JeiicTBUTENBHO TOJIBKO B Jlaoce

Jlaocckast Haponno-/lemokpatudeckast PecmyOimka
Mup He3zaBucumocts lemoxkpatus Exuncrso Ilpouseranue

MuHuCTepCTBO 3APABOOXPAHEHUS Ne: 1600 /MOH

IlocTaHoBJ/IeHHE 0 perncTpalMy NMUIIEBbIX NPOAYKTOB

B coorBerctBuM c¢: UWH(popManmoHHBIM NHCBMOM  Armmapara MHUHHUCTPOB
HamwmonanpHoro cobpanus Ne 1675/Cab.NA ot 05.12.1991 r. o
neknapanuu 00 ucnonb3oBaHWM [locTaHOBIEHHMST O KOHTpose 3a
npoaykTaMu nutanusg KoMuTera Mo KOHTPOJIIO 33 KAYECTBOM MHUIIEBBIX
MPOJYKTOB U JIEKAPCTBEHHBIX CPE/ICTB

B cootBeTcTBUM C: YKa30oM mNpemMbep-MHHHCTpa 00 opraHu3zanuu MHHHCTEPCTBA
snpaBooxpaneruss Ne 73/PM or 10 wmas 1993 r© o mnpusATun
l'ocynapcTBeHHBIX MpaBUJI MCHOJIB30BAaHUS JIEKAPCTBEHHBIX CPEJCTB B
JIHJP.

MuHUCTP 31PABOOXPAHEHUS U31A€eT
IlocTaHoBJ/IeHHE 0 pernCcTPAUMU MUIIEBBIX MPOAYKTOB:

Yacrte 1
OBHIUE ITOJIOKEHU S

Cratbs 1: Perucrpanus nuieBbiX MPOAYKTOB U HAITUTKOB, IMEHYEMasl B JIJAHHOM Cllydae
perucTpanuedl MUIIEBBIX TPOJYKTOB, O3HA4YaeT JeKIapanuio (GOopMysbl IHIIEBOTO
NPOAYKTa B MUCbMEHHOW (POpPME C YETKHUM yKa3aHHEM CIIMCKA MUIICBBIX MHIPEIUEHTOB,
BEca WM 00beMa KaKI0M IO3HIUH.

Crarba 2. llenplo perucTpaluy NUIIEBBIX NPOJIYKTOB SIBISETCS cOOp JaHHBIX IS
CTaTUCTUYECKHUX LEeJeH M KOHTPOJb 32 O0OPOTOM MPOAYKTa, UMIOPTOM, SKCIOPTOM,
MPOJAXeH, pacIpoCTPaHEHUEM OTEYECTBEHHBIX M HMMIIOPTHBIX MUIIEBBIX MPOIYKTOB,
YTOOBI OOJIETYUTH TTOJTHOMOYHS 110 MOHUTOPHHTY U KOHTPOJIO KauecTBa M OE30MaCHOCTH
MUILIEBBIX MPOAYKTOB U HUX (OPMYIBI B COOTBETCTBHM C 3aKOHOM, YTOOBI 3aIIUTUTH
3I0pOBBE MOTPEOUTENCH 1 ABTOPCKUE TpaBa Biaieibla (HOPMYIIb.

Crarea 3: Bnazxenen ¢opmysbl MPOAYKTa MHUTAHUS, MPOM3BEICHHOTO B CTPAaHE WIH
UMIIOPTUPOBAHHOTO C LIEJbI0 NPOU3BOJACTBA M Tnpojgaxu B Jlaocckoit Haponano-
HemokpaTtrueckoit PecrmyOnuke, MOMKEH OBITH 3aperiucTpUpoBaH B YIPABICHUH IO
KOHTPOJIIO 32 KaU€CTBOM IMHUIIEBBIX MPOAYKTOB M JIEKaPCTBEHHBIX CpeACTB MUHUCTEpCTBA
3/IpaBOOXPAHEHUS C 1eJbI0 n30ekanus (anbcuUKanuy NpoAyKTa C IPYTHMH.

Crarba 4:
l. TlumeBble NPOAYKTHI, MOJUICKAIIME PETHCTPALMU, MPEICTABIAIOT COOOMU
nepepaboTaHHbIE TMPOAYKTHI M MONyhaOpUKaTel, Ha KOTOpPbIE OBLIO BBIAAHO



paspemieHne MuHHUCTEpCTBA TNPOMBINUIEHHOCTH M pa3pelleHHe Ha UMIOPT
MunuctepcTBa TOProBiId U TYpU3Ma, COOTBETCTBEHHO.

Jnst mponykTtoB, y KOTOphBIX HeT mpexacrtaBurens B Jlaocckoit HapojHo-
Hemokpatnueckoit  PecryObnmuke, OCHOBHasi ~KOMIIAHHMS — JIOJDKHA — TOJIATh
PETUCTpallMI0 WIM BBIJATh JOBEPEHHOCTh HA PErMCTPALMIO JIFOOOMY JIMIY WM
peIIpUHUMATEITIO.

Yacrts 11
JOKYMEHTHBI IJIs1 PETUCTPAIIUA

Crarbsi 5: JIOKyMeHTHI ISl PEerucTpaluM MUIIEBBIX MPOAYKTOB, NPOU3BEIEHHBIX B
npejesiax CTpaHsbl:

3asBKa Ha perucrpanyio GopmMysbl MUIIEBOro mpoaykra (dhopma 3asBku - [lumeBoi
npoaykT/1).

[Togpo6nast wHbOpMamusi 0 MeTone OO0paOOTKM MPOJAYyKTa NHUTAHUA (TMPOIEAYPHI
00pabOTKH MPOAYKTA MUTAHUS).

DTUKETKa MPOIYKTa.

JIunieH3ust Ha IS TETBHOCTD B OTPACIIH.

OO6pa3ipl TPOAYKTOB B OPUTHHAIBHON YIAKOBKE (KOJMYECTBO 0Opa3IlOB 3aBHUCHUT OT
aHAJIM3UPYEMBIX TapaMeTpoB, cM. [Ipunoxenwue I).

Pesynprar aHanusa npoayKIuu U3 aKKPEIUTOBAHHOW JTAOOPaTOPUU B MHIUBUIYAITBHOM
MOPSITIKE.

1.

2.

nhw

Cratps 6: JIOKyMeHTBI JJIsl perucTpalii HMIIOPTHPOBAHHBIX MUIIEBbIX NPOIYKTOB:

3asBKa 1o (popMe Ha PETUCTPALUIO MUIIEBOTO MPOIYKTa, (OPMYIBI U IPOU3BOICTBA
MUIIEBOTO MpoaykTa (hopma 3asBku - [TumeBoit mpoaykt/2).

Ceptuduxar 0€30MaCHOCTH THIICBOTO MPOJYKTA, BBIJIAHHBIA aKKPEAUTOBAHHOU
nabopaTopueil KOMIIETEHTHOTO OpraHa CTpaHbI-dKCIIOpTEpa.

CepTtuduxar ananusa, BbIIaHHBIA aKKPEAUTOBAHHOH JIabopaTopueld KOMIETEHTHOTO
opraHa CTpaHbI-3KCIOPTEPA, HATPUMED:

1.

2.

Ceptuduxar ananmza (CA).

CepTtuduxar MUKpOOHMOIOTUIECKON YHCTOTHI.

Ceptuduxar 06 OTCYTCTBHHU TPSI3H U IOCTOPOHHUX YACTHIL.
CanuTapHO€ CBUIETEIBCTBO.

Ceptudukar 06 OTCYyTCTBUM MHKOTOKCHHOB.

Ceprudukar 06 OTCYTCTBUH TSIKEIBIX METAJIOB.
®duTocaHUTAPHBIN cepTU(HUKAT.

CeprtudukaT 0 BO3pacTHBIX KaTEropusix.

Brlieykaszannsle cepTU(UKAThI 3aBUCAT OT TUIA MUILEBOTO MPOIYKTA.

4.

Ceptudukar Ha CBOOOJHYIO TMPOJAXy CTPAHBI-IPOU3BOAMTENS WM  CTPAHBI-
JKCIopTepa.

OO6pa3iel TPOAYKTOB B OPUTHHAIBHOW YIAKOBKE (KOJMYECTBO 0Opa3IlOB 3aBHUCHUT OT
aHAIM3UPYEMBIX MapamMeTpoB, cM. [Ipunoxenue 1).

OtukeTKa npoaykra B Jlaoce ¢ Homepom peructparuu B JIHJ[P.



Yacrs 111
Perucrpanuonnbie c60pbI

Crarba 7: Peructpanmmonnsie cOOpbl UIsi MPOJYKTOB COOCTBEHHOTO IPOM3BOCTBA
pacCUYMTHIBAIOTCS COTJIACHO cueTy oduimanbHoi gaboparopun mioc 5 000 kut.

Crarbsn 8: Peructpanmonsneie cOOpBl Ui HMIIOPTHPYEMBIX IPOAYKTOB PACCUUTHIBAIOTCS
corjacHo c4eTy oduimanbHou Jadbopatopuu miroc 20 000 kwur.

Cratbs 9: COOpHI Ha MPOJICHNE PErUCTPAIUH:
- Jlns mpoxykimu coOCTBEHHOTO Mpou3BoacTBa = 2 500 Kur.
- Jns umnoptupyemsix npoayktos = 10 000 kwur.

Yacts IV
Ilepuon BpemeHu AJisl BbIIa4yu cepTu(UKATa 0 perucTpauuu

Crarbs 10: Peructpanus OyneT paccMaTpUBATHCS IS BbIJIAYU MOCJE TOTO, Kak OyayT
IPEJICTaBIIEHbl BCE JOKYMEHTBHI, KaK IpPEJyCMOTPEHO B CTaThsIX 5 M 6 HACTOALIETO
[TocranoBneHus1, WM KOTJa BiIaJeel] IPOAYyKTa IPeJOCTaBUT BCE JIaHHBIE TOJHOCTHIO B
COOTBETCTBUHU C NMPEANHUCAHHBIMU 3TAllaMU.

1. Jlnsa mpoaykra COOCTBEHHOTO MPOM3BOACTBA cepTU(HUKAT OyAeT BBIIAH B
teueHue 60 jqHEN C JaThl MONy4eHUs! 3asBKU YTPaBJICHUEM MO KOHTPOJIIO 32
Ka4eCTBOM IHILEBbIX NPOAYKTOB U JIEKAPCTBEHHBIX CPEJCTB.

2. Jlnsg uMIOpTHUPYEMBIX MPOAYKTOB cepTudukaT OyneT BbigaH B TeueHue 120
JHEeH ¢ JaThl MOJTy4YeHUs 3asiBKU YIPaBICHHEM IO KOHTPOJIIO 32 KaueCTBOM
MUILEBbIX POAYKTOB U JIEKAPCTBEHHBIX CPEJICTB.

Yacrs V
AHHYJIMPOBaHMeE U NPOAJICHHE CepTUPhHUKATA
0 PerucTpauyvy NMIEBOro NPoayKra

Crarbsi 11: - Ceptudukar o0 perucTparyy MHIIEBOTO MPOIYKTa ICHCTBUTEICH B
TEYEHHUE JIBYX JIET C AAThl MOANUCAHUS.
- 3a 90 mHel MO0 OKOHYAHMS CpOKa JEHCTBUS BIIAJENell MPOAYKTa JOJIKEH
NOJaTh 3as1BKY Ha MPOJICHHE.

Crarbsa 12: Peructpanus mar000ro MpoayKTa MUTAHUS MOXET OBbITh AHHYJIMpPOBaHA B
JT000M M3 CIIEIYIOIINX CIy4Yaen:
- Brnagenen He mojan 3asBKy Ha mnpojyieHue B TeueHue 30 aHell ¢ pathbl
OKOHYaHUS CPOKa JIEUCTBUSI.
- Pe3ynpraThl  MCOBITAHUM  TOKa3ald, 4YTO KayecTBO MPOJYKTa  HE
COOTBETCTBYET 3aperuCTPUPOBAHHBIM CTaHapTaM.
- Ilponykt He sBisercs Oe3omacHbIM JUIsl MOTpeOUTENel, yBEIOMIIEHHBIX
CTpPaHON-IIPOU3BOJUTEIIEM U MEKTYHAPOIHON OpraHu3allel;



Yacts VI
3anper u Mepbl NPOTUB HAPYIIEHUS

Crarba 13: OusuyeckuM W OPUIUYECKUM JIMIIAM  3alpElIeHO  IOIEIIbIBATh
3aperucTpUpPOBaHHbIE (HOPMYJIBI MUIIEBBIX MPOTYKTOB.

Crarbs 14: OusnyueckuM W IOPUIAMYECKUM JIUIAM 3allpPEIIeHO MPOU3BOJIUTH TOTOBBIC
MPOAYKTHl WM Toaypabpukarel UIsl Tpojdaxu O0e3 paspenieHuss MuUHHUCTEPCTBA
IPOMBIIUIEHHOCTH U 0€3 perucTpauuud B YNPaBICHUM IO KOHTPOJIK 3a KadyeCTBOM
MUILIEBHIX POAYKTOB M JIEKAPCTBEHHBIX CPEJICTB.

Crarbs 15: OusnyeckuM W IOPUAMYECKUM JIMIAM 3allpEIleH HUMIIOPT-IKCIIOPT TOTOBBIX
MPOJIYKTOB WK T0TyhaOpuKaTOB NI Mpodaku 0e3 paspemieHns MuHUCTEpCTBa TOPTOBIU H
0e3 perucTpauud B YIPaBJI€HUU IO KOHTPOIIO 32 KayeCTBOM IHUILEBBIX MPOIYKTOB U
JIEKapCTBEHHBIX CPEJICTB.

Cratpa 16: K mr000omy GuznueckoMy WM IOPUITIECKOMY JIMITY, HApYIIAOIIEeMy TOJI0KEHUS
crateit 13, 14 unmu 15 nHacrosimero [locTaHoBiieHUs, HEOOXOAMMO MPUMEHUTH CIEAYIOIINE
MEpBbI:
= [lepBoe HapyleHHE: BBIAACTCS TPETYIPEKICHHE;
* Bropoe HapylieHHe: BBIIACTCA NPEAYNPEKICHHE W HajoxkeHue mrpada B
pasmepe 50 000 kur 3a MO3UIHIO, & MPOAYKTHI MOAJIEKAT KOH(PUCKAIHH.
= Tperbe HapylIEHHE: BBIAACTCS NPEAYNPESKICHHE W HalOoKeHue mTpada B
pasmepe 50 000 kunm 3a mosunuto. IIpoaykTel moIexkaT KOH(PHUCKALUH,
JeSITETLHOCTD TIOJUICKHUT 3aKPBITHIO, JIEJIO TEePEeIaeTCsl B CY/I.

Yacte VIII.
OobecnieueHne HCOJTHEHUA

Cratpa 17: YnpasieHue 1o KOHTPOJIIO 32 KAY€CTBOM IMUIIEBHIX MPOAYKTOB U JIEKAPCTBEHHBIX
CPEICTB HECET OTBETCTBEHHOCTb 3a KOHTPOJb, MOHHUTOPUHI M BBIINOJHEHHE HACTOSILErO

ITocTtanoBieHuUs.

Crarbs 18: Tonpko VYmpaBieHHE MO KOHTPOJIO 3a KaueCTBOM MHUIIEBBIX MPOIYKTOB H
JIEKapCTBEHHBIX CpEACTB 00J1aJaeT MPaBOM BbIJAYM PErucTpalMyd Ha (OpPMYyIy MHILEBOTO

MPOJIYKTA.

Cratpa 19: [locTaHoBIEHHE BCTYMAET B CUITY C JaThl €r0 MOAMUCAHUS.

Breenthbsn, 25.11.1994 1.
MuHHCTp 3ApaBOOXPaHEHUS

H-p Xamdeii Jlarcamu



