Pexomennyemas popma

B ®EJAEPAJIBHVIO CIIYKBY
10 BETEPUHAPHOMY

N ®PUTOCAHUTAPHOMY
HAZI3OPY

3ASBJIEHUE
0 MMPCIOCTABJICHHUH JIMICH3NH HAa OCYIICCTBIICHUC ACATCIIbBHOCTH I10 ITPOU3BOJACTBY
JICKAPCTBCHHLBIX CPCACTB IJIA BETCPUHAPHOI'O IIPUMCHCHUA

CBeneHusd 0 3a9BUTEIIE

[TorHOe HAMMCHOBAaHWE  FOPUIUYECCKOTO
auna (ero (UINANOB, TMPEACTABUTEIBCTB,

000C00JIEHHBIX CTPYKTYPHBIX
noApa3iesIeHU )

CokpanieHHOe HauMEHOBaHHE
IOpuAnYecKoro Jsmna (ero  QuiInanos,
MPEICTaBUTENBCTB, 000CO0JIEHHBIX
CTPYKTYPHBIX MOIpa3IeIICHUI ) (mpu
HaJTUYIHH)

WNnenTudukanuoHHbII HOMED

Hajoromutarensiuka (MHH)

l'ocynapcTBeHHBIM perucTpallMOHHBIL HOMEp
3allUCH O CO3/JaHUM FOPUAMYECKOro JIMIA

(OI'PH)

Caenenus 0 3aIucu B peectp | Ne
AKKpEIUTOBAHHBIX (bunuanos, | nara
MNpEaACTaBUTCIILCTB HHOCTPAHHBIX

IOPUTNYECKUX JTHI]

Anpec B Tmpenenax MecTa HaXOXICHUs
IOPUAMYECKOTO JiMla (aapec perucTpanuu
M0 MECTy JKHTEeNbCTBAa (TIpeOBIBaHMS)
WMHAUBUAYAIBHOTO MPEIIIPUHAMATES)

Howmep tenedona

AJlpec 3JIeKTpOHHOM MOYTHI (MTPU HATHMYNHN )

Anpec  (agpeca) MECT  OCYILIECTBIICHHS
JeSITeTbHOCTH o COZEPKAHUIO "
UCTIOJIb30BAHUIO JKUBOTHBIX M (WUJIU) IPYyTHe
JTAHHBIE, TO3BOJISIONINE WACHTU(PHUIIMPOBATH
MECTO  OCYIICCTBIICHUS  JIHIICH3UPYEMOTO
BUJIA JICATEIBHOCTH
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Bunbl paboT (Hy)KHOE OTMETHTH):

O

O

O

O o0oooaod

O

O

[IpousBoncTBO, XpaHeHue © peanusanus (apMaleBTHUECKUX CYOCTaHIIMM,
MOJIy4aeMbIX METOAaMU XUMHUYECKOTO CUHTE3A;

[Ipou3BoacTBO, XpaHeHHEe U peanu3anus (apMaleBTHUECKUX CyOCTaHIIHM,
MOJTy4aeMbIX METO/1aMU OMOTEXHOJIOTHYECKOTO CUHTE3a;

[IpousBoncTBO, XpaHeHue © peanuszanus (apMaleBTHUECKUX CYOCTaHILIMMH,
MOJIy4a€MbIX METOAAMH BBIICTICHUS U3 XUMHUECKOTO ChIPhS;

[Ipou3BoacTBO, XpaHeHHWE U peanu3anus (apMaleBTHUECKUX CyOCTaHIIHH,
MOJy4aeMbIX METOJaMM BBIJCJIIEHUS U3 MCTOYHUKOB OMOIOTMYECKOro, >KMBOTHOI'O
IIPOUCXOXKACHUS;

[Ipou3BoacTBO, XpaHeHHWE U peanu3anus (apMaleBTHUECKUX CyOCTaHIIHH,
MOJy4aeMbIX ~ METOJAaMH  BBIJCIICHUS W3  HCTOYHUKOB  PACTUTEIHHOTO
MIPOUCXOXKICHHUS,

[Tpou3BonCTBO, XpaHEHUE W peanu3anus (hapMareBTHUECKONH CYOCTaHIIMM CIUpPTa
ATUJIOBOTO (3TAaHOJIA);

[Tpon3BOACTBO, XpaHEHUE U peaM3alisl CTEPUIBHBIX JIEKAPCTBEHHBIX NIPENApaTOB C
yKa3zaHHUEeM KOHKPETHOM JIEKapCTBEHHOU (hOPMBI;

O a’po30mb 0 Masp [ pacTtBOp 0 cyxas
Macca
O reib [0 macra 0 pacTBOp I L cycrneH3us
UHBbEKIUN
O kpeM 0O muenka [ creknooOpa3Has macca [ TalneTku

O JIUHAMEHT 00 mopomo [ cTepriIbHaAs IOPUCTast L >MyJIbCHH
K Mmacca
O nuoduIM3upoBaHHbIE
IIPOYKTBI
ITpon3BoaCTBO, XpaHEHHE U PeAIN3ALMsl HECTEPHIBHBIX JICKaPCTBEHHBIX IPENapaToB
C YKa3aHHUEeM KOHKPETHOM JIeKapCTBEHHOH (pOpMBI

a’po30J1b U xpem O mensersl 00 pacTBOp
Oab3aM 0 JIMHUMEHT 0O mmactelpp [ cHpon
OpuKeT 0O Ma3p 0 1meHka O copen
resb 0 mMacio J TOpOoIIoK [ Cynmo3uTOpHUH
IpaHyIIbl 00 MHKpOKAIICYII 0 mmacTuHbl [0 cycHeH3usd
bl
Apaxe O wMukporpanynel [ mnacTuHK O TabineTku
u
KaroTi O mnacroi O moJocKu O mHyp
KarCyJibl O HacTOMKa 00 mnomuMepHa [ 3KCTPaKT
KATICYJIIbI 0 nacTUIKH s JICHTa O  snukcup
MSATKHE 0 1macra O sMylbcHs
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CBeneHusi, MNOJATBEPKAAOUIUE HAIUYUE Y
COHCKATENs JIALICH3UN Ha npaBe
COOCTBEHHOCTH WJIM Ha HHOM 3aKOHHOM
OCHOBaHMU HEOOXOTMMBIX TS
OCYIIECTBJICHUS JIEeSITEIbHOCTHU o
MPOU3BOACTBY ITOMEIIICHUH, 37aHUH,
COOPYKEHHI WHBIX 00BEKTOB,
TEXHUYECKHUX obopynoBaHus U
TEXHUYCCKOU JIOKYMEHTallUH,
COOTBETCTBYOIINX YCTaHOBJICHHBIM
TpeOOBaHUSIM, TpaBa KOTOpbIE  HE
3aperuCTPUPOBAHBI B Ennnom
roCcyJapCTBEHHOM  peecTpe  MpaB  Ha
HEJBIKMMOE UMYIIECTBO U CACIIOK ¢ HUM (B
ClIy4yae eclii TaKue MpaBa 3aperucTpupoOBaHbI
B YKa3aHHOM pPEECTpe — CBEACHHS 00 3THX
TTOMEILICHUSX )

nu
CPEJICTB,

Ha

Kamactponsrit o0BeKTa

HECIBMXXMMOCTH:

HOMED

PexBu3uTHI 1OTOBOpA (MIPU HATUYHIH )
Ot
Ne

Jlata TocymapcTBEHHOW peructpanuu (mpu
HaJIMYUH ) JI0roBOpa B Eannom
rOCy/IapCTBEHHOM pEeCTpe HEIBUKHUMOCTH

12

Konuu TUTYNBHBIX JIMCTOB ITPOMBIIIJICHHBIX
periaaMeHToB (MIPOM3BOACTBEHHBIX PELENTYp,
TEXHOJIOTUYECKUX MHCTPYKLIHUNA)
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CBeneHus,  MOATBEPXKAAOIIME  HAIWYUE
YIOJTHOMOYEHHOTO  JIULA  IPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEICTB /JI1 BETEPUHAPHOIO
MPUMEHEHHUSI, ATTECTOBAHHOIO B IOPSIKE,
YCTAHOBJIICHHOM MWUHHUCTEPCTBOM CEIIbCKOTO
xo3scTBa Poccuickoint @enepanuu

14

Hanuune wu oOpa3oBaHHe CHEIUAIKCTOB,
OTBETCTBEHHBIX 3a MIPOU3BOJICTBO,
MapKUpoOBKY M KOHTpPOJIb  KadecTBa
JIEKapCTBEHHBIX CPENICTB I BETEPHHAPHOTO
NPUMEHEHHUS

15

CBeneHus, TOATBEPXKIAIONINE HAIHYME HA
npaBe  COOCTBEHHOCTH,  XO3SHCTBEHHOTO
BEJICHUS WJIM OIEPATUBHOTO YIIPABICHHUS
OCHOBHOTO TEXHOJIOTHYECKOTO
000pyI0BaHUS ISl IPOU3BOJACTBA ATUIIOBOTO
CIupTa, 3apEeruCcTPUPOBAHHOTO B
COOTBETCTBUU co cTarbei 14.1
®enepanbHoro 3akoHa «O rocy1apcTBEHHOM
pPETYIHpPOBAaHUH TPOU3BOJCTBA M 000pOTa
STHJIOBOTO  CIHMPTAa,  aJKOTOJBHOH |
CIHMPTOCOJEpXKAIEH  MpPOAYKIMH U 00
OTpaHWYEHUU  TOTpeONeHUs  (pacruThs)
QIKOTOJILHOW TPOAYKIUUY» (TMPU HAMEPEHHUH
OCYIIECTBIISATh MIPOU3BOJICTBO
dapmarnieBTHYeCKO  CyOCTaHLIMU  CIHpTa
stunoBoro  (dranoma))  (CBemeHus o
perucTpaIyy yKkasaHHoro o0opyaoBaHus)

B nure

b

(®.1.0. pykoBOANUTEINS TOCTOSHHO ACHCTBYIOMIETO HCIIOTHUTEIEHOTO OpTraHa IOPUANYECKOTO JINIA W HHOTO
JIMIIa, IMEIOIIETO MPaBo AeCTBOBATh OT MMEHH 3TOTO Iopuandeckoro jumna, ©.1.0. nHIuBuayanrsHOTo
[peANpPUHUMATEIS, €r0 YIOJHOMOYEHHOI'O MPEICTaBUTES)




JEUCTBYIOLLIETO Ha OCHOBAHUHU ,
IPOCUT TPEJOCTABUTh JIMIIEH3UI0 HA OCYILIECTBJICHUE AEATEIIBHOCTA MO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOIO IPUMEHEHMUS.

K 3asBneHnto o mpenocTaBIeHUM JULEH3UM Ha OCYILECTBJIECHUE IEATEIBHOCTH II0
[IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB [JIsI BETEPUHAPHOTO NPUMEHEHHUS MPUIAraioTcs
JIOKYMEHTBI Ha JIUCTax.

O Ilpomy mnpesocTaBuUTh JHIEH3UIO HAa T€ BHUAB PAadOT, YCIAYr, COCTaBISIOLINX
JTUICH3UPYEMBI BHUJ JACATEIBLHOCTH (B TOM 4HCIE pPabOThI, YCIYTH, KOTOPHIE COHMCKATEIb
JUIEH3UU HaMepeH BBINOJNHATh, OKa3blBaTh IO OJHOMY WJIH HECKOJBKUM MecTaMm
OCYILIECTBIICHUS JHUIEH3UPYEMOTO BUAA JEATEIbHOCTH), B OTHOIIEHUHU KOTOPBIX COOTBETCTBUE
JUIIEH3UOHHBIM TPEeOOBAHUAM OBLJIO MOATBEPKICHO.

Onuch TOKYMEHTOB, IPUJIAra€MbIX K 3asBJICHHIO:

[Ipomy cBeneHus, cojepxaiidecs B peecTpe JIMLEH3WM, HampaBUTh B (Qopme
AJIEKTPOHHOT'0 JIOKYMEHTA I10 aJJpecy AJIEKTPOHHON MOYTHI
[Tpoury cBeneHus, coaepKaliuecs: B peecTpe JUIeH3UH, HaIpaBUTh 10 afpecy

[Ipoury cBenenus, coaepxaliuecs B peecTpe JULEH3UH, OIYyIUTh JUYHO

(®.1.0. pyKOBOAUTEIS OCTOSHHO ACHCTBYIOMIETO UCTIOHHUTEIIFHOTO OPTaHa FOPUAMICCKOTO JIUIA WITH
HMHOTO JINI[A, AIMEIOIIET0 MIPAaBO JEHCTBOBATH OT MMEHH 3TOTO IOPUANIECKOTO JIUTIA)

« » 20 T.

M.II. (mpu HaTU4IMH) (noamnuce)



