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(Muncensxo3 Poccun)

MNPUKA3

or 10 anpensa 2023 r. Ne 353

MockBa

06 yreepxkaennn IIpaBuJ H3roToBJIEHHS H OTIYCKA JIeKAPCTBEHHBIX
npenapaToB JJisi BETePHHAPHOTO NPHMEHEHHN BeTEPHHAPHBIMH
anTeYHbIMH OPraHH3alHAMH, HMEIOIHMH JIHIEH3HIO
Ha (papMaleBTHYECKYIO AeSITeJIbHOCTD

B coorBerctBum ¢ 4acThio 1 crathu 56 ®enepanbHOro  3aKoHa
or 12 ampens 2010 r. Ne 61-03 «O6 obpalleHUH JIEKapCTBEHHBIX CPEACTB»
1 ToamyHKToM 5.2.25(42) nynkra 5 Ilonoxenns o MHHHCTEPCTBE CENBCKOTO
xosgiictea Poccuiickoii ®Denepanyy, YTBEpXKIEHHOTO IOCTaHOBJIEHHEM
IMpasurensctBa Poccumiickoit ®enepammu or 12 wmrons 2008 r. Ne 450,
IpUKa3BlBalo:

1. VrBepauts mnpunaraemele IlpaBuna H3roTOBIE€HMS M OTIYCKa
JIEKapCTBEHHBIX MPENapaToB IS BETEPHHAPHOTO MPUMEHEHHSI BETCpHHAPHBIMH
aNnTe4YHBIMH OpPraHU3ANMAMH, MMEIOIMMH JIMIEH3UI0 Ha (apMaleBTHYECKYIO
JIeATeNnsHOCTh (nanee — [IpaBuna).

2. llpu3HaTe yTpaTUBIIMM CHJIy IIpHKa3 MuHcensxo3a Poccuu
ot 29 mrong 2021 r. Ne 423 «O6 ytBepxaeHuu [IpaBui U3roToBieHus U OTIyCKa
JIEKapCTBEHHBIX MpPenapaToB )i BETEPHHAPHOTO NPHUMEHEHH BETEpPHHAPHBIMH
anTeYHbIMM  OpraHM3alMsAMH, WHAMBHUIYaIbHBIMH  NPEANPHUHUMATEISIMH,
UMEIOMNMHU JIHLIEH3UIO Ha (apMarieBTHYECKYIO JesITeIbHOCTb»
(3apeructpuposad Muntoctom Poccun 2 cents6ps 2021 r., perucTpaiMOHHbIH
No 64852).
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3. Hacrosmmii mnpukas Bcrymaer B cumity 1 centabps 2023 r,
3a HMCKIIOYeHHMEM TMyHKTOB 2, 17,24,44,75,77,78, 81,83 Ilpasun (B uacTu
TpeGoBaHuUA OpraHu3aIyu (MHOUBHAYAJIEHOTO IpeaNpUHUMATENA),
OCYIIECTBIAIOLLEH (OCYIIECTBIAIONIEr0)  pa3BeleHHe, BbIpal[iBaHHE
H COZIEP’KaHMe XXMBOTHBIX), U AedcTByeT 10 1 ceHTa6psa 2029 r., 32 HCKIIOYEHHEM
OyHKTOB 17 (B uacTH 3amofTHEHHs KOpelllKa pelenTta Ha JIeKapCTBEHHBIH
npemnapar A BeTepHHapHOro npumeHeHus), 79, 80, 84 Ilpasui.

IMynxTe 2, 17, 24,44, 75,77,78, 81, 83 Ilpasun (B uyacTH TpeOOBaHHSA
opraHm3auuyd (MHOMBHAYATFHOrO NpeANpHHUMATENA), OCYLIECTBISIOIIEH
(OCyLIECTBISAIOIIEr0) pa3BeeHHe, BHIPAIIMBAHHE M COJAEP)KaHHE XXMBOTHBIX)
BCTYMaroT B cuiny 1 mapta 2025 r.

ITyukrsl 17 (B 4acTH 3amOIHEHMs KOpENIKa pelenTa Ha JIEKapCTBEHHBIN
npemnapar s BeTepuHapHOro npumenenus), 79, 80, 84 Ilpasun npeicTByrOT
1o 1 mapta 2025 r.

Munuctp J.H. ITatpyuieB




YTBEPX/IEHbDI
nprka3oM MuHcenbxo3a Poccun
or 10 anpens 2023 r. Ne 353

INIPABHUJA
M3roTOBJ/ICHHSl H OTNYCKA JIEKAPCTBEHHbIX MPpenapaToB AJIs BETCEPpHHApHOIo
NPpHMEHECHHN BETCPHHAPDHBIMH anTe4YHbIMH OPraHu3alluAMH, HMCIOINHMH
JINHCH3HUIO HA (])apmaueBanecKylo A€eATECJIbHOCTD

L. O0mue noJiokenus

1. UsroToBieHHE H  OTIYCK JIEKApCTBEHHBLIX  IIpermaparoB A
BETEPHHAPHOTO IPUMEHEHHS (nanee — IeKapCTBEHHbIE npemnaparhl)
OCYIIECTBJIAIOTCS BETEPHHApHBIMH aNTEYHBLIMM OPraHW3alUsAMH, WMEIOIMMU
NULIEH3MI0 Ha (GapManeBTHYECKYIO JEATENbHOCTh C IPaBOM H3TOTOBJICHHUS
JIeKapCTBEHHBIX TIPENaparToB (Jajiee — BETEPHHAPHBIE aITEKH).

2. I3roToBJIEHHE ¥ OTITyCK JIEKAPCTBEHHOI'O TIpenapara oCylIeCTBISIOTCA
0 peLeNTy Ha JIEKApCTBEHHBIA Iperapar (Jajee — peLENT), TPeOOBaHHIO
BEeTepHHAPHOM OpraHM3aliy WK TpeGOBaHHIO OpraHu3aluK (HHAMBHAYaITBHOTO
TIpeIPHHUAMATENS), OCYIIECTBIsIomel (OCYIIECTBISIOWIEr0) —pa3Be/eHHE,

BHIpAllBaHME M COJEPXaHME  OIKMBOTHRIX  (Hasee — TpeGoBaHHe
TIpeANpUHUMATENS) .

3. KagectBo JNIEKApCTBEHHBIX  MpENaparoB,  H3TOTOBJIECHHBIX
BeTEepHHADHOH  amTeKod,  HOKHO  COOTBETCTBOBaTh  TPeOOBAHUIM

dapMakoneHHo cTaTby?.

II. TpeGoBanus Kk obecneueHNIO AesITe/ILHOCTH BETEPHHAPHBIX aNTEK
NpH M3rOTOBJICHHH H OTNYCKe JIEKAPCTBEHHDIX NPenapaToB

4. XpaHeHHE JIEKAPCTBEHHBIX CPEICTB B BETEPUHApPHOW  amlTeke
OCYLIECTBISETCS B COOTBETCTBHMM C IPABHJIAMH XPaHEHMA JIEKApCTBEHHBIX
CPEe/ICTB I BETEPHHAPHOTO NpPUMEHEHHMS, YTBEpKIaeMBIMH B COOTBETCTBHH
co crareeii 58 @enepanpHoro 3akoma or 12 ampens 2010 r. Ne 61-03
«O6 obpaleHuH T1eKapCTBEHHBIX CPEJICTBY.

5.TIpu HM3rOTOBICHMHM B BETEPUHAPHOW amnTeKe JIEKApCTBEHHBIX
IpenapaToB OCYIIECTBIAETCS KOHTPOIb (apMaleBTHYECKUX —CyOCTaHLHH,
BKIIOYEHHBIX B TOCYIapCTBEHHBIH pEeCTp JIEKapCTBEHHBIX CpPEACTB Ul

'Yacts 1 crathn 56 (denepanbHoro 3akoHa oT 12 ampems 2010 r. Ne61-®3 «O6 oGpauieHun
JIEKapCTBEHHBIX CPEACTBY.

2[Tyukr 22 crateu 4 @enepaibHOro 3akoHa ot 12 ampens 2010 r. Ne 61-03 «OG6 obpameHuH
JIEKapCTBEHHBIX CPEACTBY.




BEeTEPHHApPHOTO  INpPMMEHEHHs’,  3aPETHCTPHPOBAHHBIX  JICKAPCTBEHHBIX
npenmapaToB!,  BCIOMOraTenbHBIX — BEIIECTB  (Jalee  COOTBETCTBEHHO —
¢apmalieBTHUECKHE ~ CYOCTaHLHMH,  HCXOJHOE  CBIPbE),  YMAKOBOYHBIX
MaTepHajioB, IPOIYKTOB, MOJY4aeMbIX M3 MCXOOHOTO ChIpbd (Hajiee —
IPOMEXYTOYHEIE MPOLYKTHI), ¥ U3TOTOBICHHBIX JIEKAPCTBEHHBIX INpenapaToB
(nanee — BHyTpHANTEYHBIH KOHTPOJIb).

6. BHyTpuanTeYHbli  KOHTPONb  OCYLIECTBIAETCA  pabOTHUKaMu
BETEPHHAPHON aNTeKH, AEATEIbHOCTh KOTOPHIX HENOCPEACTBEHHO CBi3aHa
C U3TOTOBJIECHHEM M OTIIYCKOM JIEKApPCTBEHHBIX MpernaparoB (Jaliee — anTevyHbie
pabGoTHUKH), ¥ (WIH) JIMIOM, OTBETCTBEHHBIM 3a BHYTPUANTEYHBI KOHTPOIb
(masee — OTBETCTBEHHOE JIUIIO).

OTBETCTBEHHOE JIMIIO, HA3HAYEHHOE PYKOBOAUTEIEM BETEPUHApHOH
anTeKy, [OJDKHO  OCYILECTBIATh BHIBl  BHYTPHAITEYHOIO  KOHTPOJ,
Omlpe/ieNieHHble B €ro JOMKHOCTHEIX HHCTPYKUHMSX, B  COOTBETCTBHMH
¢ TpeboBanusamu r1aBbl VII HacTosmux Ilpasui.

7. B ciiy4ae OTCYTCTBHS allTeYHOro pabOTHHKA M OTBETCTBEHHOTO JIMIIA
PYKOBOIHMTENIb BETEPUHAPHOM AaNTeKd MIM €ro 3aMeCTHTENb JOJDKHBI
obecreyuTs BBIIOJIHEHHE BHYTPHANTEYHOIO KOHTPOJIA, 3a HCKIIOYCHHEM
KOHTpOJIS, OCYIIECTBISEMOTO B COOTBETCTBMM C IIHKTOM 28 HaCTOSIINX
IIpaBu.

8. B BeTeprHapHOii anTeKe AODKHBI OCYIIECTBIATHCS:

BeJICHHE BHYTPEHHEN TEXHUYECKOH TOKyMEHTaluHM (1ajee — CTaHAapTHBIE
OIlepaliMOHHEIE MPOLIEAYPBI) B COOTBETCTBHH C IyHKTOM 9 HacTosuux [pasui;

opranusanus paboTsl BETEPUHAPHOM alTeKu U YCIOBHUS VIS BBITIOTHEHHUA
BHYTPHANITEYHOrO KOHTPOJSA B COOTBETCTBHH C TPEOOBaHHSAMHU HACTOSIIMX
IIpaBui;

XpaHEHHe BCIIOMOTATENIbHBIX BEIIECTB W YMAaKOBOYHBIX MaTepHasloB
B COOTBETCTBHMH C TpeGOBaHUAMH (B ClIydae HX HalW4Hs), yCTAHOBJICHHBIMH HX
IIPOU3BOUTENEM, H TpeOOBaHUAMHU (PapMaKONEWHbIX CTaTeH.

9. B BerepuHapHOH anTeke NOKHBI OBITH YTBEPXKACHBI CTaHJAPTHBIC
oTiepal[MOHHbIe TIPOLIEAYPhI, ONMHCHIBAIOIINE MOPAAOK OCYIIECTBICHUS M y4eTa
CIIeAYIOLIMX JeHCTBHH:

a) BEIOOp OpraHHW3alliH, OCYLIECTBIISIONIEH IMOCTABKY HCXOJHOTO CBIPbs
(manee — MOCTABIIMK);

0) U3rOTOBJIEHUE NTPOMEXYTOYHEBIX TPOAYKTOB;

B) M3rOTOBJIEHHE JIEKAPCTBEHHKIX IIPENapaToB;

3 Cratbs 34 ®enepansuoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 oGpalleHHH JEKapCTBEHHbIX
CpencTB».

4Yacth 2 craThu 13 @enpepanbHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «OG oOpalueHuu
JIeKAPCTBEHHBIX CPEACTBY.




I) ynmakoBKa U (acoBKa J€KapCTBEHHBIX NPENapaTos;

1) IpOLECCHl  CTEPUNIM3AIMM  HMCXOJAHOTO CBIPBS M HM3rOTOBIEHHBIX
JIeKapCTBEHHBIX IIPeNapaToB;

€) OCYIIEeCTBIIEHHE BHYTPHAIITEUHOTO KOHTPOILS,

’K) OTITyCK U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENApaToB,

3) oT6op Npo0 is MPOBeAEHUS MUKPOOHOIOTHIECKOI0 KOHTPOJIA,

H) ouMcTKa ® Je3uHpexkuus obopyloBaHHMs, a TaKkKe OYHCTKa
U cTepuiau3aunus JaGopaTOPHOW NOCYABI, HUCNOJb3YEMBIX IPH H3IOTOBICHUU
JleKapCTBEHHBIX MPeNapaTos;

K) yOoopka u ne3uH(eKLys NoMeIleHHH;

JT) IPOBEJIEHHE paccieA0BaHU# Y 0OHapyXeHUH HENOOPOKAaUECTBEHHBIX,
KOHTpadaKTHHIX, GanbCU(PUIMPOBAHHBIX JEKAPCTBEHHBIX MpENapaToB (naee —
pacciieJOBaHus );

M) IpUMEHEHHE KOPPEKTHUPYIOIMX W (WiIM) NpenynpexIarouux
JEHCTBHIA TI0 pe3ysIbTaTaM paccliieJOBaHUH.

10. CtanpapTHBle OIEpalMOHHBIE MPOIEAYPHl, YKa3aHHblE B IyHKTE 9
HacTosmx [IpaBui, OIKHBI BKIIOYATh:

a) ydeT JaHHBIX 0pU BBHIIOJNHEHHMH CTaHIAPTHHIX OMNEPALMOHHBIX
npoueayp (BKIIOYas COCTaBIeHHE aKTOB, BeJICHHE )KyPHAJIOB);

0) OCyILIeCTBIEHNE aHAINW3a CTAHJAPTHBIX ONEPAIMOHHBIX MIPOLIERYP;

B) YCTAaHOBJIEHHE TMpPHUYHUH HapyIIeHUs CTaHJAPTHBIX OINEPalHOHHBIX
IpoLeayp.

11. CrangapTHas onepaudioHHas IIpouneAypa BblOOpa IIOCTaBLIHKA
J0JDKHA MPelyCMaTpUBaTh COOMIOICHHE MTOCTABLIMKOM:

a) CPOKOB H YCIOBHH IIOCTaBKM MCXOJHOIO CHIpbS H IIPOBEPKH
BeTEpUHAPHOM aNTeKoil HaIW4YHs y MOCTaBIIMKA JIMIEH3UH Ha OCYILECTBIEHHE
dapMaleBTHYECKOH JeATelbHOCTH® B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPeIICTB /Ul BETEPMHAPHOTO NMPUMEHEHHS ¢ yKa3saHHEM BBINOJHAEMBIX paGor,
OKAa3bIBaEMBIX YCIIYT WIH JIULEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB
ISl BETEPUHAPHOIO IPMMEHEHHS ¢ yKa3aHHeM Nepedns pabor;

6) CpPOKOB M YCJOBHMI MOCTaBKH 3apeTHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB U (apMaLeBTHYECKUX CYOCTaHIMH, NpeAcTaBleHus WHPOpMAIHUH
00 YCIOBHSX XpaHEHUs 3aperHCTPHPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparos,
YCTAaHOBJEHHBIX  HMHCTPYKIHMSMHM IO  BETEPUHADHOMY  IPHMEHCHHIO
JIEKapCTBEHHBIX [PENapaTtoB, U YCIOBHSAX XpaHeHH: (papMaleBTUYECKHUX
cyOcTaHuuii, KOTOpBIE  COZiepXKaTcs B T[OCYAAapCTBEHHOM  peecTpe
JIEKapCTBEHHBIX CPENCTB UL BETEPHHAPHOTO TIPUMEHEHUSI.

5 ITynkt 47 yact 1 crathu 12 @enepanbHoro 3akoHa ot 4 mas 2011 r. Ne 99-®3 «O mueH3MPOBAHHH
OTHENbHbIX BUIOB ACATETBHOCTHY.




12. CrangapTHas oTepalOHHAs nmpoueaypa HU3TOTOBJICHUS
MPOMEXYTOYHBIX TPOAYKTOB MOJDKHA IPEAyCMAaTpHUBATh IOCIEIO0BATENBHOCTD
IeWCTBUM anTeyHbIX paOOTHUKOB UM OTBETCTBEHHOIO JIMLA IIPH M3TOTOBICHUH
MPOMEXYTOUYHBIX IIPOJYKTOB.

13. CrangaprHas oIepaloHHas npouexnypa W3TOTOBJICHUS
JIEKapCTBEHHBIX IpenapaToB IOJDKHA IpelyCMaTpUBATh IIOCIENOBATENBHOCTh
IeWCTBHUM anTeuHsIX paGOTHHKOB MK OTBETCTBEHHOTO JIUIIA IIPH MU3TOTOBICHUH
JIeKapCTBEHHBIX [IpENapaToB.

14. CtaHpapTHas oOIepalMOHHAs TIpollefypa YMAaKOBKH U (acoBKH
JIEKApCTBEHHBIX IperapaToB AOJDKHA IPENyCMaTPUBATh IOCIECIOBATENbHOCTh
JEWCTBUM anTeyHBIX pabOTHUKOB HWJIH OTBETCTBEHHOIO JIMIA INpPHM YIIAaKOBKE
¥ (pacoBKe JIEKAPCTBEHHBIX MPENapaToB.

15. CranmapTHas omnepaldOHHas NpOLEAypa IPOLECCOB CTEPHIM3ALAN
HCXOMHOTO CHIPhS, M3TOTOBIEHHBIX JIEKAPCTBEHHBIX MPEMapaToB JOJKHA
IpeyCMaTPUBATh [OCIE0BAaTEIbHOCTD AEHCTBHI anTeYHBIX PaGOTHMKOB WK
OTBETCTBEHHOI'O JIMIa TPH CTEPUIM3ALUN HCXOIHOTO CHIPBS, M3rOTOBJIEHHBIX
JIEKapCTBEHHBIX MIPENapaToB.

16. CrangaptHas onepanvoHHas npouexypa OCYILIECTBIICHHUS
BHYTPHAIITEYHOTO  KOHTpPOJsS  JOJDKHA  NpPEeAyCMaTpuBaTh  MPOBEPKY
COOTBETCTBHSI H3TOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB TPeOOBAHMAM
(hapMaKoIeHBIX CTaTeH.

17. CrangapTHas OIepalfioHHas MpoLeAypa OTIYCKa H3TrOTOBJICHHBIX
JIEKapCTBEHHBIX ITPeNapaToB JO/DKHA NPEeLyCMaTpHUBaTh OTIIYCK JIEKAPCTBEHHBIX
TIpENapaToB B COOTBETCTBUM C pELENTOM (BKIIOYas 3alOHEHHE KOpellka
pelienTa, MPHIAraeéMoro K H3IOTOBJICHHOMY JIEKAPCTBEHHOMY IIpENapary),
TpeboBaHHEM BeTepUHAPHOM OpraHU3alUU WIH TpeGoBaHHEM
npeanpruHUMAaTEIS.

18. CrangapTHas onepaudoHHas Tmpouexypa ortbopa mpob6 mis
NpoBeNEHNsT MHKPOGHONOrHYECKOr0 KOHTPOJS JOJDKHA MpelycMaTpuBaTh
[OCTEeOBATENIbHOCTh JEHCTBHI ANTEYHBIX PAOOTHHUKOB MM OTBETCTBEHHOIO
naMia mpu otbope mpo0 I MPOBEAEHHMsS KOHTpOJs, MpPeNyCMOTPEHHOIo
nyHkroM 39 HacTosammx IIpaBuil.

19. CtangapTHas olepalMOHHAsh HPOLEAYpa OYHCTKH M AE3MHQEKLHH
06Opy/IoBaHMs, a TaKXKe OYUCTKH M CTEpHIIM3allMM JIabOpaTOpHOH mOCYy.bI,
UCIIOJb3YEMBIX [P H3TOTOBICHUMH JIEKAPCTBEHHBIX IPEMapaTroB, JNOJKHA
TIpelyCMATPHBaTh MOCIENOBATENBHOCTh NEHCTBUN ANTEYHbIX PaOOTHUKOB HIH
OTBETCTBEHHOTO JIMIA 110 OYMCTKE M Je3uH(peKIrud oO0OpyNOBaHHA, a TaKkxke
OUYHMCTKE ¥ CTEPUIIN3ALUH J1abopaTOpHON NOCYIBI.




20. CraHgapTHas OIEpaldOHHas Mpouenypa yOOpkd H Je3uH(EeKUuH
MOMEIeHNH [OIDKHA IpefyCMaTpUBaTh IOCJIEAOBATENbHOCTh JEHCTBHH
aIITe4YHBIX pabOTHHKOB MM OTBETCTBEHHOTO JIHLA IIPH yOOpKe M JIe3uH(EKINH
IOMEILIEHUH.

21. CrangapTHas - ONEepallMOHHAs nponenypa IIPOBEICHUS
pacclefioBaHMi JODKHA TpPeTyCMaTpvBaTh YCTaHOBIEHHE OTBETCTBCHHBIM
JHIOM WIM PYKOBOAWTENIEM BETEPHHAPDHOM aNTeKW MPUYHH MOCTYIICHMS,
XpaHEHHs BETEPHHAPHON alTeKol HEeZOOPOKaYeCTBEHHBIX, KOHTPaaKTHBIX,
(GanrbCHPUUAPOBAHHBIX  JIEKAPCTBEHHBIX  TpenapatoB W TPHHATHE
IpeayNpeKAaoIIUX Mep.

22. CranpnapTHas onepaiioHHas npoueaypa IIPUMEHEHHUS
KOPPEKTUDPYIOIIMX ¥ (WIHM) NpelyNpeXIaloluX NeHCTBUA MO pe3yibTaTaM
paccieloBaHWi JOJDKHa TIpeAyCMaTpHBaTh OINpPEAEICHHEe OTBETCTBCHHBIM
JUIIOM WIH PYKOBOAMTENEM BETepHHAPHOH! aNTeKM NepeyHeil KOppeKTHPYIOMNX
¥ (WIH) IpeAyNpexIaoIIKX AHCTBAM U CPOKOB HCIIOJHEHUS TAKUX ACHCTBHH.

23. UsMeHeHHssT B  CTaHOApTHble  OMEPALMOHHBIE  IIPOLEIYPHI,
YTBEpXIEHHBIE B COOTBETCTBHM C IYHKTOM 9 Hactosmux IlpaBui, JOJKHBI
colepxaTh yKazaHWe Ha NpPUYUHBl BHOCHMBIX M3MEHEHMH W IIPUIAaraThbCs K
JOKYMEHTaM, KOTOPBIMH YTBEPXJIEHBl COOTBETCTBYIOIIME CTaHAAPTHBIE
olepaliOHHbIE TIPOLIEAYPHI.

24.B BeTepHHapHOM anTeke AOKHO OBITH OPraHM30BaHO XPaHCHHE
aKTOB, JOKYMEHTOB, COAEpXallMX HHQOpPMAlMIO, IMPeXyCMOTPEHHYIO
myHKToM 75 HacTosuuux IlpaBui, 3ammceil 1O IIPOBEJIEHHMIO HCCIENOBaHHH
KOHTpOJISi Ka4eCTBAa M3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB U XypHAJoB,
cocrasileHre (BeJeHHE) KOTOPBIX NPEAYCMOTpeHo myHKTamu 46, 59,70, 74, 77
u 81 HacTosmux IIpaBun, peuentoB, TpeGOBaHMI BETEPHHAPHBIX OpraHU3alWi,
TpeGOBaHUii  HpeINpUHUMATEICH, CONPOBOAUTENBHBIX  MOKYMECHTOB — Ha
MCXOMHOE CHIpBe M YIAKOBOYHBIE MaTepHajbl, a TaKke [JOKYMCHTOB
IPOM3BOAUTENS, MOATBEPIKAAIOIIMX COOTBETCTBHE KavyecTBa HCXOIHOIO CHIPhs
¥ YTIaKOBOYHBIX MATepPHAJIOB (B Clly4ae HX HAIM4IHA).

25. Cpok XpaHEHMs HOKYMEHTAlliH, NpefyCMOTPEHHOH myHKkToM 24
HacTosmuX IlpaBwin (38  HCKIIOYEHHEM  OKYPHAlOB),  OIpejessieTcs
BETEPUHAPHON AaNTeKod M He MOXET COCTaB/IATh MeHee TpeX JeT C MaThl
OTIIyCKa M3rOTOBJICHHOTO JJEKapCTBEHHOTO Npemnapara.

26. CpoK XpaHeHMs HKypPHAJIOB, NpPEeIyCMOTPEHHBIX MyHKTOM 24
HacTosAmMx IlpaBun, ompefensercss BETEPUHAPHOM anTekod H HE MOXET
COCTABILAITh MEHEE TPEX JIET ¢ JaThl BHECEHUS MOCIEAHHX 3aIMCEH B XXypHAIBL.

27. TTonHOMOYHS ¥ 0OA3aHHOCTH aNTeYHBIX paOOTHUKOB, OTBETCTBEHHBIX
JIULL JOJDKHBI OBITH YCTAHOBJIEHB! JOJDKHOCTHBIMH HHCTPYKIIUAMH.




28. BerepuHapHas amnTeka CaMOCTOSTENBHO MM C IPHUBJICYCHHEM
HCNBITATENBHOM Ta00PaTOPHH OCYILECTBIAET CIEAYIOIME BBl KOHTPOJIS:

a) QU3NKO-XMMHIECKUN KOHTPOIIB;

0) ompeneNneHHWe CTEPHIBHOCTH MJIsi CTEPHIBHBIX IPOMEXYTOYHBIX
HPOAYKTOB HWIM MHKpPOOHONOTMYECKOM YHCTOTBI JUIi  HECTEPUIBHBIX
IPOMEXYTOYHBIX TMPOAYKTOB (Janee — MHKpOOHONOIMYECKHH KOHTPOIb
IPOMEXYTOYHBIX IPOIYKTOB);

B) OINpelelieHHe CTEPHWIBHOCTH [UIi CTEPHWIBHBIX HM3TOTOBJIEHHBIX
JIEKapCTBEHHBIX  MpemapaTtoB,  MHMKPOOHONOTMYECKOHM  YHUCTOTHI  JUIs
HECTEPHIBHBIX H3TOTOBICHHBIX JIEKApPCTBEHHBIX IPEMaparoB, MHPOreHHOCTH
JUIs MHBEKIMOHHBIX PacTBOPOB, HAIWYKS GakTepHalbHBIX 3HAOTOKCHHOB A
NAapEHTEPANBHBIX JIEKAPCTBEHHBIX IIpeNapaToB M APYTMX IIOKa3aTeled B
COOTBETCTBHM ¢  TpeOoBaHMAMH  (papMakomeWHbIX cTaTedl  (Hmanee —
MHKPOOHOIOTHIECKUH KOHTPOJIb M3TOTOBJIEHHOTO JIEKapCTBEHHOTO

mperapara);
I) MHKpOOHONOrMYecKUii KOHTpOJb, HMPOBOAHUMEIA B COOTBETCTBHUH C
myHKTOM 39 Hactosmmx [IpaBuim.

II1. TpeGoBanns Kk NoMeIeHHAM H 000py/I0BaHHIO, HCTIOJIL3YeMbIM NIPH
H3rOTOBJICHHH H OTHYCKeE JeKapCTBEHHbIX NPENapaToB, BETEPHHAPHBIX
anTek

29. O6opya0BaHHEe pa3MeILaeTcs i UCIIONb3yeTCs TaKUM 06pa3oM, YTOOBI
ObUla obecredyeHa BO3MOXKHOCTh VIS €r0 OYMCTKH C LENBIO NMPENOTBPALICHUSL
KOHTaMHHAIIWK M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

30. ITomeleHUs BETEPUHAPHON anTeKkd, B KOTOPBIX OCYIIECTBIIAETCS
M3TOTOBIICHHE JIEKAPCTBEHHBIX IPENaparoB, HOJDKHBI OBITE 00OpYZOBaHBI
TIPUTOYHO-BBITSDKHOM BeHTHIALMEN H  ofecrnedeHbl  CIEAYIONIMM
000pyJOBaHHEM ISl H3TOTOBJIEHHS JICKAPCTBEHHEIX MPeraparos:

nabopaTopHoe OOOpYyZOBaHME M CPEACTBA HM3MEPEHHH, B TOM YHUCIE
TEXHUYECKHE CpPEACTBa JUIi  IOCTOSHHOTO  KOHTPOJA  TEMIIeparyphl
M BIQ)KHOCTH;

XOJIOAWIHHUKH, €CJIM M3TOTOBJIEHHE JIEKAPCTBEHHOTO Ipenapara Tpebyer
COO0JII0IEHHS TEMIIEPaTyPHBIX PEKHMOB,;

naGopaTopHas mocy/a, IKadel (CTENIaXH).

31. TToTpeGuTeny He NOMyCKAIOTCS B IOMEILECHHS BETEPUHAPHON aNTeKH,
3a MCKJIIOYEHHEM IIOMEIIEHH, B KOTOPHIX OCYIIECTBISETCS OTIYCK
H3rOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB.




32. IToMellieHns BETEPUHAPHOM aNTeKH, OCYILECTBISIOMEH H3TOTOBICHUE
HeCTepUJIbHBIX JIEKAPCTBEHHBIX NPENapaToB, JOKHEI HMETH CJIEAYIOIHE 30HbL:

a) 30Ha JUIsl M3TOTOBJIEHHS JIEKAPCTBEHHBIX IIPENapaToB;

6) 30Ha 171 MOMKH U CTEPUIIH3alMH 1a60paTOpHOM MOCY AL,

B) 30HA JIJIs XpaHEHU HCXOIHOTO CBIPhS;

r) 30Ha JUIS XpaHEeHHUs 1 H3TOTOBJIEHHUS IPOMEXYTOYHBIX MPOTYKTOB;

I) 30HA JUIS XpaHEHHs H M3TOTOBJICHNS PEaKTHUBOB,

€) 30Ha JiIs XpaHEHHs W3TOTOBJIEHHBIX JIEKapCTBEHHBIX IIPENapaToB;

) 30Ha Ul XPaHEHUS YIAaKOBOUHBIX MaTEpPHAllOB, BCIOMOTaTENBHBIX
MaTepuaJioB, Taphl;

3) 30HA JUI KOHTPOJIBHON MapKMPOBKH M I€PMETHYHOrO YKYIOPHBaHHA
U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX NIPENApaToOB;

¥) 30Ha JIs YIIAKOBKH H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX MPETIAPaTOB;

K) 30Ha OTIyCKa JIEKAPCTBEHHBIX NPENapaToB MOTPEOUTENSIM.

B cinydae HeOOXOOMMOCTH IOJNYYEHHs BOJBI OYHMILICHHOH BeTepHHApHAs
anTeKa JOJDKHA HMETh 30HY JUIS TIOJIy4EeHHUs BOJBI OUHILEHHOM.

33.Tlpy pacmoNOXKEHMH 30H BETCPHHAPHOM aNTeKM ODKHBI OBITH
HCKIIOYEHBl BCTPEYHBIE WM II€PEKPECTHBIE ITOTOKH HMCXOJHOIO ChIPBA
¥ M3rOTOBJIEHHBIX JIEKAPCTBEHHBIX NIPENapaToB.

34.Paboyee  MeCTO  amTeYHOro  pabOTHHKA,  3aHHMMAIOIIETOCs
M3TOTOBJICHHEM JIEKAPCTBEHHBIX TIpernapatoB M (MIH) OCYIIECTBISIOLIETO
BHYTPUAITEYHBI KOHTPOJIb, PpACMOJNaracTcs B MOMELICHHH, B KOTOPOM
M3rOTaBJIMBAIOTCS JIEKapCTBEHHbIE NIPENapaThl.

35. B noMelleHHsIX BETEPHHAPHON anTeKy, B KOTOPBIX W3rOTaBIMBAIOTCS
JIEKapCTBEHHBIE IIpeaparhl, He JOIYCKAITCA: |

a) XpaHeHHe XO3SHUCTBEHHOTO M JPYroro MHBEHTApsl, HE KCIONB3YeMOIo
TIPH H3TOTOBJIEHHH JIEKAPCTBEHHBIX NIPENApaToB, ONEKIB! PAOOTHHKOB;

0) pa3MereHue 30HbI OTABIXA M NPHEMA MHUILY,

B) OCYIIIECTBJIEHHE TOPTOBIIH JIEKAPCTBEHHBIMHM MpeTIapaTaMH.

36. BeTepuHapHas anTexa, OCyIIECTBIAOMAs H3rOTOBICHHE CTEPAIBHBIX
NIeKapCTBEHHBIX TPEeNapaToB B aCeNTHYECKHX YCJIOBMAX, IOMHMO 30H,
yKa3aHHBIX B IyHKTe 32 Hactosummx IIpaBui, NO/DKHAa HWMETh aCeNTHYCCKHH
610K, KOTOPBIi JOJDKEH BKIIOYATh:

a) ILMO3bl Jis paGOTHUKOB NP BXONE B aceNTHYECKUH OJOK, md
MOCTYMNAIOMUX HCXOMHOTO CHIPbS M YNAKOBOYHBIX MaTepHalIoOB, a TaKkke A
Tnepefiayy M3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOTOpHIE 3allMINAIOT
BO3LYX [IOMELICHUS [UIS U3TOTOBJICHMA JIEKapCTBEHHBIX  IPENapaToB
OT KOHTaMHHAIHH;




6) moMelleHWe s TOJNYYeHHs BOABI [ MHBEKIMH (HOMycKaeTcs
COBMEIIICHUE C 30HOM JUIs MONydeHHs BOABI OYHMILEHHON B ClIydae IOIyYeHHS
B BETEpHHAPHOM alTeKe BOIBI OYHILEHHON H BOMIBI ISl HHBEKIIMI);

B) TMOMEIlleHWe Ui H3TOTOBIEHHMS JIEKapCTBEHHBIX IMPENaparos,
000pyJ0BaHHOE JIAMIUHAPHBIM OOKCOM;

r) MoMelleHHe I CTEpHIH3aLMU M3rOTOBJIEHHBIX JIEKapCTBEHHBIX
[penaparos;

) TIOMEIEHHe Uil KOHTPOJBHOH MAapKMpOBKM H T€PMETHYHOTO
YKyHOpHBaHMs N3TOTOBIICHHBIX JIEKAPCTBEHHBIX IIPENapaTos;

€) TMOMEILIeHHe i1 YNAKOBKM H3TOTOBJICHHBIX JIEKapCTBEHHBIX
Ipenaparos.

37. doctyn B acenTH4ecKui OJOK, yKa3aHHBIH B IyHKTe 36 HaCTOALIAX
INpaBui, MAOKHBI WMETh TOJBKO aNTe4yHble paOOTHHKM, ONpPEIEICHHbIC
PYKOBOJHTEIEM BETEPHHAPHOM alTEeKH.

38.Jlns BeTepHHApHBIX AalTeK, OCYLICCTBIAIOIIMX HM3rOTOBICHHE
B aCENTHYECKUX YCIOBHUAX TOJNBKO IMa3HBIX Kallenb, HEOOA3aTeIbHO HATHYHE B
COCTaBE€ AacCENTHYECKOro OJIOKa OTACHbHBIX IIOMELICHHMH, YKa3aHHBIX B
MOAMYHKTaX «I» U «» MMyHKTa 36 HacTosmux Ilpasui.

39.B acemruyeckoM  Ojioke  mepel  Ha4yaloOM  HM3TOTOBJICHHUA
JIEKAPCTBEHHBIX IIPENapartoB HODKEH HPOBOAUTECA MHUKPOOHOIOrMYECKHUit
KOHTPOIb BO3/lyXa, BOABI OYMILEHHOH W BOIBI IJI MHBEKIHH, 060pYy10BaHMuS,
nMabopaTopHOM  MOCYABl, PYK M  ONEXABl  aNTeYHBIX  pabOTHHKOB,
HEMOCPENCTBEHHO  3aJeHCTBOBAHHBIX B  M3TOTOBJIEHHH  JIEKapCTBEHHBIX
Mpenaparos.

B ocrajbpHBIX IOMELIEHUAX BETEPUHAPHOM aNTEKH, 3a HMCKIIOYEHHEM
NOMEIeHHS [JI8 OTNyCKa JIEKapCTBEHHBIX MpEmapaToB HOTpeOHTENsM,
MHKPOOHOJIOrUYeCKUi KOHTPOJIb JO/DKEH MPOBOAUTHCS HE PEXKe OQHOrO pasa B
KBapTal.

IV. TpeGoBaHusi K H3rOTOBJIEHHIO JIEKAPCTBEHHBIX NPeNnapaToB

40.TIpy W3rOTOBJIEHHH JIEKADCTBEHHBIX IIPENapaToB HCMOJIB3YIOTCS
3apervCTPHPOBAHHbIE JIEKAPCTBEHHbIE MpenapaTsl U (MIH) hapMaleBTHYECKHe
cy6cTanuu®.

41, BcrioMoraTe/bHbIE BEINECTBA, HMCIOJIbB3yeMble IPH H3TOTOBIEHHH
JNIEKapCTBEHHBIX  pENapaToB, JOJKHBl COOTBETCTBOBaTh  TPEOOBAHUAM
dapmakomeiHBIX  cTaTell  (BCOMOraTenbHBIE — BEIIECTBAa,  ONMCAHHBIE

6Yacrp 2 craThii 56 ®enepanbHoro 3akoHa oT 12 ampems 2010 r. Ne61-®3 «O6 obpaiueHnn
NEKAPCTBEHHBIX CPEACTBY. ~




B TIOCYJapCTBEHHOM (papMmakoree) WiIM TpeOOBaHUAM, YCTAHOBICHHBIM HX
NpPOM3BOAMTENIEM  (BCIIOMOraTelbHBIE  BEIECTBA, HE  ONNMCAHHBIE B
rocyJapcTBEHHOH (apMmakoriee).

42.TIpu M3rOTOBJEHHMM JI€KapCTBEHHBIX IIPENapaToOB HE MOTYT OBITh
HCIOJIb30BaHbI STIOBUTBHIE, HapKOTUYECKHUE, IICUXOTPOITHBIE,
CHITPHOEHCTBYIOIINE BEIECTBA U PAAUOHYKIHAB! (PafHOAKTHBHBIE M30TOIIEL),
a TaKkxKe OMOJIOrHYeCKHii MaTeprall )KUBOTHBIX U IITaAMMBI MUKPOOPTaHH3MOB.

43.He [omyckaeTcs  W3rOTOBICHHE  BETEPHHAPHBIMH  anTeKaMu
JIeKapCTBEHHBIX TPENapaToB, 3aperUCTPHPOBaHHLIX B Poccuiickoi ®enepanyn’.

44, 3aperucTpapoBaHHbIE JIEKapCTBEHHBIE NIPENapaThl UCTIONB3YIOTCS TIPH
W3TOTOBJICHHUH JIEKAPCTBEHHBIX NpernapaToB MAis MpHeMa BHYTPb H JIJIA
HapYXXHOTO MPHMEHEHHs B CIIydyae, eCIH 3TO yKa3aHO B peleNnTe, TpeOOBaHUH
BETEPHHAPHOW  OpraHM3alMd WIM TpeOOBaHMH  IpeANpUHHMATENI H
COOTBETCTBYET HHCTPYKIMH no BETEpHHAPHOMY TIPUMEHEHHUIO
3apEeruCTPUPOBAHHOIO JIEKaPCTBEHHOTO Ipemnapara.

45.TIpu W3rOTOBJIEHHMH JIeKAPCTBEHHBIX IMpENapaTroB 3alpelaercs
HCIIONB30BaTh  JIEKAPCTBEHHBIE Tpenaparsbl, BKIIOYEHHBIE B  IEpEYCHb
JNIeKapCTBEHHBIX MPENapaToB, NpeIHa3HAYSHHBIX I JIEUCHUs MHQEKIMOHHBIX
M [apasuTapHeIX Oone3Hedl  KMBOTHBIX, BBI3BIBAEMBIX  IATOTCHHBIMH
MHKPOOPTaHM3MaMH U YCJIOBHO-TIATOT€HHBIMH MHKPOOPTraHU3MaMH,
B OTHOIIEHHM KOTODPBIX BBOJATCS OTPaHMYEHHs Ha NPHMEHEHHE B JIYEOHBIX
HensX, B TOM 4YHCIEe [ JICYSHHS CEeNbCKOXO3AMCTBEHHBIX JKUBOTHBIX,
YTBEpXKAaeMBI B COOTBETCTBHH C IIyHKTOM 6 9acTu 4 ctateu 10 PenepanbHOro
zakoHa oT 30 mexabps 2020 r. Ne 492-®@3 «O GHonorvueckoi 6e30macHOCTH
B Poccuiickoit denepauun».

46. B mpoliecce W3TOTOBIECHUS JIEKAPCTBEHHOIrO Mperapara anTe4HbIM
pabOTHHKOM  3amoNHSETCs ~ NOKYMEHT,  Colepalluid  MHpOpMalmio,
TIpedyCMOTPEHHYIO IyHKTOM 75 Hacrosmmx IlpaBun (namee — macmopr
ITHCBMEHHOTO KOHTPOIS).

47.Tlocne BCKPHITHS TEPBUYHOH YINAaKOBKM HCXOIHOE CHIPBE IODKHO
XPaHUTBCS B MPOILEAIIMX OYHCTKY EMKOCTSX C COOJIIOACHUEM CPOKOB XPaHEHHs
yKa3aHHOTO ChIpbsI BO BCKPBITOH YIIaKOBKE.

48. Ha 3THKeTKax €MKOCTeHl C KCXOOHBIM ChIpbeM JO/DKHBEI OBITH
yKa3aHBbl:

a) HaMMEHOBAaHHE UCXOAHOIO CBIPhS,;

6) yCloBUs XpaHEeHHs, 1aTa BCKPHITHS yIaKOBKH HCXOJHOTO ChIPh;

B) JlaTa 3aMOJHEHUS EMKOCTH;

TYacts 2 cTaThi 56 MenepanbHoro 3akoHa ot 12 ampena 2010 r. Ne 61-@3 «O6 oGpaumeHun
JIEKapCTBEHHBIX CPENCTBY.
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r) damuims, ¥Ms, OTYeCTBO (IPU HANWYMM) M IOINHKCH aNTE4YHOro
pabOTHHKA, 3aTIOTHUBILETO EMKOCTb.

49. Ha sTHKeTKax €MKOCTeH ¢ MPOMEXYTOYHBIMU NPOAYKTaMH IOJKHBI
OBITh yKa3aHBI:

a) HaMMEHOBaHHUe POMEXXYTOYHOTO IIPOIYKTa,;

6) comepxaHue MeHUCTBYIOIIEro BelllecTBa (A1 PacTBOPOB YKa3bIBAaeTCS
KOHIIEHTpaIus);

B) JaTa H3TOTOBJEHHS, CPOK TOJHOCTH M YCJIOBHS XpaHEHHs
MPOMEXXYTOYHOTO NPOJYKTa;

r) dbaMuiusd, WMs, OT4ecTBO (NpM HAIMYMH) H MOANKCH ANTEYHOIO
pabOTHHMKA, H3TOTOBUBIIETO MPOMEXYTOYHBIH IPOMYKT, & TaKKe anTe4vHOro
pabOTHHKA WM OTBETCTBEHHOTO JIHMIA, OCYIIECTBHBINEIO BHYTPUANTEYHBIN
KOHTPOJIb.

50. EMKOCTM ¢ WCXOAHBIM CBIpbEM, YMaKOBOYHBIMH MaTepHallaMH
1 IPOMEKYTOYHEIMH MPOAYKTAaMH JODKHBI HMETB CJIENYIOLLYI0 MApPKUPOBKY:

«OcylecTBIsAETCS BHYTPHANTEUHbIH KOHTPOJIb) — HAHOCHTCS HAa eMKOCTH
C HCXOIOHEIM CHIpbEM, YMAKOBOYHBIMU MAaTepHalaMH, IPOMEXYTOYHBIMU
NPOAYKTaMH, KOTOpHIE IPOXOAAT BHYTPHANTECUHBIH KOHTPOJIb Ka4eCTBa;

«Pa3pelieHo HCMOIb30BaTh» — HAHOCHTCS HAa €MKOCTH C HMCXOIHBIM
CHIDBEM, YIAKOBOYHBIMM MaTepHallaMH, IPOMEXYTOYHBIMH IIPOAYKTaMHU,
KOTOpBlE MO  pe3yJbTaTaM  BHYTPHANTE€YHOTO  KOHTPONS  TIPH3HAHBI
COOTBETCTBYIOLIMMH TpeGOBaHUAM (apMaKoNeHHBIX cTaTedl (IJis HCXOAHOTO
CHIpbi ¥ MPOMEXYTOYHBIX IMPOAYKTOB), TpeOOBaHUAM IPOU3BOJHUTENA
(7151 yNaKoBOYHBIX MaTEpHAJIOB) (1ajiee — OKa3aTeN KadecTBa);

«3anpeleHo HCIOJIb30BaTh» — HAHOCUTCS Ha €MKOCTH C HCXOJHBIM
CHIPbEM, YMAKOBOYHBIMU MAaTepHalaMM, IPOMEXYTOYHBIMH IIPOAYKTaMH,
KOTOPEIE 1O  pe3yNbTaTaM  BHYTPHAITEYHOTO  KOHTPOJNSA  TIPH3HAHbI
HE COOTBETCTBYIOIIMMH IOKA3aTelsIM KayecTBa,

«3a6pakoBaHO TPH BXOJHOM (IIPHEMOYHOM) KOHTpOJNE» — HaHOCHTCA
Ha €MKOCTH C HCXOJHBIM CBHIPBEM, YNAKOBOYHBIMH MaTepHajlaMd, KOTOpbIC
HampaBleHBl [ WCCHENOBaHMsA  (MCNBITaHMA) B J1abOpaTopHIo,
TPy BO3HUKHOBEHWH COMHEHHH B MX Ka4€CTBE B PaAMKaX OPraHOJENTHYECKOro
KOHTPOJIS.

51. JlaGopaTopHasi mocyzna, KOTopas HCIOJB3YETCS NpPH H3rOTOBICHUH
JIEKApPCTBEHHBIX MpenapaToB, AODKHA MPOXOANTh OYHCTKY U CTEPHIN30BATHCA
B COOTBETCTBHH CO CTAaHJApPTHOM OMNEpalMOHHOM MpOLeAYpOH, YTBEPKIAEHHOH
cornmacHo NyHKTY 9 Hacrosmux IlpaBui, 3aKynopuBaTbCi M XPaHUTBCH
B 3aKPBITHIX IIKadax.
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52.Cpox XpaHeHHS CTepWIbHOH J1abopaTOpHOM MOCYIbl, KOTOpas
HICTIONB3YEeTCS NPH HU3TOTOBIEHUM HECTEPUIIBHBIX JIEKapPCTBEHHBIX MPEMNaparos,
cocTaBisieT He Gojiee TpeX CYTOK C JaThl CTEPHIIM3AllMH, a IPH M3TOTOBJICHUH
CTepWIBHBIX — He 6ofiee CYTOK C MOMEHTa CTEpUIM3alMM J1abopaTOpHOH
TIOCYHBI.

B ciydae ecnu B yKasaHHbI cpok JabopaTopHas mocyna He Obuia
MICIIONH30BaHA, OHA MOMJIEXKHT IIOBTOPHOH CTEpHIH3ALIUH.

V. Tpe6oBaHHs K H3TOTOBJIEHHIO H CTEPHJIH3ALHA
JIEKAPCTBEHHBIX NpenapaTos

53. 3ampemaeTcs OIHOBPEMEHHOE M3TOTOBICHHE HAa OIOHOM paboueM
MecTe HECKONbKHX pAaCTBOPOB [UIl HMHBEKIMH M (MIH) JeKapCTBEHHBIX
IpEenapaToB, COAEPXKAIUMX BEIIECTBA C Pa3IMYHBIMH HAUMEHOBAaHMAMH WIIH
BeIlleCTBA OJHOI'0 HAMMEHOBAHHMS, HO B PA3/IMYHBIX KOHIIEHTPALHsAX.

54. Ctepuiin3ailis pacTBOPOB JOJKHA OCYIIECTBIATHCS He MO3JHEE TpexX
4acoB C HayaJla X H3rOTOBIIEHHS, 32 HCKIIFOYEHUEM PAaCTBOPOB IIFOKO3HI.

55. Crepuim3aiiiss pacTBOPOB TIFOKO3bl JIOJDKHA OCYIIECTBIISTBCS Cpasy
10cjie UX U3rOTOBJICHHS.

56. TToBTOpHAd CTEPUITH3ALIMSA HHBEKIIMOHHBIX H HHQY3HOHHBIX PaCTBOPOB
He JIOITyCKaeTcs.

57. lns M3rOTOBJEHUA TapeHTEPAIbHBIX JIEKAPCTBEHHBIX IIpenaparos,
KOTOpBIE HE MOUIEKAT TePMHUYECKON CTEPUIM3AIMY U B H3TOTOBJICHHH KOTOPBIX
B KauecTBE PAaCTBODHMTENS HCIONIB3yeTcs BOJa, HEOOXOAMMO HCIONB30BaTh
TONBKO BOAY Ui MHBEKIMH, a QUHANBHYIO CTEPUIHM3ALMIO IMPOBOJMTHL IYyTEM
QHUIBTpALMM B JIAMMHADHOM [OTOKE BO3JyXa C TOMOLIBIO MEMOPaHHBIX
(UIETPOB C HOMUHAJIBHBIM pa3MepoM nop He 6oinee 0,22 MKM.

58. Jlia WM3roTOBIEHMs TJAa3HBIX Kamelnb, KOTOpble He MOJIeKar
JaypHEeHIIed TepMUUECKOH CTepHIM3ALUM, HEOOXOAMMO HCHOIB30BATE BOIY
U MHBEKLHH, a (PMHATBHYIO CTEPHIM3ALHIO IPOBOJUTH MyTEM (UIbTpaLHH
B JIAMMHApHOM [OTOKE BO3AyXa C IOMOIIbIO MeMOpaHHBIX (HILTPOB
C HOMHHAJIBHBIM pa3MepoM mop He 6onee 0,22 MKM.

59.B uensix obecrnedyeHus coONOJeHUs TpeOOBaHMH, MPEABABIAEMbBIX
K H3TOTOBJIEHHIO CTEPUIBHBIX JIEKAPCTBEHHBIX IPENaparToB, B BETEPHUHAPHOH
afnTeKe BeETCs KYPHAT PETUCTPALIUU PeXHUMa CTEpUITH3ALIKA.

B >KypHaJ1 perdcTpaliy pexXHuMa CTEPWIM3ALMH BHOCATCS CleIyIOIlHe
CBeJIeHHS:

a) 1aTa U MOPAAKOBHIH HOMEp IPOBEICHUS CTEPHITH3AIINH;
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0) HaMMEHOBaHHE ¥ KOIIMYECTBO HCXOJHOIO ChIpbS, W3TOTOBJICHHBIX
NIEKapPCTBEHHBIX NPENapaToB, JabOpPaTOPHOH MOCYIbl M TNPOYMX MATEPHANIOB,
HOJIEXKAIIHX CTEPUITH3ALHH;

B) YCJIOBHS CTEPHIIM3AIMH (TEMIIepaTypa, Bpems);

I') pe3yJbTaThl TEPMOTECTA,

1) IOANHKCH ANTEYHOTO pabOTHHUKA, IPOBOJMBIIIETO CTEPHII3ALIHIO.

V1. YnakoBKka H MApPKHPOBKA H3roTOBJICHHBIX JIEKAPCTBEHHbLIX NPenapaToB

60. Beibop ymakoBKM UM YKYNOPOYHBIX CPEACTB  OCYLUCCTBIACTCA
B 3aBUCUMOCTH OT CBOWCTB, Ha3HAYeHHs H KOJMYECTBA H3rOTOBICHHOIO
JIEKapCTBEHHOTO IIpelapaTa B COOTBETCTBHM ¢ TPeOOBaHHMAMH (papMaKomeHHbIX
cTaTei.

61. CTepriibHEIE JIEKapCTBEHHbIE IIpenaparhl JO/DKHBI OBITH yaKOBaHBI
B CTEPUIBHYIO YIIaKOBKY.

62. JlekapCTBEHHBIE TPENaparhl, TPeOYIOMMUEe 3aIUTEI OT ASHCTBHS CBETA,
JOJDKHEI OBITH YIIAKOBAHBI B CBETO3AIIIUTHEIE EMKOCTH.

63. JlekapCTBeHHBIE MpemapaThl, COACpXKalllue JIeTy4Yhe BelIecTBa,
TpeOyrolye 3allMTBl OT YJETYYMBaHHS, THIPOCKONMYHbIE BEIECTBA H
BEIIIECTBA, KOTOPBIE OKUCIAIOTCS, MODKHBI OBITH yNAakoOBaHbl B IépMETHYHBIC
EMKOCTH M3 HENPOHMIAEMBIX JUI1 COOTBETCTBYIOIIMX BEIUECTB MaTepHaoB,
YKyHOpEHHbIE HABMHYMBAIOLIMMKCS KOJINAYKaM{ HIIM KPBILIKaMH B KOMILIEKTE
¢ Ipo6KaMK KK MPOKIIAJKAMH C YIUIOTHSIOLIAMH 3JIEMEHTaMH.

64. VakoBKa JIEKapCTBEHHBIX IIpENapaToB, COAEpXaIlUX JIeTy4ue
BelllecTBa, TpeOyrolie 3allUTH OT YJIETyYMBaHHs, WM BELIECTBA C 3allaxoM,
OCYIIECTBJIAETCS OTAENBHO OT YIIaKOBKH JPYTHX JIEKApCTBEHHBIX IIPENapaToB.

65. Ha ynakoBKy H3TrOTOBIICHHBIX JE€KapCTBEHHBIX IpeNapaToB JOJKHbI
OBbITH HAHECEHBI STUKETKH, COJIEPIKALIIUE CIEAYIOIyI0 HHPOPMAIIHIO:

a) HoMep pelenTa (IIpy HAJIMIHH),

6) cocTaB JIeKapCTBEHHOT'O IIpenapara;

B) HaaNUCh «JJIs1 BEeTEPHHAPHOTO MPUMEHEHHUA;

I') JaTy W3rOTOBJIICHU,

) crioco6 NpUMEHEHHMs JICKapCTBEHHOTO Ipemnapara (BHYTpeHHee,
HapyXXHOe, JUIl HHBEKLIMH);

€) CPOK T'OTHOCTH («ToJieH 0 »);

) YCIJIOBHSI XPaHEHH,

3) IpefiocTepekeHre «XPaHUTh B HEJOCTYIHOM IS A€Tel MecTe»;

) 1718 CTEPHIIBHBIX JIEKApPCTBEHHBIX (OPM MOMOIHUTENBHO YKa3bIBACTCA
«CtepuiibHOY;
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K) B 3aBHCHMOCTH OT COCTaBa M3TOTOBJICHHOI'O JIEKAPCTBEHHOTO Npernapara
M ero CBOICTB JONOJHHMTENFHO YKasbiBaercs «bepeub or orHs» (amd
JIerKOBOCILIAMEHSIONIMXCA M JIETKOrOPIOYHMX JIEKapCTBEHHBIX IMpeNaparos),
«O6paiaThcs 0cTOPOXKHO!» (IJIs1 B3pHIBOOIIACHBIX JIEKaPCTBEHHBIX NPENapaToB),
«[lepen mnpuMeHeHHWeM B30anThIBaTh» (M JIEKAPCTBEHHBIX IMPENApATOB,
IpH XpaHEHHUH KOTOPBIX 00pa3yeTcst 0CaioK).

VII. BHyTpuanTe4HblH KOHTPOJIb

66. BHyTpHanTeyHblii KOHTPOJb OCYIIECTBISETCS B  COOTBETCTBHHU
C METOJAMH KOHTpPOJS KadyecTBa, MPEeNyCMOTPEHHBIMU (apMaKoNeHHOMI
craTheil, obmmel (apmakorneitHoi craThell (majee — (papMaKONeHHbIE CTAThH)
U1 JIEKAPCTBEHHBIX ()OPM H3rOTaBIMBAEMBIX JIEKApCTBEHHBIX IPEAparoB,
U BKJIIOYaeT:

BXOJHOM (IIpUEMOYHBIN) KOHTPONb (hapMalleBTHYECKHX CyOCTaHIuiA,
HCXOTHOIO CBIPhS M YIIAKOBOUHBIX MaTEPHAJIOB;

IIPOMEXXYTOYHBIH KOHTPOJIb IIPOMEKYTOYHBIX IPOAYKTOB,

KOHTPOJIb H3TOTOBJIEHHOIO JIEKapCTBEHHOTO TIPENapara;

KOHTPOJIb TIPH OTIYCKe JIEKAPCTBEHHOIO Mpenapara.

67. B oTHOWIEHHHM METOJOB KOHTPOJIS HCXOAHOTO CHIPBS, IPOMEXYTOYHBIX
NpOAYKTOB W HW3TOTOBIEHHBIX JIEKAPCTBEHHBIX IPENapaToB, MPOLECCOB
M3rOTOBIIEHMS] JIEKAPCTBEHHBIX TIPENapaToB JOIKHEI OBITH JOKYMEHTAIbHO
oopMIIEHBI JeHCTBHS, MOATBEPXKIAONIHE, YTO yKa3aHHbIE METOA HIIH MpoLece
COOTBETCTBYIOT TpeGOBaHUAM (papMaKONEHHBIX CTaTEMH.

68. [TocTymaiompe MCXOIHOE CBHIPBE M YNAaKOBOYHBIE MaTEpPHUAIbI
TIO{BEPrafoTCs BXOAHOMY (TIPHEMOYHOMY) KOHTPOJIIO.

69. BxoaHo#i (IpHEeMOYHBI) KOHTPOJb BKIIOYAE€T NPOBEPKY BHEIIHErO
BHJa, arperatHOro COCTOSHMS, LBETA, KOHCHCTEHUHWH, OAHOPOIHOCTH
CMELIMBaHKs, OTCYTCTBHS WM HAJMYHNS MEXaHMYECKUX BKIIIOYEHHH HCXOAHOTO
ChIpbSl M YIAKOBOYHBIX MaTepHANIOB (Jajee — OPraHONENTHIECKUH KOHTPOJIb
MCXOJHOTO CBIPBA M YNMaKOBOYHBIX MaTepHaOB), @ TAKXKE BU3YAIbHYIO OLEHKY
IIEJTOCTHOCTH YNAaKOBKM W COOTBETCTBHS MAapKMPOBKH (apMalleBTHYECKUX
CyOCTaHLMii, MAPKHPOBKH 3aperHCTPHMPOBAHHEIX JIEKAPCTBEHHBIX IpenapaToB
Tpe6oBaHUAM cTaThi 46 ®eepanbHOTO 3aKkoHa ot 12 anpens 2010 r. Ne 61-@3
«O6 oOpalleHHH JIEKAPCTBEHHBIX CPEICTBY», MPOBEPKY IPaBHJIBHOCTH
OoQOpPMIICHHS  COIPOBOAMTENBHBIX  JOKYMEHTOB, HAaIH4YUs HAOKYMEHTOB
NPOU3BOAUTENS, MOATBEPXKIAIOIIMX  COOTBETCTBME  HCXOITHOTO  CHIPBS
¥ YIIaKOBOYHBIX MaTepHAIOB ITOKa3aTessIM KauyecTBa.
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70. B xypHan BXOAHOTO (IPUEMOYHOr0) KOHTPOIIS BHOCATCS ClIEIyIOLIIe
CBEICHUS:

a) TOPSIKOBEIN HOMEp 3allUCH;

6) Ha¥MEHOBaHHE UCXOTHOTO CHIPBS MM YNIaKOBOYHBIX MAaTEPUAIIOB;

B) JaTa NOCTYIUIEHHS MCXOIHOIO ChIPh MM YIIAaKOBOYHBIX MaTCPHAIIOB;

I) /1aTa ¥ HOMEP CONPOBOAUTENBHOIO JOKYMEHTA,

) HOMEp 3aliCH B IOCYJAapCTBEHHOM DPEECTpe JIEKapCTBEHHBIX CPEACTB
IV BEeTEpMHAPHOTO NpPMMEHEHHUs (B cilydae MOCTYIUICHHS (apMaleBTHYCCKHX
cybcTaHIMil B KA4ECTBE HCXOJHOTO CBIPhA);

e) HOMEp PpErucTpPalMOHHOTO YAOCTOBEPEHHs Ha JIEKapCTBEHHBIH
npenapat (B Ciaydyae IOCTYIUIEHMsS 3apErHCTPHPOBAHHBIX JIEKapCTBEHHBIX
TIpenaparoB B KavYeCTBE UCXOJHOTO CBIPhA);

’K) pe3yJbTaTsl BXOZHOTO (TPUEMOYHOr0) KOHTPOJS Ha COOTBETCTBHE
MOKa3aTeNsiM KauecTBa, YKA3aHHBIM B (apMaKoNeiHON CTaThe («COOTBETCTBYETY
WM «HE COOTBETCTBYET);

3) dammnus, WMs, OTYeCTBO (IIpH HANMYMH) W IIOANUCH ANTEYHOIO
pabOTHHKa, OCYIIECTBUBIIETO BXOAHOH (IPHEMOYHBIN) KOHTPOJIb, WU
OTBETCTBEHHOTIO JIMLIA.

71.1Ipy BO3HMKHOBEHHH B paMKaX OpraHOJENTHYECKOro KOHTPOJIA
HCXOJJHOTO CHIPbS M YNaKOBOYHBIX MaTe€pHAJOB NPH BXOAHOM (IIPHEMOYHOM)
KOHTpPOJIE COMHEHHH B KauyecTBE MCXOJHOTO CBHIPbS MM YNAaKOBOYHBIX
MaTepHaioB 00pa3lbl HCXOJHOTO CBHIPbS MM YIAKOBOYHBIX MAaTcpHajoB
HaIpaBJIAIOTCS JUIA MCClIeNOBaHus (WCIBITaHUA) B J1abopaTopHio. YKasaHHOe
HCXOJJHOE CHIphE MM YNAKOBOYHBIE MaTepHalbl C MApKHPOBKOH «3abpakoBaHoO
npu BXOAHOM (IPHEMOYHOM) KOHTPOJIE» XPaHATCS B BETCPHHAPHOW amTeke
M30JIMPOBAHHO JI0 TIOIy4Y€eHHs IPOTOKOJIA HCIIBITAHMHA U3 J1abopaTopuy.

B ciyyae mojy4eHds u3 JabopaTopuM NPOTOKONA MCIBITAHHH, KOTOPBIM
YCTAHOBJIEHO HECOOTBETCTBHE KayeCTBA MCXOAHOTO CHIPbS WM YIaKOBOYHBIX
MaTEepHajiOB, TaKOe HCXOJHOE ChIph€ MJIM YIIAaKOBOYHBIE MAaTEpHalbl HE
IIOJJIeXKaT ACIOJIb30BAHHMIO.

72.B cirydae yCTaHOBJIEHUS HECOOTBETCTBHUSA KayecTBa
(apManeBTHYeCKHX CyOCTaHLMH HIM 3apeTMCTPUPOBAHHBIX JIEKaPCTBEHHBIX
IpenaparoB, HCIOJIb3YEMBIX B KaueCTBE MCXOAHOIO ChIPbS, MX YHHYTOXCHHE
OCYILIECTBISIETCS B COOTBETCTBHM C TPaBAJIaMH YHHYTOXEHHS M3BATHIX
hanbCUDUUMPOBAHHBIX  JIEKApPCTBEHHBIX  CPEACTB, HeNOOPOKaueCTBEHHBIX
JIEKApCTBEHHBIX  CPEICTB, KOHTpa(akTHBIX  JICKAPCTBEHHBIX  CPEACTB,
yTBEPHKJAEMBIMH B COOTBETCTBHH €O CTaThsiMu 47 u 59 DejepalbHOro 3akoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaleHuM JIEKaPCTBEHHBIX CPEICTB»
(nanee — ITpaBuiia yHUYTOXKEHHUS JIEKAPCTBEHHBIX CPENCTB).




15

73.1Ipx  TPOMEXYTOUHOM KOHTpPOJE IIPOMEXYTOYHBIX IPOAYKTOB
OCYILIECTBIAIOTCA oOmpezeNneHne (GU3MYECKHX M XHMHYECKHMX IOKa3aTelNe,
BKJIIOYas OMpejeieHne KOIMYeCTBa U NOAIMHHOCTH NEHCTBYIOIIErO BEIIECTRA,
B COOTBETCTBHHU C TpeGoBaHUAMH (apMakoneHHBIX CTaTei AJis JIeKapCTBEHHON
(GopMBI JIEKApCTBEHHOrO Ipernapara, a TaKkKe MHKPOOHOIOrHYECKH KOHTPOIb
MIPOMEXYTOYHBIX ITPOJYKTOB.

74. B xypHal MPOMEXyTOYHOTO KOHTPOJS IPOMEXYTOYHBIX MPOAYKTOB
BHOCATCS CJIEQYIOLIHE CBEACHUS:

a) MOpPSANKOBBIA HOMEp 3alHCH;

0) aTa U3rOTOBJICHUS IPOMEXYTOYHOTO IPOAYKTa;

B) CPOK XpaHEHHS IPOMEXYTOYHOTO MIPOIYyKTa,

I) ONHCaHWE TPOMEXYTOYHOIO MpPOAYKTa (ONMCAaHME BHEIIHETO BHIA,
arperaTHOro COCTOSHHS, [[BETA, KOHCHCTEHIIHH);

1) JaTa Hayajia TPOBENEHUS KOHTPONS NPOMEXYTOUHOIO MpOAYyKTa
IO MOKa3aTeIsIM KauecTBa;

e) Jara OKOHYaHHs TPOBEJECHUS KOHTPONSA IIPOMEXYTOYHOro IPOLyKTa
TI0 TIOKa3aTeNsIM KauecTBa;

) HaMMEHOBAaHHUA ITOKa3aTeJied KadecTBa (C yKa3aHHEM HOPMATHMBHBIX
Y NOJIy4YEHHBIX 3Ha4YeHMH MoKa3aTeneit KauecTna);

3) pe3yJIbTaThl POMEXYTOYHOTO KOHTPOJIS Ha COOTBETCTBHE MOKA3ATEISIM
KayecTBa («COOTBETCTBYET» WM «HE COOTBETCTBYET?),

1) GaMuius, WMs, OTYECTBO (P HAIM4YMH) M IIOANHCH ANTEYHOTO
paGOTHMKA WJIM OTBETCTBEHHOIO JIMLA, OCYIIECTBHMBIUEIO IPOMEKYTOYHBIH
KOHTPOJIb.

75. B nmacnopT MACEMEHHOTO KOHTPOJIA BHOCSATCS CJIEAYIOIIHE CBEACHU:

a) HoMep M gJata OQOpPMIIEHHS pelLenTa, TpeOOBaHMS BETEpPHHAPHOU
OpraHM3aliH WId TpeOOBaHKs IpeIIPHHUMATEIIS,

6) HaMMEeHOBaHHE U KOJIMYECTBO MCIOIB30BAHHOTO HCXOHOTO CHIPBS;

B) MOPSAIOK BBEIEHHS BEILECTB H IepedeHb TEXHOIOTHYECKUX ONepaLui;

I) HaMMEHOBAaHHS HCIIONB3YEMbIX O00OpYIOBaHHUs, CPEACTB W3MEPEHMH,
pPEaKTHUBOB,;

1) obiast Macca WM 00beM JIEKapCTBEHHOro IIpenapara, Yuciio 103;

e) cTeleHb pa3BelEHHUs OMEOIIaTHYECKOTo MCXOMHOIO ChIpbs (B ciydae
MCIIOTB30BaHUs NCXOAHOTO FOMEONMATHYECKOTO CHIPhA);

) Macca OTHENbHBIX JMO3UPOBAaHHBIX €IMHHMI M MX KOJIHYECTBO
(IpH M3rOTOBJIEHHH MOPOIIKOB U CYNITO3UTOPHEB); |

3) KOHIEHTpauus ¥ oO0beM (Macca) N00aBIEHHOrO H3OTOHHPYIOIIEro
BellecTBa (NpU [J0GAaBJIEHWM B INa3Hble KalUlM, DPacTBOPHl s HHBEKUHH
U uHY3Hi);
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M) COCTaB, KOHIIEHTpaUus U OOBEM KOHLIEHTPUPOBAHHBIX PpacTBOPOB
(TIpY UCTIONIB30BAHHH ISl U3TOTOBJICHUS JIEKApCTBEHHBIX NIPENIApPaToB);

K) WCMOJIb30BaHHBIE TPH pacyeTe KOIPQPHUIUEHTH BOMONOIIOIMEHHUS
JUISL PACTUTETBHOTO CHIPBS, UCIIONB3yEMOT0 IPH M3TOTOBJICHHUH JIEKAPCTBEHHOTO
mpernapara;

1) WCIOJB30BaHHBIE MPH pacdeTe KOodGhUIMEHTH YBEIUYEHHs 0oObeMa
BOOHEIX PacTBOPOB TIIPU pPACTBOPEHHHM BEIIECTB, BXOMIIMX B COCTaB
JIEKapCTBEHHOTO Npenapara;

M) aTa U3rOTOBJIEHHUS JIEKapCTBEHHOI'O Ipenapara,

H) HOMEp 3allMCH B XXypHajle KOHTPOJS H3TOTOBJICHHBIX JIEKAPCTBEHHEIX
IIpenaparoB;

0) damMuiaus, HMs, OTYeCTBO (NMPU HAJIMYUHM) K MOAIKCH aITEYHOrOo
paboTHHMKA, U3TOTOBUBILIETO JIEKAPCTBEHHBIH NpenapaT, ¥ anTe4yHoro paboTHMKa
WIH OTBETCTBEHHOTrO JIMIIA, OCYIIECTBHUBILEIO BHYTPHANTEUYHBIA KOHTPOJb
H3TOTOBJICHHOTO JIEKAPCTBEHHOT'O Ipenapara. ‘

76.Ilpu  KOHTpOJNE W3TrOTOBJICHHOIO JICKapCTBEHHOIO  Mpemapara
OCYILECTBIISAIOTCS:

a) TMpOBepKa BHEIIHEro BHJAa, ONHOPOAHOCTH CMEIIMBaHHS, OTCYTCTBHS
WIM  HaJIuYMsd  MEXaHMYECKUX  BKIIOYEHWH, KauecTBa  yKYNOpPHBaHHSA
M3TOTOBJIEHHOrO JIEKAPCTBEHHOI'O Tperapara B COOTBETCTBUM C TpeOOBaHUAMHU
(bapMaKoreiHbIX CTaTeH;

0) mpoBepka o0mel Macchl WM 00beMa H3TOTOBJIEHHOIO JIEKapCTBEHHOTO
npenapaTa, KoqudecTBa, o0beMa U MAcChl OTAENBHBIX JO3UPOBAHHBIX €AWHHI,
BOJOPOMHOIO IOKa3aTens, IUIOTHOCTH, BSI3KOCTH, MacCOBOM [OJM BIary,
NpoBepKa Ha MOMIMHHOCTh [EHCTBYIOIIMX BELIECTB M  ONpEHETICHHE
KOJIMYECTBEHHOT0 COJEpPaHUS [EeHCTBYIOIMX BEILECTB, KOTOPHIE BXOMSAT
B COCTaB JIEKAPCTBEHHOrO TMperapara, a TaKkkKe JIpyrHx I[oKasaresei
B COOTBETCTBHMH ¢ TpeGoBaHMsSMU (apMakoneiHsIX cTaTeil (nanee — QusmKo-
XMMHYECKH KOHTPOJIb M3TOTOBJIEHHOTO JIEKAPCTBEHHOT'O IIPeIapara);

B) MHUKPOOHMOJIOTHYECKUN KOHTPOJIbL H3TOTOBJIEHHOIO JICKAPCTBEHHOTO
Ipernapara;

r) IpoOBepKa anTeyHbIM DPaOOTHUKOM H (MJIHM) OTBETCTBEHHBIM JIHLIOM
3alOJIHEHHS TacmopTa MHCHMEHHOTO KOHTPOIS HENOCPEACTBEHHO TOCIe
H3TOTOBJICHHMSA  JIEKAPCTBEHHOrOo  Ipemapara M JKYPHalIOB  BXOIHOIO
(IpUEMOYHOT0) M TNPOMEXYTOYHOTO BHYTPHANTEYHOrO KOHTPONA, a TakKkKe
COOTBETCTBHSA 3alHCel B TMAaclopTe IIMCBMEHHOIO KOHTPOJS H pelenTe,
NPaBUJIBHOCTH MPOBEJEHHBIX pPacyeToB IIPH HU3TOTOBJIEHHM JIEKAPCTBEHHOIO
mperapara;
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1) BeJeHHE OTBETCTBEHHBIM JMIIOM U (WJIH) anTe4yHbIM pabOTHHKOM,
NPOBOAUBIIMM HCCIEOBaHHS IPU KOHTPOJE KavyecTBa H3TOTOBIEHHOIO
JIEKapCTBEHHOTO IIPeMapaTa, 3amuceii o MPOBEAECHUIO YKa3aHHBIX HCCIIEIOBaHUM
(manee — KOHTPOJIGHBIN JIUCT).

77. B KOHTPOJIBbHBIH JIUCT BKIKOYAIOTCS CIEAYIOINUE CBEACHU:

a) JaTa Hayajia poBe/IeHUs UCCIEeOBaHM U ]aTa WX OKOHYaHHUS;

6) wuHdopmamus o006 HM3rOTOBICHHOM JIEKApCTBEHHOM IMperapare
(HauMeHOBaHHWe, HOMEp pelenTa, TpeOOBaHHs BETEPUHAPHOW OpraHU3aLUH HIIH
TpeOOoBaHHs TpeIPUHIMATENA);

B) HaHMEHOBaHWE WIA HOMEpP METOJHKH HCIBITaHUM, B COOTBETCTBHU
C KOTOPO# NPOBOAATCHA KCCIIENOBaHUS MPH OCYIIECTBICHHM BHYTPHAIITEYHOTO
KOHTPOJIA;

T') pacueTHI P NMPOBEAECHNUH KOHTPOJIA Ka4eCTBa,

1) Macca B3ATBIX HABECOK, pa3BefieHHs (NIpU HANM4MH) NpPU IPOBEACHUH
KOHTPOJI Ka4eCTBa;

e) wuHpopMalkd, B TOM UHCIE HACHTU(MKAIMOHHbIE HOMeEpa,
HaMMEHOBaHME, MApTHsA, U3PAaCXOIOBAHHOE KOJIMYECTBO, CPOK TONHOCTH, A
NUTATENBHBIX Cpej] — TeMIepaTypa WHKyOMpOBaHHs, O CTaHIApTHEIX obpasuax,
PacTBOpax, PeaKTHBAX, MUTATENBHBIX CpeliaX, AUarHOCTHYECKHX Habopax, TecT-
CHCTEMaX, NMPUMEHSEMBIX NPH NPOBEACHHH HCCIEIOBaHHsA, U1 TUTPOBAaHHBIX
pacTBOpOB — TMOMpPaBOYHbIH Ko3(GHIMEHT (B ciy4ae CMEHBl TNapTHH
HCIIOIB3yEMOTO pEakTHBa WM CTaHIapTHoro obpasua B XOAe IPOBEACHHUA
HcClelOBaHMM YKa3bIBaeTCs 1aTa CMEHBI [IapTHH);

K) (aKTHYECKHE pe3ybTaThl IIPOBEACHHBIX HCCIEN0BAaHUH NPU KOHTpOJE
KadecTBa (II0 KaXIOMYy OIpelesseMOMy II0Ka3aTeli0 KavyecTBa YKa3bIBaeTCs
COOTBETCTBHE ¢apMaxomneHbIM CTaThsM: «COOTBETCTBYET» WIH
«HE COOTBETCTBYET»).

78.Ilpy  OTIyCKe  M3rOTOBIEHHBIX  JIEKADCTBEHHBIX  IperaparoB
MNPOBOJUTCSA KOHTPOIIB:

a) yIIaKOBKH JIeKapCTBEHHOIO npemnaparta Ha LIEJIOCTHOCTB,
repMEeTUYHOCTD, 3arpsA3HEHNS;

6) MapKHpPOBKH JICKAPCTBEHHOTO IIpernapaTa B YacTH COOTBETCTBHA
TpeGOBaHHAM K MapKUPOBKE, YCTaHOBJIEHHBIM HacTosiumu IlpaBunamy,
¥ uHbopMauuH, coiepxamieiics B perente, TpeGOBaHWM BeTEPHHAPHOH
OpraHM3alKy WK TpeOOBaHWUH MPEAIIPUHUMATEIS.

79.Tlociie HW3rOTOBIIEHUS JIEKAPCTBEHHOI'O IpemapaTa M OKOHYaHUS
TIPOBEIEHHs KOHTPOJISl M3TOTOBIICHHOTO JIEKAPCTBEHHOTO MpeTapaTa anTe4YHbIH
paGOTHHK, M3TOTOBMBIUMI JeKapCTBEHHBIN TNpenapaT, anTedHbid PabOTHHK
WIA OTBETCTBEHHOE JIMI[O, OCYIIECTBUBIINE KOHTPOJIb H3TOTOBJICHHOIO
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JIEKapCTBEHHOTO  Impenapara, JODKHBI  3alOJHATh  KOPEIIOK  pelenta
B COOTBETCTBHH ¢ (opMoil pelienTypHoro GlaHKa Ha JIEKapCTBEHHBIN Mpenapat
JJIS BETEPMHAPHOrO NpPUMEHEHHS, YTBEPKJAeMOH B COOTBETCTBHH C YacThbiO
Tpetbeii craThu 16 3akoma Poccmiickoit ®emepanmu or 14 mas 1993 r.
Ne 4979-1 «O BetepuHapum».

80. AnTeuHslii paOOTHHK WJIH OTBETCTBEHHOE JIMIO, OCYINECTBHBILHE
OTIYCK M3rOTOBJIEHHOTO JIGKAPCTBEHHOTO TIIpenapara, [ODKHO MOANHCaTh
KODELIOK pellenTa, YKa3aTh CBOM (aMHIIMIO, UM, OTYECTBO (IIPM HAIMYUH) U
JaTy OTIYCKa M3TOTOBJIEHHOIO JIEKapCTBEHHOIO Mperapara, a TaKkxe BHECTH
COOTBETCTBYIOIIHE 3aIIUCH B XyPHaJ KOHTPOJISl U3TOTOBJICHHBIX JIEKapCTBEHHBIX
IpenapaToB.

81.B >XypHal KOHTpOJsS H3rOTOBJEHHBIX JIEKapPCTBEHHBIX IpeNapaToB
BHOCATCS aNTeYHbIM pA0OTHHMKOM WIM OTBETCTBEHHBIM JIMLOM CIIEAYIOMIHe
CBEJICHUS:

a) IOPSIAKOBBIN HOMED 3allUCH,

6) HoMep W jaara OQOpMIEHHsA pelenTa, TpeOOBaHUS BeTEpHHAPHOH
OpraHH3alUK WK TpeOOBaHHS IIPEANPUHUMATEIS,;

B) ¢aMunud, HMs, OT4ecTBO (TIpH  HanMuuu)  (pU3MIECKOro
JIMIIA — BIAJeNbla JXVBOTHOTO MM MOJHOE WIHM COKpallleHHOe (IIpH Hali4HH)
Ha¥MEHOBAHHUE IOPUAWYECKOro KA — BIaJeNblla )XUBOTHOTO;

r) HAaMMEHOBaHKe U KOJIMYECTBO UCIIOJIb30BAaHHOTO HCXOJHOTO ChIPBS;

1) JexapcTBeHHas ()opMa H3roTOBJIECHHOTO JIEKAPCTBEHHOTO Ipernapara;

€) JaTa H3rOTOBJICHHUS JIEKaPCTBEHHOrO Mpemnapara,;

) CPOK XpaHEHHs U3TOTOBIEHHOrO JTEKapCTBEHHOTO Npernapara;

3) fdaTa Hayaja I[IpOBEJCHHA KOHTPOJISi KauecTBa H3rOTOBJICHHOIO
JIEKapCTBEHHOTO Tpenapara,

M) JaTa OKOHYAaHWS INPOBENEHHS KOHTPOJSA Ka4ecTBa HM3rOTOBJIEHHOIO
JIEKapCTBEHHOTO IIpernapara;

K) OMHCAaHHE H3TOTOBICHHOTO JIeKapCTBEHHOTO Ipernapara (ONMHCaHHe
BHEIIHEro BHJA, arPeraTHOro COCTOSHHA, 1[BETa, KOHCHCTCHLUM);

1) HoMepa (apMakOmeHHBIX CTaTeH, IO KOTOPHIM OCYIIECTBIAJICA
KOHTpOJIb KaueCTBa U3rOTOBJICHHOTO JIEKapCTBEHHOTO MpenapaTa;

M) HaMMEHOBaHME IOKa3aTeledl KauyecTBa, [0 KOTOPHIM OCYIIECTBIIAICS
KOHTPOJIb Ka4eCTBa M3TOTOBIEHHOTO JIEKapCTBEHHOro mpernapara (¢ yKa3aHHeM
HOPMATHBHOTO U [I0Jly4eHHOTO 3Ha4eHUH I10Ka3aTells KauecTBa);

H) JaThl ¥ HOMEpa MPOTOKONIOB MCNBITAHWA B Cily4ae OCYIIECTBICHHSA
QU3MKO-XMMUYECKOTO, MHKPOOHOJIOTHYECKOr0  KOHTPOJIS ~ M3TOTOBICHHOTO
JIEKapCTBEHHOTO Mpernapara B 1abopaTopu;
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0) pe3yiabTaThl KOHTPOJS KadecTBa H3TOTOBJIEHHOIO JIEKAPCTBEHHOIO
Ipenapara Ha COOTBETCTBHE (papMaKONEHHBIM CTAaThAM («(COOTBETCTBYET» HIIH
«HE COOTBETCTBYET»);

1) JaTa OTIyCKa M3rOTOBJIEHHOTO JIEKapCTBEHHOI'O IIpernapara,

p) damuiusg, uMs, OT4eCTBO (NIPHM HAIMYMHM) W TOANKCH aANTEeYHOTOo
paboTHHKA, H3MOTOBHBLIETO JIEKapCTBEHHBIH IIpenapart, anTeYyHoro paboTHUKa U
(WIH) OTBETCTBEHHOTO JIMI{A, OCYIIECTBHBIIETO KOHTPOJb M3TOTOBICHHOIO
JIEKapCTBEHHOTO Mperapara, anTeYyHOro pabOTHHKA, OCYLIECTBHUBILETO OTIIYCK
H3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Npernapara.

82. U3roToBiieHHBIE JIEKApPCTBEHHBIE IIpENaparhl, Ka4eCcTBO KOTOPHIX
10 pe3yJbTaTaM MPOBEJESHHOTO BHYTPHANTEYHOrO KOHTPOJS HE COOTBETCTBYET
TpeGoBaHMAM (papMaKoIeHHBIX CTAaTeH, HE MOJIEXAT OTILYCKY M YHHYTOXAIOTCA
B cooTBeTCTBHH C [IpaBHIaMi YHUYTOXEHHUS JIEKAPCTBEHHBIX CPEACTB.

VIII. OTnyck H3roToB/JIeHHBIX JICKAPCTBEHHBIX NpenapaTos

83. U3roTtoBjieHHble JIEKApPCTBEHHbIE Hpenaparbl IOIUIEXKaT OTIYCKY
0 pelenty, TpeGOBaHWIO BETEPHHAPHON OpraHM3alldM WK TpeOOBaHUIO
IpeanpruHAMAaTEs.

84. AnTeuHblif pabOTHHK, OCYILECTBIISIOIIMN OTIYCK H3rOTOBJIEHHOIO
JNIEKApPCTBEHHOTO TMpemapara, NOJDKEH OTIYCKaTh JIEKApPCTBEHHBIM Ipenapat
C BBI@4Yei BIaJelNbIly )XUBOTHOT'O 3aII0JJHEHHOIO KOPEIKa pelenTa.

85. 3ampeinaercsi OTIMyCKaTh JIEKApCTBEHHBIE MpEMapaThl MO peLenTtaM
C MCTEKIIMM CPOKOM JEHCTBHS PELEITa, 38 MCKIIOYCHHEM ClTydaeB, €CJIH CPOK
IeHCTBHA pelleNTa HCTEeK B IepHOJ U3rOTOBRJIEHHMS JIEKAPCTBEHHOTO IIpenapara.

86.Tlpu OTIycKe JIEKaPCTBEHHOTrO IIperiapaTa anTedHbld paGoTHUK
JOJKEH NpoMHGOPMHUPOBATh NOTPEOMTENs O peXHME M J03aX IpHeMa
NIEKApCTBEHHOTO  [pemapaTra,  yCIOBUSX  XpaHEHHs,  B3aUMOAEHCTBHM
C IPYrUMH JIEKapCTBEHHBIMH IIpeniapaTaMu.

87. OTnyck neKapCTBEHHBIX IIPENapaToB IO PELENTy OCYLIeCTBIAETCSA
B KOJIMYECTBAX, YKa3aHHBIX B TAKOM pELIEITE.

88. 3anpermaercs oTIycK (aabCcHOHUIUPOBaHHEIX, HENOOPOKAaYECTBEHHBIX
¥ KOHTpa(haKTHBIX JTEKAPCTBEHHbIX IIPENapaToB®.

8 Crares 57 ®enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-@3 «O6 o6palueHHN JIeKapCTBEHHBIX
CpeaCTBY. i
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