. HcmblTaHusi Ha CTEPWIBHOCTH TIO3BOJIAIOT OOHAPY)KHUTH TOJIBKO 3HAYUTEIHHBIE
HapyIIeHUs] B cCTeMe 00eCieYeHUsl CTEPUIIbHOCTH.

3.3. Bremyck mo mapamerpam JOMyCKaeTcss TOJIBKO B TOM Ciydae, €CIH IapaMeTphl
IpoIlecca CTEPHIIU3AIMU CEPUH TPOIYKIIMUA FAPAHTUPYIOT, YTO aTTECTOBAHHBIN (MCIIBITAHHBIN)
MIPOLIECC CTEPUIIM3AI[MH COOTBETCTBYET MPEIbSABISIEMbIM TPEOOBAHHUSM.

3.4. B Hacrosiee BpeMst BBIITYCK IO TapaMeTpaM JIOMYCKAeTCs TOJBKO UIS MPErnaparos,
nojiexxamux GUHUITHONW CTEPUIIU3ALMU B IEPBUYHOM yIIaKOBKE.

35, Jlns BeImycka 1O mapaMeTpaM — OPUMEHSIOTCS  METOJbl  CTepHIIM3AINH,
COOTBETCTBYIOLIME TPeOOBaHUAM JieHCTBYOIIENH PapMakoIien.

3.6. Beimmyck mo mapamerpaM HE TPUMEHSIETCS MPH MPOM3BOJICTBE HOBBIX IPEMapartoB,
MIOCKOJIbKY ISl MTOJTYy4€HHUs MPEACTaBUTEIbHBIX PE3YIbTaTOB 00 HCIBITAHUSIX HA CTEPUIILHOCTD
TpeOyercst BpeMs. B oTaenbHbIX ciyyasx pe3ylbTaThl UCIIBITAHUIN BBIITYCKA€MBIX IIPENapaToB Ha
CTEPWJIBHOCTh MOT'YT PACIPOCTPAHATHCA TAKKE HA HOBBIM IIpenapar, €CiIu B HEro BHECEHBI
TOJIbKO HE3HAYUTEJIbHbIE U3MEHEHHUS B IIJIaHE 00€CIIeYeHHs] CTEPUIIBHOCTH.

3.7. Tlpu aHamm3e PHUCKOB CHCTEMBI OOCCIICYCHHUS CTEPUIIBHOCTH CIEAyeT OOpaTHTh
BHMMAaHHUE Ha OLICHKY CIIy4aeB BBIIYCKA HECTEPUIIBHOM ITPOTYKIUH.

3.8. Ilpenmpimymuii ombIT pabOTHI MPOWU3BOAMTEINS JICKAPCTBEHHBIX CPEICTB JIOJDKCH
CBUJIETEIHLCTBOBATH O COOTBETCTBUU €T0 NMPOU3BOJICTBA TPEOOBAHUSAM HACTOSIIETO CTaHapTa.

3.9. Ilpu omeHKe COOTBETCTBUSI IPOU3BOJCTBA TPEOOBAaHUSAM HACTOSIIETO CTaHIApTa
CJIElyeT YUYUTBIBATh BBISBIICHHBIC CIIydau HAPYIIEHUS CTEPWIBHOCTH IPOIYKLHH, PE3YJIbTATHI
WCIBITAHUA HAa CTEPWIBHOCTh JIaHHOIO IIpernapaTa, a TakkKe pe3yJbTaTbl HCIBITAHUN
CTEpUJIBHOCTHU MPENapaToB, CTEPUIN3YEMbIX TAKUM K€ HJIK aHAJIOTUYHBIM CIIOCOOOM.

3.10.  VYyacTok  mMPOM3BOACTBA WM CTEPWIM3AIMM  JOJDKHBI  OOCIY)KHBATh
KBJIM(ULIMPOBAHHbIE MH)KEHEP M MHUKPOOHMOJIOTH, UMEIOIIHNE ONBIT paboThl MO 0OECIeueHUIo
CTEPHWJIBHOCTH.

3.11. Paspabotka © TepBOHAuyalbHas aTrecTanus (UCHBITAHHSA) MPOAYKIUH |
TEXHOJIOTHYECKOIr0 Ipolecca JIOJKHBl TapaHTUPOBaTh, YTO IMPH COOJIOJEHUM BCEX YCIOBHIA
L[EJI0CTHOCTh U Ka4€CTBO MPOIYKIHUU OyIyT COXPaHEHBHI.

3.12. K paccMOTpeHHIO W3MEHEHHU JIOJDKHBI TPHUBIIEKATHCS JIMIIA, OTBETCTBEHHBIC 3a
o0ecrneyeHrne CTePUIbHOCTH, YTO JIOJKHO OBITh YITEHO B CUCTEME KOHTPOJIS U3MEHEHUI.

3.13. Cnenyer opraHM30BaTh CHUCTEMY KOHTPOJS MHUKPOOHOTO 3arps3HEHUS MPOIYKIHH
nepe. CTepUin3aluei.

3.14. JlommkHa OBITH UCKIIFOYEHA BO3MOKHOCTh NIEPENyTHIBAHUS IPOAYKIUH, TPOIIEIIICH 1
HE TMpolIeAled CTepUWIN3aluio, 4YTO O0OecreynBaeTcsi IyreM (QU3MYECKOro pas3zesieHus
NPOJAYKIMM WJIA  HCIOJb30BAaHUEM  DJIEKTPOHHBIX CHUCTEM, [MPOLIEAIIUX  AaTTECTaIUI0
(ucnbrTanus).

3.15. TIpoTOKONBI CTEpMIIM3ALMU JOJDKHBI TIPOBEPATHCS HA COOTBETCTBHE TPEOOBAHUSM
crenu(puKanuy ¢ MPUBJICYCHUEM HE MEHEE JIBYX HE3aBUCUMBIX UcHoigHuTenei. Takoil KOHTpOIIb
MOXXET IPOBOAUTHCA ABYMS COTPYIHUKAMU WM COTPYIHHUKOM M KOMIIBIOTEPHOM CHUCTEMOH,
MpOIIE/IIeH aTTecTaluio (UCIBITAHMS).

3.16. Ilepen BBITYCKOM Ka)JIOW CEpUU MPOAYKIIHH CIIEAYET JOTIOJHUTEIBHO MOATBEPINTD
clieiytolee:

- BCE IUIaHOBBIE pabOThl MO OOCIY)KMBAHMIO M TEKYIIME IPOBEPKU HCIIOIb3yEMOTO
CTEpUJIN3aTOPa BBIOIHEHBI,



- BCE PEMOHTHbIE pabOThl U U3MEHEHUS! COTJIACOBAHBI C MUKPOOHOJIOTOM U HHXKEHEPOM,
KOTOPBIE HECYT OTBETCTBEHHOCTD 3a IIPOLECC CTEPHIIN3ALINH;

- UCTIOJIb3yeMbIe TIPUOOPHI MPOILIH KaTUOPOBKY (IIOBEPKY);

- CPOK JIeiCTBUS aTTecTanuu (MCIBITAHUN) CTEPHIM3ATOPA VIS IAHHOH 3arpy3Ku HE UCTEK.

3.17. Ecnu momydeHO pa3pelieHHe Ha BBITYCK CEPHH NPOAYKIMH MO TMapaMeTpam, TO
pelIeHHusT O BBIIYCKE WM OTOPAKOBKE CEpUM MPOAYKIUHU JOJDKHBI ObITh OCHOBAaHbI Ha
TpeOOBaHUSX YTBEPKICHHBIX WHCTpYKIMA (cnenmpukanmii). [Ipy HEBBIOIHEHUH 3THX
TpeOOBaHU BBINYCK MPOAYKLUUU HE JIOMYCKAETCs Ja)Ke MPH YCIOBUH YCHEIIHOTO MPOBEACHUS
UCHBITAHUS HA CTEPUIIBHOCTD.

TepmuHsI U onpeeseHust

Beinyck o mapamerpam (parametric release): cucrema BbIycKa MPOJIYKIIMU Ha OCHOBE
JaHHBIX O 3HAYCHUSX IMAPAMETPOB, MOJYYCHHBIX B X0JIC TEXHOJIOIMYECKOTO MPOIIecca, U TAaHHBIX
O COOTBETCTBUH IMPOU3BOJCTBA TPEOOBAHUSAM HACTOSIIECTO CTAHIAPTA, KOTOPBIE TapaHTHPYIOT,
YTO MPOAYKIHUS 00JIaIaeT TpeOYyeMbIM KaueCTBOM.

Cucrema obecnieuenusi crepuibHocTH (Serility assurance system): koMiuiekc mep Io
00€eCIe4YeHNI0 CTEPUIIBHOCTH PO TYKIIHH.

JInst pernaparoB, MojIekammx GUHUAIIHOW CTEPUIIN3AIMH, ITOT KOMIUIEKC MEp BKIIHOUACT
B ce0s cremyronee:

a) pa3paboTKy MPOIYKTa,;

b) mosmydenue qaHHBIX 00 UCXOIHBIX MaTepUaiaX U TEXHOJOTMYECKUX BCIIOMOTrATEIbHBIX
cpencTBax (Hampumep, ra3ax U CMa304HBIX MaTepualiax) M, M0 BO3MOXHOCTH, MPOBEACHHE UX
MHUKpPOOHOJIOIHUECKOT0 KOHTPOJIS;

C) TpOBEICHHE KOHTPOJS 3arps3HEHHs B XOJE TEXHOJOTHMYECKOro mporecca Jyis
NpeOTBPAIICHHS TONAJaHKsI MHKPOOPTaHM3MOB B MPOAYKIMIO U WX Pa3MHOXKEHHUS. ITO
JOCTUTAaeTCsl IyTEM OYUCTKA W Je3MH(MEKIMH MOBEPXHOCTEH, BCTYMAIOIIUX B KOHTAKT C
NPOJIYKIIUCH, BBIMOJHEHUEM Pa0OT B YHCTHIX MMOMEUICHUSX JUIS MPEJAOTBPAICHUS TOMAaHUs
3arpsA3HEHUN M3 BO3/yXa, MPOBEICHHEM TEXHOJOTMYECKOTO MpOIecca C OTPAHUYCHHUSIMHU BO
BPEMEHH U, 110 BO3MOKHOCTH, (PUIIBTPALIUH;

d) mpenoTBpalieHue MepenyThiBaHKUS MPOU3BOJICTBEHHBIX MOTOKOB CTEPHIM30BAHHOW M
HECTEPUIM30BAHHOMN IIPOIYKIIUH;

€) COXpaHeHHE I[EIOCTHOCTH MPOIYKIINH;

f) mporece crepunzaium;

g) BCIO CHCTEMY Ka4yecTBa, B T.4. CHUCTEMY OOECIICUCHHS CTEPHIIBHOCTH, & HMMEHHO:
KOHTPOJIb U3MECHEHHI, 00yUCHUE TepCcoHala, HATMYME MTUChbMEHHBIX WHCTPYKIMHA, KOHTPOJIb 32
BBIYCKOM ~ MPOJAYKIMH, IUIAHOBOE TEXHUYECKOE OOCIy)KMBAaHUE, aHaIM3 OMKMOOK U
npe0TBPAIlCHHE OIIMOOK 10 BUHE YEIOBEKA, aTTeCTaIMO (MCIbITaHKs), KaTHOPOBKY (ITOBEPKY)
U T.JIL.

[Tpunoxenne 19
KOHTPOJIBHBIE 1 APXNBHBIE OBPA3IIbI

1. Obnactb npuMeHeHUs



1.1. Hacrosunee Ilpunoskenue ycranaBiupaer TpeOoBaHUS K 0OpaIlleHUIO ¢ KOHTPOJIbHBIMHU
oOpa3laMu HMCXOJIHBIX, YMIAKOBOYHBIX MAaTE€pUaOB, TOTOBOM MPOIYKIMM U C apXUBHBIMU
oOpa3LamMu roToBOM MPOAYKLIHH.

1.2. CroemumaneHble TpeOOBaHUS K JIEKQPCTBEHHBIM CPEICTBAM JUIS HCCIIEIOBaHUN
npuBeeHsl B [Ipunoskenun 13 k HacTosmeMy CTaHIapTy.

1.3. Hacrosmee I[lpunoxeHune Takke pacmpocTpaHseTcss Ha paboTy ¢ apXUBHBIMHU
oOpasiiaM  JICKApCTBEHHBIX ~ CPEJICTB, peaIn3yeMbIX (MMIOPTUPYEMBIX) HECKOJIbKUMHU
TUCTPUOBIOTOPAMU.

2. O01IMeE T10JI0KEHNUS

2.1. O6pa3ipsl cieyeT XpaHUTh Ui TPOBEACHUS:

- QHAJTUTUYECKUX HCCIIE0BAHNN;

- aHaJIM3a TOTOBOM MPOAYKIIMH B CIydae HEOOXOMMOCTH.

C yueToMm BbILIEYKAa3aHHOTO 00pa3libl MOXKHO pa3AeauTh Ha IBE IPYIIIIbL:

Kontponshsiii 0opazen (Reference Sample) - oopasernr (mpo6a), oroOpanHbIii(as) U3 cepuu
WCXOJIHBIX, YIMAKOBOYHBIX MAaTEpHUalOB WJIM TOTOBOW MPOIYKIMH, KOTOPBIA XPAaHUTCS JUIS
NPOBEJCHUS aHAIM3a B TEYEHHE CpPOKa TOAHOCTH cepuu (mpu HeoOxomumocTu). Cremyer
COXPaHUTh 00pa3lbl C KPUTHYCCKUX MPOMEKYTOUHBIX 3TarnoB (Hampumep, MOCIe KOTOPBIX
IpelycMaTpuBaeTCsl MPOBEACHUE aHAJIUTHUECKUX MCCIEJOBAaHUI U BblJaya pa3pelleHuil Ha
BBIITYCK) M MPOMEXKYTOUHBIX MPOIYKTOB, KOTOPBIC MOCTABISIOTCS 33 MPEACbl 30HBI KOHTPOJIS
MIPOU3BOIUTENS, €CIIA CTA0OMIBHOCTh 00PA3II0B JOMYCKAET 3TO.

ApxuBHbiii  oOpaser; (Retention Sample) - oOpasenr B OKOHYATEIbHOHW YIaKOBKE,
OTOOpaHHBIM M3 cepuM TOTOBOM Mpoaykuuu. Ero xpaHsT B LeIiX HOATBEPKIECHUS
uaeHTuyHocTU. Hanpumep, B TeueHue cpoka XpaHEHHsI CEpUH MOXKET HMOTpPeOOBaThCS OCMOTP
oOpasiia WiIM YyIaKOBKH, MapKUPOBKH, JHMCTAa-BKIAJbINA (MHCTPYKIMH MO HPUMCHEHHIO),
noJiyueHue HH(OpMAIMM O HOMEpE CEepUH M CPOKe TOAHOCTU. VICKIIOYeHHs IOIMyCcKaroTCs
TOJIBKO B TeX CilydasX, Korja HpenbsBiseMble TpeOOBaHHS MOTYT OBbITh BBINOJIHEHBI 0€3
COXpaHeHHs yOJUKaToB 00pasloB (apXMBHBIX 00pa3IOB), HAIPUMEpP, MPH YIIAKOBKE MaJbIX
KOJIMYECTB NPOAYKLUHUU U3 CEpUM, NpeIHA3HAYEHHBIX JUIsl Pa3IMYHbIX DPBIHKOB, WIH IpU
IIPOM3BO/ICTBE JIEKAPCTBEHHBIX CPEJCTB, UIMEIOIIUX OYEHb BHICOKYIO CTOMMOCTb.

Bo MHOTHX cilydasx KOHTpOJIbHBIE M apXHMBHBIE 00pa3lbl MPOAYKIHHA HACHTHYHBI U
SIBJIIIOTCSL €IMHULIAMU MPOAYKIIMU B OKOHYATEIbHON yrmakoBKe. B Takux ciiydasiXx KOHTPOJIbHbIE
U apXUBHbIE 00pa3libl MOT'YT pacCMaTpUBAThCs KaK B3aMMO3aMEHSEMBIE.

2.2. TIpou3BoauTeNb, UMIIOPTEP H/WIIM CYOBEKT, BBIMYCKAIOIIUNA CEPUI0 MPOIYKIUU (CM.
nyHkTel 7 W 8 ganHoro [lpuiiokeHwust), JOJKHBI XPaHUTh KOHTPOJbHBIC H/MIM apXUBHBIC
oOpa3ipl OT KaxkJI0¥M cepuu rotoBoil mnpoaykuuu. [IpousBoauTens TakkKe HODKEH XpaHUTh
KOHTPOJIbHBIC O00pa3ilbl OT KaXJOW CEepHUH HUCXOJHBIX MaTepuaioB (KpoMe HCKIIOYCHHI,
NpPUBEICHHBIX B MyHKTe 3.2 JaHHOTO [IpmiioykeHus) W/Wiid MpOMEXKYTOUHOW mpomaykiuu. Ha
KaKJOM Y4YacTKE IO YIAaKOBKE CJIEIyeT XpaHUTh KOHTPOJIbHbIE 00pa3lbl OT KaxJAOW cepuu
MEPBUYHBIX YINAKOBOYHBIX MATE€pUAIOB W IE€YaTHBIX MarepuayoB. JlomyckaeTcsi BKIIIOYATh
MeYaTHBIC MATEPUAIIBI B COCTAB KOHTPOJIbHBIX H/WIIM apXUBHBIX 00pa3I0B TOTOBOM MPOIYKIIHH.

2.3. KoHTtposbHble n/viii apXuBHBIE 00pa3iibl XapaKTEPU3YIOT CEPHI0 TOTOBOM PO TYKIIUH
WIM UCXOJHBIX MAaTEpUajIoB, SIBJISIOTCS MPWJIOKEHUEM K MPOTOKOIY CEpUM U MOTYT OBITh
OILICHEHBI B Clly4yae, HallpuMep, peKjiaMalluii Ha KaueCTBO JIEKAPCTBEHHOTO CPEICTBA, IPOBEPKU
COOTBETCTBUSI TPEOOBAHMSAM, YCTAHOBJIEHHBIM MPU TOCYJAapCTBEHHOW PEruCTpalyy, MPOBEPKU
MapKUPOBKH M YITAKOBKU WJIU MIPH TIPOBEPKE HAI30PHBIMH OpraHaMu (MHCIICKIUCH).

24. Cnenyer BeCTH JOKYMEHTAIMIO, MO3BOJSIOMIYIO MPOCIEAUTH IPOUCXOKIACHUE
00pas31oB, U MPEICTaBIATh €€ B HAJ30PHbIE OPTaHbl.

3. Cpok XpaHEeHHS



3.1. KoHTpoJIbHBIC U apXUBHBIC 00Pa3Ibl OT KAXKIOW CEPUU TOTOBOW MPOIYKIIMH CICIYET
XpaHUTh, KaK MUHUMYM, B T€UEHHE CPOKa FOJHOCTH CEPHUH U OJHOTO TrojJia MOCjie HCTEYEHHUS
cpoka rogHoctd. KoHTposibHbINH 00pa3el JOHKEeH ObITh YIMaKOoBaH B €ro MEPBUYHYIO YIIAKOBKY
WIK B YIIAKOBKY, COCTOSIIIYIO M3 TOTO K€ MaTepuaia, yTo M IEepBHYHAs YIIaKOBKa, B KOTOPOM
npernapar peaiu3yercsi Ha pbiHKe (yKa3aHus B OTHOIICHHHM WUMIIOPTHPYEMBIX JICKApCTBEHHBIX
CpPEACTB IUIA )KUBOTHBIX, KPOME IMMYHHBIX IIPENaparoB, NaHbl B myHKTax 8 u 9 Ilpunoxenus 4
K HACTOSIIIEMY CTaH/IapTy).

3.2. OOpa3ipbl HMCXOIHBIX MaTepualioB (KpOME pacTBOpUTENCH, Ta30B MM BOJIbI,
NpeHA3HAYCHHBIX JIJISI TEXHOJIOTHUECKHX I1eJIel) JTOJKHBI XPAaHUTHCS B TCUCHUE HE MEHEE JIBYX
JeT TOcje BBIIyCKAa NPOAYKIMM, €ciad Oosee UIMTENbHBIM MepuoJl He MpeaycMOTPEH
HOPMAaTUBHBIMHU JOKYMEHTaMH. DTO BpeMsl MOXKET ObITh COKpAIllEHO, €CIM B clenupuKaluu
yKa3aH 0oJjiee KOPOTKHI Mepuoj cTabUiIbHOCTH MaTepuania. YaKoBOYHbIE MaTepUalbl JIOJIKHbBI
XPaHUTHCS B TEUEHUE CPOKA XPAHEHHS] COOTBETCTBYIOIIETO TOTOBOIO MPOIYKTA.

4. KonuuecTBO KOHTPOJIbHBIX M apXUBHBIX 00pa3IoB

4.1. KomuuecTBO KOHTPOJIBHBIX U apXMBHBIX 00pa3loB JOHKHO OBITH JOCTATOYHBIM IS
MIPOBEJICHUS HE MEHEE JBYKPAaTHOIO AaHAJIUTUYECKOTO KOHTPOJS CEpUuu NpPOAYKLUHUU B
COOTBETCTBUU C TpeOOBaHMUSIMM, YCTAHOBJIEHHBIMU IPU TOCYAAPCTBEHHOHN perucrpanuu. B
cllyyae HEOOXOJMMOCTH CIENyeT Ul Ka)XJ0ro BHJIa aHATMTUYECKOTO KOHTPOJIS MCIOJIb30BaTh
HEBCKPBITbIE YMaKOBKU. J[10Oble MCKIIOYEHMSI JOJDKHBI ObITh OOOCHOBaHBI M COTJIACOBAHBI C
COOTBETCTBYIOIIUM OPTaHOM.

4.2. HeobOxomumo coOmonath TpeOOBaHUS B OTHOIICHHHM KOJMYECTBA KOHTPOJIBHBIX
00pa3LoB U, IPU HEOOXOIMMOCTH, APXUBHBIX 00Pa3LOB.

4.3. KoHTpoJbHBIE 00pa3ibl JOJHKHBI OBITh MPEICTABUTEIBHBIMH JIJISI CEPUM MCXOJIHBIX
MaTepHUaIoB, MPOMEXKYTOUHON WIM TOTOBOW HPOAYKLUMH, U3 KOTOpOHl OoHM OTOOpaHbl. Jlns
KOHTpPOJIsSI HanboJjiee KPUTHUYSCKHUX ATAIOB IMpolecca (HampuMep, Havalla MM KOHIIA Mpoliecca)
MOTYT OTOMpaThCS TOMOJHUTENbHBIE 00pa3ibl. Eciin mporecc ynmakoBKU cepUU BEIETCS B XOJIE
IBYX U OoJiee omepanuil Mo ynakoBKe, TO MOCJe KaKJIOW U3 3TUX omepanuil cieayer oTouparhb
HE MEHEE OJHOTO apXMBHOrO 0Opasma. JIroOble MCKIIIOUYEHHS JOKHBI ObITh OOOCHOBAHBI M
COTJIaCOBAHBI C COOTBETCTBYIOLIUM OPraHOM.

4.4. Bce HeoOxoaumble MaTepualbl U OOOpyIOBaHUE Uil MPOBENCHHUS KOHTPOJIS B
COOTBETCTBUU CO CICHUPHUKALUCH TODKHBI ObITh B HATMYKK (WK OBITH JIETKO JOCTYITHBIMHU) JI0
HCTEUYEHHUsI CPOKA TOJHOCTU IMOCJEAHENW BBITYCKAeMOM CEepuu M OJHOTO rojia Mocie UCTeUEHUs
CPOKa I'OJIHOCTH.

5. YcnoBus XxpaHeHUs

5.1. XpaHeHHe KOHTPOJbHBIX 00pa3LOB TOTOBOM MPOAYKIMU M AKTUBHBIX CyOCTaHIIMI
JOJKHO OBITh OPraHU30BaHO B COOTBETCTBUHU C TPEOOBAHMSIMU HOPMATHBHBIX JOKYMEHTOB Ha
JIEKapCTBEHHbIE CPEJICTBA U AKTHUBHbIE CYOCTAHLIUU.

5.2. YcnoBus XpaHEHHS JOJDKHBI COOTBETCTBOBATh TPEOOBAaHUSAM, YCTAHOBJICHHBIM IIPH
pErUCTpaIK JIEKAPCTBEHHOTO CPElCTBa (Hampumep, TpeOOBaHUI K MOHWKEHHON TeMIIeparype,
eciu Tpedyercsi).

6. [TuceMeHHbIE COTJIalIeHUs

6.1. Ecmm nepxartenb JIMIICH3WH HA TPOU3BOJCTBO HE SBISETCS OJHOBPEMEHHO
FOPUIMYECKNM JINIIOM, OTBETCTBEHHBIM 32 BBIITYCK cepuu Npoaykunu B Poccuiickoit @enepannn
<*>, 00s3aHHOCTH [0 OTOOPY U XPAHCHHIO KOHTPOJIbHBIX/aPXUBHBIX O0PAa3IOB JOJDKHA OBITH
OIIpe/ieJIeHa B IMCBMEHHOM COIVIAIIEHHH MEXAY JBYMs CTOPOHAMHU B COOTBETCTBUU C PA3ACIOM
7/ yactu | maHHOrO craHgapra. JTO TaK)Ke KacaeTcs Cly4yaeB, KOTJa Kakas-TuOo JesiTeIbHOCTb



[0 TMPOU3BOJICTBY WM BBIITYCKY CEpUU MNPOAYKIMHU HPOBOAUTCA HE Ha TOM HPEIIPUSTUU
(mpon3BOJCTBE), KOTOpOE HECEeT OOIIyI0 OTBETCTBEHHOCTh 33 CEPHIO NPOAYKIMH Ha DPBHIHKE
Poccuiickoit @enepanuu <*>. [lopsimok oTOOpa M XpaHEHUS KOHTPOJIBHBIX U apXHUBHBIX
00pasIoB sl KAKJIO0TO MpeAnpustys (IPOU3BOJCTBA) AOJDKEH OBITH OMPE/CTICH B MUCHBMEHHOM
COTJIAlLICHUU.

<*> #B opurunaine npasui GMP EC ykazano EC (31ech u fasee no Tekcty)#.

6.2. YIIOJTHOMOYEHHOE JIMIIO, KOTOPOE BBIJAET pa3pelieHue Ha BBITYCK, TOJDKHO YOeIUThCS
B TOM, 4YTO BCE€ KOHTPOJbHbIE W apXUBHblE 00pa3lbl OyAyT B HaIUYUM B TEUYEHUE
yCTaHOBJIEHHOTO nepuoja. [Ipu HeoOX0IUMOCTH MOPSAOK MOTydYeHUsS 0Opas3loB JOKEH ObITh
oIpe/iesieH B TUCbMEHHOU (hopMe.

6.3. Ecmu B TpOW3BOACTBE TOTOBOM NPOJAYKIMH IMPUHUMACT ydacTHe OOJiee OJIHOTO
npeanpusatus (IPOU3BOJICTBA), TO MOPSIOK OTOOpPa M MECTa XPaHCHHsS KOHTPOJIbHBIX U
apXUBHBIX 00Pa3LOB J0JKHBI OBITH ONpEENeHbl B MUCbMEHHOM QopMme.

7. Kontposibabie 00pa3ipl. OOIIHe moJ0KeHHs

7.1. KontponpHbie 00pa3ipl NMpeaHa3HAuYeHbl IS TPOBEICHUS aHAW3a U JOJKHBI OBITH
JOCTYIIHBI Ui JJaOOpaTOpUH, UMEIOIIEeH aTTeCTOBAHHbIE METOJMKU ero mpoBeaeHus. OOpasipbl
HCXOJHBIX MaTepUaJIOB, UCIIOJIb3YEMbBIX B IPOU3BOJICTBE JIEKAPCTBEHHBIX cpesicTB B Poccuiickoit
@enepauuu <*>, U 00pa3ubl FOTOBOM MPOAYKLIMU JOJDKHBI XPAaHUTHCS Ha MPEANPUSATHH -
IIPOM3BOIUTENE TOTOBBIX JIEKAPCTBEHHBIX CPE/CTB.

7.2. Tlopsimok oOparteHust ¢ KOHTPOJILHBIMU 00pa3iiaMu TOTOBBIX JIEKAPCTBEHHBIX CPECTB,
MIPOM3BOIMMBIX B JPYrUX CTpaHax:

7.21. Ecimm cTpaHa WMeEeT COIJIAIEHWE O B3aMMHOM TMpu3HaHWUM C Poccuiickoii
®enepanuein <*>, ToO KOHTPOJIbHBIE 0OPA3I[bl MOT'YT OTOUPATHCS U XPAHUTHCSA HA TPEAIPUITUN-
Mpou3BoaUTENE. OTO JOJDKHO ObITh O(OPMIEHO MNHCbMEHHBIM COIVIALIEHUEM MEXIY
nMnoprepoM BHyTpu Poccuiickonn @enepanuy ¥ IPOU3BOIUTENEM, HAXOIAIIMMCS 3a €€
IpeieaMH.

7.2.2. Eciu cTpaHa He HMMeEET COTJIAIIEHUS O B3aMMHOM TpH3HaHWU ¢ Poccuiickoii
®enepanueil, To KOHTPOJbHBIE 00pa3libl TOTOBOM MPOAYKLUHU CIEAYyEeT OTOUpATh U XPaHUTh Ha
YIOJHOMOYEHHOM INPEANPUATUH, pacnonoxkeHHoM B Poccuiickoit denepaunu. OTO0p 006pa3nos
JIOJI’KEH BBITOJIHATHCSI B COOTBETCTBUU € MMMCbMEHHBIM COIJIALIEHUEM MEX]Ly BCEMH CTOPOHAMH.
PexkoMenyeTcss XpaHUTh 00pasiibl TaM, I1€ MPOBOAUIICS KOHTPOJIb MPOIYKIIMH IIPU €€ BBO3E.

7.2.3. KoHTpoJIbHBIE 00pa3ibl UCXOTHBIX M YIIAKOBOYHBIX MATEPHAIIOB CIEAYET XpPaHHUThH
TaM, IJIe OHU UCIOJIB30BAIKCH JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

8. ApxuBHBIE 00pa3IbI
OO11ue noo0XKeHus

8.1. ApxuBHBIE 00pa3lbl [OJDKHBI OBITH TPEICTABUTEIBHBIMU JJISI CEpPUU TOTOBOM
poAyKUHnH, peanuszyemoil B Poccniickoit denepanuu, 1 MCHOJIB30BATHCSA JUIsl KOHTPOJIS € LETBIO
MOATBEPK/ICHUSI COOTBETCTBUSI TPEOOBAaHUSAM, YCTAaHOBJIEHHBIM IPU TOCYJIapCTBEHHOMU
perucrpanum, Wik TpeOOBaHUSAM 3aKkoHonarenbcTBa Poccuiickoit denepanuu  (MckiroUas
TEXHUYECKUE NapameTphl). B cBs3u ¢ 3TMM apXuBHBIC 00pa3Ibl JOJDKHBI XPAaHUTHCS B MpEeIax
Poccniickoit @enepannu. PekomeHyeTcss XpaHUTh X B MECTE€ HAXOKJICHHs YIIOJJHOMOYEHHOIO
JIMLA, BBIAABUIETO Pa3peIICHUE HA BBIITYCK ITPOLYKIIMH.

8.2. Ecinm neiicTByeT corjamieHHe O B3aWMHOM MPH3HAHWM W KOHTPOJBHBIE OOpa3IlbI
XpaHATCS Y IPOU3BOJIUTENS, HAXOJAIIETOCs B CTpaHe 3a npenenamu Pocculickoin denepannn



(cM. myskT 7.2.2 nannoro [Ipunoxkenusi), OTAeIbHBIC apXHUBHbBIC 00pa3Ibl JOJDKHBI XPAHUTHCS B
Poccuiickoit ®enepanmu (cMm. nyHkT 8.1 nannoro [puiioxkeHus).

8.3. ApxuBHBIE 00pa3Ibl JODKHBI HAXOAUTHCS Y TPOU3BOANUTEIS, UMEIOIIETO JIUIEH3UI0, U
OBITh JOCTYITHBIMU JJIsl PEACTaBUTENEH HAI30PHBIX OPTraHOB.

8.4. Ecnu B mocie10BaTeIbHOCTH "BBO3 - TIPOIIECC YITAKOBKU - KOHTPOJIb - BBIITYCK CEpUH"
yuacTByeT OoJiee OJHOro mpousBogurenss B mpenenax Poccuiickoit ®epepauuu, TO
OTBETCTBEHHOCTh 3a OTOOp M XpaHEHUE apXUBHBIX O0Opa3lOB JOJDKHA OBITH ONpejesieHa
MUCHbMEHHBIM COTJIAIIICHUEM MEXIY YI4aCTBYIOUIMMH CTOPOHAMHU.

9. KoHTposbHbIE M apXWBHBIC 00pa3ilbl MPOIYKIUH, UMIOPTHPYEMO#l (peann3yemoii)
HECKOJIbKUMU JTUCTPUOBIOTOPAMHU

9.1. Eciim BTOpHYHYIO YITAaKOBKY JIEKAPCTBEHHOTO CPENICTBA HE BCKPHIBAIOT, TO CIIEAYET
XPaHHUTh TOJIBKO MCIOJIb3yEMbIM YIAKOBOYHBIM MaTepHall, IOCKOJIbKY PHUCK IE€pEIyThIBAaHUS
MIPOAYKIIUHA HU30K UJIM OTCYTCTBYET.

9.2. Ecnii BTOpHYHYIO YITAaKOBKY BCKPBIBAIOT, HAIIPUMED, ISl 3aMEHBI KAPTOHHOW KOPOOKH
WM JIMCTKA-BKJIAJbIIIA, TO ClelyeT oTOMpaTh OJUH apXUBHBIN 0Opasel Juisl KakJI0i onepauuu
Iporecca ynakoBKH, T.K. CYIIECTBYET PUCK IEPEITYThIBAHUS MTPOAYKIIMH B IPOLECCE YITAKOBKH.
Cnenyer mnpenycMOTpeTh MOPSAOK, IO3BOJSIOUIMI OBICTPO ONpeAensiTh BHUHOBHOIO B
nepenyTbiBaHud  (MPOU3BOIUTENb WM JUCTPUOBIOTOP), T.K. OT O3TOTO 3aBHCUT 00BEM
OT3bIBAEMOM IIPOTYKIUH.

10. KouTponpHBIE ¥ apXWBHbIE O0O0pa3lbl B cly4ae JHUKBUAAUUU TPEIANPUSTHS-
IIPOU3BOIUTEIS

10.1. B ciydae JTMKBUIALUUH TPEANPUATHS-IPOU3BOIUTEINS U OT3bIBA (OTMEHBI, HCTCUCHHUS
CpOKa JICHCTBUS) JIMIICH3UU Ha MPOM3BOJCTBO HA PHIHKE MOXKET OCTAThCs OOJBIIOE KOJUYECTBO
cepuil MPOAYKLUHMHU C HEUCTEKIIMM CPOKOM TOJHOCTH. B 3TOM ciydae mpous3BoAMUTENL 00s13aH
nepenarb KOHTPOJIbHBICE M apXHBHbIC 00pa3ibl (M COOTBETCTBYIOIIYIO JIOKYMEHTAIMIO) Ha
XpaHEHUe B NpeJHa3HadeHHOe A 3Toro Mecto. IlpomsBoauTens NomkeH 000CHOBATH IMepen
HAJ30PHBIM OPraHOM JIOCTaTOYHOCTh MPHUHATHIX MEpP MO XPaHEHHIO U BO3MOKHOCTH Iepefaun
00pa31oB 115 MPOBEACHUS OLICHKU U aHaU3a, PU HEOOXOAUMOCTH.

10.2. Ecnu mpou3BOAMTENL HE MOXKET CAENaTh 3TOTO, TO BHINOJHEHHE HEO0OXOIMMBIX
NeUCcTBUM MOXeT ObIThb IEepefaHo JApyroMy HpousBojauTento. Jlepxkartenp JHIEH3UM Ha
IIPOM3BOJICTBO HECET OTBETCTBEHHOCTh 3a TaKyl0 Iepenady (QyHKUMH U 3a IpelicTaBiICHHE
HeoOxoauMoil MH(pOpManud HAA30pHOMY opraHy. Kpome Toro, oH J0JDKEH COIJIacoBaTh C
HAJ30PHBIM OPraHOM JIOCTATOYHOCTh MEP IO XPaHEHHIO KOHTPOJIbHBIX U apXUBHBIX 00OPA3IOB.

10.3. Otu TpeGoBaHUS PACHPOCTPAHSIIOTCS TAKXKe Ha CIIydail JIMKBHIAIIMHA MTPOU3BOICTBA,
Haxomsuierocs 3a mpexaenamu Poccuiickoit @enepauuu. B 3TOM ciiydae uMImopTep HeceT
OTBETCTBEHHOCTh 3a IPHUHATHE HEOOXOIUMBIX MEp M COIJIACOBAaHHE C COOTBETCTBYIOLIUMU
OpraHaMmH.

OBIIME TEPMUHBI 1 OIIPEAEJIEHU A

B Hacrosimem crangapTte MCHOJB3YIOTCA CHEAYIOIIHME TEPMUHBI C COOTBETCTBYIOIIUMU
ONIPEACIICHUSMMU:



1. Arrecrauums; wucneitanus (qualification, validation): moka3arenbCTBO TOro, YTO
METO/IMKa, MpOIecC, 000pyJIOBaHKHe, MaTepHuaj, Omepalus WX CHCTEeMa COOTBETCTBYIOT
3aJ[aHHBIM TPEOOBaHMSIM M UX UCIIOJIB30BAHUE ACHCTBUTEIILHO JIACT OXKHIACMbIC PE3YJIbTATHI.

2. bayuow (cylinder): cocya anst XpaHeHuUs ra3a MPHU BBICOKOM JIaBJICHHH.

3. banku kierok (cell bank):

Cucrema OankoB kietok (Cell bank system): cucrema, mpu KoTOpo# MmocieaoBaTEIbHBIC
CepHH MPOAYKIUHU TMPOU3BOAAT U3 KICTOYHBIX KYJIbTYP, MPHHAIICKANIMX TJIaBHOMY OaHKY
KJIETOK, KOTOPBIN MOJHOCTBIO OXapaKTePU30BaH Ha MOJJIMHHOCTh U OTCYTCTBUE 3arps3HCHHI.
HekoTopoe konnuecTBO €MKOCTEH IIaBHOrO OaHKa KIJIETOK HMCHOJb3yeTcs sl pOpMUPOBAHUS
pabouero Oanka kietok. Cucrema OaHKOB KJIETOK JOJDKHA OBITh aTTecTOBaHa (MCIbITaHA) HA
OTPEJCTICHHOE KOJIMYECTBO MEPECEBOB MIIM KOJMYECTBO YIBOCHHUI MOMYJISAIMH, 10 JOCTHKCHUS
KOTOPBIX OHH MOT'YT MCII0JIb30BAThCSI B TEKYIL[EM ITPOU3BO/ICTBE.

I'naBueiii  Oank  kierok (master cell bank): kymerypa KiI€TOK, MOJHOCTHIO
OXapaKTepU30BaHHAs Ha TMOJUIMHHOCTh M OTCYTCTBHE 3arpsi3HCHUH, pacrpelelieHHas 10
€MKOCTSIM B Ipollecce OJHOW omepauud TakuM oO0pa3oM, uToObl 0OecnedYuBalIUCh €€
OTHOPOJHOCTh W CTa0WiIbHOCTh. Kak mpaBmio, TJaBHBI OaHK KJIETOK XPAHHUTCS MPH
temneparype MmuHyc 70 °C umm HiKe.

Pabounit 6ank wietok (working cell bank): kymeTypa KieTok, oToOpaHHasi U3 TJIABHOTO
OaHKa KJICTOK JIsl IIPUTOTOBJICHUS TIPOU3BOJICTBEHHBIX KYJIbTYp KICTOK. Paboure OaHKH KIETOK
xpassT npu temneparype munyc 70 °C wim HuxKe.

4. buonoruyeckue arentol (biological agents): MUKpOOpraHu3mbl, B T.4. MOJy4CHHBIC
METOJaMH TeHHOW HWHXCHEPHH, KYJIbTYpbl KJICTOK U OSHIOMAPA3UThl, I[ATOTCHHBIC WU
HEMAaTOrCHHBIC.

5. buopeakrop (biogenerator): um3onupoBanHas cuctema (Hampumep, (epMEHTATop), B
KOTOPYIO BMECTE C JPYrHMH MaTepuallaMHi BBOAAT OWOJOTMYECKHUE areHThl U B PE3yJbTaTe
NPOTEKAIOIICH pPeaKIMi MPOUCXOJUT HMX Pa3MHOKEHHE WM 00pa30oBaHUE IPYrHMX BEIIECTB.
buopeakropsl, Kak MpaBWiio, OOOPYAYIOTCS YCTPOMCTBAMH MJIsl PEryJUpPOBAHHUsS, KOHTPOJIS,
N00aBJICHUS U U3BJICYCHUS MATCPHAIIOB.

6. BHyTpHUITpOU3BOICTBEHHBIH KOHTPOJIb (iN-Process control): KoHTPOJIb, BBHIIOIHAEMbIH B
X0JIe TEXHOJOIMYECKOTO TPOIecca C IENbI0 MPOBEPKH COOTBETCTBUS MPOIYKIUH 3aTaHHBIM
TpeOOBaHMSM, MO Pe3yJIbTaTaM KOTOPOTO MOXKET BBITIOJIHATHCS KOPPEKTUPOBKA IMapaMeTpPOB
TEXHOJOrMYeCKOro mpoiiecca. KOHTPOJb COCTOSHHS OKpYXKAIOIIeH Cpelbl WM 000pyIOBaHUS
paccMarpuBaeTCs Kak 3JeMEHT BHYTPUIIPOU3BOICTBEHHOTO KOHTPOJIS.

7. Bosepar (return): Bo3BpaT JICKAPCTBEHHOI'O CPEICTBA €ro MPOU3BOIUTEIIO HIIH
MOCTABIIHKY.

8. Bo3aymnsbiit mniro3 (ar-lock): orpanudeHHOE MPOCTPAHCTBO C ABYMSI HIIH HECKOJIbKUMH
JBEPSIMH MEKIY IBYMS HIM HECKOJbKUMH MOMEHICHUSAMH (HAalpuMep, pa3IMYHbIX KIAcCOB
YHUCTOTHI), TPEIHAZHAYCHHOE JUTS PA3JCICHUS BO3AYIIHBIX CPe/l OMEIIECHUI TPU BXOJE B HHUX.
Bo3ayiHblil UTI03 CITYKUT TS [Iepexo/ia MepcoHalia Wi MePEeMEIICHUs] MaTepPHAIOB.

9. l'otoBas mpoaykuus (roroerii npoaykr) (finished product): nekapcrBennoe cpenctso,
MPOIIE/IIee BCE ATAIbl TEXHOJIOTMYECKOTO MPOIecca, B T.4. OKOHYATEILHYIO YITaKOBKY.

10. M3onupoBannas 3oHa (contained area): 3oHa, 00OpYyIOBaHHAs COOTBETCTBYIOIIUMHU
buIbTpaMH U YCTPOMCTBAMHU MOJATOTOBKH BO3/yXa JJIsl PSIOTBPALICHUS 3arpSI3HEHUS BHEIITHEH
OKPY)KaIOIIeH cpe/ibl OMOJIOTHYSCKUMH areHTaMu, IPUCYTCTBYIOIMMHU B 3TOU 30HE.

11. Mzonsimus (containment): Mepbl 10 OTpaHUYCHUIO PACTIPOCTPAHCHUSI OMOIOTHYECKOTO
areHTa WU JPYroro BEIIeCTBa 3a MpeJIeibl OMPEIICHHOTO POCTPAHCTBA.

[MepBuyHasT M30JISALUS: U30JISIUS, IPETATCTBYIOIIAS TPOHUKAHUIO OMOJIOrMYECKOTO areHTa
B OKPYXAIOIIYIO Cpelly, HEIOCPEICTBEHHO NPHJIETaloNIyI0 K pabouei 30He. [IpenycmarpuBaer
UCII0JIb30BAHUE 3aKPBITHIX KOHTCHHEPOB MIIM O€30MAaCHBIX OMOJOrMYEeCKUX IKa(hOB MU METOJIOB
0€30TaCHOT0 BBITIOJIHEHHS TEXHOJIOTHUECKHUX OTICPALIUi.

BropuuHas u30Js1Ms: U30JISIKMS, IPETIATCTBYIONIAS TPOHUKAHUIO OHOJIOTHYECKUX areHTOB
BO BHECIIHIOK OKPYXKAWIIYH0 Cpely WIM B Jpyrde pabouwme 30HBL [IpemycmarpuBaet



UCIIOJIb30BAHUE TIOMELICHUI CO CIEUATbHBIMUA CUCTEMAaMHU MOJrOTOBKH BO3/yXa, BO3IYIIHBIX
LJIF030B U/WIIM CTEPHIN3ATOPOB ISl MEPEMEIICHUSI MaTepraioB u o0ecreuynBaeT 0e30macHoe
BBIMOJIHCHUE TEXHOJIOTHYECKUX OTepanuii. Bo MHOTHX cilydasiX MCHOJb3YeTCs VIS MOBBIICHUS
3¢ (HEKTUBHOCTH MTEPBUYHOMN H3OJISIIIHH.

12. Unctpykuums; Meroauka; npoieaypa (procedure): 1oKyMeHT, COJepKaliuii yKa3aHus
[0 BBINOJHEHUIO OTICIbHBIX BHJOB OIlepaluid (HampuMep, MO OYMCTKE, IEPeo/ICBaHHUIO,
KOHTPOJIFO OKPYXKAIOIIEeH Cpenbl, OTOOpPY MpoO, MPOBEACHHUIO HCIBITAHWUN, SKCILUTyaTalluu
000pyI0BaHNUA).

13. UWudunuposannsiii (infected): 3apakeHHBIH YYKEPOJAHBIMU OHOJIOTHYECKHUMU
areHTaMu ¥ CIOCOOHBIN K pacpoCTPaHEHUIO HH(EKLINH.

14. Victipitanus (validation): cm. aTrectarus.

15. Wcxomusie marepuansl (Starting material): mo0oe BeliecTBO, HCMOIb3YyeMOE IS
MPOM3BO/ICTBA JICKAPCTBEHHBIX CPEIICTB, KPOME YIIAKOBOYHBIX MAaTEPHAIOB.

16. Kanubposka; nmosepka (calibration): onepanuy, yctaHaBIMBaIOIIKE P OTPEICIICHHBIX
YCIIOBHUSX 3aBUCUMOCTb MKy 3HAUCHHUSMH, PETUCTPHUPYEMBIMH KOHTPOJIbHO-U3MEPUTEIbHBIMU
npubopamu (CHCTEMaMK) ¥ COOTBETCTBYIOIIMMH CTaHIAPTHBIMH BEIMYMHAMU (ITATIOHAMH).

17. Kapautun (qQuaranting): craTyc HCXOJHBIX WM YIIAaKOBOYHBIX MAaTepHUAJIOB,
MIPOMEXYTOUYHOM, Hepac(hacoBaHHOW MM TOTOBOW MPOIYKIIMH, U30JIMPOBAHHBIX (PU3MUECKU WU
UHBIM 00pa30M, 70 BEIHECEHHS PEIICHHsI 00 MX BBIMYCKE MU OTKIOHCHHH.

18. Kosutektop (manifold): ycrpoiictBo uiau 000opyaoBaHue, MO3BOJISIONIEE OJHOBPEMEHHO
HAIOJIHATH T'a30M HECKOJIBKO OAJUIOHOB (KOHTEHHEPOB) U3 OJJHOTO MCTOYHHKA.

19. Koutposmpyemas 3ona (controlled area): 3oma, mocTpoeHHass W SKCIUTyaTHpyeMmas
TakuM 00pa3oM, YTOObI TPENOTBPATUTh BHECEHHWE BO3MOXKHOTO 3arps3HEHUs W CIIydailHOe
pacnpoCTpaHeHHe KHUBBIX OPraHU3MOB (HalpUMeEp, MOXKET UMETh CHCTEMY BO3JIyXOIOrOTOBKH,
cooTBeTCTBYyMOIYl0 30H¢ D). CremeHb KOHTPOJII 3aBUCHT OT CBOWCTB OPraHH3MOB,
UCIIOJIb3YEMbIX B TEXHOJOTHYECKOM IMpolecce. Kak MHHUMYM, Takas 30HA JOJDKHA HMETh
OTPHIATEIbHOE JIABJICHUE [0 OTHOIICHHI0O K CMEKHBIM TIOMEUICHUSM M BO3MOYKHOCTh
3 (eKTUBHO yaIsITh HE3HAYUTEIILHBIC KOJINYECTBA a3P0O30JIbHBIX 3arPSI3HCHUI.

20. Kontpouis kauectsa (quality control): cm. mynkt 1.4 pa3aena 1.

21. Kpuorennslit cocyn (Cryogenic vessel): cocya uis XpaHeHHs CKIKSHHBIX Ta30B MPH
CBEPXHHM3KHUX TeMIIepaTrypax.

22. Kynbrypa knerok (cell culture): ximerouynas macca, MOJydeHHass B pe3yybTare
BBIpAIUBAHU N Vitr0 KJIETOK, U30JIMPOBAHHBIX OT MHOTOKJICTOYHBIX OPraHU3MOB.

23. JlekapctBennoe pacrenue (medicinal plant): pacrenue wiu YacTh €ro, UCIHOIb3YeMOE
JUISL MEJIMIIMHCKHX LIeJICH .

24. JlekapctBennoe cpezactso (medicinal product): mro6oe BeriecTBO HIIM KOMOMHAITUS
BEIIIECTB, MPEIHA3HAUYCHHOE VIS JICYCHUS WM MPOQHIAKTHKHA 3a00JICBaHHUI y YeJOBeKa MU
’KUBOTHBIX. JIF000€ BelecTBO Wi KOMOMHAIMS BEIIECTB, BBOJIUMOE YSIIOBEKY MIIHA )KUBOTHBIM C
JMAarHOCTUYCCKMMHU  IEJSIMA  JUIS  BOCCTAHOBJICHHUS, KOPPEKTUPOBKH WJIM  HM3MEHCHUS
¢duznonornyeckux (QYHKIUH deloBeKa WM IKMBOTHBIX, TaKXKE pacCMaTpUBACTCS Kak
JIEKapCTBEHHOE CPEJICTBO.

25. JlekapctBeHHOe cpencTBo u3 pacturenbHoro ceipbs (herbal medicinal product):
JICKapCTBEHHOE CPEJICTBO, COJEPIKAIIECE B KAUeCTBE aKTUBHBIX MHIPEJANCHTOB TOJBKO BEIIECTBA
PaCTUTEIBHOTO TPOUCXOKICHUS U/WIK TIperapaThl Ha KX OCHOBE.

26. HepacdacoBanubiii rotoBbiii mpoaykrt; Oank-npoaykt (bulk product): mpoayxr,
MPOIIEIINN BCE TIPOU3BOJICTBCHHbBIC CTA/IUH, 33 HCKITFOYCHUEM OKOHYATEIILHON YITAKOBKH.

27. Homep cepuu; Homep maptuu (batch number or lot number): onpenenennoe coueranue
udp u/unm OykB, 0003HAYAOIIEE CEPHUIO MTPOIYKIIHH.

28. Tlepekpectroe 3arps3HeHue (CrosS contamination): 3arps3HEHHE MaTepHUaoB HIIH
HPOAYKIIUH PYTHMUA MaTepUAIaMH WK TIPOAYKIIHEH.

29. TIlepepaboTka (reprocessing): moBTOpHass 00pabOTKa CEpHM WM YacTH CEpUHU
NPOJIYKIIUH, HE COOTBETCTBYIOIICH 3aJlaHHBIM TPEOOBAHMSM, HAUMHAS C ONPEACICHHON CTaJuu



IIPOM3BOJICTBA, JJIS OJYUYeHHs MPOAYKLIUU TpeOyeMOro KauyecTBa Mocje MpoBeACHUs OJHON UIn
HECKOJIBKUX JIOTIOJTHUTEIHHBIX OTIEPAIIHH.

30. TloBTOpHOE WHCIOAB30BaHHE (FECOVE'Y): BKIIOYEHHE MPOU3BEICHHON paHee CepuH
OpOAYKIMK TpeOyeMoro kavectBa (WJIM €€ 4YacTH) B JPYrYl0 CEpPHI0O MPOAYKIIMH Ha
OTpe/IeNIEHHOM CTaAuH MPOU3BOJICTBA.

31. IMoceBHoit maTepuan (Seed lot):

Cucrema rmoceBHbIX MaTepuaioB (Seed lot system): cucrema, mpu KOTOpOii
MOCJIEIOBATEbHbIE CEPUM MPOAYKIHMH IOJY4aloT M3 TJIaBHOIO IIOCEBHOIO Marepuaia Ipu
OTPEJICTICHHOM KOJIMYECTBE IepeceBoB (maccaxeir). B Tekymem mpou3BojAcTBe padoumii
IIOCEBHOM MaTepuall TOTOBUTCA U3 TJIABHOIO ITIOCEBHOIO MaTepuayia. ['OTOBBIM IMPOIYKT
MIPOU3BOJIUTCS U3 paboyero MOCeBHOTO Marepualia, IpU 3TOM YHUCIIO MEPECEBOB U3 IJIaBHOTO
[IOCEBHOTO MarepHajia He JOJDKHO MPEBBIIIATh 3HAYEHUS, YCTAHOBJICHHOIO NPU KIMHHUYECKHUX
UCOBITAHUAX  BakKLUMH, UCXOAs M3 TpeboBaHui  OezomacHOCTH UM 3()PEKTUBHOCTH.
[IpoucxoxaeHne TJIaBHOTO IMOCEBHOIO MaTepuana M HCTOpHUSl MEPECeBOB U3 HEro JOJIKHBI
0hOPMIIATHCS TOKYMEHTAIBHO.

I'naBublli  moOceBHOW MaTepuan (master seed Iot): kyapTypa MHKPOOPraHH3MOB,
pacnpeziesieHHas U3 OJHOT0 Hepac(hacoBaHHOTO MPOJYKTa MO €MKOCTSIM B IpOLiecce OJHOM
omepanuy TakKUM 00pa3oM, YTOOBl OOECNEeYMBAIUCH OJIHOPOJHOCTH, CTAOMJIBHOCTH W HE
JOIYCKAJIOCh 3arpsi3HeHue. [J1aBHBIM NOCEBHOW MaTepHall B JKUAKOM BHJE XpaHAT MpH
temnepatype muHyc 70 °C; B 10 (GMIM3UPOBAaHHOM BHJIE - IPU TEMIIEpAType, 00eCreunBatonIei
€ro cTaOuIbHOCTb.

PabGounit moceBnoit wmartepuan (working seed lot): kymbTypa MHKPOOPraHH3MOB,
MOJIyu€HHasi U3 TJIaBHOIO IMOCEBHOIO MaTepuaja U IpeJHa3HAayeHHas il HCIOJb30BAaHUS B
npousBojicTBe. PaGounii NOCEBHOM Marepuall pachpelensercs MO €MKOCTSM U XpaHUTCS
aHAJIOTMYHO XPaHEHUIO IIABHOTO IOCEBHOI'0 MaTepuaia.

32. TIpousBoautens (Manufacturer): nepxaresb IUIEH3UN HA IPOU3BOJICTRBO.

[Ipumeuanue - IlpenmpusitThe, ocymiecTBisolee XOTS Obl OJUH 3Tal MPOU3BOJICTBA,
paccMaTpuBaeTcsi Kak MPOU3BOAUTEND JIEKAPCTBEHHBIX CPEJICTB.

33. TlpoumsBoactBo (manufacture): Bce omepanii W BUABI KOHTPOJIS, CBSI3aHHBIC C
MOJIyueHUEM, NPUEMKON M 0OpabOTKOM HMCXOJHBIX MaTepuajioB, YIMAKOBKOH, BBIYCKOM B
peanu3annio, XpaHEHUEM U OTTPY3KOM JIEKAPCTBEHHBIX CPE/CTB.

34. Tlpomexyrounsrii upoaykr (intermediate product): dactuHO 00pabOTAaHHBII
Marepuai, KOTOPbIM JOJDKEH IMPOUTH JaNbHEHIIME CTaguu IPOU3BOJCTBA, IPEKIE 4YEM OH
CTaHET Hepac(pacoOBaHHBIM F'OTOBBIM IPOTYKTOM.

35. TIpoMBIIUIEHHBIH pEriaMeHT, TEXHOJIOTWYECKHE HWHCTPYKIUH WM HMHCTPYKIHUH TIO
ynakoBke (manufacturing formulae, processing and packaging instructions): mOKyMeHTHI,
OIPENEIAOINE BCE HCIIOJIB3YEMbIE HMCXOJHBIE MaTEpPHAbl M OIlEpaluu IO IPOU3BOACTBY M
YIaKOBKE MPOJTyKIIUH.

[Ipumeuanns:

1. ITpoMBbIIITIEHHBIN PETIAMEHT SBJISETCS TEXHOJIOTUYECKUM JOKYMEHTOM JIEHCTBYIOIIETO
CEpPUIHOI0 TMPOM3BOJCTBA, YCTAHABIMBAIOIIMM METOJbl IPOU3BOJCTBA, TEXHOJIOIMYECKUE
HOPMAaTHUBbI, CPEICTBA, YCIOBHS M NOPANOK IPOBEACHUS TEXHOJOTMYECKOro Ipolecca M
ofOecrieunBarOIMM TOJIy4YE€HUE JIEKQpCTBEHHOI'O CpEICTBAa C IOKAa3aTelsIMM  KadecTBa,
OTBEYAIOLUIUMU TPeOOBaHUSIM HOPMATUBHOM TOKYMEHTALIUH.

2. JlaHHBIA TEpPMHUH HCIOJB3YeTCS TOJIBKO B OOJIACTH TMPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB.

3. IIpompIuieHHBIH periaMeHT HE OTHOCHUTCS K TEXHHYECKHMM perjlaMeHTaM,
npenycMoTpeHHbIM DeniepaibHbIM 3aKOHOM 'O TEXHUYECKOM PEryIMpOBaHUN .



36. Ilporokon Ha cepuro (record): MOKyMEHT, OTpaXKarOIIWH IPOIECC IPOM3BOJCTBA
Ka)X0W CepHH MPOAYKIMH, B T.4. pa3peUICHUE HA €€ Pealn3alfio, U Bce (aKTopbl, MMEIOIINE
OTHOIIICHUE K KAYECTBY FOTOBO# MPOIYKIIUH.

37. PammodapmaneBruueckuii npernapar (radiopharmaceutical): moboe jekapcTBeHHOE
CPEICTBO, COJEprKaliee B FOTOBOM BHJC OJMH WM 0ojiee PaglioOHYKIUIOB (paJrMOaKTUBHBIX
U30TOIOB), HCIIOJIB3YEMBbIX JUISl MEITUIIMHCKUX IIEIICH.

38. PacrutenbHoe chipbe (Crude plant; vegetable drug): ceipple wiaM BBICYIICHHBIC
JICKapPCTBEHHBIC PACTCHHUS MJIM UX YaCTH.

39. PeructpanmonHoe noche (registration dossier): KOMIUIEKT JTOKYMEHTOB U MaTepUalioB
YCTAHOBJIEHHOM CTPYKTYpPhl M COJEp>KaHUs, MPEACTABISEMbI BMECTE€ C 3asiBKOM Ha
PETUCTPAIUIO JICKAPCTBEHHOTO CPEJICTBA, a TAKIKE YTBEPKICHHBIH B MPOLIECCE PETUCTPALIUH.

40. Cepus; maptus (batch; or Iot): onpenenenHoe KOMMYECTBO OJHOPOIHBIX HCXOMHBIX U
YIaKOBOYHBIX MAaTE€pHaOB WM OJHOPOAHOM MPOIYKIMH, 0OpabOTaHHOW B XOJ€ OJHON WiIH
HECKOJIBKUX MOCIIEA0BATEIbHBIX TEXHOJIOTUICCKUX CTAIUH.

[Mpumeuanue - [Ip HEOOXOIMMOCTH Ha ONPENCIICHHBIX CTAIUsIX MPOU3BOJCTBA CEPHSI
MOXeET ObITh pa3jielieHa Ha IMOJCePHH, OOBEAUHIEMbIC BIOCICACTBUH B OJHOPOHYIO CEPHIO
npoaykiuu. IIpu HEnpepbiBHOM MPOM3BOJACTBE MOHSATHE CEPHUHM JIOJDKHO OTHOCHUTBCS K
OTIPEJCTICHHON YaCTH MPOIYKIHH, XapaKTePHU3yeMOl OJHOPOIHOCTHIO.

C TOYKHM 3pEHHUSI KOHTPOJS TOTOBOHM MPOAYKIMH CEpUsi MPOJIYKIUH BKIOYAET B cels
COBOKYITHOCTb €IMHHI[ JO3MPOBAHHON (OPMBI JIEKAPCTBEHHBIX CpPEACTB (JEKapCTBEHHOM
(bOpMBI), U3rOTOBJICHHBIX M3 OJHOTO 00BbEMa MCXOJHOrO MaTepHaa W MPOUISAIINX CIUHYIO
MOCJIEI0BATEIBHOCTh TPOU3BOJICTBCHHBIX ONEPAlMid WM CAWHBIN IHMKI CTEPUIN3AIMU; TPU
HEMPEPHIBHOM IPOU3BOJICTBE - BCE €AMHUIIbI, IPOU3BEICHHBIC B 33 JAHHBIN HHTEPBAJ BPEMCHHU.

41. Cxwxennbie rassl (liquifiable gases): rasel, KoTOpbIe MPH CTAHAAPTHBIX TEMIIEPATYpPE U
JIaBJICHUY HANOJHEHHS HAXOATCS B OAJUIOHE B CKMIKCHHOM BHJIE.

42. Cucrema (System): COBOKYIHOCTh B3aWMOCBSI3aHHBIX JCHCTBHH M TEXHHYECKHX
CpPEICTB, 00pa3yOLIMX SJMHOE [EII0C.

43. CucremMa C KOMIIBIOTEPHBIM YIpaBJIeHHEM M KOHTpojeM (computerized system):
cuCTeMa, BKIIOHYaromas B ce0s BBOJA [AHHBIX, HMX ODJICKTPOHHYHO 00pabOTKYy ¥ BBIBOJ
UHPOPMAIIMH, UCIIOJIBb3YEMOM ISl PErUCTPALIMH WIIH aBTOMATHYECKOTO KOHTPOJISL.

44. ComocraBieHue; BbIX0oa mnpoaykiuu (reconciliation): cpaBHEHHE OXHIAEMOTO U
(dakTH4yecKkoro 00BEMOB TMPOM3BEIACHHONW WM KCIOJb30BAHHON TMPOJAYKIMH C y4ETOM
CTaH/IAPTHBIX OTKJIOHCHUH.

45. Cnernmdurkanus (Specification): moxymeHT, copepKaiinii TpeOOBaHuUs, PEAbABISICMbIC
K MarepuajiaM ¢ MPOAYKTaM, HCIOJIb3yeMbIM WM IOJY4aeMbIM TPH TPOU3BOJICTBE,
SIBJISIFOIIUIICS OCHOBOM JIIS OLICHKHU Ka4eCTBa JICKAPCTBEHHBIX CPEIICTB.

46. CrepuibHocTh (Sterility): oTcyrcTBHE »KHBBIX MHUKPOOPraHM3MOB. TpeOoBaHHs K
NPOBEJICHUIO KOHTPOJSI CTEPWIBHOCTH TPHBEICHBI B COOTBETCTBYIOLICH HOPMATUBHOMN
JTOKYMEHTAI[HH.

47. Texuonoruueckuii mporecc (production): omeparnuu, BKIIOYAIOIIAE B ¢eOS IPUEMKY U
00pabOTKy HCXOIHBIX MATEPHUAJIOB, YIIAKOBKY M MOJYYECHHE TOTOBOTO MPOIYKTA.

48. YmakoBka (packaging): Bce omeparuu, B T.4. HAIOJHCHUE U MApKUPOBKA, IPOBOIUMbIC
¢ Hepac(acOoBaHHBIM MPOIYKTOM JUIS OJTYYCHHUSI TOTOBOTO MPOIYKTA.

[Mpumeuanue - CTepuiibHOE HAINOJHEHHUE, KaK MPaBWIIO, HE CIENyeT PaccMaTpHUBaTh Kak
YacTh Mpollecca YHNaKOBKH. B 3ToM ciydae Hepac(acOBaHHBIM IPOJAYKTOM CUHUTAFOTCS
HAIOJIHCHHBIC TIEPBUYHbBIC KOHTEHHEPBI 0€3 OKOHYATEIILHOM YIIaKOBKH.

49. YnakoBouHblii MaTepuan (packaging material): moboit MaTepuan, mpUMEHIEMBbIN IS
YIaKOBBIBAHHS JICKAPCTBEHHBIX CPEACTB, 32 UCKIIOYCHUEM BHEIIHEH yIMaKOBKH, HCIOJIb3yeMOM
IUISl TPAHCIIOPTUPOBAHHUS. YTIAKOBOYHBIC MaTepHalbl JENATCS HA TEPBUYHBIC U BTOPUYHBIC B
3aBUCHMOCTH OT HAJIMYHS MPSIMOTO KOHTAKTA C MPOJTYKTOM.



50. Ynonxomouentoe smio (Qualified person): corpyaHuk npeanpusTHs-IPOU3BOAUTEN,
NPUHUMAIOIINN OKOHYATENILHOE PEIICHHE O BBIIYCKE CEPUH JICKAPCTBEHHOTO CPECTBRA.

51. Ywucras 30na (Clean ared): 30Ha, mocTpoeHHas ¥ SKCILTyaTUpyeMast TaKUM 00pa3oM, uTo
B HEHl CBEICHO K MHUHUMYMY NpOHHKaHHE, 00pa30BaHHE W HAKOIUICHHE 3arps3HCHHN B BUJIE
YaCTHIl U MUKPOOPTraHU3MOB.

[Ipumeuanue - Tunel YUCTHIX 30H onpezaeneHs! B [Ipunoxenun 1.

52. Yucras wusoimpoBaHHas 30Ha (Clean contained area): 3omHa, MOCTpoeHHass |
IKCIUTyaTHpyeMasi TAKUM 00pa3oM, YTO OHA OJTHOBPEMEHHO SIBJISICTCS YMCTON M M30JHMPOBAHHOMN
30HOM.

53. Dk3ornueckuil opranu3M (eXOtiC Organism): OMOJOrWYECKUil areHT, BbI3BIBAIOIIUIA
3a0oJieBaHKe, OTCYTCTBYIOIICE B JAHHOM CTpaHe WK reorpaduueckoil 30He, MO0 SBIISTFOLIHNACS
00BEKTOM NMPOPHIAKTUYECKUX MEP HIIN ITPOrPaMMBI 110 €r0 YCTPaHEHHUIO.

CBEJIEHUSA
O COOTBETCTBUU HALIMOHAJIbHBIX CTAH/IAPTOB
POCCUNCKOI ®EJEPALIMN CChLJIOUHBIM MEXIYHAPOHBIM
(PETMOHAJIBHBIM) CTAHJIAPTAM

O6o3HaueHus O603HaueHue 1 HAMMEHOBAHUE COOTBETCTBYIOIIETO
CCBIJIOYHOTO HAIlMOHAIBHOTO CTAaH/AapTa

MEKIYHAPOIHOTO

CTaHaapTa

NCO 11137:1995 I'OCT P MCO 11137-2000. Creprn3amus MeIUITHCKOM
npoAyKiuu. TpeOoBaHus K BAMAANN U TEKYIIIEMY
KOHTPOJII0. PajimanimoHHas crepriimsanus

HNCO 14644-1:1999 |[T'OCT UCO 14644-1-2002. YucThie MOMEIIEHUS U
CBsI3aHHBIC C HUMHU KOHTPOJIMpyeMbie cpe/bl. HacTp 1.
Knaccugukaius 4ucToThl BO3ayXa

HNCO 14644-2:2000 |T'OCT P MCO 14644-2-2001. YncThle IOMEIIEHUS U
CBsI3aHHBIC C HUMHU KOHTPOJIUPpyeMbIe cpe/ibl. HacTp 2.
TpeboBaHuUS K KOHTPOJIFO U MOHUTOPUHTY IS

MOATBEPKIeHUs MOCTOSTHHOTO cooTBeTcTBUs [ OCT P
NCO 14644-1




