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MNPUKA3

or 10 anpena 2023 r. Ne 353

MockBa

06 yrBepxaennn IIpaBui H3roToB/IeHHs N OTNYCKa JeKapCTBEHHBIX
NpenapaToB AJisi BETEPHHAPHOrO NPUMeHEHHsl BeTePHHAPHBIMH
ANTeYHBIMH OPraHH3aLHAMH, HMEIOIHMH JIHIEH3HIO
Ha papManeBTHYECKYIO AeSTEIbHOCTD

B cootBerctBUM ¢ 4acTthio 1 crathu 56 @enepanbHOrO 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 ob6pallleHHH JI€KapCTBEHHBIX CPEICTB»
1 noanyHkToM 5.2.25(42) mynkra 5 Ilonoxenus o MHHHCTEPCTBE CEIBCKOTO
xo3giictBa Poccuiickoit ®@epepauny, YTBEpXKAEHHOIO ITOCTAHOBJIEHHEM
IIpasurenscrBa Poccuiickoit ®enepammn ot 12 mons 2008 r. Ne 450,
NpHUKAa3BHBa Io:

1. VrBepauth npwiaraemsle [IpaBuna H3rOTOBIEHHMS M OTIYCKa
JIEKapCTBEHHBIX TPEnapaToB il BETEPHHAPHOTO NMPHMEHEHHUs BETEPUHAPHBIMA
aNnTeYHBIMM OPraHM3alMAMM, MMEIONIUMH JIMIEH3UI0 Ha (papMaleBTHYECKYIO
JeATensHOCTE (nanee — [IpaBuia).

2. IlpusHaTh yTpaTWBIIUM Ccwiy npuka3 MuHcensxosza Poccuu
ot 29 urons 2021 r. Ne 423 «O6 yrBep>xaeHuu [ IpaBui M3roToBIEHUS U OTITyCKa
JIEKapCTBEHHBIX MpenapaToB I BETEPHHAPHOTO NPHMMEHEHH BETEPUHAPHBIMH
anTeYHBIMH  OpraHU3alMsAMH, HWHIVUBUIAYAJIBHBIMH  HPEANPHHUMATEIAMH,
UMEIOILHUMU JIHLIEH3UIO Ha (hapMalieBTHIECKYIO JeATETLHOCTh»
(zapeructpupoan Munrocrom Poccuu 2 cenrsops 2021 r., perucTpanOHHBIA
Ne 64852).
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3. Hacrosmmii npmka3 BcTymaer B cuwiy 1 ceHtsops 2023 r,
3a HCKIIOYEHMEM MYHKTOB 2, 17,24,44,75,77,78, 81,83 Ilpasun (B 4actu
TpeGoBaHUsA OpraHu3aIyu (MHOWBH Y AITBHOTO npeanpuHIMaTes),
OCYIIECTBIIAIOIIEH  (OCYLIECTBISIOIIEr0)  pasBeEHHE, BBIpaIllBaHUE
H COJlepKaHHe )KUBOTHEIX), 1 eiicTByeT fo 1 ceHTa6ps 2029 r., 3a HCKIIOUEHHEM
nyHkToB 17 (B 4acTH 3amojIHEHMs KOpEIUKa penenra Ha JEKapCTBEHHBIH
npenapar i BeTepuHapHoro npumeHenus), 79, 80, 84 Ilpaswui.

IMyuxtei 2, 17, 24,44, 75,77, 78, 81, 83 IlpaBun (B wactu TpebGoBaHUA
opraHu3aluyd (MHIABHIAYyaJbHOTO IpPEANPUHHMATENS), OCYLIECTBIAIOIIEH
(OCYLIECTBIAIOIIEr0) pa3BeleHNe, BbIpAIMBaHHE M COJEpPKaHHE >KHUBOTHBIX)
BCTynaroT B cwiy 1 mapta 2025 r.

ITyuktel 17 (B 4acTH 3alONHEHUS KOpEIIKa pelenTa Ha JIEKapCTBEHHBIA
npemnapar Ajs BeTepuHapHOro npuMmenenus), 79, 80, 84 Ilpasun meicTBYIOT
no 1 maprta 2025 r.

Munuctp J.H. ITatpyuies




YTBEPX/IEHbDI
nprkazoM MuHcenbxo3a Poccun
ot 10 ampens 2023 r. Ne 353

INPABHUJA
HM3roTOBJ/IEHHS H OTHYCKA JICKAPCTBCHHBLIX NIpenapaToB AJs BE€TCPHHAPHOI'O
NPpHMEHEHHH BETCPpHHAPHBIMH anTe4HbIMH OPraHH3allisiMH, HMECIOIIHMH
JIHICH3H10 Ha (l)apmaueBanecKylo AeATECJIbHOCTh

I. O0mue noJ1oKeHus

1. UsroToBieHMe ¥  OTIYCK JIEKAPCTBEHHBIX  MPEMNapaTroB Ul
BETEPUHAPHOTO IPUMEHEHHUS (naneé — JIeKapCTBEHHBIE npemnaparhl)
OCYLIECTBJIAIOTCS BETCPUHAPHBIMH aNTe4YHBIMH OPraHU3alMsAMH, HMEIOIHUMU
JUNEH3MI0 Ha (PapMaileBTHYECKYlO IEATeNIbHOCTh C IIPaBOM H3TOTOBICHUA
JIEKapCTBEHHBIX NPENApaToB (Iajlee — BeTePHHAPHBIE alTEKH).

2. I3roToBIIEHKE U OTITYCK JIEKQPCTBEHHOI'O Iperapara OCyIeCTBISI0TCS
0 pelenTy Ha JNEeKapCTBEHHBIA Mperapar (Janee — pelent), TPeOOBaHHMIO
BeTepHHAPHON OpTaHM3aLMK WK TpeOOBAHUIO OpraHU3alKK (MHAKBULYJIEHOTO
TIpeIpPHHUMATENS), OCYLIECTBISIOMEH (OCYIIECTBIAIOIEr0) —pa3BeCHNE,

BHIpAIMBAHME M COJEPKaHME  XKUBOTHBIX  (zasiee — TpeGoBaHue
npexnpuHuMaTens)..

3. KauecTBo JNIeKapCTBEHHBIX MpenapaToB, = H3TOTOBIEHHBIX
BeTGPUHAPHOM  anTeKod,  [OIKHO  COOTBETCTBOBATh  TPeGOBAHMSM

dapmaKoneiiHoii cTaTeu.

II. TpeGoBanns K oGecnedeHHIO 1eATEILHOCTH BeTePHHAPHLIX aNTeK
NpPH H3rOTOBJEHHH H OTNYCKe JIeKAPCTBEHHbIX NpenapaToB

4. XpaHeHHe JIEKApCTBEHHBIX CPEICTB B BETEPHHAPHOM  amTeKe
OCYILECTBISETCS B COOTBETCTBMM C NpPABWIAMM XPaHEHHS JIEKapCTBEHHBIX
CPEJICTB [yl BETEPUHAPHOTO NMPHMEHEHHMS, YTBEPXKIaeMbIMH B COOTBETCTBHH
co crartbeii 58 ®epepamsHoro 3akoma or 12 ampens 2010 r. Ne 61-®3
«O06 obpaliieHlH JTeKapCTBEHHBIX CPENICTBY.

5.TIpy W3rOTOBJEHWM B BETEPUHAPHOW amTeKe JIEKapPCTBEHHBIX
IperiapaToB OCYIIECTBISETCS KOHTPONb (hapMalleBTHYECKUX —CyOCTaHIMK,
BKIIOYEHHBIX B TOCYAApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB JUIA

'Yacty 1 crathu 56 DenepanbHoro 3akona or 12 ampems 2010 r. Ne61-®3 «OG obpanienuu
JIeKapCTBEHHBIX CPEACTBY.

2[Iymkr 22 cratbu 4 @epepanbHoro 3akoHa ot 12 ampenst 2010 r. Ne 61-®3 «O6 obpamenun
JIeKAPCTBEHHBIX CPEACTBY.




BETEPMHAPHOTO  IPHMEHEHHS’,  3aPETHMCTPUPOBAHHBIX  JEKAPCTBEHHBIX
npenapaToB’,  BCIOMOraTeNbHBIX  BEIIECTB  (Jajee  COOTBETCTBEHHO —
dapmaneBTHYECKHE ~ CyOCTaHIMH,  HCXOAHOE  CHIPbE),  YMAKOBOYHBIX
MaTepuajioB, MPOAYKTOB, MOJNYyYaeMBIX M3 MCXOOHOTO CBIpbA (majiee —
IPOMEXYTOYHBIE TPOLYKTHI), U M3TOTOBICHHBIX JIEKaPCTBEHHBIX MpenaparoB
(nanee — BHyTpHANTEYHBIH KOHTPOIB).

6. BHyTpHanTeuHslii  KOHTPONb  OCYLIECTBIsfeTCS  pabOTHHKaMH
BETEPHHAPHOM anTeKd, AEATENbHOCTh KOTOPBIX HEMOCPEINCTBEHHO CBj3aHA
C U3TOTOBJICHHEM M OTIIYCKOM JIEKAPCTBEHHBIX MpenapaToB (Aajee — alTevHbie
paboTHUKH), W (WIH) JULOM, OTBETCTBEHHBIM 3a BHYTPHMANTEYHBIH KOHTDPOJb
(majiee — OTBETCTBEHHOE JIMLIO).

OTBETCTBEHHOE JIMIO, HA3HaYeHHOE PYKOBOAUTENEM BETEPMHAPHOM
anTeKd, JODKHO  OCYIIECTBISATh  BHIBl  BHYTPHANTEYHOIO  KOHTPOJ,
ONpefie/icHHEIE B  €ro JOJDKHOCTHEIX ~HHCTPYKUHMSIX, B  COOTBEICTBHH
¢ TpeboBanusmu riasbl VII HacTogmux Ilpasui.

7. B ciyyae OTCYTCTBHS alT€4YHOro pabOTHHKA W OTBETCTBEHHOIO JHUIIA
PYKOBOIWTEIb BETEPUHAPHOH aNTeKW WIM €ro 3aMeCTHTeNb JOJKHBI
00eCrIeYUTh BBITOJHEHHE BHYTPHANTEYHOTO KOHTPOJA, 3a HCKIIOUYEHHEM
KOHTPOJIS, OCYLIECTBISEMOTO B COOTBETCTBMH C IIyHKTOM 28 HAaCTOSIIHX
ITpaBui.

8. B BeTepuHapHO# anTeke AOKHBI OCYIIECTBIATHCA:

BeJICHHe BHYTPEHHEH TEXHUIECKOH JOKyMEHTalluH (Jajee — CTaHapTHbIe
OIlepallOHHEIE IIPOLIEAYPhI) B COOTBETCTBHH C MMHKTOM 9 HacTosmux IIpaBui;

opraiusanus paGoTsl BETEPUHAPHOMN aNTEKH U YCJIOBHUS s BHIIIOTHEHHUS
BHYTPHAITEYHOTO KOHTPOJNSA B COOTBETCTBHM C TpeOOBaHMSMH HACTOSIIMX
IIpaBu;

XpaHeHHe BCIIOMOTATENIbHBIX BEMIECTB M YIMAaKOBOYHBIX MaTepHaloB
B COOTBETCTBHHM ¢ TPeGOBaHUIMH (B ClIyyae UX HaIW4Msl), yCTAHOBJICHHBIMH UX
IPOM3BOIHTENEM, U TPEOOBAHMAMHU (PapMaKOIEHHBIX CTATeH.

9. B BeTepuHapHOM anTeke NOJDKHBI OBITh YTBEPKICHBI CTaHIApTHbIC
OTIEPAllMOHHBIE TIPOLIEYPhl, ONMCHIBAIOLIUE MOPAAOK OCYIIESCTBICHHS H y4eTa
CIIeIYIOIIMX ACHCTBUIA:

a) BEIOOp OpraHM3alliH, OCYIIECTBISIOIIEH IIOCTABKY MCXOMHOTO CBHIPbs
(mayiee — MOCTaBILKK);

0) M3rOTOBJIEHNE ITPOMEXYTOYHBIX MTPOTYKTOB;

B) H3rOTOBJIEHHE JIEKAPCTBEHHBIX IIPENapaToB;

3 Cratbs 34 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «OG6 obpalleHHH TEKapCTBEHHbIX

CPEACTBY.
4Yacth 2 cratsu 13 @enepanbHoro 3akona or 12 ampens 2010 r. Ne 61-®3 «O6 obpauienuu
JIEKAPCTBEHHBIX CPEACTBY.




I') ymakoBKa 1 ¢acoBKa JIEKapCTBEHHBIX IIPENapaToB,

) IPOLECCH  CTEPIIM3AlMM  HMCXOJHOIO ChIpbS M  H3TOTOBJIEHHBIX
JIeKapCTBEHHBIX NPENapaToB;

€) OCYIIECTBIIEHAE BHYTPUANITEYHOTO KOHTPOIS,

’K) OTIIyCK M3TOTOBJIEHHBIX JEKapCTBEHHBIX MPEMapaToB,

3) oT6Op P00 115 MPOBEAEHUS MUKPOOHOIOTHYECKOTO KOHTPOJIA,

M) OYMCTKa U Je3nH(peKuus oOOopydoBaHMs, a TaKKe OYHCTKa
U CTepuaM3alms J1abopaTOpHOW NOCYABL, HCIONB3YyEMBIX IPH H3TOTOBJICHUH
JIeKapCTBEHHBIX MPETapaToB;

K) yOopka u ae3uHdeKus NOMEILEHHIH;

JI) IPOBEJIEHHE pacclieJoBaHNi IpH 0OHapyKeHHN HeNOOPOKaYECTBEHHBIX,
KOHTpa)aKTHEIX, QaTbCH(UIMPOBAHHEIX JIEKAPCTBEHHBIX IpemnaparoB (najiee —
pacciieioBaHus );

M) IIpUMEHEHHE  KOPPEKTHPYIOIMX M (WIH) TNpeaynpekaaronx
JEHCTBHIA 1O pe3yJibTaTaM pacciieJOBAHHH.

10. CrangapTHele ONeparMOHHbIE MPOLEAYPHl, yKa3aHHble B IyHKTe 9
HacTosimuX [IpaBuJI, JODKHBI BKIIOYATh:

a) yueT MJaHHBIX TpH BHIIONHEHHUM CTaHAAPTHHIX ONEPAlHOHHBIX
npoueayp (BK/IIOYas COCTaBleHNE aKTOB, BeJIeHUE XKypPHAJIOB),

6) oCyIIeCTBIICHHAE aHAIH3a CTAaHJAPTHBIX ONEPALMOHHBIX IIPOLIEAYP;

B) yCTAHOBJIEHHE MpPUYMH HaApyLIeHHs CTaHJApTHBIX OIEPallMOHHBIX
IpoLeyp.

11. CrangaptHas omnepamyoHHas Ipoliefypa BbIOOpa IIOCTaBILHKA
JOJDKHA TipeIyCMaTpUBaTh COOMIOIEHHE TIOCTABIIMKOM:

a) CpPOKOB M YCJOBHHA TIOCTaBKM HCXOJHOIO CHIpbS M IPOBEPKH
BETEPHHAPHOW aNTeKOW HalIW4YUs y NOCTABIIMKA JHLIEH3WH HA OCYIIECTBICHUE
dapmareBTHUECKOM OeATeNbHOCTH® B cdepe oOpalleHHs eKapCTBEHHBIX
CPelCTB Il BETEPMHAPHOTO MPUMEHEHUs ¢ yKa3aHHEM BBIIOJHAEMBIX pabor,
OKa3bIBaEMBIX YCJIYT WM JIUIEH3UH Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB
JUIs BETEPMHAPHOTO IPUMEHEHUS ¢ yKa3aHHUeM IepedHs pabor;

0) CpPOKOB H YCJIOBHI IOCTaBKH 3aperHCTPHPOBAHHBIX JEKapCTBEHHBIX
npenaparoB M (apMaleBTHYECKUX CyOCTaHIMi, IpeicTaBleHus MHGOpMalnuy
00 YCIOBHSAX XpaHEHHs 3apeTHCTPHPOBAHHBIX JIEKAPCTBEHHBIX IpeNapaTos,
YCTAaHOBJIEHHBIX ~ HHCTPYKLHMSMH 1O  BETEPHHAPHOMY  NPUMEHEHUIO
JNIEKapCTBEHHBIX IIPETNapaTtoB, W YCIOBHSX XpaHEHHS (PapMaleBTHUECKHUX
cyOcTaHluii, KOTOpHIE  COZAEp)KAaTCa B  TOCYJApCTBEHHOM  peecTpe
JIEKApCTBEHHBIX CPEACTB Ul BETEPHHAPHOIO IPUMEHEHHSI.

S ITynxt 47 yactu 1 cratbu 12 @egepanbHOro 3akona ot 4 Mas 2011 r. Ne 99-@3 «O snieH3MPOBaHHH
OTHEJIbHBIX BHIOB JAEATEILHOCTHY.




12. CranpapTHas OTepaluOHHAsA npoleaypa W3TOTOBJICHUS
NPOMEXYTOYHBIX MPOJYKTOB JOIDKHA IIPEAyCMAaTPUBATh IOCIEN0BATEIIBHOCTD
IEeHCTBHI anNTeuHbIX paGOTHMKOB MJIM OTBETCTBEHHOTO JIMLA IIPH M3TOTOBJICHUH
IPOMEXXYTOUYHBIX TPOAYKTOB.

13. CranpaptHas OTepalMOHHAs npolenypa W3TOTOBJICHUS
JIEKapCTBEHHEBIX MpenapaToB AOJDKHA IIpelyCMaTpUBaTh IIOCIEAOBATENBEHOCTD
IEHCTBHI aNTeuHbIX pabOTHMKOB WJIM OTBETCTBEHHOTO JIMLA IIPH M3TOTOBJICHUH
JIeKapCTBEHHBIX [TpenapaToB.

14. CtanmapTHas OIepalMoHHAas MpOLeAypa YHNAKOBKM M (hacOBKH
JIEKApCTBEHHBIX MpenapaToB AODKHA IPedyCMaTpUBaTh IOCIIEN0BATENBHOCTD
JEHCTBUI anTeuHbIX pabOTHUKOB WJIM OTBETCTBEHHOIO JIMIA NpPH YIAaKOBKeE
¥ (pacoBKe JIEKapCTBEHHBIX IIPENapaToB.

15. CranmapTHas omnepandoOHHas IpoLexypa MPOLECCOB CTEPUIM3ALMU
MCXOJHOTO CHIPBS, HM3TOTOBIEHHBIX JIEKAPCTBEHHBIX IMPENapaToB JOJDKHA
IpelyCMaTpUBaTh MOCIIEA0BATEIBHOCTD AEHCTBHI aNTEYHBIX PaOOTHUKOB HIIHA
OTBETCTBEHHOTO JIHIIA MPH CTEPUIM3ALUU HCXOIHOIO CBIPbs, H3rOTOBIEHHBIX
JIeKapCTBEHHBIX IPENapaToB.

16. CranpapTHas OTepalOHHAas nporenypa OCYIIECTBIICHUS
BHYTPHANITEYHOTO  KOHTPOJISA  JOJKHA  MNpEeJyCMaTpuBaTh  MPOBEPKY
COOTBETCTBHS M3TOTOBJEHHBIX JIEKAPCTBEHHBIX [MpenapaTtoB TPeOOBaHMAM
(bapMaKOTIEWHBIX CTaTeH.

17. CranpapTHasi ollepalliOHHas MpoLieAypa OTIyCKA H3TOTOBJICHHbBIX
JIeKapCTBEHHBIX MPeNapaToB JOMKHA IpeyCMaTPUBATh OTITYCK JIEKapCTBEHHbBIX
ipenapaToB B COOTBETCTBUM C pELENTOM (BKIIOYas 3aMOJIHEHHE KOpeIKa
pelienTa, IPWIAraeMoro K H3rOTOBIEHHOMY JIEKapCTBEHHOMY Iperapary),
TpeOoBaHUEM BETEpUHAPHOMN OpraHu3aIm 1700 TpeboBaHHEM
TpeanpUHIMATENS.

18. CTanpaprHas  omepaunoHHas Tpouexypa oréopa mpob s
NPOBENCHNST MHKPOOHOJIOTHYECKOTO KOHTPOJI JOJDKHA TIpefaycMaTpuBaTh
NI0CJIeIOBATENbHOCTD JEUCTBUI aNTEeYHBIX PabOTHHUKOB WM OTBETCTBEHHOTO
nMna npu orbope mpo0 Uil TPOBEACHHsS KOHTPOJA, NPeAyCMOTPEHHOIO
nyuktoM 39 Hacrosumx [Ipasu.

19. CTanjapTHas ONepallMOHHAs MPOLEAypa OYHCTKH M JAe3UHGEKIHH
060py/I0BaHHsA, a TAKXKe OYUCTKH M CTepHIM3alluM J1abOpaTOpHO# MOCYHBI,
ACTONB3YEMBIX [P M3TOTOBJIEHUH JIEKAPCTBEHHBIX MpENapaTroB, AODKHA
TIpe/lyCMaTPUBaTh MOCIEIOBATEIFHOCTh NEHCTBUM anTedHbIX PaOOTHHUKOB HIIH
OTBETCTBEHHOTO JIAIA 10 OYHCTKE W Je3nH(eKIuH oO0OpyIOBaHHUs, a TaKxKe
OYHCTKE M CTEPUIN3ALNH 1a00paTOPHOH NMOCYIBI.




20. CtaHzapTHas OIEpalMOHHAs Ipouexypa yOOpkd H Ie3MH(MEKIHHU
MOMENIEHNH [JOMKHA IPedyCMAaTPUBAaTh IOCIIEAOBATeNbHOCTh  NEHCTBUIA
aNTeYHBIX PAOOTHMKOB WM OTBETCTBEHHOTO JIMIA IIPU yOOpKe U Ie3uHpeKInn
IOMEIIEHUH.

21. CranpapTHas oreparioHHas npoleaypa TIPOBEIEHHS
pacclieZloBaHuii JOJDKHA IIpeJyCMaTpMBAaTh YCTaHOBJICHHE OTBETCTBEHHBIM
JUIOM HIH PYyKOBOIWTENEM BETCPUHAPHOM aNTeKd IMPUYMH TOCTYILUICHHMS,
XpaHEHWs BETEPMHAPHON anTeKod HeNOOPOKAYECTBEHHBIX, KOHTpa(aKTHBIX,
(GanbcHOUIMPOBAHHBIX  JIEKADCTBEHHBIX  IIPEMapaTtoB W MNPHUHATHE
TpeayIpeXIaloyX Mep.

22. CrangapTHas onepayioHHas npouenypa IIPUMEHEHHS
KOPPEKTHPYIOIUX U (WIH) MpedyNpexaloluX NEeHCTBHHA M0 pe3ylbTaTaM
paccleqoBaHKMi IOJDKHa IIpelyCMaTpuBaTh OIpejie/ieHHe OTBETCTBCHHBIM
JMIIOM WM PYKOBOOHMTENIEM BeTEPHHAPHOH aNTeKH NepevHer KOpPeKTUPYIOIIHX
¥ (M) TIpeayIpEXIarOIIMX AeHCTBUN U CPOKOB HCTIONTHEHUS TAKUX NEHCTBUM.

23. sMeHeHHss B CTaHOApTHblE  ONEpallMOHHBIE  MPOLENYPHL,
YTBEPXKIEHHbIE B COOTBETCTBHM C ITyHKTOM 9 HacTosiux I[IpaBui, HOMKHBI
colepXaTh yKa3aHWe Ha NMpPUYMHBI BHOCHMBIX M3MEHEHHH W IIpUIArateCsi K
JOKyMEHTaM, KOTOPBIMH YTBEPXKAEHbI COOTBETCTBYIOLIME CTAaHJAPTHBIE
OIepaldOHHBIE IPOLEAYPHI.

24. B BeTepuHapHO# anTeKe MOKHO OBITh OPraHW30BAaHO XPAHEHHE
aKTOB, JOKYMEHTOB, coIepXalux HHQOpMaliio, IPEayCMOTPEHHYIO
myHKTOM 75 HacTosmmux IlpaBui, 3amuceil MO NPOBENEHHMIO HCCIEAOBaHHH
KOHTPOJIS Ka4eCTBA M3TOTOBIIEHHBIX JIEKAPCTBEHHBIX MPENapaToB U *XypHAJOB,
cocTaBieHre (BeicHHE) KOTOpBIX MPeNycMOTpeHo IMyHKTamu 46, 59, 70,74, 77
u 81 Hacrosmux I[IpaBui, pelenToB, TpeOOBaHUH BETEPHHAPHBIX OpraHM3alKy,
TpeGOBaHMi  IMpeJNpUHAMATENEH, CONPOBOAWTENBHBIX  JOKYMEHTOB  Ha
HCXOJHOE CBIpb€ M YIAKOBOYHBIE MaTepHajbl, a TakXkKe IOKyMCHTOB
IPOU3BOJUTEIS, MOATBEPXKIAIOIMX COOTBETCTBHE KauecTBa MCXOMHOrO CBHIPBS
¥ YIIaKOBOYHBIX MaTEPHAJIOB (B Cllydae MX HAJIHYHsA).

25. Cpox XpaHeHHs JOKYMEHTALllH, NPeTyCMOTPEHHOHW MyHKTOM 24
HacTosmmX IlpaBun (32  HCKIIOYEHHEM  O)KyPHAIOB),  ONpeleNieTcs
BeTEPUHAPHOM anTekod W He MOXET COCTaBjIATh MEHee TpeX JIeT C JaThl
OTIIyCKa H3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Ipenapara.

26. Cpok XpaHeHHsl >KypHAIOB, IIPeAyCMOTPEHHBIX MyHKTOM 24
Hactosmux IlpaBwii, ompeenseTcss BETEPUHAPHOM anTeKOH W HE MOXKET
COCTABNATh MEHEE TPEX JIET ¢ JaThl BHECEHUS MOCIEAHHX 3aUCeil B XKypHaIbl.

27. TToHOMOYHUS U 00S3aHHOCTH aNTEeYHBIX paOOTHHUKOB, OTBETCTBEHHBIX
JINLL OMDKHBI OBITH YCTAHOBJIEHB] JOTKHOCTHBIMH HHCTPYKLIUSAMU.




28. BetepuHapHasi anTeka CaMOCTOSTENBHO HIH C  IPHUBJICYECHHEM
UCIBITATENbHOM TA00OPaTOPUN OCYIIECTBISET CIEIYIOLUIME BBl KOHTPOJIS:

a) GU3NKO-XUMUIECKUI KOHTPOJIB;

0) ompeneNieHWE CTEPUIBHOCTH M CTIEPHIBHBIX IPOMEXKYTOUYHBIX
IPOAYKTOB WJIH  MHKpPOOWOJOTMYECKOM UYUCTOTBI  [UIi  HECTEPUIbHBIX
IPOMEKYTOYHBIX TPOAYKTOB (fajee — MHKPOOHOJOTHYECKHA KOHTPOJIb
IIPOMEXYTOUHBIX IPOTYKTOB);

B) oOImpelelieHHe CTEPWIBHOCTH Il CTEPUIIBHBIX H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX  IpemnapaToB,  MHUKPOOHONIOTMYECKOHM  YHCTOTHI  JUIS
HECTEPHJIBHBIX HW3TOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB, MHPOr€HHOCTH
IUIl MHBEKIMOHHBIX PacTBOPOB, HAMM4Ms OaKTepHANbHBIX 3HAOTOKCHHOB Ui
IapeHTEPANBHBIX JIEKAPCTBEeHHBIX MpeNiapaToB M JAPYrMX IOKa3aTeled B
COOTBETCTBUM ¢ TpeOoBaHMAMH  (papMakomeiiHeIXx  cTaTell  (danee —
MHUKPOOHOJIOTHIECKUN KOHTPOJIb H3TOTOBJIEHHOTO JIEKapCTBEHHOTO
mpernaparay;

r) MHKPOOHOJIOTUYECKUH KOHTPOJb, MPOBOAMUMBIA B COOTBETCTBHH C
nyHkToM 39 Hacrosmux [Ipasum.

II1. TpeGoBaHus K NoMeIeHHSIM H 000PYI0BAHMIO, HCIIOJIb3YeMbIM NIPH
H3rOTOBJICHHH M OTIYCKe JIEKAPCTBEHHBIX NPENnapaToB, BETEPHHAPHBIX
anTek

29. O60py/I0BaHHE Pa3MEIIAETCS U KCIONIb3yeTCA TaRKUM 06pa3oM, YTOOBI
ObU1a obeclieyeHa BO3MOXKHOCTD IJIS €r0 OYHCTKH C LEJIBI0 NPeTOTBPAIlCHUS
KOHTaMHHAIIMK H3TOTOBJICHHBIX JIEKAPCTBEHHBIX NPENIapaToB.

30. TlomellieHHuss BETEPHMHAPHOM amTeKW, B KOTOPBIX OCYIIECTBIISETCS
M3TOTOBJICHHE JIEKAPCTBEHHBIX IIpEMNapaTroB, MOKHBI OBITH 00OPYdOBAHBI
TIPUTOYHO-BBITSKHOM BEHTUJISILIMEN I/I obecrnieyeHbl CJIEyIOIIMM
000pyI0BaHHEM JJIs H3TOTOBJICHUS JEKaPCTBEHHEIX MIPENaparoB:

nabopaTopHoe 0GOpyZOBaHHE M CpelCTBA M3MEPEHHH, B TOM YHCIE
TEeXHHYECKHE  CpEACTBa U1 TOCTOSHHOTO  KOHTPOIS — TEMIIEpaTyphl
M BIQKHOCTH;

XOJOJMIBHUKH, €CIA H3TOTOBJIEHHE JIEKAPCTBEHHOTO ITIpenapaTa TpebyeT
COOJTIOIEHUS TeMIIEPaTyPHBIX PEXKUMOB,;

nabopaTopHas Mocyaa, MKabl (CTEIIaXK).

31. IToTpebuTeny He AOMYCKAIOTCS B IOMELIECHHS BETEPHHAPHOH allTeKH,
3a HCKIIOYEHHWEM I[IOMEUIeHHWH, B KOTOPBIX OCYIIECTBISETCS OTIYyCK
M3IOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.




32. TloMelieHns BeTEpPHHAPHOU alTeKH, OCYIECTBIISIONIEH H3rOTOBICHHE

HeCTePUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB, JOJDKHBl HMETh CIIEAYIOIHE 30HBL:

a) 30Ha JUTs U3TOTOBJIEHHUS JIEKApPCTBEHHBIX MIPEMapaToB;

6) 30Ha U1 MOMKH U CTepUIIH3alliK 1ab0paTOPHOM IOCY /B,

B) 30HA /I XpaHEHUS HCXOIHOTO CHIPh,

I) 30Ha Ui XpaHEeHHs ¥ HU3TOTOBJICHHS IPOMEXYTOYHBIX POTYKTOB;

1) 30Ha /I XpaHeHUs ¥ U3TOTOBJICHHS PEaKTHUBOB,

e) 30Ha [I1 XpaHeHHUs U3TOTOBJICHHBIX JIEKapCTBEHHBIX IIPENapaToB;

) 30HA Ul XpaHEHWs YNAKOBOYHBIX MAaTepHajoB, BCIIOMOTAaTENbHBIX
MaTepHaJioB, Taphl;

3) 30Ha Ui KOHTPOJHHOM MapKUPOBKH M F€PMETHYHOTO YKYNOpPHBaHUS
U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENIapaTOB;

) 30Ha U1 YIIAKOBKHM W3TOTOBJIEHHBIX JIEKAPCTBEHHBIX PENapaToB;

K) 30Ha OTIIYCKa JIEKAPCTBEHHBIX MPENapaToB NOTPEOUTENISM.

B cinyyae HeOOXOAUMOCTH IOMyYeHHs BOJBI OYMILIECHHON BeTepUHApHAs
anTeka J0JDKHA UMETh 30HY JUIS TOJy4YeHHUS BOABI OUHILIEHHOM.

33.1lpy pacmoJIOXEHHH 30H BETEPUHAPHOH anTeKH MAOJDKHBI OBITH
HCKIIOYEHBl BCTPEYHblE WM IE€PEeKPeCTHBIE IIOTOKM HCXOAHOTO ChIPbA
Y M3TOTOBJIEHHEBIX JIEKApPCTBEHHBIX IIpeaparos.

34. PaGoyee  MecTO  anTe4Horo  pabOTHHKA,  3aHUMAIOIIETOCS
M3rOTOBJIEHHEM JIEKAPCTBEHHBIX MpPeNapaToB M (WIH) OCYIIECTBISIOLIETO
BHYTPHAIITEYHBI KOHTPOJb, pAcCloNaraeTcs B MOMELIEHHH, B KOTOPOM
W3rOTABIIMBAIOTCS JIEKApCTBEHHBIE NIPEapaThl.

35. B noMenieHnsIX BeTepUHAPHOM anTeKy, B KOTOPHIX M3rOTaBIMBAIOTCS
JIeKapCTBEHHbIE NIpenapaThl, He JOMyCKaloTCs:

a) XpaHEeHHe XO3SMCTBEHHOTO U JPYroro MHBEHTaps, He HCIIOIb3yeMOro
TIpH M3TOTOBJIEHHMH JIEKAPCTBEHHBIX IIPENAPaTOB, ONEX/bl pAOOTHHUKOB;

6) pasMellleHHe 30HBI OTJBIXA U IPUEMA UK,

B) OCYyLIECTBIIEHHE TOPTOBJIHM JEKAPCTBEHHBIMM TIpeMapaTaMy.

36. BeTepunapHas anteka, OCYIECTRIAOMAs H3TOTOBIEHHE CTEPHIIBHBIX
JEKApPCTBEHHBIX MPENapaToB B aCENTHYECKUX YCIOBHAX, IIOMMMO 3OH,
yKa3aHHBIX B ITyHKTe 32 Hactosumx IlpaBui, NODKHAa MMETh aceNTHYeCKHH
6JI0K, KOTOPBI# JOJKEH BKIIOYATh:

a) U036l i pabOTHMKOB HPU BXOJAE B ACENTHYECKUH OJOK, I
MOCTYHAIOIMX WCXOMHOTO CHIPbS M YNAKOBOYHBIX MarepuasoB, a TAKXKe I
nepefiady M3rOTOBJICHHBIX JIEKAPCTBEHHBIX IMPENapaToB, KOTOPBIC 3alIMIIAIOT
BO3LYX IOMEINEHHS I M3TOTOBIEHMS JIEKapPCTBEHHBIX IPenapaToB
OT KOHTaMUHALIUY;




6) moMelleHHe IS TMONYYeHHs BOXBI Ul MHBEKIMH (JOIIyCKaeTCs
COBMEIIIEHUE C 30HOM /I MOJTy4YeHHs BOJABI OYMILEHHOHM B CiIydac IOTy4YeHHUS
B BETEPUHAPHOM alTeKe BOJbI OUHMIIEHHON U BOABI /ISl HHBEKIMI);

B) TMOMeleHHWe [UIsSi M3TOTOBIICHMS JIEKAPCTBEHHBIX Ipenaparos,
060py10BaHHOE JIAMUHAPHBIM 6OKCOM;

r) MOMeIleHHe Uil CTepHIM3alMy H3TOTOBJIEHHBIX JIEKApCTBEHHBIX
[Ipenaparos;

1) TMOMeIlleHHe JUii KOHTPOIBHOH MAapKMpPOBKH H T€PMETHYHOIO
YKYNOPHBAHUS W3TrOTOBIEHHBIX JIEKAPCTBEHHEBIX IIPENapaToB;

€) TOMeIleHWe [ YNAKOBKM HM3TOTOBJIEHHBIX  JIEKapCTBEHHBIX
Ipenaparos.

37. JlocTynl B acenTHYeCKUi ONOK, yKa3aHHBIH B IyHKTe 36 HaCTOSIIHX
[lpaBun, OOKHBI WMETh TONBKO aNTedyHble DPabOTHUKM, ONpEeNCHHbIC
PYKOBOJHUTEIEM BeTepUHAPHOM allTEeKH.

38. Jlns  BeTepUHApPHBIX AaNTeK, OCYIIECTBIAIOIUX  HM3TOTOBICHHUE
B aCENTHYECKHX YCIOBUAX TOJBKO IMIAa3HBIX Kallellb, HEOOA3ATEILHO HATMYKE B
COCTaBE AaCENTHYECKOro OJioKa OTIECNbHBIX ITOMEIIEHHH, YKa3aHHBIX B
MOAMYHKTAX «I» H «I» IyHKTa 36 HacTosiux IIpasui.

39.B acenrmyeckoM ~ Ooke  Imepel ~ HA4yalloM  HM3TOTOBICHMS
JNIEKapCTBEHHBIX IIPENApaToB [ODKEH MPOBOJUTHECS MHMKPOOHOJIOrHIECKUA
KOHTPOJIb BO3/yXa, BOABI OYHLIECHHON M BOIBI I MHBEKLMH, 000pYI0BaHHS,
nabopaTopHOM  TOCYAB, pPYK W  OHEXABl  anTeyHRIX  pabOTHHKOB,
HEMOCPEACTBEHHO  3alelCTBOBAHHBIX B  M3IOTOBJIEHWH  JIEKapCTBEHHBIX
Ipenaparos.

B ocCTaJbHBIX ITOMEIIEHUSX BETEPUHApPHOM amTeKH, 3a HCKIIOYCHHEM
MOMEIleHHS JUIl OTIyCKa JIEKApCTBEHHBIX MpernapaToB IOTPEOHUTENAM,
MMKPOGHOJIOrHUECKUI KOHTPOJIb JOJDKEH IPOBOIMTECS HE peKe OXHOro pasa B
KBapTall.

IV. TpeGoBaHus K H3TOTOBJIEHHIO JIEKAPCTBEHHBIX NPeNnapaTos

40.TIpy W3rOTOBIEHMM JIEKAPCTBEHHBIX IMpPENapaToB HCHONb3YHOTCS
3aperHCTPUPOBAHHBIE JIEKAPCTBEHHbIE Mpenaparbl U (W) (papMalleBTHIECKHE
cy6cTanuum’.

4]. BecrioMorarenbHble BEIIECTBa, HCIONB3yEMBIE MPH H3TOTOBIEHUH
JIEKapCTBEHHBIX ~ IIPENapaToB, [OJDKHBI  COOTBETCTBOBATh  TPEOOBAHUAM
dapMakomelHbIX  cTaTell  (BCIOMOTaTelbHBIE  BELIECTBA,  ONHMCAHHBIE

$Yactp 2 cTaThii 56 denepaabHoro 3akona ot 12 ampens 2010 r. Ne61-®3 «O6 obpaiiennn
JIEKapCTBEHHBIX CPEACTBY. :




B TOCYJAapCTBEHHON (papmaxoree) WM TpeOOBaHUAM, YCTaHOBICHHBIM HX
npousBoauTeNieM  (BCIIOMOTaTeNbHBIE — BEINECTBA, HE  ONUCAaHHBIE B
rocyaapcTBeHHOH dapmakoree).

42.Tlpy WM3rOTOBIEHHMH JIEKAPCTBEHHBIX IIPENIapaToB HE MOTYT OBITH
HCTIOJIb30BaHbI STOBUTHIE, HapKOTUYECKHE, IICHXOTPOIIHEIE,
CHJIBHOJIEHCTBYIONIME BEIECTBA U PAIMOHYKIUIb (PaXHOAKTHBHBIE H30TOIIbL),
a TaKk)Ke OMOJOrMYECK M MaTeprall )KUBOTHBIX U IITAMMBI MMKPOOPTaHW3MOB.

43, He pomyckaeTcs  W3rOTOBIECHME  BETEPHHApPHBIMM  anTeKaMy
JIeKapCTBEHHBIX MPENapaToB, 3aperucTPUPOBaHHEIX B Poccuiickon Depepanun’.

44, 3aperucTprpoBaHHbIE JIEKAPCTBEHHBIE [IPENapaThl UCMONB3YIOTCS IIPH
W3TOTOBIIEHMH JIEKAPCTBEHHBIX HpENapaTtoB Uil IpHeMa BHYTpb H I
HapyXXHOTO TIPMMEHEHHs B CIIydyae, eClld 5TO YKa3aHOo B pelenTe, TpeOoBaHUHU
BETEPMHAPHOM OpraHM3allid MIM  TpeOOBaHWHM  INpeAnpUHUMATENd U
COOTBETCTBYET HHCTPYKLUHU o BETEPUHAPHOMY IPUMEHEHHUIO
3apErdCTPUPOBAHHOTO JIEKApPCTBEHHOTO Mpemnapara.

45.TIpu HW3rOTOBJNICHWH JIEKApCTBEHHBIX IIPErapaTtoB  3alperaceTcs
MCIIONB30BaTh JIEKAPCTBEHHBIE TMpenaparhl, BKIIOYEHHBIE B IEpEevYeHb
NIEKapCTBEHHBIX IIPEapaToB, NpeIHa3HAYEHHBIX /IS JIEYeHUs MHQEKIHOHHBIX
M Tapa3sHTapHbIX OoJe3HeH JKMBOTHBIX, BBI3BIBAEMBIX  IAaTOICHHBIMU
MHKPOOPTraHU3MaMH 17§ YCIIOBHO-TIATOT€HHBIMH MHKPOOPTraHu3MaMH,
B OTHOLIEHHH KOTOPBIX BBOJATCA OTPAaHMYEHHs Ha IPUMEHEHHE B JIEYeOHBIX
HensX, B TOM 4YHCIEe IS JIeUeHHsS CeIbCKOXO3IHCTBEHHBIX JKUBOTHBIX,
YTBEPKIAEMBIN B COOTBETCTBUY C IIyHKTOM 6 yactu 4 ctatbu 10 @enepanbHoro
zaxoHa oT 30 mexabps 2020 r. Ne 492-®3 «O Guonoruueckor 6Ge30mMacHOCTH
B Poccuiickoit enepanum».

46. B mpolecce H3rOTOBIEHMS JIEKapCTBEHHOIO TMpernapara anTeYHbIM
pabOTHHKOM  3alONHSETCS  JOKYMEHT,  CoiepXalluéi  HHGOpMALHIO,
NpeAyCMOTPeHHYl0 TyHKTOM 75 Hactosmux Ilpasun (mazee — macmoptT
IIMCHbMEHHOTO KOHTPOJIS).

47.Tlocne BCKpBITHS TEPBHYHOM YNAKOBKM HCXOJHOE CBIPbE IOIDKHO
XPAHUTBCS B MPOLLEAIINX OYUCTKY EMKOCTSX C COOIIOACHHEM CPOKOB XPaHEHHS
YKa3aHHOTI'O CHIPBS] BO BCKPHITOH YIIaKOBKE.

48. Ha »THKEeTKaX eMKOCTel C HCXOAHBIM CBIPhEM JOJDKHBI OBITH
yKa3aHbl:

a) HaMMEHOBaHKE UCXOAHOTO CHIPHS,

6) yCIOBHSI XpaHeHHs], JaTa BCKPHITHSA YIIAKOBKH UCXOIHOTO CBIPBA;

B) JiaTa 3aroJIHEHUS €MKOCTH,

TYacts 2 craThi 56 DefepanbHoro 3akona or 12 ampeas 2010 r. Ne 61-®3 «O6 obpaumenuu
JIeKApCTBEHHBIX CPEACTBY.
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r) daMuiusd, WMs, OTYeCTBO (NIPU HAJHMYMH) M MOAMHKCH AaNTEeYHOTO

pabOTHHKA, 3aIIOJTHUBIIETO €EMKOCTb.

49. Ha sTHKeTKaX eMKOCTEH ¢ MPOMEXYTOUHBIMH IPOJYKTaMH JIOJKHBI
OBITH yKa3aHBbI:

a) HAaMEHOBAHUE MPOMEXXYTOYHOIO NIPOIYKTa,

0) comepkaHHe AEHCTBYIOLIEr0 BellecTBa (I PacTBOPOB yKa3bIBaeTCs
KOHIIEHTpAIHs );

B) JaTa H3TOTOBJICHHS, CPOK TONHOCTH M YCIOBUS XpaHEHUs
MPOMEXXYTOYHOTO IPOAYKTA;

r) daMuiaMs, WMs, OT4ecTBO (TIpU HAJIMYMH) M MOIMKCH aNTeYHOTO
pabOTHUKA, HM3rOTOBUBILETO INPOMEXYTOYHBIM IPOAYKT, & TakkKe aNTeqHOro
pabOTHMKA WM OTBETCTBEHHOTO JIMIA, OCYIIECTBHBINEIO BHYTpPHAITEYHBIN
KOHTPOJIb.

50. EMKOCTH ¢ HCXOOHBIM CBIphEM, YMAaKOBOYHBIMH MaTepHallaMH
¥ TIPOMEXYTOYHBIMH MPOLYKTAMH AOJKHBI UMETh CJIEAYIOIIYI0 MAPKAPOBKY:

«OcylecTBIAETCS BHYTPHANTEYHbIN KOHTPOJIB) — HAHOCUTCS Ha €MKOCTH
C HCXOAHBIM CBIPbEM, VYIAaKOBOYHBIMHM MaTepHalaMM, MPOMEXYTOYHBIMU
NPOAYKTaMH, KOTOpPBIE NPOXOAT BHYTPHMANTEUHEIH KOHTPOJIb Ka4eCcTBa;

«Pa3pelieHo HCMONB30BaTh) — HAHOCUTCS HAa €MKOCTH C HCXOIHBIM
CHLIPbEM, YIIAKOBOYHBIMH MaTepHallaMH, IPOMEXYTOYHBIMH IMPOXYKTaMH,
KOTOpEIE 110  pe3yibTaTaM  BHYTPHANTE€YHOTO  KOHTPOJS  IPHU3HaHBI
COOTBETCTBYIOLIMMH TpeGOBaHUAM (apMaKomeHHBIX cTaTed (WIS MCXONHOTO
CHIpbS M TPOMEXYTOYHBIX TIPOAYKTOB), TpeOOBaHUSIM [POU3BOJUTEINS
(7151 yIIaKOBOYHBIX MATEPUANIOB) (Jlajtee — NOKa3aTe/Il KauyecTBa),

«3anpelieHo HMCIOJIb30BaTh» — HAHOCUTCA Ha €MKOCTH C HCXOAHBIM
CHIPbEM, YIAKOBOUHBIMM MaTepHagaMM, IIPOMEXYTOYHBIMH IIPOXYKTaMH,
KOTOpEIE MO  pe3yjibTaTaM  BHYTPHANTE4HOIO  KOHTPOJsS  IPH3HAHBI
He COOTBETCTBYIOUIMMH TOKA3aTeNsIM KauecTBa,

«3a0paKoBaHO TpPH BXOIHOM (IPUEMOYHOM) KOHTpOJI€» — HAHOCHTCH
Ha €MKOCTH C MCXOIHEIM CBIphEM, YIAKOBOYHBIMHM MaTepuajiaMd, KOTOpbIC
HampaBleHhl Ui WCClefoBaHus  (MCHBITaHMs) B Jiaboparopuio,
Ipy BO3HMKHOBEHHU COMHEHMIl B MX Ka4€CTBE B PAMKaX OPraHONENTHYECKOTo
KOHTPOJI.

51. JlaGopatopHasi 1ocyna, KOTOpas HCIOJB3YETCS IIPU H3TOTOBICHUU
JIEKAPCTBEHHBIX TPEMNapaToB, JODKHA NPOXOJMTh OYUCTKY M CTEPHIM30BaThCA
B COOTBETCTBHH CO CTaHAAPTHOW OIEpalMOHHON NPOLEAypOH, YyTBEPKICHHOM
cornacHo NyHKTY 9 Hactosmux IlpaBmi, 3akymopuBaTbCsi W XpaHHTBCA
B 3aKPBITHIX IKa(ax.
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52. Cpok XpaHeHHs CTepWIbHOW 1abOpaTOpHOW MOCYABI, KOTOpas
HCTIONB3y€eTCs NP M3TOTOBICHUM HECTEPUIIBHBIX JIEKAPCTBEHHBIX Mpenaparos,
cocTaBisieT He 6ojiee TPeX CYTOK ¢ JaThl CTEPUIIM3ALIUY, a IIPH U3TOTOBJICHUU
CTepHIBHEIX — He 6ojiee CYTOK C MOMEHTa CTepuIM3aluM J1abopaTopHO#H
TOCYIBI.

B ciydyae ecnm B yKasaHHbBIH cpok nabopaTopHad mocyna He Obuia
MICIIONB30BaHa, OHA MOJIIEXXUT TIOBTOPHOM CTEPUIIN3AIIMH.

V. TpeGoBaHHs K H3TOTOBJICHHIO H CTEPHJIH3ALHH
JIEKApPCTBEHHBIX NpenapaToB

53. 3anpemaercs OIHOBPEMEHHOE H3LOTOBIECHHE HA OIHOM pabodeM
MecTe HECKONBKHX pACTBOPOB Mji WHBEKIMHA M (WIM) JIeKapCTBEHHBIX
IpenapaToB, COAEPXKAIIMX BEIECTBA C Pa3IMYHBIMM HAMMECHOBAHUAMH HIH
BEILIECTBA OJHOIO HAMMEHOBAHUS, HO B Pa3INYHBIX KOHLIEHTPAIHIX.

54. Ctepuiu3aliis pacTBOPOB JOMKHA OCYIIECTBIATHCS He MO3JHEE TPeX
4acoB ¢ Hauala UX M3rOTOBJIEHHS, 32 UCKIIIOYEHUEM PaCTBOPOB TIFOKO3bI.

55. Ctepunusanns pacTBOPOB ITIIOKO3bI JIOJDKHA OCYLIECTBISATBCS Cpasy
II0CTIE UX U3TOTOBIICHUS.

56. TToBTOpHAs CTEPHITH3ALIMSI HHBEKLIHOHHBIX 1 MH(Y3HOHHBIX PaCTBOPOB
He JToIycKaeTcs.

57. Jlns W3rOTOBJIEHUS TApeHTEpalbHBIX JIEKAPCTBEHHBIX IIPEnaparos,
KOTOpBIE HE MOIEXKAT TEPMHUUECKOH CTEPHIM3ALMA U B U3TOTOBICHNM KOTOPBIX
B KaueCTBe pPACTBODHUTENS HCIONB3yeTcs BOJa, HEOOXOAMMO HCIOIb30BaTh
TOJIBKO BOAY IS MHBEKIHM, a GUHAIBHYIO CTEPUIM3ALKIO MPOBOJUTEH IyTEM
QUIBTPAlMM B JaMHHADHOM IOTOKE BO3AyXa C IIOMOMIBIO MeMOpaHHBIX
GUIBETPOB ¢ HOMHHAIBHBIM pa3MepoM nop He Gornee 0,22 MKM.

58. Ji1 W3rOTOBIEHHUS TJa3HBIX Kamelb, KOTOpble He IIOAJIEXaT
JaJbHEHIIEH TepPMHUYECKON CTepUIM3aluM, HEOOXOIMMO HCIONB30BaTh BOJY
JUISL MHBEKIMH, a QMHAIBHYIO CTEPUIIHM3ALMIO POBOIUTH IMyTeM GUIBTpALHH
B JIAMHHAPHOM IIOTOKE BO3JyXa C IOMOIIBI0 MeMOpaHHBIX (HUIBTPOB
C HOMHHAJILHEIM pazMepoM mop He 6oinee 0,22 MKM.

59.B uemsix obecredyeHus CcoOOJIOAeHUS TpeOOBaHHMM, INpeIbABIIEMbIX
K W3TOTOBJICHHIO CTEPMIBHBIX JIEKAPCTBEHHBIX IIPerlapaToB, B BETEpUHAPHOH
anTeke BeJETCS KypPHAI PETHCTPAlMK PeXKMMa CTEPUITH3AIHH.

B JKypHal perucTpaldy pexXuMa CTEPUIHM3allii BHOCATCS CIEAYyIOIINe
CBeJICHUS:

a) J1aTa U MOPSAKOBbINA HOMEp IPOBENEHNUs CTEPHITH3ALIHHY;
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0) HaWMEHOBaHME ¥ KOJNMYECTBO HCXOQHOIO ChIPbs, W3TOTOBJICHHBIX
JIEKAPCTBEHHBIX MpenapaToB, Ja0OpaTOpHOH MMOCYIbl M TPOYMX MaTepHasoB,
MOJUIEXKAITNX CTePUITH3ALMH;

B) yCJIOBHS CTEPHJIN3ALIMY (TeMIIepaTypa, Bpems);

T') pe3yIbTaThl TEPMOTECTA,

1) NOJIKCh alTe4yHOro pabOTHHKA, IPOBOAUBILETO CTEPHIU3ALHMIO.

VI. YnakoBka u MapKHPOBKA H3rOTOBJICHHBIX JIEKAPCTBCHHBIX npenapaToB

60. BoiOop ymakoBKM UM YKYNOPOYHBIX CPEICTB  OCYILECTBIACTCS
B 3aBHCUMOCTH OT CBOMCTB, Ha3Ha4eHHs W KOJIMYECTBA H3TOTOBJICHHOTO
JIEKapCTBEHHOTO MpenapaTa B COOTBETCTBHH C TpeOOBaHHMAMM (hapMakOImeHHbIX
cTaTeu.

61. CTepunbHbie JeKapcTBeHHbIe MPENapaTsl JOKHBI OBITH yIaKOBaHbI
B CTEPIJIBHYIO YIIaKOBKY.

62. JlekapcTBeHHBIe Mpenaparhl, TpeOyIomHUe 3aIUTE OT A€HCTBUS CBETa,
JOJDKHEI OBITH YTIAKOBAHBI B CBETO3ALIMTHBIE EMKOCTH.

63. JlekapcTBeHHBIe TpenapaThl, COAEpXKallMe JIETyYhe BeIlecTBa,
TpeOyIolMe 3aUIUTBl OT YIEeTyYMBAHMS, TMIPOCKOMHYHBIC BeLIeCTBA H
BEILIECTBA, KOTOPhIE OKHUCISIOTCS, NO/KHBI OBITH YINAaKOBaHbl B EPMETHYHBIC
€MKOCTM M3 HEIPOHHUIIAEMBIX Ul COOTBETCTBYIOIIMX BELIECTB MaTepUaloB,
YKYIOpPEHHBIE HABUHYUBAIOIIMMHUCS KONNAYKaMH HIIH KPBIIIKaMH B KOMILICKTE
¢ TIpo6KaMH KK MPOKJIafKaMy C YILIOTHAIOIIUMH JJIEeMEHTaMH.

64. VakoBKka JIEKAPCTBEHHBIX IIPENapaToB, COAEPXKAIMX JIETy4ue
BEIlECTBa, TPeOYIOIIHe 3alUThl OT yJIETy4MBaHHSA, WM BelIeCTBa C 3alaxoM,
OCYLIECTBJISETCS OTAEIBHO OT YIIAKOBKH JPYTHX JIEKapCTBEHHBIX IPENapaToB.

65. Ha ynaxoBKy H3TOTOBJICHHBIX JICKAPCTBEHHBIX NMPENapaToB JOJDKHEI
OBbITH HAHECEHB! ATHKETKH, COJIEPIKAIlHe CIeAYIOLIyI0 HHYOPMALHIO:

a) HoMep peuenTa (IIpy HAJTH4KK);

6) cocTaB JIeKapCTBEHHOTO IIpenapara,

B) HaaMKCh «J[J1 BETEpHHAPHOTO IPUMEHECHUA);

I') AaTy W3rOTOBJICHHS,

) cioco6  TIPUMEHEHWs JIeKapCTBEHHOTo Ipemapara  (BHYTpeHHee,
Hapy>XHOe, ISl HHBEKLHH);

€) CPOK rOJJHOCTH (KTOJEH 10 »);

) YCJIOBUS XpaHEHUS,

3) IpefjocTepexeHre « XpaHUTh B HEJJOCTYITHOM U IeTell MecTe;

) 71 CTEPUJIbHBIX JTeKapCTBEHHBIX (OPM IOMOIHUTEIBHO YKAa3bIBACTCA
«CtepuiibHOY;
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K) B 3aBHCHMOCTH OT COCTaBa H3TOTOBJIEHHOTO JIEKAPCTBEHHOIO Ipernapara
M €ero CBOMCTB JOIOIHHTENBHO YKa3piBaercs «bepeus oT orHs» (ans
JTIeTKOBOCILIAMEHSIOIMXCA M JIETKOTOPIOYMX JIEKapCTBEHHBIX IIPENapaToB),
«O6paIaThcs 0CTOPOXHO!» (1S B3PHIBOONACHBIX JIEKAPCTBEHHBIX IIPENapaToB),
«[lepen mnpuMeHeHHeM B30anThIBaTh» (OJI1 JIEKAPCTBEHHBIX IPEIapaToB,
IIpH XpaHEeHUH KOTOPBIX 00pa3yeTcs 0CcamoK).

VII. BHyTpHanTe4YHblii KOHTPOJIb

66. BuyTpHanTe4HBIi KOHTPOJNb OCYIIECTBISIETCS B COOTBETCTBUH
C MeTOJaMH KOHTPOJS KadecTBa, IPeAyCMOTPEHHBIMH (hapMaKOIeHHOM
cTaTheil, obmei (apMakoneiiHoN craThell (Hanee — (apMakoneHHble CTAaThH)
IS JIEKApCTBEHHBIX (POPM HM3rOTABIMBAEMBIX JIEKAPCTBEHHBIX IPEIapaToB,
¥ BKJIIOYAeT:

BXOJHOM (IIpUEMOYHBINH) KOHTPONH (papMalleBTUYECKUX CyOCTaHIHUH,
HCXOHOIO CBIPhSI ¥ YIIAKOBOUHBIX MATEPHAIOB;

IIPOMEXYTOUHBIN KOHTPOJIb [IPOMEXYTOYHBIX IPOJAYKTOB,

KOHTPOJIb H3TOTOBJIIEHHOTO JIEKAPCTBEHHOIO Npenapara,

KOHTPOJIb ITPH OTITyCKE JIEKapCTBEHHOTO Mpemnapara.

67. B oTHOIIEHHH METOJIOB KOHTPOJISE HCXOJHOTO CBIPbsI, IPOMEKYTOYHBIX
IPOAYKTOB W UW3TOTOBJICHHBIX JIEKAPCTBEHHBIX IPENaparoB, IPOIECCOB
M3TOTOBNEHHs JIEKAPCTBEHHBIX TpPEnapaToB [IOKHEI OBITH JOKYMEHTAIBHO
o(hOpMIIEHBI JeHCTBUS, TOATBEPXKIAIOIINE, YTO yKa3aHHBIE METOA WM MPOIecC
COOTBETCTBYIOT TpeOOBaHUAM (papMAaKONEHHBIX CTATEM.

68. IlocTymaronye WMCXOAHOE CBIPb€ H  YINAKOBOYHBIE MaTepUallbl
TIOABEPratoTCs BXOAHOMY (TIPHEMOYHOMY ) KOHTPOJIIO.

69. BxoaHoit (IpHeMOYHBIA) KOHTPOJb BKIIOYAET NPOBEPKY BHEIIHETO
BHJa, arperatHoro COCTOSHMSA, LIBETA, KOHCHCTEHIHH, OJHOPOIHOCTH
CMELLUBAHMS, OTCYTCTBUS WIIH HAJIMYMs MEXaHHMYECKUX BKIIOYEHHH HCXOAHOTO
CHIpbS M YMAKOBOYHBIX MaTepHaNOB (Jlajee — OpraHoJIENTHYECKUH KOHTPOIb
HCXOJHOTO CBHIPBS W YNMAKOBOYHBIX MaTE€pHAJOB), & TAKXKE BHU3YyaIbHYIO OLEHKY
IIETOCTHOCTH YMNAKOBKM M COOTBETCTBHS MAapKHPOBKH (PapMaleBTHYECKUX
cy6cTaHnuii, MAPKUPOBKH 3apErUCTPHPOBAHHBIX JIEKAPCTBEHHBIX IpenaparoB
Tpe6GoBanusAM cTaThu 46 OenepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3
«O6 oOpallleHHM JIEKApCTBEHHBIX CPEACTB», IIPOBEPKY IMPaBHIBHOCTU
oOpMJIEHHS  CONPOBOAHMTENBHBIX  JOKYMEHTOB, HAalW4YHs JIOKyMEHTOB
NPOM3BOAUTENS, TMOATBEPXKIAIOIMMX  COOTBETCTBHE  HMCXOAHOTO  CBIPBS
¥ yIIAKOBOYHBIX MaTEPHUAJIOB TIOKA3aTeJIsIM KauecTBa.
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70. B xypHas BXOTHOTO (TIPUEMOYHOr0) KOHTPOJIS BHOCATCS ClieIyIoLue
CBEICHUS:

a) TIOPAAKOBBIA HOMED 3aIIUCH,

0) HaNMEHOBaHHEe KCXOJHOTO ChIPBS MM YIIAKOBOYHBIX MaTePHAIIOB;

B) JaTa MOCTYIUIEHHS HCXOHOTO ChIPhS MIIY YIIAKOBOYHBIX MaTepPUHAIIOB;

r) JlaTa ¥ HOMEpP CONPOBOAUTENBHOIO JOKYMEHTA,

) HOMEp 3alKCH B IOCYIAapCTBEHHOM PEECTpE JIEKApCTBEHHBIX CPEJCTB
I BETEPUHAPHOrO TpUMEHEHHUs (B Cllydae IOCTYIIEHHsS (GapMaleBTHYSCKHUX
cyOcTaHIuit B KaUuecTBE HCXOJHOTO ChIPhA);

€) HOMEp PpETrMCTPALHOHHOTO YHOCTOBEPEHHS Ha JIEKApCTBEHHBIH
npenapaT (B ciydae TOCTYIUIGHHS 3aperMCTPHPOBAHHBIX JIEKapCTBEHHBIX
TIIpenapaToB B KauecTBe HCXOIHOTO CBIPhA);

) pe3y/ibTaThl BXOIHOTO (TIPUEMOYHOrO0) KOHTPOJS Ha COOTBETCTBHE
MoKa3aTessIM KadecTBa, YKa3aHHBIM B (hapMaKOIeHHOH CTaThe («COOTBETCTBYET
HITH «HE COOTBETCTBYETY);

3) dammins, ¥Ms, OT4ecTBO (IPM HAIMYMM) M IOANKMCH ANTEYHOTO
paboOTHHKA, OCYLIECTBUBILETO BXOAHOH (IPHEMOYHBIA) KOHTPOJIb, WIH
OTBETCTBEHHOTO JIMLIA.

71.1Ipy BO3HMKHOBEHHHM B paMKaX OpPraHOJENTHYECKOrO KOHTPOIA
HCXOJHOTO CBHIphl M YNMAKOBOYHBIX MATepHATIOB IPU BXOJAHOM (IPHEMOYHOM)
KOHTPOJIE COMHEHHII B KayecTBe MCXOJHOIO CHIpbS WJIM YNaKOBOYHBIX
MaTEpHAIOB 00pa3slbl HCXOJHOTO CBHIPbS HIIM YIAKOBOYHBIX MaTepuanoB
HAMPaBJIAIOTCA IS MCCIeOBaHus (UCIBITaHUs) B J1abopaTopHio. YKasaHHOe
HCXOJIHOE ChIPh€ WM yIIAKOBOYHbIE MaTepHabl C MAPKMPOBKOH «3abpakoBaHo
py BXOJHOM (TIPHEMOYHOM) KOHTPOJE» XPaHATCA B BETEPHHApPHOW amTeke
M30JIMPOBAHHO JIO [IOJTy4eHHUs IPOTOKOJIA UCTIBITaHKH U3 1a00paTopuH.

B ciydae nonydeHus u3 1abopaTOpUH IPOTOKONIA MCIBITAHUHA, KOTOPBIM
YCTAaHOBJIEHO HECOOTBETCTBHE KayeCTBA MCXOJHOTO CHIPBS MM yNAaKOBOYHBIX
MaTEpHAJIOB, TAaKOe WCXOMHOE ChIPhE MIIM YINAKOBOYHBIC MAaTepHanbl HE
TOJIEXKAT UCTIOJIB30BaHHIO.

72.B clryyae YCTaHOBJICHUS HECOOTBETCTBUSA KaJyecTBa
dapMalleBTHUYECKUX CyOCTaHLMHA MM 3apEerHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, MCMONB3YEMBIX B KaueCTBE HUCXOTHOTO CBHIPBA, MX YHHUTOXCHHE
OCYLIECTBJISETCS B COOTBETCTBHM C TIPaBWIAMH YHHYTOXKCHHS M3BATBIX
dbanscH(HIUPOBAHHBIX  JEKapCTBEHHBIX CPEACTB, HENOOPOKaIeCTBEHHBIX
JIEKAPCTBEHHBIX ~ CPEACTB,  KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB,
yTBEpXKIa€MBIMH B COOTBETCTBHH €O CTaThsiMu 47 u 59 DenepanbHOro 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHun JeKapCTBEHHBIX CPECTBY
(nanee — ITpaBuiia yHUYTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB).
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73.17Ipy NPOMEXYTOUHOM KOHTpOJE IIPOMEXYTOUYHBIX IPOIYKTOB
OCYLIECTBJIAIOTCS OMpefielieHHe (U3MYECKUX M XHMMHYECKMX TIOKasaTeliel,
BKJIIOYAsl OIpeJelieHe KOJMYECTBa U MOUIMHHOCTH JEHCTBYIOLIEro BEIIECTBA,
B COOTBETCTBHM ¢ TpeGOBaHUAMH (apMaKoIeHHbIX cTaTed AJis JeKapCTBEHHOM
(GOpMBI JIEKapCTBEHHOTO Tpenapara, a TaKke MMKPOOHMOJIOTHYECKUH KOHTPOJb
IIPOMEKYTOYHBIX MMPOAYKTOB.

74.B xypHal MPOMEXYTOUHOTO KOHTPOIS IPOMEXYTOYHBIX IPOJIYKTOB
BHOCATCS CJIEIYIOLUe CBEICHUS:

a) IOPSIKOBBII HOMEp 3aIUCH;

0) 1aTa U3rOTOBJIEHHS IPOMEXYTOYHOTO NMPOAYKTa;

B) CPOK XpaHEHHUS IPOMEXYTOYHOIO IIPOIYKTa,

I) ONHCAaHHE TMPOMEXYTOUYHOIO IPOAYKTa (ONMCAHWE BHEIIHErO BHIA,
arperaTHOrO COCTOSHHS, I[BETa, KOHCHCTEHLIUN),

A) Jara Hayajda MpPOBENEHWsS KOHTPOIS IPOMEXYTOUHOIO IIPOAYKTa
IO TOKa3aTeNsiM KauecTBa;

€) Jara OKOHYaHHSA MpPOBENEHHs KOHTPOIS IPOMEXYTOYHOrO IMPOMYKTa
TI0 ToKa3aTesiM KauecTBa,;

’K) HaUMEHOBAHUA IMOKa3zaTenell kadecTBa (C yKasaHMEM HOPMATHBHBIX
¥ NIOJIyYEHHBIX 3HAYSHUH TIOKa3aTelled KauecTBa);

3) pe3yabTaThi IPOMENKYTOYHOIO KOHTPOJIS Ha COOTBETCTBUE MOKA3aTesIM
KauecTBa («COOTBETCTBYET)» UIIH «HE COOTBETCTBYET));

1) ¢daMuiams, WM, OTYeCTBO (IpU HAIM4YMHU) M IIOANHCH aNTE€4YHOro
pabOTHMKa WM OTBETCTBEHHOTO IHIA, OCYIIECTBUBLIETO IPOMEXYTOYHBINA
KOHTPOJIb.

75. B macnopT MMCEMEHHOTO KOHTPOJIS BHOCSATCS CIIEAYIOIIHE CBEACHMS:

a) Homep M JOara O(OpMIEHHs pelienTa, TpeOOBaHHS BETEPHHAPHOM
OpraHM3aiyy Wik TpeGoBaHus MPEATPUHUMATEIS,

0) HaMMeHOBaHHEe ¥ KOJMYECTBO MCIOJIB30BAHHOTO KCXOJHOTO CHIPBS;

B) MOPS/IOK BBEJEHHS BEIECTB U NepedeHb TEXHOJOTHYECKUX ONEpaLInii;

I) HaMMEHOBAHMA WCIIONB3YEeMBIX O0OpYJOBaHUS, CPEACTB HM3MEPEHHH,
PEaKTHUBOB;

1) ob1as Macca WM 06beM JeKapCTBEHHOTO IIpernapara, Yicio 103;

e) CTeleHb pa3sBelieHUs] FOMEOIIaTHYECKOTO MCXOJHOIO ChIphbs (B Cilyvae
HCIIONIB30BaHMs HCXOAHOTO TOMEOIATHIECKOTO ChIPhA);

) Macca OTHENBHBIX JO3UPOBAHHBIX €IMHHI] W KX KOJIMYECTBO
(TIpM M3TOTOBJIEHAM MOPOIIKOB ¥ CYITIO3UTOPHUEB); |

3) KOHIEHTpauus u oObeM (Macca) HOGaBICHHONO HW3OTOHHPYIOIIETO
BellecTBa (mpu M0GaBJIeHMH B IVIa3Hble KallUH, PAcTBOPHI Ui WHBEKIHH
1 uH(Yy3uil);
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1) COCTaB, KOHIIEHTpalus M 00BEM KOHICHTPUPOBAHHBIX pPacTBOPOB
(IIpY KCTIOJIB30BAHHH /I H3TOTOBJICHHS JIEKAPCTBEHHBIX NIPENIapaToB);

K) WCIOJIb30BaHHBIE TPH pacyeTe KOI(QGHULMEHTBl BOJOIOIIOLICHUS
IJIS. PACTUTENBHOTO CHIPhS, HCIONB3yEMOT0 IIPH U3TOTOBJIEHHH JIEKAPCTBEHHOTO
npernapara,

J1) KCIOJIb30BaHHBIE TPH pacyeTe KOIDQUIMEHTHl yBeNHMYEeHHs o0beMa
BOJHBIX PAacTBOPOB TMPX pACTBOPEHMH BEIIECTB, BXONAIIMX B COCTaB
JIeKapCTBEHHOTO Tpernapara;

M) JlaTa M3rOTOBJIEHHUS JIEKapCTBEHHOTIO MTpenapara,;

H) HOMEp 3allUCH B )XypHaJle KOHTPOJS U3rOTOBJIEHHBIX JEKapPCTBEHHBIX
IpenapaTos;

0) daMmiusg, UM, OTYECTBO (NpH HAIMYMH) M NOANKCH AanTEYHOro
pabOTHMKA, M3TOTOBUBILETO JIEKAPCTBEHHBIH INpenapaT, i anTe4Horo pabOTHHKA
WIA OTBETCTBEHHOIO JIMIIA, OCYIIECTBHBIIErO BHYTPHAIITEUYHBIA KOHTPOJIb
U3TOTOBJICHHOTO JIEKAPCTBEHHOTO Ipernapara. ‘

76.1Ip  KOHTpOJE H3TOTOBICHHOIO JIEKApCTBEHHOIO Ipemnapara
OCYIIIECTBIISIOTCA:

a) MpOBEpPKa BHEIIHETO BHZA, ONHOPOAHOCTH CMELIMBaHHUS, OTCYTCTBHSA
WIA HaIM4YMsd  MEXaHHYeCKHX  BKJIIOUEHMI, KayecTBa  YKYIIOpHBAHMS
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Mperapara B COOTBETCTBUH C TpeOOBaHHAMH
(apMaKoIeiHbIX cTaTel;

©) mpoBepka o0Iel Macchl UK 00beMa H3TOTOBJIEHHOIO JIEKAPCTBEHHOTO
npenapaTa, KoJMdecTBa, o0beMa U MacChl OTACIBbHBIX JO3MPOBAHHBIX €IMHHULI,
BOJIOPOJHOIO I[OKa3aTeNs, IUIOTHOCTH, BS3KOCTH, MAacCOBOM JOIM BJary,
npoBepka Ha IMOMIMHHOCTh HEHCTBYIOIMX BEIIECTB M ONpEJeNIeHHE
KOJIMYECTBEHHOTO COJEpaHUsd [eHCTBYIOIIMX BELIECTB, KOTOPBIE BXOIAT
B COCTaB JIEKAPCTBEHHOTO Tmperapara, a TakKxe JpYrMX IOKa3aTeller
B COOTBETCTBHMH C TpeOoBaHMAMM (papMaKoleHHBIX cTaTed (nanee — Qu3mKo-
XAMHYECKHI KOHTPOIIb H3rOTOBJIEHHOTO JIEKapCTBEHHOTO IIpenapara);

B) MHKPOOHOJIOTHYECKU KOHTPOJIb HM3TOTOBIEHHOIO JIEKAPCTBEHHOTO
npemnapara;

I) IpOBEpKa aNTeyHbIM paOOTHUKOM U (MJIM) OTBETCTBEHHBIM JIHIIOM
3alOJIHEHHS I1aclopTa MUCHMEHHOTO KOHTPONIL HENOCPEACTBEHHO TOCIe
U3rOTOBJICHMS  JIEKAPCTBEHHOro  Ipemapata M JKYpPHaJlloB  BXOJHOTO
(IpMEMOYHOTr0) M TPOMEXYTOYHOIO BHYTPHANTEYHOTO KOHTPOJISL, a TaKKe
COOTBETCTBHsA 3amuceidi B Macrmopre MUCBMEHHOIO KOHTPOJII M PpeLEITe,
NPaBUJIBHOCTH MPOBEJEHHBIX PacyeTOB IPH M3rOTOBJICHHH JICKAPCTBEHHOTO
nperapara;
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1) BEIEHHE OTBETCTBEHHBIM JULOM H (WIH) anTeYHbIM PabOTHHKOM,
IPOBOAMBIINM HCCIENOBaHUSA IIPH KOHTpOJE KavyecTBa HM3TOTOBIICHHOIO
JIEKapCTBEHHOTO IIperapara, 3amiceii o npoBeIeHUI0 YKa3aHHBIX UCCIIENOBaHUM
(manee — KOHTPOJIBHBIH JIUCT).

77. B KOHTPOJIBHBIH JTUCT BKIIOYAIOTCS CIEIYIOIHE CBECHHUA:

a) JaTa HavaJja MPOBeJCHNUS UCCIENOBAHUM U JaTa WX OKOHYaHHUS,

6) wuHpopMmanuss 00 M3TOTOBICHHOM JIEKApPCTBEHHOM  IIpernapare
(HaMeHOBaHHe, HOMep pelenTa, TpeOOoBaHMs BETEPMHAPHON OpraHu3aliy WX
TpeOoBaHus peIIpHHAMATEIS);

B) HaWMEHOBAaHHWE MWIA HOMEpP METOAWKM MCIbITAHHH, B COOTBETCTBHH
C KOTOPOM NPOBOAATCS MCCIEINOBAHHS IPH OCYIIECTBICHHH BHYTPUAIITEYHOIO
KOHTPOJIS;

I') pacyeThl MPHU MPOBEICHNUH KOHTPOJI KaueCTBa,

1) Macca B3ATHIX HABECOK, pa3BelieHHs (NIpU HaIW4YMH) IPH IPOBEICHUH
KOHTPOJISI KaueCTBa;

e) wuHpopMauus, B TOM dUHCIe HACHTH(QUKALUOHHEIE HOMepa,
HaMMEHOBaHMeE, MApTHs, M3PacXOJ0BaHHOE KOJIMYECTBO, CPOK TOJHOCTH, IJI
NUTaTeNbHBIX Cpell — TEMIEpATypa MHKYOHPOBaHHS, O CTaHAApPTHEIX obpasiax,
pacTBOpaXx, PeaKTUBax, MUTATENBHBIX CpefaX, AUarHOCTHYECKUX Habopax, TecT-
CHCTEMaX, IMPHMEHAEMBIX NPU IIPOBEJCHHM HCCIICNOBaHMsA, U1 TUTPOBAHHBIX
pacTBOpPOB — TIOMPABOYHBIH Ko3G@HIMEHT (B Ciiy4ae CMEHBl IIapTHH
HCTIONB3yEMOTO peaKTHBa WM CTaHAapTHOro obOpasma B XO[e HPOBEACHHUA
HicCIIeOBaHUH YKa3bIBAETCA aTa CMEHbI IIapTHH);

K) (aKTHYECKHE Pe3yNbTaThl IPOBE/ICHHBIX MCCIIEI0BaHUH NPY KOHTPOIIE
KadecTBa (110 KaXIOMY OMpeAenseMOMy IIOKa3aTelll0 KauyecTBa YKa3bIBaeTCH
COOTBETCTBHE bapMakoneiHbIM CTAThsM: «COOTBETCTBYET» WK
«HE COOTBETCTBYET»).

78.1Ipu  OTMycke  H3TOTOBJICHHBIX  JIEKAPCTBEHHBIX  IpEMapaToB
MPOBOIMTCS KOHTPOJIB!

a) YIIaKOBKH JIEKapCTBEHHOTO npemnapara Ha IIEJIOCTHOCT,
repMETUYHOCTD, 3arpsI3HEHNS;

0) MapKMpPOBKM JIEKAPCTBEHHOrO IIpemapara B YaCTH COOTBETCTBHA
Tpe6OBaHMAM K MapKMPOBKE, YCTaHOBJIEHHBIM HacTosummu [lpaBuiamy,
¥ uHbOpMAlMM, COIepKaileiics B penente, TpeGOBaHWM BeTEPUHAPHOM
OpraHM3allMy WK TpeOOBaHNM NPEIIPHHAMATE]IS.

79. Ilocine W3rOTOBJIEHHMS JIEKApCTBEHHOIO IIpemapaTa M OKOHYaHHWSA
TIPOBEJIEHHs KOHTPOJISl U3rOTOBIEHHOTO JIEKapCTBEHHOIO MpemapaTa anTeyHbli
paGOTHHK, HM3TOTOBMBINUMIA JIEKAPCTBEHHbIH IIpemnapar, amnTedHblid paboTHHK
WIA OTBETCTBEHHOE JIMIIO, OCYMIECTBUBIINE KOHTPOJIb H3rOTOBJICHHOIO
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JIEKapPCTBEHHOTO  Mpemapara, MAODKHBEI  3allOJIHMTh  KOPEHIOK  pelenTa
B COOTBETCTBHH C (pOPMOii pelienTypHOro OJ1aHKa Ha JIEKApCTBEHHBIN MpenapaTt
IJIs BETEPHHAPHOTO MpPUMEHEHHUs, YTBEPXKJA€MOM B COOTBETCTBHU C HacCThIO
Tpetbeil crathu 16 3akoma Poccuiickoii ®emeparuum or 14 mas 1993 r.
Ne 4979-1 «O BerepuHapum».

80. AnTeuHsIi paGOTHUK WX OTBETCTBEHHOE JIHMIO, OCYIIEeCTBUBIIHE
OTNYCK M3rOTOBJIEHHOTO JIEKApCTBEHHOrO TMperapara, [AOJDKHO MOJNHCaTh
KODELIOK pelenTa, YKa3aTb CBOU (aMIIHIO, UM, OTYECTBO (IIPH HAIUYHH) U
JaTy OTIIyCKa M3TOTOBJIICHHOTO JIEKapCTBEHHOIO MpemnapaTa, a TaKXke BHECTH
COOTBETCTBYIOLIME 3aMUCH B )XyPHaJ KOHTPOJIA M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IpernaparoB.

81.B KypHal KOHTpOJS H3TOTOBJIECHHBIX JE€KapCTBEHHBIX IIPENapaToB
BHOCATCSI aNTeYHHIM DPAOOTHHKOM WM OTBETCTBEHHBIM JIMIIOM CIIeIYyIOIHe
CBeJICHUS:

a) MOPSIIKOBBII HOMED 3aIMCH,

6) HoMep M jara odopMIeHHS pelenTa, TpeGOBaHWS BETCPUHAPHOH
OpraH{3alMy WK TpeOOBaHUs NPEAIIPHHAMATEIS;

B) (QaMunMa, MMsA, OT4eCTBO (P  HanMyuMM) (U3UYECKOro
JIMLA — BIafeNbla KHUBOTHOTO M MOJHOE WM COKpalleHHoe (IIpU HaJIM4UH)
Ha¥MEHOBaHME FOPUANYECKOTO JIUNA — BIIaJelblia )KHBOTHOTO;

I) HAaUMEHOBaHHE M KOJIMYECTBO MCIOJIE30BAHHOTO HCXOAHOTO CBIPB;

1) JeKapcTBEHHas (popMa H3TOTOBJIEHHOIO JIEKAPCTBEHHOTO TIpeNapara;

e) JaTa H3rOTOBJICHHUS JEKapCTBEHHOTO Mpernapara;

) CPOK XpaHEH¥si M3rOTOBJICHHOTO JIEKAPCTBEHHOTO NpernapaTta;

3) JaTa Hayaja TPOBEAEHUS KOHTPOJIA KauecTBa H3TOTOBJICHHOIO
JIeKapCTBEHHOT'O Ipenapara;

M) JaTa OKOHYAHHS IMPOBENEHUS KOHTPOIsS KauyecTBa H3rOTOBJICHHOTO
JIeKapCTBEHHOTO IIpenapara;

K) OINCAaHHE M3TOTOBIEHHOTO JIEKapCTBEHHOTO Ipernapara (omucaHue
BHEILHETO BUJIa, arperaTHOrO COCTOSIHS, IBeTa, KOHCHCTEHLMH);

1) Homepa (apMakoleiHBIX CTaTel, MO KOTOPBIM OCYIIECTBIAJICA
KOHTpOJIb Ka4ecTBa U3rOTOBJIEHHOIO JIEKAPCTBEHHOTO IpeTapara;

M) HaMMEHOBaHHe MOKa3aTelied KauecTBa, [0 KOTOPBIM OCYIIECTBIATICS
KOHTPOJIb KauecTBa M3TOTOBIEHHOTO JIEKAPCTBEHHOro Tpenapara (¢ ykasaHHeM
HOPMATHBHOTO M TIOJIy4€HHOTO 3HaUEHHH MOKa3aTells KauecTBa);

H) JaThl M HOMepa MPOTOKOJOB HCIBITAaHWH B Cly4yae OCYIIECTBICHHU
QU3MKO-XMMHMUECKOTO, MHKPOOHOIOTHYECKOTO  KOHTPOJISI  M3rOTOBJIEHHOTO
JIEKapCTBEHHOTO TpenapaTa B 1abopaTopuw,
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0) pe3yibTaThl KOHTPOJs KadecTBa M3IOTOBJIEHHOIO JIEKAPCTBEHHOT'O
Ipenapara Ha COOTBETCTBHE (hapMaKONEHHBIM CTAaThAM («COOTBETCTBYET» HIH
«HE COOTBETCTBYET»);

1) J1aTa OTITyCKa M3roTOBJIEHHOTO JIEKapCTBEHHOTO IIpernapara,

p) GaMuius, ¥Ms, OT4eCTBO (IPH HAIWYMH) W TOANMCH AaNTE4HOrOo
pabOTHHKA, H3TOTOBHBLIErO JIEKApCTBEHHBIH MpeNnapar, anTeYyHOro paboTHUKA 1
(WIH) OTBETCTBEHHOTO JIMIA, OCYLIECTBMBIIETO KOHTPOJE H3rOTOBICHHOTO
JIEKApCTBEHHOIO Mperapara, anTeqHoro pabOTHHKA, OCYIIECTBHBIIETO OTIYCK
H3TOTOBJIEHHOTO JIEKQPCTBEHHOIO IIpernapara.

82. UsroToBjieHHBIE JIEKaQpCTBEHHBIE IIpenaparbl, KayeCcTBO KOTOPBIX
0 pe3yJbTaTaM NPOBEJIEHHOTO BHYTPHAITEYHOIO KOHTPOJS HE COOTBETCTBYET
TpeGoBaHKAM (hapMaKONEHHBIX CTaTeH, HE MOAJIEXKAT OTIYCKY U YHHUYTOXKAIOTCA
B cooTBeTCTBHH C [IpaBuiiaMi YHHUTOXECHHUS JIEKAPCTBEHHBIX CPENCTB.

VIII. OTnyck H3roToBJICHHBIX JICKAPCTBEHHBIX NpenapaToB

83. MsroroBiieHHbIE JIEKAPCTBEHHBbIE Mperaparbl MOANIEKAT OTIYCKY
0 pelenty, TpeGOBaHWIO BETEPUHAPHOW OpraHM3alMH WIM TpeOOBaHUIO
peIIpUHAMATENS.

84. Anreunsliii paGOTHUK, OCYIIECTBISIOLIMM OTIYCK H3TOTOBJICHHOTO
JNIEKapCTBEHHOTO Tpenapara, IO/DKEH OTIYCKaTh JIEKapCTBEHHBIA Mpernapar
C BBIJaYeli BIafeNblly XXHBOTHOTO 3all0JJHEHHOTO KOPEIIKa perenTa.

85. 3ampelnaeTcss OTIyCKaTh JIEKaPCTBEHHEBIE IIpenapaThl MO perenTaMm
C MCTEKIIHM CPOKOM JEHCTBUS peLENTa, 3a UCKIIOYEHHEM CITy4aeB, €CIIH CPOK
IEHCTBHUS peleNTa UCTeK B IEpHOJ U3rOTOBJIEHHMS JIEKAPCTBEHHOTO IIpernapara.

86.Tlpu OTHycKe JIeKApCTBEHHOro IIperapara anTe4YHbld pabOTHHK
JOIDKEH TNpoMHGOPMUPOBAaTH MOTPEOHTEN O pEXKHME MW [03aX IpHeMa
NEKapCTBEHHOTO  [pemapara,  YCIOBUAX  XPaHEHHs,  B3aUMOJCHCTBHU
C pyTUMH JIEKapCTBEHHBIMU NIpENapaTaMHu.

87. OTmycKk JIeKapCTBEHHBIX NPENapaToB II0 PELENTY OCYIIECTBIAETCS
B KOJIMYECTBAX, YKa3aHHBIX B TAKOM pELENTE.

88. 3anpemaercs oTIycK (GaTbCHPUIMPOBAHHEIX, HEAOOPOKAYECTBEHHBIX
¥ KOHTpa(aKTHBIX IeKApCTBEHHBIX TIPenapaTos®.
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