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IIPUKA3
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MockBa

06 YTBEPKACHHH HpaBﬂJl H3rOTOBJICHHS H OTIIYCKA JICKAPCTBCHHDBIX
npenaparTosB AJis BeTCpHHAPHOTO NPHMEHEHHH BETEPHHAPHBIMH
anre4yHbIMH OPpraHu3alHsaAMH, HMHAHBUAYAJIbHbBIMH NPEANPHHHAMATEC/IAMH,
HMEIOIINMH JIMIICH3HIO HA (])apmauen'mqeclcylo AeATEeJIbHOCTh

B COOTBETCTBHH ¢ dYacThio 1 crate 56 @efepanbHOrO 3aKOHA
ot 12 anpens 2010 r. Ne 61-®3 «O6 oOpaiueHHH JTE€KaPCTBEHHBIX CPEICTBY
(Cobpanue 3akoHonaTeNnscTBa Poccniickoi denepanu, 2010, Ne 16, ct1. 1815)
H MOAIMyHKTOM 5.2.25(42) nyHnkrta 5 Ilonoxenns o MHHHCTEPCTBE CENbCKOTO
xo3giictBa Poccuiickoii ®Pepepanuy, YTBEPKISHHOIO IIOCTaHOBJICHHEM
IIpasurensctBa Poccuiickoit ®enepanuu ot 12 uions 2008 r. Ne 450 (Cobpanue
3axoHonaTenbcTsa Poccuiickoit ®eneparmmu, 2008, Ne 25, ct. 2983; 2011, Neo 18,
CT.2649),mp U K a3 H B a I0:

1. VrBepaute mpmiaraemple IlpaBuna H3roTOBICHMS W OTIIYCKa
JNIeKapCTBEHHBIX MIPEeNapaToB Jid BETEPHHAPHOrO MPUMEHEHUs BETCpUHAPHBIMH
aNTeYHbIMM  OpraHU3alMsAMH{, MHIWBUIYAJIBHBIMH  NPEANPHHUMATEIIMY,
UMEIOIUMH  JIMIEH3UI0 Ha (apManeBTHYECKYIO JesSTeIbHOCTh, COIJIaCHO
MPHIIOKEHHUIO K HACTOALIEMY IIPUKa3y.

2. Hacrosimuit mpuka3s BerymaeT B cHyN\l Mapra 2022 r. ¥ JeHCTBYeT
no 1 mapra 2028 r.

Munuctp JI.H. Tlatpymes

e




TIpunoxenue
K npukasy MuHcensxo3a Poccun
ot 29.06.2021 r. Ne 423

IMPABHUJIA
M3rOTOBJICHHS H OTIYCKA JIeKaPCTBEHHBIX NPENapaToB JJisl BETEPUHAPHOTO
NpHMEeHEeHHs! BeTEPHHAPHLIMH aNTeYHbIMH OPraHU3aNHAMHE,
MAIHBHAYAJbHBIMH PeINPHHAMATENAMH, HMEIOIHMH JIHIEH3HI0
Ha apMaleBTHYECKYIO AeSTeJbHOCTD

I. OGmue nojioxKeHus

1. IsroToBjleHHE H  OTIYCK JIEKApCTBEHHBIX  IIpENaparoB  AJA
BETEPUHAPHOIO MpUMEHeHHMs (Halee —  JIEKapCTBEHHBIE  IIpENaparhi)
OCYIIECTBIISIOTCS BETepUHAPHBIMHU anTeYHBIMU OpraHu3alHIAMU
M VHIMBUAYQIbHHIMH  TPEANPHHUMATENSMM, HMMEIOIIMMHM  JTHIECH3HIO
Ha (papMaLeBTUYECKYIO AeSTEIPHOCTh C IPABOM H3TOTOBJICHHS JIEKAPCTBEHHBIX
TpenapaToB (Jajnee — BeTepHHAapHBIE AIITEKH).

2. 3roToBiieHHE ¥ OTIYCK JIEKApCTBEHHBIX IIPENapaToB OCYIIECTBISIOTCA
110 pelienTy Ha JIEKapCTBEHHLIH npenapart (Aaiee — PElenT) Wik Ho TpeGOBaHUIO
BETEpHUHAPHOMN OpraHU3alyu’ .

3. KadecTBo JIeKapCTBEHHOTO TIpemnapaTa, H3rOTOBJICHHOIO BETEPHHAPHOM
aNTEeKOM, IOJDKHO COOTBETCTBOBATh TPEGOBAHUAM (hapMaKONeHHOM CTaThi’.

I1. TpeGoBanns k obecrieYeHHIO A TEILHOCTH BeTePHHAPHBIX allTeK
IPH H3rOTOBJICHHH B OTHYCKE JIEKAPCTBEHHbIX NpenapaTos

4. OGopyoBaHHE H CpEICTBA M3MEPEHHH, KOTOpbIe HCIHOJIb3YIOTCS
BeTEPMHAPHOM anTeKkod TpH H3TOTOBIEHMH JIEKAPCTBEHHBIX IIpENaparos,
JOJDKHBI TIPOXOAUTH METPOJIOTHYECKYIO TIOBEPKY B COOTBETCTBHH CO CTaTheil 9
®enepansaoro 3akona ot 26 umions 2008 r. Ne 102-®3 «O6 obecrneyeHnu
enuHcTBa M3Mepenuin» (Cobpanne 3akoHoAaTenbcTBa Poccuiickoi denepanuy,
2008, Ne 26, cT. 3021; 2019, Ne 52, ct. 7814).

5. XpaHeHue JIEKapCTBEHHBIX CpECTB B BETEPHHAPHOW  amTeKe
OCYILIECTBISETCS COTNIACHO TPAaBHJIaM XPaHEHHMs! JIEKapCTBEHHBIX CPEACTB UL
BETEPHHAPHOTO IIPMMEHEHHMs, YTBEPXKIAEMBIM B COOTBETCTBHH €O CTarbed 58
®enepanpHoro 3akoHa ot 12 ampens 2010 r. Ne 61-O3 «O6 obpaiennu
NeKapCTBEHHBIX CPEICTBY.

! Yacte 1 craten 56 PenepansHoro 3akona or 12 ampens 2010 r. Ne 61-®3 «O6 ofpamennn
JIeKapCTBEHHBIX CPENCTBY.

2 MMynkt 22 crath 4 PenepansHoro 3axoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 oGpamenuu
JIEKapCTBEHHbIX CPEICTB.
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6.Ilpy HW3rOTOBNEHMH B BETEPUHAPHOM amTeKe JIEKAPCTBEHHBIX
TPENapaToB OCYIIECTBISETCS KOHTPONb (apMalleBTHIECKUX CyOCTaHImH,
BKJIIOYEHHBIX B TOCYJapCTBEHHEBIH peecTp IJEKapCTBEHHBIX CPeACTB Ul
BETEPMHAPHOTO  IMPHMEHEHWs,  3apETHCTPHPOBAaHHBIX  JIEKApCTBEHHBIX
npenaparoB, BCIIOMOTaTeNbHBIX BEUIECTB  (Jajee  COOTBETCTBEHHO —
dapManeBTHIECKHE CyOCTAHIMH, HCXOHOE CHIPbE), yIIaKOBOYHBIX MaTepHAJIOB,
IPOLYKTOB, MOJYYaeMBIX W3 HCXOJHOrO CBIphbA (Hajiee — IPOMEXYTOYHBIE
TIPOAYKTHI), M W3rOTOBIEHHBIX JIeKapCTBEHHBIX IIpenaparosB (namee —
BHYTPHAITEYHBI! KOHTPOJIb).

BryTpuanTe4nsiin KOHTpOJIb OCYIIECTBIISIETCS paboTHHUKaMHU
BeTEpHHAPHON amTeKH, NeATeIbHOCTh KOTOPHIX HEMOCPE/ICTBEHHO CBs3aHa
C M3TOTOBJICHHEM M OTIIyCKOM JIEKapCTBEHHBIX NPENapaToB (Aanee — anTedHble
paGoTHMKH), ¥ (WJIH) JULOM, OTBEICTBEHHBIM 332 BHYTPHAIITEYHBIH KOHTPOIb
(manee — OTBETCTBEHHOE JIMIIO).

7. BuyTpranTeuyHblif KOHTPOIIb  OCYIIECTBISETCS B  COOTBETCTBHHU
¢ MeToIaMH KOHTPOJs, IPeldyCMOTPEHHBIMI apMaKoIeiHO# cTaTbel, 00weH
dapmakoneiiHoii  crarteeit (manee — (QapMmakoneiHble CTaTbu)  IUIs
JEKapCTBEHHBIX (OPM  M3rOTaBIMBAEMEIX JIEKAPCTBEHHBIX IIPENapaToB,
M BKJIHOYaeT B cebs BXOAHOH (IPUEMOYHBIN) KOHTPONIL (apMalleBTHYECKUX
cy6CTaHIMM, HCXOMHOTO CHIPBS M YITAKOBOYHEIX MATEPHAIOB, IIPOMEXYTOUHBIH
KOHTpOJb  MPOMEXYTOYHBIX  MPOAYKTOB,  KOHTPOJb  H3rOTOBICHHBIX
JIEKapCTBEHHBIX IpenapaToB M KOHTPOJb IpPH OTIYyCKe H3rOTOBICHHBIX
JIEKapCTBEHHBIX NIPENaparoB.

8. B BeTepuHapHOii anTeke JODKHBI 00eCnIeYnBaThCS:

COOMOICHHE  YCTAHOBNEHHBIX IOJIOXKEHUEM O  JIMLCH3MPOBaHUH
dapManeBTHUECKOH  JEATENbHOCTH,  YTBEPKAAEMBIM B  COOTBETCTBHH
c ®enepansHbM 3ak0HOM OT 4 Mas 2011 1. Ne 99-®3 «O nuieH3UpOBaHUH
OTZIeNbHBIX BHIOB AearensHoctu» (CoOpaHue 3akoHOmaTenbCTBa Poccuitckoin
®enepamun, 2011, Ne 19, cr. 2716; ObHunaibHBIH HHTEPHET-OPTAN [IPaBOBOM
uHbopMamuu (Www.pravo.gov.ru), 11 mons 2021 r., Ne 0001202106110081),
TpeGoBaHuil K KBATM(HUKALMY, CTaXy PaGOThl M TOBBIMICHUIO KBATH(UKALMH
PYKOBOJIUTEJIS BETEPHHAPHOM! alTeKH M alTEYHBIX PaOOTHUKOB;

BeJIcHHE BHYTPEHHEH TeXHUYECKON JOKyMEHTAlMH (Jlajiee — CTaHapTHhIE
OnepalOHHbIE IPOLEAYPbl) B COOTBETCTBUH € MyHKTOM 9 HacTosimx IIpaBui;

HaJlH4ue obopynoBaHwMs, MIOMELICHMIH, IpeLyCMOTPEHHBIX
3aKOHOAATENbCTBOM Poccuiickoit @enepaniny O JUIEH3UPOBAHUU OTAENBHBIX
BHIOB JICATENBHOCTH, M JOKYMEHTAlMH, HOATBEpXKAAIomeH cobmoaeHue
BETEPHHAPHOM aNTeKOH JMIEH3HOHHBIX TpeOOBaHuiA;

opraHu3alusi paboThl BETEpHHAPHON alTeK M YCIOBHUS AN BHIIOJHCHUS




3

BHYTPHAINITEYHOTO KOHTPOJIS B COOTBETCTBHM C TpeOOBaHMAMM HAaCTOSLIMX
IlpaBu;

XpaHeHHe BCIIOMOTATENbHBIX BEHIECTB X YMAKOBOYHBIX MAaTepHaloOB
B COOTBETCTBHH C TpeOOBaHMSIMH, YCTAHOBJICHHBIMH HX IIPOM3BOAMTEIEM
(B citydae HX HaIU4HA), ¥ TpeOOBaHUAMH (papMaKoONENHBIX CTaTeH.

9. B BerepuHapHO# anTeke INODKHBI OBITH YTBEPXKAEHBI CTaHAApPTHBIC
ONepalOHHblE NPOUEAYPH, B KOTOPHIX MO/KHA OBbITh ONHCaHA MpOLEAypa
OCYIIIECTBJICHHUS H YUeTa CIeyIONIHX Olepalyii:

a) BEIOOpa OpraHW3aliH, OCYIIECTBISIOMIEH MOCTaBKy HCXOMHOIO ChIPhS
(manee — OCTaBIIMK);

0) H3roTOBJIEHHS ITPOMEXKYTOYHBIX IPOAYKTOB;

B) M3rOTOBJIEHHUS JIEKAPCTBEHHBIX [IPENaparoB;

I') YIaKOBKH M (JaCOBKH JIEKapCTBEHHBIX MPENapaToB;

1) IPOIIECCOB  CTEPUIM3ALUN HCXOMHOIO ChIpbSi M HM3TOTOBJEHHBIX
JIeKapCTBEHHEIX IperapaToB;

€) OCYIIECTBIIEHUS BHYTPUANITEYHOI'O KOHTPOJIS,

) OTITyCKa W3rOTOBJIEHHBIX JIEKAPCTBEHHBIX NPEIIapaToB;

3) or6opa 1pod s MpoBeAeHNH MUKPOOHOIOTHYECKOTO KOHTPOJIS;

M) OYHCTKA W Je3uHpeKknuu oOOpyAOBaHMS, a TaKKe OYHCTKH
H CTEpUIM3AINK JTabOpaTOpHO# MOCY/Bl, MCHONB3YEMBIX NPH HM3TOTOBICHHUA
JIEKapCTBEHHBIX [IPENapaTos; '

K) yOOpKH | fAe3uHeKINH TIOMELICHHI;

JT) IpOBeIeHHUs pacciefoBaHui Tpy OOHApYKEHHH HeI0OPOKaYECTBEHHBIX,
KOHTpaQaKTHLIX, (anbCHUIMPOBaHHBIX JEKApCTBEHHBIX MpPENapaToB (aanee —
pacciieoBaHus); ‘

M) OpMMEHEHHsS KOPPEeKTUPYOLMX M (WiM) [OpeayNnpexAarouiuX
NeACTBUI IO pe3yabTaTaM pacciieJOBaHHM.

10. B cTangapTHBIX OMEPALMOHHBIX MPOLEAYpaxX AOKHBI OBITH ONHCAHbI
CIIeYIOIHe TIPOLeAypHI:

a) yudeT [aHHBIX TIpU BBHINOJHEHHH CTaHIApTHBIX OMNEPALUOHHBIX
npoueayp (BKJII04as COCTaBlIeHUE aKTOB, BEACHHE XyPHAIIOB),

0) OCyILeCTBIIEHHE aHATi3a CTaHAAPTHHIX ONEPALlMOHHBIX IIPOLELYP;

B) yCTAHOBJIEHHE MPUYMH HapyIUCHUs CTaHIapTHRIX OIEPALUOHHBIX
Ipolexyp.

11. CranmaptHas omepallMOHHas IponeAypa Belbopa MOCTaBINMKA
JIOJDKHA o0ecrieunBaTh COOIIIOEHNE TIOCTABIIMKOM:

CPOKOB M YCIHOBHH IIOCTaBKHM HMCXOJHOIO CBIpbS U  IIPOBEPKY
BETEPUHAPHOM anTeKoi HalW4Hs Yy IOCTAaBIMKA JHLECH3UM HA OCYLIECTBICHHE
bapMaLeBTHYECKOMH [esTeNbHOCTH B cdepe 0OpalleHHs JIEKapCTBEHHBIX
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CpeJCTB I BETEPUHAPHOro NPHMEHEHHs C yKa3aHHEM BBIIOIHAEMBIX pabor,
OKa3bIBAEMBIX YCIYT' HJIH JMIEH3UH HAa MPOU3BOJCTBO JEKAPCTBEHHBIX CPEJACTB
IJIS BETEPUHAPHOTO MPUMEHEHHUS ¢ YKa3aHHeM epedHs pabor;

CPOKOB M YCIOBHH IIOCTaBKH 3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB H (papMaleBTHYECKHX CyOCTaHIMi, B TOM 4HCJIE YCIIOBHUM
XpaHeHHs 3apPEeTrUCTPHPOBAHHBIX JIEKAPCTBEHHBIX INPENapaToB, YCTaHOBJICHHBIX
HHCTPYKIMSMH IO BETEPHHAPHOMY NPHUMEHEHHUIO JIEKapCTBEHHEIX MPETNapaToB,
¥ YCIIOBHMI XpaHeHus (apMalleBTUHECKMX CyOCTaHLMH, KOTOpEIE CoaepXarcs
B TOCYHapCTBEHHOM peecTpe JeKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOTO
MPUMEHEHHUS.

12. CranpaptHas onepanyoHHast npoueaypa U3TrOTOBJICHUS
IIPOMEXYTOYHBIX IPOXYKTOB AOJDKHA IIPENYCMaTpHBaTh IOCIECAOBATENbHOCTh
IEUCTBUI anTeyHbIX paGOTHUKOB WM OTBETCTBEHHOI'O JIMLA IIPH H3rOTOBJICHHH
IIPOMEXYTOYHBIX IIPOAYKTOB.

13. CrannaptHas olnepauoHHas npoueaypa U3TOTOBJIEHHSA
JIEKapCTBEHHBIX MpernaparoB IOMKHA NPEAyCMaTpUBaTh IIOCIENOBATEIbHOCTD
JeHCTBUI anTeYHBIX paGOTHUKOB WM OTBETCTBEHHOI'O JIMIA IIPH H3TOTOBJICHUH
JIeKapCTBEHHbIX IIPENapaToB. \

14, CTannapTHas oOmepauioHHas MpoNeAypa YMakoBKH M (acoBKH
JIeKapCTBEHHBIX MpeNapaToB JO/KHA IPEAyCMAaTpHBaTh IOCIEIOBATENbHOCTD
HNEHCTBHIM anTeyHbIX pPabOTHHUKOB MM OTBETCTBEHHOIO JIMIA IIPH YTIAKOBKE
¥ (acOBKE JIeKapCTBEHHBIX IIPEIapaToB. ,

15. CrangapTHasi oneparMoHHas Mpoleaypa MPOLECCOB CTEPUIH3ALMU
HCXOJHOTO CBIPbS, HM3TOTOBJICHHBIX JICKApPCTBEHHEIX IIpENapaToB MOJDKHA
NpeAyCMaTPUBaTh IIOCIENOBATEILHOCTh JEHCTBUH aNTedYHbIX PaOOTHHKOB WU
OTBETCTBEHHOT'O JIMIA NPU CTEPHIIN3ALMH MCXOAHOIO CHIPhs, W3rOTOBIIEHHBIX
JIEKapCTBEHHEIX IIpeNapaToB.

16. CrannaptHas onepanroHHas npoueaypa OCYILECTBIICHU
BHYTPHANTEYHOTO  KOHTpOJS  JO/DKHA  NpeXyCMaTpuBaTh  IPOBEPKY
COOTBETCTBHSL M3rOTOBJEHHBIX JIEKAPCTBEHHBIX MpernapaTtoB TpeOOBaHHAM
(apMaKoIneHHBIX CTaTeH.

17. CranmapTHasi omepalMOHHas NpoLeaypa OTIyCKa H3rOTOBICHHBIX
JIEKapCTBEHHBIX NpenapaToB A0JDKHA IIPEAyCMATPUBAaTh OTITYCK JIEKAPCTBEHHBIX
IIpenapatoB B COOTBETCTBHH C PEIENTOM HIM TpeOOBaHHEM BeTepUHAPHOH
OpraHu3anuy, 3aMoIHEHUE KOpeIIKa peLenra, IPUJIaraeMoro
K M3rOTOBJIEHHOMY JIEKapCTBEHHOMY Ipenapary.

18. CTannapTHas oOmlepallOHHas mpoLeaypa orbopa mpob s
IpOBEIEHUsT MHMKPOOHOJOTHYECKOr0 KOHTPOJS JOJDKHA MpPeayCMaTpHBaTh
MOCIEN0OBATEIbHOCTh JIEHCTBUI aNTeYHBIX PaOOTHUKOB WIIH OTBETCTBEHHOTO




JTUIa TipH 0T60pe NMpo6 B COOTBETCTBHH C IyHKTOM 39 HacTosummx [IpaBui.

19. CraHmapTHas ONEpalMOHHAs MpPOLEeAypa OYHCTKH M JAe3MHGEKLHH
06Opy/IOBaHHA, a4 TAKXKE OYHCTKA M CTEPHIM3ALHUK J1aOOpaToOpHOH MOCY.HL,
HCHOJBE3YEMBIX TPH H3TOTOBJIEHHM JIEKApCTBEHHBIX IIPENaparoB, JAO/DKHA
TIpeyCMATPHUBaTh MOCIENI0BATEIbHOCTh NeHCTBHH anTeYHbIX PpabOTHHUKOB HIIH
OTBETCTBEHHOTO JIMIA IO OYMCTKE H JAe3MHQeKIu o0OpynoBaHMs, a TaKxke
OYHMCTKE ¥ CTEPUIM3ALMY 1abOpaTOPHOH IOCYABI.

20. CtaHzapTHas OTepalMOHHAs TpoLeAypa YOOpku H JAe3UH(eKuuH
MOMemeHuH JODKHA IpeNyCMaTpHUBaTh IOCIEAOBATENIbHOCTh  HEHCTBHH
aIITeYHBIX PaGOTHHUKOB MM OTBETCTBEHHOTO JIHIA IIPH yOOpKe M HE3UH(EKLIHH
MTOMEILIEHHHN.

21. CranzgapTHas onepandoHHas npoueaypa MPOBEICHUS
paccienoBaHHii [JODKHA MpeJyCMaTpHBaTh —YCTAHOBJIECHHE OTBETCTBCHHBIM
JMLOM WIM PYKOBOJMTENEM BETEPUHApHOM anTeKH MNPUYMH NOCTYILICHHM,
XpaHEHHs BETePMHAPHON anTeKoll HeloOpOKAaueCTBEHHBIX, KOHTpadakTHBIX,
banbCHDUUMPOBAaHHBIX  JIEKAPCTBEHHBIX ~ TpenapatoB M MPHHATHE
TpenynpexatolMX Mep. '

22. CraHzapTHas onepanyuoHHAas npoueaypa TIPUMEHEHHUS
KOPPEKTUPYIOIMX H (WiIM) NpeIyNpexJaloluX NEUCTBUN MO pe3yibTaTaM
pacciefioBaHMil OJDKHA TIPeJyCMAaTpUBaTh OINpPEAeNeHHe OTBETCTBEHHBIM
JIAIIOM HJIM PYKOBOJIMTENIEM BETEPHHAPHON aNTeKH NepevHell KOpPEeKTHPYIOIHX
H (W) IpeIyNpeKIarolyX AeHCTBHN H CPOKOB HCIIOJHEHHS! TAKKUX AEHCTBHH.

23. A3MeHeHHssT B CTaHAAPTHBIE  Ol€pallMOHHBIC  IIPOLEAYDHI,
yTBEpX/ICHHBIE B COOTBETCTBHM C IyHKTOM 9 Hacrosuiux I[IpaBui, ROJDKHEI
yTBEPXKIAThCSA C YKa3aHMEM NPUYMH BHOCHMBIX H3MEHCHMH M IIpHJIaraThCs
K JIOKyMEHTaM, KOTOPHIMH YTBEDXKAEHbI COOTBETCTBYIOLIME CTaHIAPTHEHIC
oTnepanoHHbIe ITPOLEAYPEL

24. B BeTepHHapHOM anTeke NO/KHO OBITH OPraHM30BaHO XpaHEHHE
aKTOB M JKypPHAJIOB, COCTaBleHHE (BEICHHE) KOTOPBIX MPEeXyCMOTPEHO
nyHkTamu 46, 59, 70, 74, 77 u 81 Hactosuux IlpaBun, penenros, TpeOOBaHMMH
BETEPHUHAPHBIX OPraHW3aLHH, COMPOBOAWTENBHBIX NOKYMEHTOB Ha HMCXOJIHOC
ChIpb€ M YIAKOBOYHBIE MAaTepHaibl, & TaKkkKe NOKYMEHTOB IPOHM3BOIMTEI,
MOATBEPKJAIOUINX COOTBETCTBHE KAaueCTBAa HCXOAHOTO CBHIPbS M YINaKOBOYHBIX
MaTepHaoB (B CIydae UX HalH4us).

25.Cpok XpaHeHHMs HOKYMEHTAalMH OIpENeNsAeTcs BeTepUHApHOH
anTeKoM U He MOXKET COCTABIISTh MEHEE TPEX JIeT.

26. TlonmHoMOYHs. ¥ OOA3aHHOCTH anTeYHbIX PAOOTHUKOB, B TOM YHCIE
OTBETCTBEHHOTO JIMIa, JOJDKHBI OBITH YCTAHOBJIEHB JOJDKHOCTHBIMH
HHCTPYKITUSAMH.




27. AnrteuHble pabOTHUKHA JOJKHBI OCYLIECTBIIATh BHJIBI
BHYTPHANTEYHOTO KOHTPOIIA, ONIPEJIETIEHHBIE B MX JIOJDKHOCTHBIX MHCTPYKIHAX.

OTBeTCTBEHHOE JHIO, HA3HAYEHHOE PYKOBOAWTENEM BETEPHHAPHOM
anTeKH, JOMKHO OCYIIECTBIATh BHYTPHANTEYHBIA KOHTPOJb B COOTBETCTBHH
¢ Tpe6osanusamu riasel VII Hactosmux Ipasuin.

B ciyuae OTCYTCTBHS anTeyHOro pabOTHHMKA M OTBETCTBEHHOIO JIMIA
PYKOBOAMTENb BETEPHHAPDHOM aNTeKH WM €ro 3aMeCTUTENb JOJIDKHBI
o0ecrneunuTh BBHINOJHEHHE BHYTPHANTEYHOTO KOHTPOJA, 34 HCKIIOYEHHEM
BHYTPHAIITEYHOr0 KOHTPOJIS, OCYLIECTRBIIIEMOTO B COOTBETCTBHH C MYHKTOM 28
Hactosuux [TpaBu.

28.B cny4yae OTCYICTBHS B BETCPHHApHOH amnTeKe YCIOBHA [UIA
NpOBEEHHs (PH3UKO-XMMHYECKOTO KOHTPONS, ONPEIEIeHHs] CTEPUIBHOCTH UL
CTEPHIBHBIX  [POMEXYTOYHBIX IHPOAYKTOB HJIM  MHKPOOHOJOTHYECKOH
YUCTOTHI TS HECTEPHUIIbHBIX TIPOMEKYTOIHBIX MIPOYKTOB
(manee — MHKPOOHONOTMYECKMHA KOHTPONb IPOMEXYTOUHBIX MPOAYKTOB),
OIpeNeeHNs CTEPHIBHOCTH Ul CTCPHIBHBIX H3TOTOBJICHHBIX JICKAPCTBEHHBIX
npenapatoB,  MHKpOOHMONOrMYECKOM  YHMCTOTHI Ui  HECTEPHIBHBIX
H3rOTOBJIEHHBIX  JIEKQPCTBEHHBIX  IIPENaparoB,  MHPOT€HHOCTH  Ajs
HHBEKIMOHHBIX PAacTBOPOB, HANM4Ms OaKTepHAIbHBIX SHAOTOKCHHOB JUIA
napeHTepanbHBIX JIEKAPCTBEHHBIX MpENapaToB W [pPYruX IOKasaTelnei
B COOTBETCTBHH C TpeOOBaHUAMHU (hapMaKonenHbIX crareit
(manee — MHUKPOOHONIOTHYECKHH KOHTPOJb M3TOTOBJICHHOIO JIEKApPCTBEHHOIO
npernapara) ¥ MEKpOGHOIOrHYECKOrO KOHTPOJIS, IIPOBOJMMOTO B COOTBETCTBHH
¢ mnyakroM 39 Hactogmumx [lpaBun, ykasaHHbIE BHIBI  KOHTPOJ
OCYILECTBIAIOTCS B J1a0OpPaTOPHHU, aKKPEIUTOBaHHON B HALIMOHATIBHOHN CHCTEME
aKKpeauTauu (aanee — sabopaTopus).

I11. TpeGoBanus K noMeleHHsIM H 000py10BaHHIO BeTePHHAPHBIX aNTeK

29.Tlpu pasmeineHnd OOOpYIOBaHHMsS BETEPHHAPHOM anTeKH ODKHA
ofecreunBaTbCsl €ro JOCTYMHOCTH Ul OYHCTKM C HLENBbI0 NPEeJOTBPaIICHUS
KOHTaMHHAIMH U3rOTOBJIEHHBIX JICKaPCTBEHHBIX MpENapaToB.

30. [TomelneHuss BeTEpUHAPHONW aNTeKH, B KOTOPHIX OCYIIECTBIACTCS
M3rOTOBNCHHE JIEKAPCTBEHHBIX MPENapaToB, IODKHBI OBITE 0GOpYAOBAaHEI
HPUATOYHO-BBITIKHOH BEHTHWIALUEH u obecre4eHEI CIIEAYIOLMM
o6opynoBaHKeM sl M3rOTOBIEHHs JIEKAPCTBEHHBIX IperapaToB: CPEACTBaMHU
U3MEPEHHM, B TOM YHUCIAE TEXHUYECKUMH CPEACTBaMH AJId IOCTOSHHOTO
KOHTPO/ISL TEMIepaTypbl M BIAXHOCTH, JabOpaTOpHOH MOCYOH, LiKadamu
(cTennmaxamu), XONOIAWIPHUKAMH, €CIIH HM3rOTOBJEHHME JIEKAPCTBEHHOIO
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npernapara TpedyeT coOMoOneHNs TEMIIEPATYPHBIX PEXHMOB.

31. JIocTynl NMOCTOPOHHHMX JHMII B TIOMEIIEHHs BETEPHMHAPHOW AanTeKH,
3a HCKIIOYEHHMEM TIIOMELICHHH, B KOTOPBIX OCYLIECTBIAETCA OTIYyCK
U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX ITPENapaToB, HE JOIyCKaeTCs.

32. TToMeleHys BETEpHHAPHON anTeKH, OCYIIECTBIIIOMEH H3rOTOBIEHIE
HECTEPUIBHBIX JIEKAPCTBEHHBIX IIPENapaToB, A0KHBI HMETh CIEAYIOIHe 30HbI:

30HAa IS H3rOTOBJICHNA JIEKAPCTBEHHBIX NIPENApaTOB; ‘

30Ha [y MOMKH M CTEpHIIH3aLMU 1abopaTOpHOH MOCY B,

30Ha JUIs XpaHEHHS HCXOJHOIO CHIPhS,

30Ha JUIsl XpaHEHUS ¥ U3TOTOBIICHHS IIPOMEXYTOYHBIX MPOAYKTOB;

30Ha IS XpaHEHUS ¥ U3TrOTOBIIEHHS PEaKTHBOB,

30HA JJIS XpaHEeHHUs U3rOTOBJIECHHBIX JIEKAPCTBEHHBIX IIPETIapaTOB;

30Ha MAJ1 XpaHEHWsd YIAKOBOYHBIX MAaTE€PHAJIOB, BCIIOMOIaTeIEHBIX
MaTepuasnos, Taphl;

30Ha AJA KOHTPOJBHONW MapKHPOBKH M T'€PMETHYHOIO YKYIIOpHWBaHHSA
M3rOTOBJICHHBIX JIEKAPCTBEHHBIX NPENapaToB;

30HA VIS YITAKOBKY M3TOTOBJICHHBIX JIEKApPCTBEHHBIX IPENaparos;

30HA OTIYCKa JIEKaPCTBEHHBIX NIPENapaToB NOTPEOUTEAM.

B ciydyae HeOOXOOMMOCTH IIOMYYEHHs BOJIbl OYHILEHHOM BEeTepUHapHAas
amnTeKa JOoDKHA MMETh 30HY AJIS MOIyY€eHNs BOAbI OYHIIEHHOM.

33.TIpu pacHoONOKEHHH 30H BETCPHHAPHOH aNTeKH MJODKHBI OBITH
HCKJIIOYEHBl BCTPEYHBIE WM IEPEKPECTHBIE IIOTOKH HCXOIHOTO  ChIPBA
¥ M3rOTOBJIEHHBIX JTIEKAPCTBEHHBIX IIPENIapaToB.

34. PaGouee MECTO arnTeyHoro paboTHuUKa, 3aHUMaIOIIEerocs
M3TOTOBIICHHEM JIEKADCTBEHHBIX IIpeNapatoB M (MJIM) OCYLIECTBIISIOIETO
BHYTpHAIITEYHBIH KOHTPOJb, paclojlaraeTcs B TMOMEIIEHAM, B KOTOPOM
M3TOTABJIMBAIOTCS JIEKAPCTBEHHBIE NPEapaThl.

35.B mnoMemeHHsX, B KOTOPBIX M3rOTaBIMBAIOTCH JICKAPCTBEHHBIC
npenaparsl, He JOITyCKaeTcsl XpaHCHHEe XO34HCTBEHHOTO U JPYroro MHBEHTaps,
He MCMONb3yeMOro MPH W3rOTOBIEHHUH JIEKAPCTBEHHBIX MpPENapaTtoB, XpaHEHHE
oJIeX bl pabOTHHKOB, pa3MeLICHHE 30HBI OT[bIXa M IpHEMa IHINHM, a TaKKe
OCYILECTBJICHHE TOPTOBIIH JIEKAPCTBEHHBIMH NpeIiapaTaMH.

36. BerepuHapHas anTeka, OCYIIECTBISIONIAA H3rOTOBJICHHE CTEPHIIBHBIX
JIEKQpCTBEHHBIX IpENapaToB B aCENTHYECKHX YCIOBHAX, IIOMMMO 30H,
yKa3aHHBIX B IIyHKTe 32 Hacrosmux IlpaBui, JO/DKHA UMETh aCeNTHYCCKHH
OJIOK, KOTOPHIi TOJKEH BKJIIOYATE:

IUTIO361 18 pabOTHUKOB IpH BXOAE B acenTHUYecKud ONOK, M
HOCTYNAIOIIMX HCXOMHOTO CHIPhS M YNAaKOBOYHBIX MAaTepHaoB, a TaKXKe AN
fiepefaud M3rOTOBJICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOTOpbiEe 3alllUINaoT




BO3yX TMOMCINCHUSA - AJIA U3rOTOBJICHUST JIEKAPCTBCHHBIX  IIPENIapaToB

OT KOHTaMUHALlUHY,

MoMelleHHe s TONydeHHs BOABl Uil HHBEKIMA (HOmycKaeTcs
COBMELIEHKE C 30HOH UIS MOJyYEHHs BOIBI OYMILECHHOH B Ciy4yae IONTy4CHHA
B BETEpHHAPHOM arnTeKe BOJbI OYMIIEHHON H BOJBI JUTs MHBEKIHiA);

NOMEIIeHHe Ul  H3TOTOBJIIEHUS  JIEKapCTBEHHBIX  IIPEnaparos,
060pyI0BaHHOE TAMUHAPHBIM GOKCOM;

NoMellleHre JUls CTEepWIM3alliil  HM3TOTOBJIEHHBIX  JIEKapCTBEHHBIX
Mpenaparos;

HIOMemeHne JUIs KOHTPOJIBHOH MAapKMpPOBKH W TepMETHYHOrO
YKYIIOpHBaHKA H3rOTOBIEHHBIX JIEKAPCTBEHHBIX NPENapaToB;

IIOMEILIEHHE JUIS YIIAKOBKY M3rOTOBJICHHBIX JIEKApPCTBEHHBIX NPENIApaTOB.

37. JJocTyn B acenTWYeCKU GIOK, yKa3aHHBIH B MyHKTe 36 HaCTOSIMX
[IpaBwi, MODKHEI WMETh TONBKO DAaGOTHHKH, ONPE/CCHHBIE MNPUKA30M
PYKOBOJHTENS! BETEPUHAPHOH aNTeKH.

38. Jlns  BeTepHHApPHBIX AaNTEK, OCYUIECTBIAIONIMX  H3TOTOBICHUE
B aCeNTUYECKHX YCIOBHAX TOJBKO TIJIA3HBIX Kalenb, HajJlH4YHe B COCTaBe
ACeNTHYECKOr0 OJIOKa  OTHENbHBIX IIOMELICHWM [UI1  CTEpHIH3alHH
M3rOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB H il KOHTPOJIBHOH MapKUPOBKH
1 TepMETHYHOTO 3aKyTIOPHBAHHS JTeKapCTBEHHBIX NPENapaToB HeoOA3aTeTBHO.

39.B acenThdYeckoM OJIOKe Iepe] ~ HayaJOM  HM3TOTOBJICHHA
JIeKapCTBEHHBIX TPETapaToB NOIDKEH IpPOBOIMTHECS MHUKPOGHOTOTHIECKUH
KOHTPOJIb BO3JyXa, BOblI OYMILEHHOH M BOIBI UL MHBEKLMH, 000pyIOBaHKS,
nabopaTOpHOM  MOCyABl, pyK W  OHEXKAB  aNTeYHBIX pabOTHUKOB,
HENOCPE/ICTBEHHO ~ 3al€MCTBOBAaHHBIX B  M3TOTOBICHHH  JICKAPCTBCHHBIX
IpenapatoB. B OCTalBHBIX  IIOMENIEHMSX  BETEPUHAPHOH  amTeKH,
33 WCKIIOYEHMEM IIOMEINeHHs [yis OTIIyCKa JIeKapCTBEHHBIX IIPEnapaToB
NoTpe6rTENSIM, MUKPOOHOIOTHYECKHH KOHTPONB IOJDKEH MPOBOZIUTECA HE pexe
OJIHOTO pa3a B KBapTall.

IV. TpeGoBanus K H3IrOTOBJIEHHIO JIEKAPCTBEHHBIX peNapaToB

40.TIpy H3TOTOBICHHH JIEKAPCTBEHHBIX [PENapaToB HCMONB3YIOTCS
hapManeBTHYECKHE CyOCTAHITHI .

41. BcnoMoraTenbHbI€ BEIIECTBA, MWCIONB3yEMBIE MPU H3TOTOBICHHH
JIeKAPCTBEHHBIX ~ MpENapaToB, JOMKHBI ~ COOTBETCTBOBAaTh  TPEGOBAHMSM
dapmakoneiiHpix ~ craTeli  (BCIOMOTareNbHBIC — BEMICCTBA,  ONHCAHHBIC

3 Yacrs 2 craTeu 56 @enepanbHOro 3akoHa or 12 ampens 2010 r. Ne 61-03 «O6 obpamenuu
JIEKAPCTBEHHBIX CPEACTBY. ’ ;
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B TOCYyJapCTBEHHOH (hapMaKomee) WIH COOTBETCTBOBAaTh TPeOOBAHUSM,
YCTAHOBIEHHBIM HMX  [POW3BOAMTENeM  (BCIIOMOraTeNibHBIC — BEIUECTBa,
He OMHCaHHBIE B FOCYAAPCTBEHHOM apMaKonee).

42.TIpu W3TOTOBNECHHM JIEKApPCTBEHHBIX IPENapaTroB He MOTYT OBITH
MCIONB30BaHBl HApPKOTHYECKHE W IICHXOTPONHBIE BEIIECTBa, a TaKKe
GHMOTOrMYECKHi MaTepHal )KUBOTHBIX U IITAMMBI MUKPOOPTaHU3MOB.

43.He [nomyckaeTcs  H3TOTOBJICHHE  BETEPHHAPHBIMH  anTeKaMuU
JIeKapCTBEHHBIX NPENApaToB, 3aperHCTPUPOBaHHKIX B Poccuiickoit ®enepanun’.

44, 3aperucTpUpOBaHHbIE JIEKAPCTBEHHBIE MPEnapaThl UCIONb3YIOTCS MPH
U3TOTOBJICHMM  JIEKAPCTBEHHBIX  IIperapaToB  Uis  TpuemMa  BHYTpb
U /IS Hapy>XXHOTO MPHUMEHEHUs B Cllydae, €ClId 3TO YKa3aHO CIelHalICTOM
B 00NacTH BeTepUHAPHM B pelenTe WIM B TPeOOBAaHMH BETEPUHAPHON
OpraHM3aliid U COOTBETCTBYET MHCTPYKIMH IO BETEPUHAPHOMY HNPHMECHCHHIO
3aperUCTPHPOBAHHOIO JIEKAPCTBEHHOT O Mpemnapara.

45.TIpx H3TOTOBJIEHHMH JICKAPCTBEHHBIX IIPEMapaToB  3alPeILacTCsa
ACNONB30BaTh JIEKAPCTBEHHbIE IMpenapaThl, BKIIOYEHHblE B IEpeYeHb
JIeKapCTBEHHBIX MIPENapaToB, MpeJHa3HaYeHHBIX UL JICYCHHS HHQPEKLHIOHHBIX
U TapasuTapHbIXx GoinesHelt )KMBOTHBIX, BBI3BIBAEMBIX ITATOTC€HHBIMH
MHUKpPOOpraHU3MaMH u YCIIOBHO-IIaTOT€HHBIMH MHKpPOOpTaHN3MaMH,
B OTHOIICHHH KOTOPHIX BBOISATCS OrpaHWYeHHSd Ha IPHMEHEHHME B JieUeOHBIX
HeNnsX, B TOM UHCIe i JIe4eHHs CebCKOXO3AMCTBEHHBIX JXHUBOTHBIX,
YTBEpIaeMBIll B COOTBETCTBUH C IIyHKTOM 6 4acTu 4 crathu 10 @enepanbHoro
3akona oT 30 aekaGps 2020 r. Ne 492-®3 «O 6uonorudeckoil 6e30macHOCTH
B Poccuiickoit ®enepaumu» (CoOpaHue 3aKoHOAaTeNbCTBA Poccuiickon
®enepanuy, 2021, Ne 1, ct. 31).

46. B mporiecce W3rOTOBIEHHUs JIEKAPCTBEHHOrO IIperapara anTe4yHBIM
paGOTHHUKOM, H3rOTABIUBAIOIIMM JIEKAPCTBEHHBIH Tpenapar, 3aloNHACTCS
NOKYMeHT, cofepamuii HHGOPMAIHMIO, NPENYCMOTPEHHYIO IIYHKTOM 75
Hactosmux [Ipasmi (najee — macmopT MHCbMEHHOTO KOHTPOJIs).

47.Tlocne BCKPHITHA IEPBUYHON YMAKOBKM HMCXOMHOE CBHIpbe IOJDKHO
XPAHMTHCS B MPOIIEAIINX OYUCTKY EMKOCTSAX ¢ COOMIO€HAHEM CPOKOB XPaHEHM
yKa3aHHOTO ChIPbSl BO BCKPBITO! YITakOBKe.

48. Ha 3THKeTKaxX eMKOCTeH ¢ HCXOQHBIM ChIPbeM HOJDKHEI OBITH yKa3aHbI
HAUMEHOBAaHUE WCXOJHOTO CHIpPbS, YCJIOBHS XpaHEHHs, [aTa BCKPBITHA
YIAKOBKHM MCXOOHOIO ChIPbS, [aTa 3aloJHEHHs EMKOCTH, (amuius, MM,
oT4ecTBO (IIp¥ HATMYKMHA) U TOAIMCH ANTEYHOro pabOTHHUKA, 3allOTHHBILETO
€MKOCTb.

4 Yacrs 2 crateu 56 DemepanpHOro 3akona or 12 ampens 2010 r. Ne 61-@3 «O6 oOpamenun
JIEKapCTBEHHBIX CPEACTBY.
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49. Ha 3>THKETKaX €MKOCTed ¢ MpOMEXYTOUHBIMH IPOAYKTaMH JOJDKHBI
ObITh YyKa3aHEl HAWMEHOBaHWE IPOMEXYTOYHOrO INPOAYKTa, COACpXKaHHE
IelCTBYyIONIEro BemecTsa (Ui PacTBOPOB YKa3bIBaeTCs KOHLEHTpaLus), AaTa
M3rOTOBJICHHSA, CPOK TOJHOCTH, YCJIOBHS XpaHEHHs, (aMuimsi, WMs, OTYECTBO
(npy  HanWMYMK) ¥ OONNUCH aNTeYHoro pabOTHHMKA, HM3rOTOBHBIIETO
IPOMEXYTOUYHBIH IPOAYKT, a TakXKe aNTeYHOro pabOTHHKA HIIM OTBETCTBEHHOTO
ML, OCYIIECTBUBILETO BHYTPHANTEYHBIA KOHTPOID.

50. EMKOCTM ¢ HCXOAHBIM CBIpbEM, YIIAKOBOUHBIMHM MaTepHajlaMU
H TIPOMEXYTOYHBIMU NPOIYKTaMH JOJDKHBI MMETH ClIeYIOILYI0 MapKHPOBKY:

«OcCyIIecTBISEeTCS BHYTPHAIITEYHbIH KOHTPOIIB» — HAHOCHTCS HA EMKOCTH
C HCXONHBIM CBIPBEM, YMAaKOBOYHBEIMH MaTepUallaMH, IPOMEKYTOHYHBIMH
IPOLYKTAMH, KOTOPHIE IIPOXOJST BHYTPHAIITEYHBIA KOHTPOJIb Ka4ecTBa;

«Pa3pellleHO HCTIONB30BaTh» — HAHOCHTCA HAa €MKOCTH C HCXOAHBIM
CHIpBEM, YIAKOBOYHBIMH MaTepHallaMH, IIPOMEXYTOYHBIMH IIPOJYKTaMH,
KOTOpBle 10  pe3yinbTaTaM  BHYTPHAlTEYHOTO  KOHTPONS  TPH3HAHBI
COOTBETCTBYIOIMMH TpeGoBaHMsM (apMaKomeHHEIX cTaTed (Il HCXOMHOTO
ChIpbSi M TPOMEXYTOYHBIX IPOAYKTOB), TPEOOBaHMAM IPOM3BOAMTENSA
(1715 ynakoBOYHBIX MaTepHaioB) (fanee — MOKa3aTel KauecTsa);

«3amnpemeHo HUCIONB30BaTE» — HAHOCHTCH HAa €MKOCTH C HCXOAHBIM
CHIpBEM, YIAKOBOYHBIMH MAaTepHallaMHd, IPOMEXYTOYHBIMH IPOJYKTaMH,
KOTOpble [0  pe3yJibTaTaM  BHYTPHANTEYHOTO  KOHTPOJSA  IPHU3HAHBI
HE COOTBETCTBYIOIUMH ITOKA3aTeNsIM Ka4eCTBa,

«3abpakoBaHO MpPH BXOJHOM (TIPHEMOYHOM) KOHTPOJIE» — HAHOCHTCH
Ha €MKOCTHM C MCXOOHBIM CBIPhEM, YNAKOBOYHBIMHM MaTe€pHallaMH, KOTOpBIE
HampaBleHBl  JJs  WCClefoBaHHsA  (UCTbITaHMsA) B nabopatopuio,
NP BO3HUKHOBEHHH COMHEHHil B MX Ka4€CTBE B pPaMKaxX OpraHoOJeNTHIECKOro
KOHTPOJIS.

51. JJaGopaTtopHasi mocyna, KOTOpas MWCHONB3YyeTCs NpX H3TOTOBICHUH
JIEKapCTBEHHBIX MIPerapaToB, JODKHA NPOXOAUTH OYMCTKY M CTCPHIIM30BaThCA
B COOTBETCTBHM CO CTaHJApTHOM ONEpaLFIOHHOW HpOLEXYPOH, YTBEPKICHHON
cornmacHo nyHkty 9 Hacrosmmx IIpaBmi, 3aKynmopuBaTbCi H XPaHHUTHCA
B 3aKPHITHIX IIKadax.

52.Cpok XpaHeHHs CTEpWIbHOH JiabOpaTopHOM MOCYZABI, KOTOpas
HCTIONB3yETCS MPU U3TOTOBJICHHU HECTEPUIIBHBIX JIEKAPCTBEHHBIX IPENApaToB,
COCTaBIfET He 6ojlee TPEX CYTOK, a CTEPHIBHBIX — He 6onee CyTOK ¢ MOMEHTa
CTEpIIIN3ALMH JaOOpaTOPHOM II0CY IBL.

B crnyuae ecnu B yKasaHHBIH Cpok jaGoparopHas nocyna He Obula
MCIIONb30BaHa, OHA MOJIC)KUT IIOBTOPHOM CTEPHIIU3ALIAH.
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V. TpeGoBanus K H3rOTOBJICHHIO M CTePHIH3ALHHA CTEPHIBHBIX
JeKapCTBeHHBIX NpenapaTos

53. 3anpeinaeTcss OZHOBPEMEHHOE H3TOTOBICHHE HA OIHOM pabouem
MecTe HECKOJBKMX PacTBOPOB I HHBEKIUM U JIeKapCTBEHHBIX IPENapaTos,
COIEPXKAIINX BEIIECTBA C PA3IMYHBIMM HAHMEHOBAaHUAMH HMIIM BEIIECTBA OHOTO
HAaMMCHOBAHH, HO B pa3MYHBIX KOHIEHTpAIHAX.

54. Crepunusaiys pacTBOPOB JOJDKHA OCYLIECTBIATBCS HE MO3IHEE TPEX
4yacoB ¢ Hayala UX U3rOTOBIIEHN, 32 HCKIIOYEHHEM PaCTBOPOB IIFOKO3BI.

55. CTepuiu3alysi PacTBOPOB IUIIOKO3bI JOJDKHA OCYIIECTBIATBCH Cpasy
e MOCIIE MX N3rOTOBICHHS.

56. IToBTOpHAN CTEPHWIM3aLKs] HHBEKIHOHHBIX H HH(Y3HOHHBIX PaCTBOPOB
HE JIOIYCKaeTCsl.

57. Jlnd HM3rOTOBJIEHMS IApEeHTEPAIBHBIX JICKapCTBCHHBIX IPEIIapaTos,
KOTOPHIE HE TIOIEXKAT TePMUIECKON CTEPIIN3ANY ¥ B H3TOTOBICHAH KOTOPBIX
B Ka4yeCcTBE PACTBOPHTENsS MCIONB3YeTCs BOJAA, HEOOXOAMMO HCIIONE30BATh
TOJNBKO BOXY AJIi MHBEKUHH, a (UHANBHYIO CTEPHIM3ALHMIO MPOBOJUTE MyTeM
(GuIETpalMX B JaMHHApHOM IIOTOKE BO3JyXa C IIOMOLIBIO MeMOpaHHbIX
(HIBTPOB C HOMMHATEHEIM Pa3MepoM Top He Gozee 0,22 MKM.

58. Jind M3rOTOBIEHHS TIJIa3HBIX Kalellb, KOTOPBIE HE IOAJICHKAT
NanpHeimeil TepMMYECKOM CTEPUIH3AIUH, HEOOXOAMMO MCHOJIB30BATh BOAY
I UHBEKLUH, a (UHANBHYIO CTEPWIH3ALHMIO NPOBOMHMTH MyTeM (HUIBTPAIHH
B JaMHHADHOM TIOTOKE BO3AYXa C MOMOIIBIO MeMOpaHHBIX GbuneETPOB
¢ HOMHMHAJIBHBIM pasMepoM nop He 6onee 0,22 MKM.

59. B nensx obecreueHus cobiomeHHs TpeOOBaHUH, MpPEeNbABIAEMBIX
K M3rOTOBJIEHMIO CTEPHJIBHBIX JIEKAPCTBEHHBIX IPENapaToB, B BeTEPHUHAPHOH
anTeKe BeJETCH XYPHAT PETUCTPAlMU peXKuMa CTepUITH3aLUH.

B KypHaJ perucTpalyy peXuma CTEpUIH3aliM BHOCATCA CIEIyIomue
CBEIICHHUS:

JaTa ¥ IOPAIKOBBIH HOMED MMPOBEACHUS CTEPHIIM3AIUH;

Ha¥iMEHOBaHWEe M KOJMYECTBO HCXOJHOIO CHIPbsS, M3rOTOBJICHHBIX
JIEKApCTBEHHBIX MIPENaparToB, JabopaTopHOM MOCYJBl U TIPOUMX MATCPHAIOB,
TOJIIEXKAIIUX CTEPHITHU3AIINH;

YCIIOBHSA CTEPIIIH3ALMHY (TEMIIEpaTypa, BpeMs);

pe3yJIbTaThl TEPMOTECTA,;

NOANKCH alTe4HOro paboTHMKA, TPOBOAUBILIETO CTEPUITHM3ALMIO.

VI. YnakoBKa " MAapKHPOBKa H3roTOBJCHHbIX JIeKapCTBEHHbIX NIpenapaToB

60. Boibop yNMakoBKM M  YKYNOPOYHBIX CPEICTB  OCYILIECTBIIACTCA
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B 3aBHCHMOCTM OT CBOMCTB, Ha3HaueHWs] M KOJUYECTBA H3rOTOBICHHOTO
JIEKApCTBEHHOTO Mpenapara B COOTBETCTBUU C TpeOOBaHUAMH (apMaKONEHHBIX
craTeil.

61. CtepunbHbie JIeKapCTBEHHBbIE IpENapaThl MOMKHBI ObITH YIIaKOBAaHBI
B CTEPHJIBHYIO YIIAKOBKY.

62. JlekapcTBeHHBIE TIpeTiapaThl, TpeOyolue 3alMTE OT NEHCTBHS CBETa,
JOJDKHBI OBITH YIIAaKOBaHBI B CBETO3AIMTHBIE EMKOCTH.

63. JlekapcTBeHHble TIpenaparhl, COJEpXailhe JieTyune BellecTsa,
TpeOylolpe 3alUTBl  OT  YJeTy4MBaHMs, THMIPOCKOIHYHBIC BEILECTBA
H BEINECTBa, KOTOPbie OKHCIISIOTCH, AODKHBI OBITh YIIAKOBAHEI B T€PMETHIHBIC
€MKOCTH K3 HEIPOHHIAEMBIX IUIS COOTBETICTBYIOIIMX BELIECTB MaTepHaloB,
YKyNOpeHHbIe HaBHHYMBAIOIINMUCS KONNAYKaMM WM KPBIIIKAMH B KOMIJIEKTE
¢ mpo0KaMH WM POKJIaAKaMU € YIUIOTHSIOIIUMH 3JIEMEHTaMH.

64. YnakoBka JIEKapPCTBEHHBIX IIPENapaToB, COJAEPKAIIHMX JIETy4He
BEILIECTBA, TpeOyIoLIMe 3aluThl OT YJIETY4YMBaHHs, WIM BEIIECTBA C 3aIaxoM,
OCYILIECTBISETCS OTHEIBHO OT YIIaKOBKH APYTHX JIEKApCTBEHHBIX Npenaparos.

65. Ha ynakoBKY M3rOTOBJIEHHBIX JE€KapCTBEHHBIX IPENapaToB JNOJDKHBI
ObITh HAHECEHBI STUKETKH, COJIEPXKALIUE CIIe YO0 HH)OPMALIHIO:

a) HOMep pellenTa Ha JIeKapCTBEHHEIH Ipenapar,

6) cocTaB JIeKapCTBEHHOTO Mpenapara;

B) HaAMUCh « /i BeTepHAPHOro IPUMEHEHHSA),

I') IaTa U3TOTOBJICHNUS;

;) cnoco® NpMMEHEHHs JIeKapCTBEHHOTO IIperapata (BHYTpEHHEe,
HapyXXHOE, JIsl HHBEKLIHA);

€) CpOK rOXHOCTH (TOZAEH A0 );

%) YCIIOBHUS XpaHECHHS;

3) npenocTepexeHne « XpaHUTh B HEAOCTYITHOM VISl AE€TEH MecTe»;

W) Ul CTEPHIIBHBIX JIEKApCTBEHHBIX (POPM JIOIOIHHUTENBHO YKa3bIBAETCS
«CTepHuibHO»;

K) B 3aBUCHMOCTH OT COCTaBa H3rOTOBJIEHHOI'O JIEKAPCTBEHHOTO IpernapaTa
M ero CBOWCTB /ONOJHHMTENBHO yKa3biBaercs «bepedup OT OrHa» (A
JIETKOBOCIUIAMEHSIOMMUXCA M JIETKOTOPIOYMX JIEKapCTBEHHBIX IIPENaparoB),
«O6paIaThcs OCTOPOXHO!» (IS B3PHIBOOIIACHBIX JIEKapCTBEHHBIX IIpEIapaToB),
«Ilepen npumeHeHHeM B30aNThIBaTL» (I JIEKApCTBEHHBIX IIPeENaparos,
NpH XpaHeHHH KOTOPBIX 06pasyeTcs 0CcaioK).

VII. BayrpuanTre4Hblii KOHTPOJIb

66. TIpu BHyTpHANTEYHOM KOHTPOJIE OCYLIECTBIISIOTCH:
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BXOJHO#M (IIpUEMOYHBIN) KOHTPOIIB,

IPOME)KYTOUHBIH KOHTPOJIb IPOMEXKYTOYHBIX IIPOTYKTOB;

KOHTPOJIb H3TOTOBJIEHHOT'O JIEKaApCTBEHHOTO TIpenapara;

KOHTPOJIb IPHU OTITYCKE.

67. B OTHOLIEHHH METOJOB KOHTPOJISI HCXOAHOI'O ChIPhs, IPOMEKYTOYHBIX
NPOJAYKTOB M W3TOTOBIEHHBIX JIEKAPCTBEHHBIX IpeNapaToB, IPOLECCOB
H3rOTOBJICHHS JIEKAPCTBEHHEIX [penapaTtoB HOKHBI OBITh JOKYMEHTAJIBHO
oGhopMIIeHb! ACHCTBHS, MOATBEPXKAAIONINE, YTO YKa3aHHbIe METOJ| MM NPOLECcC
COOTBETCTBYIOT TpeGOBaHUAM (PapMAKONEHHBIX CTaTEH.

68. ITocTymaiomue HCXOAHOE CHIpHE U YNAKOBOYHBIC MAaTCPHAJIbI
TNIO/IBEPraloTCs BXOAHOMY (IIPHEMOYHOMY) KOHTPOITIO.

69. Ilpu BxomHOM (IPUEMOYHOM) KOHTPOJIE OCYLIECTBISETCS MPOBEPKa
BHEIHEro BUJa, arpEraTHOrO COCTOSHHUS, LIBETa, KOHCHCTEHIMH, OAHOPOAHOCTH
CMELIMBAHHMs, OTCYTCTBHS WITH HAJIMYUsI MEXaHHIECKHUX BKIIIOUCHHN UCXOHOTO
CHIPhS M YNAaKOBOYHBIX MAaTepHalioB (Jajlee — OpraHONEeNTHYECKH KOHTPOJb
FCXOJHOTO CHIPhS W YMaKOBOYHBIX MAaTEpHasiOB), a TAaK)Ke BU3yalbHas OIECHKA
IEJIOCTHOCTH YNAKOBKH H COOTBETCTBHA MAapKHPOBKM (papMaleBTHIECKHX
cy6cTaHuuii, MapKAPOBKH 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB
TpeGoBaHUsIM cTaThd 46 DenepanbHOro 3akoHa oT 12 ampens 2010 r. Ne 61-®3
«O6 obpalieHHH JIEKapCTBEHHBIX CPENCTB», TNPOBEpKa NPABHIBHOCTH
ohOpMJIEHHSI  COTIPOBOJAMTENBHBIX  JOKYMEHTOB, HalIA4YMsi JOKYMEHTOB
IPOM3BOAMTENA, IOATBEPXKIAIOIMX  COOTBETCTBHE  HCXOJHOTO  CBIPBA
¥ YIIaKOBOYHBIX MaTepHAJIOB [10KAa3aTeJIsIM KauecTBa.

70. B xypHai BXOZHOTO (IIPHEMOYHOr0) KOHTPOJIsi BHOCATCS ClISyIOMue
CBEJICHUA:

TIOPSIIKOBBIH HOMED 3alIHCH;

HaMMEHOBaHHE HCXOIHOTO ChIPhs WIH YIIaKOBOYHEIX MaT€pPHAJIOB;

JiaTa MOCTYIUIEHHS MCXOJHOTO CHIPhS WK YIIAKOBOYHBIX MaTepHAIIOB;

JiaTa ¥ HOMEP CONPOBOANUTENLHOIO IOKYMEHTA,

HOMED 3aIMCH B FOCYAapCTBEHHOM PEECTpe JIEKapCTBEHHBIX CPEACTB I
BETEPUHAPHOTO [PUMEHEHHs (B Ciy4ae IIOCTYIUICHHs (apMaleBTHIECKHX
cybcTanimii B KauecTBe HCXOJHOTO ChIPhs);

HOMEp PEeruCTPAlMOHHOIO yHOCTOBEPEHHsS Ha JIEKapCTBEHHBIM Npenapar
(B ciyyae TOCTYIUICHHS 3aperidCTPUPOBAHHBIX JICKApCTBEHHBIX IPENapaToB
B Ka4€CTBE HCXOIHOTO CHIPhA);

pe3ynbTaThl BXOJHOTO (IPHEMOYHOrO) KOHTPOJNS Ha COOTBETCTBHE
TI0Ka3aTeNsM KadecTBa, yKa3aHHBIM B ()apMaKoIeiiHO# cTaThe («COOTBETCTBYET»
WIIH «HE COOTBETCTBYET»);
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damunus, HuMs, OTYeCTBO (IpH HAIMYMM) U MOJINMCh ANTE€YHOTrO
pabOTHMKA,  OCYINECTBMBINETO  BXOJHOH  (NPMEMOYHEIA)  KOHTPOI®,
WJTM OTBETCTBEHHOTO JIHIIA.

71.Tlp# BO3HMKHOBEHHH B paMKaX OpraHOJNENTHIECKOro KOHTPOMIs
FICXOJHOTO CHIPh M YIIAKOBOYHBIX MATEPHANOB IPH BXOTHOM (IIPHEMOYHOM)
KOHTpOJIE COMHEHHH B KaueCTBE HCXOJHOTO CBIpbS MM YNAKOBOYHBIX
MaTepuaioB o00pasisl HMCXOAHOTO ChIpbsi HIM YIAKOBOYHBIX MaTE€pHAIOB
HAMpABIMIOTCA Il MCCIeoBaHMA (MCIIBITaHUs) B 1aGoparopHio. Yka3aHHOe
MCXOJJHOE ChIPhE MM yNaKOBOYHBIE MaTepHalbl C MApKHPOBKOA «3a0pakoBaHO
IpH BXOXHOM (IIPHEMOYHOM) KOHTPOJE» XPAHATCS B BETEPHHAPHOH aInTeke
M30JIMPOBAHHO JI0 MOJTyYeH s IPOTOKONIA HCTIBITAHMH U3 TabopaTopHH.

B cnydae mnomydyeHus u3 JrabopaTopud IPOTOKONA HCIIBITAHWH,
MOATBEPKIAIOIIErO  Ka4eCTBO  MCXOOHOTO  CBIpbSl MM  yIAKOBOYHBIX
MaTepuajoB, TAaKOe HCXOIHOE ChIPhE MM YIIaKOBOYHBIC MaTepHaNbI MOJJIEXaT
UCIIOJIb30BaHHUIO.

B ciyuae monydeHHs u3 1abopaTOPHH MPOTOKOJIA UCIIBITAHHH, KOTOPEIM
YCTAaHOBJIEHO HECOOTBETCTBHE KayeCTBA MCXOMHOTO CBHIPhS WM YNaKOBOYHBIX
MaTepHalioB, TAKOe WCXONHOE ChIphe MIIM YNAaKOBOYHBIC MAaTepHailbl HE
TIOJIJIEKAT UCIIONIB30BaHHIO. |

72.B clIy4ae yCTaHOBJICHUS HECOOTBETCTBHUS KadecTBa
dapManeBTHYECKMX CYOCTaHLMH WM 3apervCTPUPOBAaHHBIX JIEKAPCTBEHHbIX
TPenapaToB, MCHOJB3YEMBIX B KAUeCTBE HUCXOIHOTO CHIPbA, MX YHHYTOXEHUC
OCYLIECTBJIAETCA B COOTBETCTBUM C TpaBHIAaMH YHHYTOXECHHS M3BATHIX
(hanbCHOUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, HEAOOPOKAYECTBEHHBIX
JIeKapCTBEHHBIX  CPeACTB, KOHTPaQaKTHBIX  JICKApCTBEHHBIX  CPEICTB,
YTBEpXKIA€MbIMU B COOTBETCTBHH CO CTaThsMU 47 U 59 DerniepanbHOro 3aKoHa
o 12 ampens 2010 r. Ne 61-@3 «O6 obpaiuenuy J1eKapCTBEHHBIX CPEACTB»
(nanee — [TpaBuna yHUYTOKEHHUS TeKAPCTBEHHBIX CPEICTB).

73. Tlpu mOpPOMEXYTOYHOM KOHTpPOJIE MPOMEXYTOYHBIX IPOAYKTOB
OCYIIECTB/ISETC ONpeleiieHue (U3MYECKMX M XHMHYECKHX IOKa3aTelleq,
BKITIOYAsl ONpE/eeHAe KOJTUYECTBA M MOMIMHHOCTH ACHCTBYIOIIErO BEIIECTBA,
B COOTBETCTBHH ¢ TpeOGoBaHHsMH (hapMaKoIeHHBIX CTaTel Il JeKapCTBEHHOH
(OpMBI JIEKAPCTBEHHOTO IIperiapara, a TAKkKe MUKPOOHOIOrHIECKHil KOHTPOJIb
TIPOMEXYTOYHBIX TIPOTYKTOB.

74. B ypHajl MPOMEXYTOYHOrO KOHTPOIIS MPOMEXYTOYHBIX IPOAYKTOB
BHOCSTCSA ClEeIyIOIUe CBEICHHU:

NOPSAKOBBIN HOMED 3allKCH;

AaTa U3roTOBJIEHHS TIPOMEXYTOYHOI'O NMPOAYKTa;
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CPOK XpaHeHHs IPOMEXyTOYHOI0 IIPOAYKTa,

OIMCAHHE IIPOMEXYTOYHOIrO IpOAyKTa (ONHCaHWE BHEIIHEro BHIA,
arperaTHoro COCTOSHHMS, [BETA, KOHCHCTEHIIHH);

JaTa Hayajga [pPOBEJEHHS KOHTPOJS IIPOMEXYTOYHOIO MpPOAYKTa
IO ITOKa3aTeNsIM KayecTBa;

IaTa OKOHYAHMSA IIPOBEJEHHS KOHTPOJd IPOMEXYTOYHOrO MpPOIYKTa
IO ITOKa3aTeNsIM Ka4ecTBa,

HAaMMEHOBaHUsl IOKa3aTeledl kadecTBa (C yKa3aHMEM HOPMATHBHBIX
Y TIOJTy4EHHBIX 3HAYEHMH MoKa3aTeNel KadyecTBa);

pe3ybTaThl NPOMEXYTOYHOrO KOHTPOJS Ha COOTBETCTBHE ITOKA3aTENsIM
KauecTBa («COOTBETCTBYET» HIIM «HE COOTBETCTBYET»);

GamMunHsa, ¥WMS, OTYECTBO (NIPM HANWYMHM) M MOAMHKCH anTeqyHOro
pabOTHHMKA MM OTBETCTBEHHOIO JIHIA, OCYLIECTBHBIIETO ITPOMEXXYTOYHBIH
KOHTPOJIb. ’

75. B macnopt MUCbMEHHOTO KOHTPOJIsI BHOCATCA CII€IYIOIIHE CBEACHHU:

HoMep M fata oOQOpMIeHWs penenrta, TpeOOBaHMS BETEPHHAPHOU
OpraHHU3alyy;

HaMEHOBaHHE U KOJMYECTBO UCIIOIE30BAHHOIO UCXOIHOTO CHIPhS,

NOPSNOK BBEJCHHS BELIECTB H [IepedeHb TEXHOJOTHIECKHX OIepaLlii;

HAVMEHOBAHUS HMCIIOJB3YEeMBIX OOOpYHOBaHMS, CPEACTB M3MEPEHHH,
peaKTUBOB;

obmas Macca Wi 00beM JIeKapCTBEHHOT'O IIperapara, YHCIIo 103,

CTEeleHb pa3BeIEHUs TOMEONATHIECKOro HMCXOMHOTO ChIpbs (B Ciiydae
HCIIOIB30BAHHUS HCXOMHOIO TOMEOIaTHYECKOTO ChIPbA);

Macca OTHENbHBIX JO3UPOBaHHBIX €IWHHMLL M HMX  KOJHYECTBO
(IpH U3TOTOBJIEHUH MOPOIIKOB U CYNIIO3UTOPHEB);

KOHIIEHTpanusi u o0beM (Macca) J00aBIEHHOTO H3OTOHUPYIOIIETO
BemecTBa (pu A00aBIeHMH B TNasHble Kalllk, PacTBOPHl IJisi WHBEKUUH
1 nHby3ui);

COCTaB, KOHIEHTpaUus M 00BeM KOHLIEHTPHPOBAaHHEIX pPacTBOPOB
(TIp¥ KCTIONB30BAHMH IS H3TOTOBNECHHU JIEKAPCTBEHHBIX IIPENApaToB);

HCIONB30BaHHEIE Tpd  pacuyeTe KOIQQHLUHUEHTH  BOXOIOITIOLICHUS
JUISL PACTUTEIBHOTO CBHIPhS, HCIOIb3yEMOIO MPH U3TOTOBJICHUH JIEKapCTBEHHOTO
npernapara;

HCIONB30BaHHBIE MNpH pacyeTe KO3G(UIHEHTH YyBenudeHus obbeMa
BOJIHBIX PAacTBOPOB IpH pacTBOPEHHMH BEIIECTB, BXONAIIMX B COCTaB
JIEKapCTBEHHOTO Iperapara,

JaTa U3roTOBJIEHHS JIEKApCTBEHHOIO IIpernapara;
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HOMEP 3alliCH B JKypHaje KOHTPOJIA M3rOTOBJICHHBIX JI€KapCTBEHHBIX
IIpenaparos;

damunus, wMs, OTdecTBO (IpH HAIMYMM) M IOANKMCH aNTEYHOrO
paboTHHKA, H3rOTOBHBILETO JIEKAPCTBEHHBIH NpernapaT, ¥ anTe4yHoro paboTHUKA
WIA OTBETCTBEHHOrO JIMI@, OCYIIECTBHUBIIETO BHYTPHANTEYHBIH KOHTPOIb
H3TOTOBJICHHOT'O JIEKAPCTBEHHOI'O Mperapara.

76.1Ipu  KOHTpOJE W3rOTOBIEHHOIO JIEKAPCTBEHHOI'O IIpernapara
OCYIIECTBISETCS: .

NpoBepKa BHEIIHEro BHA3, IBETa, OJHOPOJHOCTH CMEHIWBAHMA,
OTCYTCTBHSI HJIM HAJIMYHUS MEXaHUYECKHX BKIIOYCHHM, KaYeCTBa YKYNOPHUBAHHSA
M3rOTOBJIEHHOTO JIEKAPCTBEHHOIO IIperapara B COOTBETCTBUM C TpeOOBaHHMAMH
(hapmaxoneiHbIX CTaTeH;

npoBepka o0mell Macchl WIH 00BbeMa HM3rOTOBJIEHHOIO JIEKapCTBEHHOIO
npernapaTa, KOJIHYeCcTBa, 00beMa M Macchl OTAENBHBIX NO3MPOBAHHBIX €IHHHII,
BOJAOPOAHOIO TMOKa3aTels, IUIOTHOCTH, BS3KOCTH, MAacCOBOM JOJM BIar,
IpoBepKa Ha IOMIMHHOCTh HEHCTBYIOIIMX BEIIECTB M  ONpEACIICHHE
KOJNIMYECTBEHHOrO COJIEpXKaHUsl [NEHCTBYIOIMX BEIIECTB, KOTOpHIE BXOAAT
B COCTaB JIEKAPCTBEHHOIO TMpemapara, a TaKxKe JIpyr'WX IIOKasaresei

B COOTBETCTBHH C TpeOOBaHUSIMHU (dhapMaKonenHbIX cTate
(nanee — OQHU3MKO-XHUMHYECKHH KOHTPOJbL H3TOTOBJEHHOTO JIEKapCTBEHHOTO
npenapara);

MHUKPOOHOIOTHYECKUH  KOHTPOJb  M3rOTOBJIEHHOrO  JIEKAPCTBEHHOIO
Ipenapara;

NpoBepKa AanTeYHbIM paOOTHHKOM H (MJIHM) OTBETCTBEHHBIM JIULIOM
3a[IONIHEHHS I1aclopTa ITHCHMEHHOTO KOHTPONs HENOCPEACTBEHHO IMOCIe
W3TOTOBJICHHMS  JIGKAPDCTBEHHOTO  @perapara M JXKYPHaJOB  BXOJHOTO
(IpUEeMOYHOr0) ¥ MPOMEXYTOUHOTO BHYTPHANTEYHOrO KOHTPONS, @ TaKKe
COOTBETCTBHS 3allMCEM B IaclopTe INHUCHbMEHHOIO KOHTPOJSA M pelenTe,
NPaBUILHOCTH TPOBEJEHHBIX pPAacuyeToB INpPH H3TOTOBICHMH JIEKaPCTBEHHOTO
mpernapara;

BeJlcHHE OTBETCTBEHHHIM JIHMUIOM H (WIH) anTeyHbIM pabOTHHKOM,
NPOBOAMBLIAM HKCCIAENOBaHHMA IIPH KOHTpOJE KauyecTBa H3rOTOBIICHHOTO
JNIeKapCTBEHHOI'O Tpenapara, 3amuceii 1o MPOBEICHUIO YKa3aHHBIX UCCIIelOBaHUH
(manee — KOHTPOJBHBIH JIHCT).

77. B KOHTPOJIBHBIN JIUCT BKIIOYAIOTCS CIIEYIOLIHE CBEICHNU !

JlaTa Ha4aja MpOBENCHUS UCCIEOBAHMM 1 1aTa X OKOHYaHHS,;

uHbopManusd 00  H3TOTOBICHHOM  JIEKAPCTBEHHOM  TIperapare
(HaMMeHOBaHHE, HOMEP PeLeNTa Wik TPeGOBaHHs BETEPUHAPHOH OpraHu3alum);
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HaUMEHOBaHWE WIM HOMEP METONMKH MWCIBITAHMA, B COOTBETCTBHH
¢ KOTOpOHW IPOBOAATCS HCCIENOBAHHSA NPH OCYIIECTBICHMH BHYTPHANTEHHOIO
KOHTPOJIS;

PacyeThl IIpY IPOBEACHHH KOHTPOIIS Ka4eCTBa,

Macca B3fTHIX HABECOK, pa3BeleHWs (NP HalIH4uM) IIpU NPOBEICHHH
KOHTPOJIA Ka4eCTBa,; |

uH(OpMAaIHs, B TOM YHClIe HICHTH(GUKANHOHHBIC HOMEpA, HAMMEHOBAHHC,
MapTHs, H3PacXO/0BAHHOE KOJUYECTBO, CPOK TOINHOCTH, I HHUTAaTENBHBIX
Cpel — TeMmmepaTypa MHKYGHpPOBaHHS, O CTaHIAPTHBIX 00paslax, pacTBopax,
peaKTHBaX, MUTATENBHBIX Cpelax, AMarHOCTHYECKMX HabOpax, TeCT-CHCTeMaX,
TIPYMEHSEMBIX TIPH NPOBEJICHUH HCCIENOBaHuUs, Ul THTPOBAHHBIX PaCTBOPOB —
IONPaBOYHEIH KO3 GUIHEHT (B Cllydae CMEHBI IAPTHH HCTIONb3YEMOro PEaKTHBA
WIM CTAaHAapTHOTO obpasua B XoAe NMPOBENEHUS MCCIIEJOBaHHH YKa3hIBACTCH
naTa CMEHBI TIapTHH);

dbaKTHUECKHe pe3yNbTaThl MPOBEICHHBIX HCCICHOBAHHI IPH KOHTPOIE
KagecTBa (10 K@KOOMY OINpeAeNseMOMy MOKa3aTel0 KauecTBa yKas3blBaeTCs
COOTBETCTBHE (apMakoneiHbIM CTaThAM: «COOTBETCTBYET» WY
«HE COOTBETCTBYET»).

78. KoHTpO/Ib Ip¥ OTIyCKE NPOBOAMTCS B OTHOIIEHHWH H3TOTOBICHHBIX
JIEKapCTBEHHBIX MPENapaToB U 3aKII0YaeTCs B IPOBEPKE:

a) YIIaKOBKH JIEeKapCTBEHHOTO mpernapara Ha LIEJIOCTHOCTD,
repMEeTHYHOCTD, YHCTOTY;

6) MapKHPOBKH JIEKapCTBEHHOTO TMpenapara B 4acTH COOTBETCTBUA
TpeGOBAHMAM K MAapKMDOBKE, YCTAHOBIEHHBIM HacTOSIMMH IlpaBinam,
u uHGOpMALWH, CONEpXKalleiics B pelenTe WIH TpeGOBaHWM BeTEPHHAPHOH
OpraHU3aLKH.

79. Tlocie M3roTOBIEHHS JICKApCTBEHHOIO Ipemnapata ¥ OKOHYaHWA
TIpPOBEIEHHs] KOHTPOJIS M3TOTOBIEHHOTO JIEKapCTBEHHOro Npenapata anTe4YHbIH
paGOTHWK, H3rOTOBHMBIIMI JIEKApPCTBEHHBIH Mpenapar, anTedHbIA paboTHHK
WIA OTBETCTBEHHOE IIMIO, OCYIIEeCTBHBIUME KOHTPOJb H3TOTOBICHHOI'O
JIEKapCTBEHHOIO  Mpemapara, JO/DKHBI ~ 3allONHHTB  KOPEWIOK  perenTa
B COOTBETCTBHH ¢ (POpMOI pelenTypHoro GIaHKa Ha JEeKapCTBEHHBIH Tpernapar
JUISl BETEPHHAPHOrO MPUMEHEHHUs, YTBEPXAaeMOH B COOTBETCTBHU C HacCTblO
TpeThell cTaThM 16 3akoHa Poccuiickoii ®@epepamuu ot 14 Masd 1993 r.
Ne 4979-1 «O BerepuHapum».

80. AnTeuHsiii paGOTHUK HIM OTBETCTBEHHOE JHMIO, OCYIIECTBHBILIHEC
OTIYCK H3rOTOBJIEHHOrO JIEKApCTBEHHOTO TIpenapaTa, JO/DKHBI MOAMUCATH
KOpEIOK peleNnTa, yKa3aTb CBOM (aMmuiHio, uMs, OTIECTBO (npy HaTHYHH)
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M JaTy OTIYyCKa, a TaKk)Ke BHECTH COOTBETCTBYIOIIHME 3alCH B XXypHail
KOHTPOJISI H3rOTOBJIEHHBIX JIEKAPCTBEHHBIX MPENapaToB.

81.B KypHall KOHTPOJISI H3TOTOBIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB
BHOCSTCS aNTeYHHIM pabOTHHKOM WM OTBETCTBEHHBIM JIMLIOM ClENYIOIIHE
CBEJICHUS:

IIOPSIAKOBEIM HOMED 3aIlUCH;

HOMep M JaTa OQOpMJIEHHS peLenTa Wil TpeOOBaHHs BETEPUHAPHOH
OpraHu3alIliy;

dbammnams, WMs, ordecTBO  (OpH  Hamuuuk)  (Qu3MIecKoro
AWLa — BIafeNblla JKMBOTHOTO WM HaUMEHOBAaHME HOPHAMYECKOrO JHIa —
BIIaJIeNIbIIa )KUBOTHOIO;

HAMMEHOBAHHKE M KOJIMYECTBO UCMOIE30BAHHOIO HCXOHOTO ChIPBS;

NexapcTBeHHast popMa H3rOTOBJIEHHOIO JIEKAPCTBEHHOTO Npernapara;

JaTa U3rOTOBJICHHUS JIEKAPCTBEHHOT'O NPENapara,

CPOK XpaHEeHHS U3TOTOBJIEHHOI'O JIEKAPCTBEHHOTO MPENapaTa;

JaTa Havaja [POBEJEHMs KOHTPOJNS KayecTBa  M3rOTOBJIEHHOIO
JIEKapCTBEHHOTO IIpenapara;

IaTa OKOHYAHHA IPOBEACHHs KOHTPOJIL KayecTBa H3TOTOBJIEHHOTO
JIEKapCTBEHHOTO Ipenapara;

OMMCAaHWE W3TOTOBICHHOIO JIEKAPCTBEHHOTO Ipemapara (ONMCaHHe
BHEIIIHETO BHJA, arPEraTHOrO COCTOSHUA, [{BETA, KOHCHCTEHLIMH);

HoMepa (papMaKONEHHBIX CTaTeH, [0 KOTOPBIM OCYLIECTBIIICA KOHTPOIb
Ka4eCcTBa M3rOTOBJIEHHOTO JIEKapCTBEHHOIO IIpernapara;

HalMEHOBAaHHE I[IOKa3aTejeld KadecTBa, MO KOTOPBIM OCYIIECTBISIICH
KOHTPOJIh Ka4eCTBa M3TOTOBICHHOIO JIEKAPCTBEHHOTO Nperapara (C yKasaHHeM
HOPMATHMBHOTO U IOJy4eHHOTO 3Ha4YeHHIT II0Ka3aTelisd KadecTsa);

JaTel ¥ HOMEpa INPOTOKOJOB HCIBITAHMH B Clydae OCYLIECTBICHHS
(U3MKO-XHMHYECKOTO, MHKPOOHOJIOTHYECKOr0  KOHTPOJS  H3rOTOBJICHHOTO
JIEKapCTBEHHOTO TpenapaTa B 1a00paTOpHH;

pe3ynbTaTl KOHTPONS Ka4yecTBa HM3rOTOBJEHHOTO JIEKapCTBEHHOIO
TperapaTa Ha COOTBeTCTBHE (hapMaKONMEHHBIM CTAaThM («COOTBETCTBYET» HIIH
«HE COOTBETCTBYET»);

JiaTa OTITyCKa H3TOTOBIEHHOTO JIEKapCTBEHHOTO Mpenapara;

Gamumus, ums, OT4ecTBO (TIPH HAIMYMH) M MOMIKCH ANTEYHOrO
paGOTHHKA, H3TOTOBMBILErO JIEKAPCTBEHHbIH NpenapaT, anTeqHoro paboTHHKa U
(MIHM) OTBETCTBEHHOrO JIMLA, OCYHIECTBHBLIETO KOHTPOJb H3TOTOBJICHHOIO
JIEKapCTBEHHOTO Tperapara, anTeyHOro pabOTHHMKA, OCYLIECTBHBIIETO OTITYCK
M3rOTOBJICHHOT'O JIEKAPCTBEHHOT'O Mperapara.
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82. MI3roToB/IcHHEIE JIEKAPCTBEHHBIE IIpemaparhi, Ka4yecTBO KOTOPBIX
TI0 pe3yNbTaTaM [POBENEHHOr0 BHYTPHAIITEYHOrO KOHTPOIS HE COOTBETCTBYET
Tpe6GoBanusaM GapMaKONeHHBIX CTaTel, He MOIENKAT OTIYCKY H yHHITOXKAIOTCH
B COOTBETCTBHH ¢ [IpaBHUIaMy YHUUTOXEHMS IEKAPCTBEHHBIX CPE/ICTB.

VIIIL OTnyck H3roToBJICHHBIX JIEKAPCTBEHHBIX NIpenapaToB

83. I3roToB/NEeHHEIE JIEKAPCTBEHHbIE Mpenaparkl MoAjexar OTIyCKY
10 PEeLeNnTy WK TpeGOBaHHIO BETEPHHAPHON OpraHH3alliH.

84. AnTeunsiii paGOTHHK, OCYILECTBISIOUIMMA OTIyCK H3rOTOBJICHHOTO
JIeKapCTBEHHOTO IIperiapara, AOJDKEH OTIMYCKATh JIEKApCTBEHHBIM IIpernapar
C BBLAaYel BIIAJeIbIly )KUBOTHOIO 3alI0JIHEHHOTO KOpeiKa peLenTa.

85. 3anpemaeTcs OTIYCKaTh JEKapCTBEHHbIE NpPEMapaTel IO peuenTam
C HCTEKIIMM CPOKOM JeWCTBHUS pELenTa, 3a MCKIIOYCHHEM CiTy4aeB, €CIIH CPOK
HeNCTBHS peleTa HCTEK B IIEPHOJI €10 U3TOTOBICHHU.

86. Ilpu OTHyCKe JIEKapCTBEHHOTO Ipemnapara Io Mmpocsoe notrpebures
anTeuHpli paGOTHUK JOJDKEH NPOMH(OPMHMpPOBATE €ro O PEXHME M 033X
TIpHeMa JTeKapCTBEHHOrO Mperapara, YCIOBHAX XpaHeHHWs, B3aHMOJACHCTBUH
C JPyTHMH JIEKapCTBEHHBIMH TIpeTIapaTaMu.

87. OTmycK JIeKapCTBEHHBIX IPEIApaToB MO PeLeNnTy OCYLIECTBIACTCS
B KOJIMYECTBAX, YKa3aHHBIX B pELEHTE.

88. 3anpemiaeTcs OTIMYCK (QanbCHPUIMPOBAHHEIX, HEAOOPOKAIECTBEHHBIX
¥ KOHTpa(aKTHBIX JIEKApCTBEHHBIX TIpenaparos’.

5 Crata 57 ®enepansHoro 3axona ot 12 anpens 2010 r. Ne 61-@3 «O6 oGpalneHnH JIeKapCTBEHHBIX
CpPeICTB».




