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O BHeceHHH U3MeHeHMH
B HEKOTOpble HOPMATHBHbBIE NPABOBbI¢ AKThHI
MuHHCTEPCTBA CelbCKOro xo3siictpa Poccniickoi ®Pexepauuu
MO BONPOcaM 00paleHHs JeKapCTBEeHHbIX NMpenapaToB
JJisi BETePMHAPHOIO NPHUMEHEHH s

B unensx peanusauud IMyHKTOB 5, 7 crarbu 2 DenepajbHOro 3aKOHA
or 2 asrycta 2019 r. Ne 297-®3 «O BHeCeHWM H3MEHEHHH B OTHACNBHBIC
3aKkoHomarenapHbple akThl Poccuiickoii Penepauyd B 4YaCTH PETYIMPOBaHUsA
OOpallleHHs JIEKapCTBEHHBIX CPEICTB [JIsl BETEPUHAPHOTO IPUMEHECHMA»
(Cobpanue 3axoHomaTescTBa Poccuiickoit ®enepanny, 2019, Ne 31, cr. 4456)
M B COOTBETCTBHM ¢ moAmyHKTamu 5.2.25(29), 5.2.25(31), 5.2.25(32),
5.2.25(103) u 5.2.25(104) mynkrta 5 Ilonoxenus o MHHHCTEPCTBE CENBCKOTO
xo3siictea Poccuiickoii  ®Denepanuu, YTBEPKIACHHOTO ITOCTAHOBIICHUEM
IIpaBuTensctBa Poccuiickoii @enepariuu ot 12 mons 2008 r. Ne 450 (Cobpanue
3aKoHOJaTeNbcTBa Poccmitckoit ®emepauwu, 2008, Ne 25, cr. 2983;

O¢uIMaNbHEI MHTEPHET-MOPTall NPaBOBOH HHQOPMALUH WWW.Pravo.gov.ru,




8 ampess 2020 r., Ne 000120200408037), m p 1 K a 3 BI B a 1O:

VTBepAUTh MpHUiaracéMple M3MEHEHHUS, KOTOPBIE BHOCATCS B HEKOTOPBIC
HOpMATHBHEIE [IpaBOBble aKThl MHHHMCTEPCTBAa  CENbCKOTO  XO3SMCTBa
Poccuiickoit ®enepaliuu 1Mo BopocaM 0OpalleHus IEKapCTBEHHbIX TPenapaToB

JJIs BETCpHAHAPHOI0 IIPUMEHCHUS.

MunucTp J.H. ITaTpywres



YTBEPX/IEHDBI
npuka3zoM MuHcenbxo3a Poccuu
or 05.06.2020r. Ne 309

NU3IMEHEHMHA,

KOTOpble BHOCSATCS B HEKOTOpPbI€ HOPMATHBHBIE IPABOBbIE AKTHI
MuHucTEPCTBA CeIbCKOro Xo3sificTBa Poccniickoi @enepannu
10 Bonpocam ofpaleHns JeKapCTBEHHbIX NPeNnapaTos
JJisl BETEPHHAPHOIO NPHMEHEHHSA

1. B mpukaze MuHHCTEpCTBa CENbCKOTO Xo3saicTBa Poccuiickoi
®enepanun ot 5 uronsa 2012 r. Ne 311 «O6 yreepxaenun [IpaBui npoBeneHus
SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JAJIs BETEPHMHAPHOTO TPUMEHEHUS
¥ QGOpMBEl  3aKIIOYEHHS  KOMHCCHHM  3KCIEPTOB»  (3apernCTpUpOBaH
MunncrepctBoM roctunuu  Poccuiickoit ®enepauun 20 wmrons 2012 r,
peructpanroHHbiii Ne 24963) (nanee — I[Tpukas Ne 311):

1) B npeamOye:

a) cmoBa «Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50,
cT. 7351» 3amenuTh cinoBamu «2018, Ne 24, ct. 3407»;

6) cioBa «Ne 32, ct. 3791; Ne 42, ct. 4825; Ne 46, c1. 5337; 2009, Ne 1,
cr. 150; Ne 3, ct. 378; Ne 6, cT. 738; Ne 9, ct. 1119, c1. 1121; Ne 27, ct. 3364;
Ne 33, cr. 4088; 2010, Ne 4, ct. 394; Ne 5, c1. 538; Ne 16, ct. 1917; Ne 23,
ct. 2833; Ne 26, CT. 3350; Ne 31, ctr. 4251, cr. 4262; Ne 32, ct. 4330; Ne 40,
cT. 5068; 2011, Ne 6, c1. 888; Ne 7, ct. 983; Ne 12, ct. 1652; Ne 14, ct. 1935;
Ne 18, ct. 2649; Ne 22, cr. 3179; Ne 36, ct. 5154» 3aMEHHUTH CJIOBaMH
«2015, Ne 38, ct. 5297»;

2) B IlpaBumax mpoBeAeHMs 3SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB

=]

JUIS BETEpMHAPHOTO TIPUMEHEHNs1, yTBepkIeHHbIX [Ipukazom Ne 311:
a) B nyHKTe 24 cioBa «ImyHKTax | — 8, 10, moamyHKTax «a» — «I»,
WK» — «M», «I» — «P» myHKTa 16 ¥ myHkTe 17 dactu 3 cTarthu 18» 3aMEHHUTH

CJIOBaMHU «4acTH 3 cTateu 17»;
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0) B myHKTe 26 CIIOBO «MSATHAALATHY» 3aMEHUTD CJIOBOM «TPHLIATHY, CII0BA
«obpazerr (bapMaLieBTUYECKON cyOcTaHIMI» 3aMEHHUTH CJIOBaMH
«B COOTBETCTBYIOIIUX CIIy4yasiXx TeCT-IUTAMMBI MHKPOOPIaHH3MOB, KYJIBTYpPbI
KJIETOK, o00pasubl (apMalleBTHUeCKOH CyOcTaHIMH, 0OpasLbl BEILECTB,
MpUMeEHsSEMBIE TSI KOHTPOJISA Ka4eCTBa JIEKAPCTBEHHOTO CPE/ICTBA,»;

B) MYHKT 27 U3JI0XUTh B CIEAYIOIIEH pelaKkLiu:

«27. Tlpu mNONy4YeHMH TECT-IITAMMOB MHKPOOPTaHH3MOB, KYJBTYpPHI
KJIETOK, 0OPa31IoB JIEKAPCTBEHHOTO Mpenapara, GpapMarieBTH4ecKkol cyOcTanuu
¥ BEIIECTB, IPUMEHIEMBIX Ui KOHTPOJIS KadecTBa JIEKapCTBEHHOIO CPENCTBa,
OI'BY BbImaeT 3aABUTENIO JOKYMEHT, MOATBEPKAAIOIIMA HUX IIOJy4YEHHE,
U B CPOK, He MPEBBIMIAIONINN Tpex pabodux JHEH, yBeJOMIISET B IIMChbMEHHOM
dbopme 00 3ToM Poccenbxo3Haazop.»;

I') MyHKT 28 U3JI0KUTH B CIIEAYIOLIEH peaaKIun:

«28. Cpox s TpeACTaBICHUSA  3asgBUTEIEM  TECT-IITaMMOB
MHKDPOOPraHU3MOB, KYJIBTYphl KIIETOK, 00pa3loB JEKapCTBEHHOro Tpemnapara,
(dapMaleBTH4eCKOH CyOCTaHIIMM M BEHIECTB, NMPHUMEHSIEMBIX Ui KOHTPOJIA
KadecTBa JIEKApPCTBEHHOIO CPEACTBa, U cpok yBenomieHus PIBLY o6 stom
B IMCbMeHHOH (opme Poccenbxo3Hans3opa, ykasaHHBIE B NyHKTax 26, 27
Hacroaumx [IpaBui, He BKIIOYAIOTCI B CPOK MPOBEAECHUS YyKa3aHHBIX
B IMyHKTax 24, 25 Hacrosmux IIpaBun skcneprus.»;

1) B myHKTe 31 cnoBa «myHKTax 4 — 7 wactv 3 cTaThu 18» 3aMeHHTH
CIIOBAaMH «YacTH 2 CTaTbH 34». |

2.B mpukaze MuHHCTEpCTBA CeNIbCKOTO Xo3skicTBa Poccuiickoi
®epepaupn ot 22 asrycta 2017 r. Ne 430 «O6 yrBepxaenun TpebGopaHmii
K MHCTPYKIIMH [0 BeTEPHHAPHOMY NPHMEHEHHIO JIEKAPCTBEHHBIX IIPENapaToB»
(zapeructpupoBad  MMHHCTEPCTBOM mCTnuﬁH Poccuiickoii  ®Penepanuu
16 Hos16ps 2017 ., peructpanronnsiii Ne 48912) (nanee — Ilpukas Ne 430):

1) B mpeamOyne:

a) cinoa «Ne 31, cr. 4161; Ne 42, c1. 5293; Ne 49, cr. 6409; 2011,
Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, cr. 3477,
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Ne 48, c1. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 20135,
Ne 10, ct. 1404; Ne 27, ct. 3951; Ne 29, cr. 4359, cr. 4367, ct. 4388; Ne 51,
cT. 7245; 2016, Ne 1, c1. 9; Ne 23, c1. 3287; Ne 27, cT. 4194, ct. 4238, cT. 4283»
3aMeHuTh ciioBaMu «2020, Ne 14, ct. 2035»;

6) cmoa «Ne 32, cr. 3791; Ne 42, ct. 4825; Ne 46, cr. 5337,
2009, Ne 1, ct. 150; Ne 3, ct. 378; Ne 6, cT. 738; Ne 9, c1. 1119, c1. 1121; Ne 27,
cT. 3364; Ne 33, ct. 4088; 2010, Ne 4, cT. 394; Ne 5, ct. 538; Ne 16, ct. 1917,
Ne 23, ct. 2833; Ne 26, ct. 3350; Ne 31, cr. 4251, ct. 4262; Ne 32, ct. 4330;
Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7, ct. 983; Ne 12, ct. 1652; Ne 14,
cT. 1935; Ne 18, cT. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154; 2012, Ne 28,
cT. 3900; Ne 32, cr. 4561; Ne 37, cr. 5001; 2013, Ne 10, cr. 1038;
Ne 29, ct. 3969; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014, Ne 4, ct. 382; Ne 10,
ct. 1035; Ne 12, cT. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491; Ne 11, cr. 1611;
Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47, ct. 6603; 2016, Ne 2,
cT. 325; Ne 28, ct. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349; Ne 47, c1. 6650;
Ne 49, ct. 6909, cT. 6910» 3amenuTh ctoBamu «2015, Ne 38, c1. 5297»;

2) B noamyHkre «p» myHkra 1 TpeGoBaHmii K HHCTPYKIHU
10 BETEPUHAPHOMY MPHMEHEHUIO JEKApCTBEHHBIX MPEIapaToB, YTBEPKACHHBIX
IIpukasom Ne 430, cioBa «BETepUHAPHOIO Bpava (BeTepHHApHOro (erbauiepa),
HHOT'0» UCKITIOYHUTD.

3. B mnpukaze MuHucTepcTBa CelbCKOro XossiicTBa Poccuiickoi
®eneparu ot 10 smBaps 2018 1. Ne 4 «O6 yTBepxAeHHH MOPsIKa
(GOpMHUpOBaHKs PETHCTPALlMOHHOIO JOChe Ha JIEKapCTBCHHBIH Npenapar
IS BETEpHHAPHOr0  TNpHUMeHeHMs M TpeboBaHMHd K  JIOKyMEHTaM
B €r0 COCTaBe U [OPs/Ka IIPeICTaBIECHUs JOKyMEHTOB, U3 KOTOPBIX (pOPMHUpYeTCs
PETMCTPALMOHHOE JOChE Ha JIEKapCTBEHHBIA IIpenapaTr [Jid BETCPUHAPHOTO
MIPUMEHEHHUS B HeNsX rocy/1apCTBeHHOM pPETUCTPALIUN»
(3aperucTpupoBan MuHucTepcTBOoM  locTunmu  Poccuiickoit  @esepanuu
10 anpens 2018 r., peructpanuonHsii Ne 50691) ¢ H3MeHEeHHAMH, BHECEHHBIMH

NpruKa3oM MHUHICTEPCTBA CENIbCKOTO  XO3iIHCTBA Poccuiickoin ®Penepanuu
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or 29 mapra 2019 r. Ne 156 (3apeructpupoBaH MMHHCTEPCTBOM IOCTHIIUH
Poccuiickoit ®epmepanun 25 ampens 2019 r., permctparuoHHblii Ne 54508)
(manee — INpuka3z Ne 4):
1) B mpeamOye:
a) cmoBa «Ne 31, ctr. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50,
cT. 7351; 2012, Ne 26, ct. 3446; Ne 53, cr. 7587; 2013, Ne 27, cr. 3477,
Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015,
Ne 10, ct. 1404; Ne 27, ct. 3951; Ne 29, ct. 4359, ct. 4367, ct. 4388; Ne 51,
cT. 7245; 2016, Ne 1, cT. 9; Ne 23, cr. 3287; Ne 27, ct. 4194, ct1. 4238, cT. 4283;
Ne 31, ct. 4791, ct. 4827» 3amennTs ciioBaMu «2020, Ne 14, ct. 2035»,
6) cmoBa «Ne 32, ct. 3791; Ne 42, ct. 4825; Ne 46, ct. 5337; 2009, Ne 1,
cr. 150; Ne 3, ct. 378; Ne 6, cT. 738; Ne 9, c1. 1119, ct. 1121; Ne 27, ct. 3364,
o 33, ct. 4088; 2010, Ne 4, ct. 394; Ne 5, ct. 538; Ne 16, cr. 1917; Ne 23,
ct. 2833; Ne 26, c1. 3350; Ne 31, cr. 4251, c1. 4262; Ne 32, ct. 4330; Ne 40,
ct. 5068; 2011, Ne 6, ct. 888; Ne 7, ct. 983; Ne 12, ct. 1652; Ne 14, cr. 1935;
Ne 18, c1. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154; 2012, Ne 28, ct. 3900; Ne 32,
cr. 4561; Ne 37, cr. 5001; 2013, Ne 10, ct. 1038; Ne 29, ct. 3969; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 4, ct. 382; Ne 10, ct. 1035; Ne 12, c1. 1297;
Ne 28, ct. 4068; 2015, Ne 2, ct. 491; Ne 11, c1. 1611; Ne 26, ct. 3900; Ne 35,
cT. 4981; Ne 38, ct. 5297; Ne 47, ct. 6603; 2016, Ne 2, ct. 325; Ne 28, c1. 4741;
Ne 33, ct. 5188; Ne 35, cT. 5349; Ne 47, ct. 6650; Ne 49, ct. 6909, ct. 6910; 2017,

=

Ne 26, cr. 3852» 3amenutb cinoBamMd «OQHUMANBHBI HHTEPHET-IIOPTAN
npaBoBoii  MHMOpMauMM ~ Www.pravo.gov.ru, 8  ampems 2020 T,
Ne 0001202004080037»;

2) B mopsgke  (OPMUPOBAHHS  PErHCTPAllHOHHOTO  JOCHE
Ha NEKapCTBEHHEIH Tpenapar [Uis BeTePHHAPHOTO MPUMEHEHHs M TpeboBaHMi
K JOKYMEHTAM B €T0 COCTaBe, yrBepxkaeHHoM [Ipukasom Ne 4:

a) B MyHKTE 2:

TMOJNMYHKT «W» JOIONHATE ab3alleM BTOPBIM CJIYIOLIEr0 COAEPIKaHNs:

«ITpu IpoBeIeHUH YCKOPEHHOH NMPOLEAYPbI SKCIIEPTU3bI JIEKAPCTBEHHOTO




nmpenapara  JJI1  BETEPUHAPHOTO  MNpPHMEHEHHA B [EIIX  €ro
roCyIapCTBEHHOMN perucTpanun BMECTO oT4era paspaboruuka
O  pe3yibTaTax  [JOKIMHHYECKOTO  HCCIEOBaHMs  JIEKAPCTBEHHOI'O
CpenCcTBa JJis BETEPUHApPHOTO IPHMEHEHHS MOXET OBITh IPEACTaBIeH
00630p Hay4yHHIX paboT O pe3ynbTaTax MOKIMHHYECKOIO HCCIEHOBaHUA
pedeperTHOTrO JIEKapCTBEHHOTO mpemapara Ui BETEpUHAPHOTO
IIPEMEHEHHS ;»;

IOAMYHKT «K» JAOTIOJHUTH a03aIieM BTOPBIM CIEAYIOIIETO COACPIKAHMS:

«IIpu IPOBEICHUH YCKOpEHHOM 13101001 (137 03 AKCHEPTH3HI
JIeKapCTBEHHOro Ipemapara [Uid BETEPHHAPHOIO NPHUMEHEHHA B LEIIX
€ro rOCYJapCTBEHHOM  permcTpalid BMECTO OTdeTa  pa3paboTyHMKa
0 pesynbTaTaX KIMHAYECKOTO MCCIENOBAaHHs JIEKApCTBEHHOTO CpeICTBa
NIl BETEpHHAPHOTO TPHUMEHEHHWs MOXeT ObITh IPEICTaBlI€H  OTYeT
O pe3ylabTaTax HCCIEeNOBaHUH OHOIKBHBAJICHTHOCTH BOCIPOM3BEICHHOIO
JIeKapCTBEHHOTO NPENapara /I BETEPHHAPHOTO IPUMEHEHHS '

JOIOIHUTE CHOCKOM K a03aily BTOPOMY MOAIMYHKTA «H», ab3ally BTOPOMY
HMOIITYHKTA «K» CIEAYIOLETO COAEPIKaAHN:

«' Crarpsa 17 ®enepanproro 3akona ot 12 ampems 2010 r. Ne 61-03
«O06 obparneHuy TeKapCTBEHHBIX CPEICTBY.»;

JIOIIOJIHUTH MOAMYHKTOM «ID) CIEAYIOLIETO CONEPIKAHH:

«I1) CBEJleHHS 0 roCyAapCTBEHHOM perucrpanuu
r€HHO-MH)KEHEPHO-MOJU(UIUPOBAaHHEIX  OPraHHU3MOB,  IpeJHa3HaYCHHBIX
LI BHIIyCKa B OKpYXaiomlylo cpexy (OpH  rOCYAapCTBEHHOH
PETHCTpAllUM JIEKApCTBEHHBIX IMPENapaTroB, IIOJy4YEHHBIX C NPHMEHCHHEM
reHHO-MHXECHEPHO-MOIMU(DHUIUPOBAHHBIX  OPraHM3MOB  HMIHM  COAEpXalluX
TaK{e OpraHU3MBI).»;

6) B myHKTe 6:

B a63aue IIEpBOM IIOANMYHKTa «a» II0CJIC CJIOB «OGHII/IC CBOMCTBa»
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JOTIOJIHHUTD CJA0OBaMH «(He MPEACTABIAIOTCS IIPH TOCYAapCTBEHHOMN PErHCTpallui
MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB)»;

B ab3alle BTOPOM IIOJIYHKTa «a» CJIOBAa «PEKOMEHAYETCS YKa3bIBATH
3aMEHHMTh CJIOBOM «YKa3bIBalOTCH», cloBa «(opMa XpaHEHHs M YCIOBHSA
XpaHEHHS,» U «H CIIOCOOBI OCBEXEHUs — MOANEPKAHUs CTaHAAPTHBIX CBOWCTBY
WCKJIIOYHTD;

HOAMYHKTEl «I», «» IOIOJHHTh CIOBaMM «(HE MPEACTaBIAETCS
IpY TOCYAAapCTBEHHON perucTpanvyd MUMMYyHOOHOJOTHYECKHX JIEKAPCTBEHHBIX
TIpenapaToB)»;

IOANYHKT  «X»  JONOJHUTH  ClloBaMH  «(He  IIPEACTaBJIAIOTCS
IpH I'OCYJAPCTBEHHOM PErHCTpald MMMYHOOHOIOTHYECKHX JIEKApPCTBEHHBIX
MpenapaToB)»;

HOJIYHKT «K» HU3JI0XKUTH B CIASAYIOIIEH peJaKIHH:

«K) JaHHBbIE O CTAOWJIBHOCTH (IaHHbIE, TOATBEPKAOIIHE CTAOMIBHOCTD
dapManeBTHYECKON  CyOCTaHIMHM TIPH  3asBIEHHOM CPOKE€  TOXHOCTH)
(ne NpeICTaBISIOTCS pH roCyAapCTBEHHOU perucTpanuu
MMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX [IPENApaToB).»;

B) B MyHKTE 7:

HOJIYHKT «0» MPU3HATh YTPATHUBIIMM CHITY;

MOANYHKT «L[» JOIOJHUTH CIOBaMH «C  YKa3aHHEM  CTajuid
TEXHOJIOTUYECKOr0 TMpollecca, OCYIUECTBISIEMBIX Ha IPOW3BOJACTBEHHBIX
ILUTOLIAKaX [TPOM3BOIMTENS JIEKAPCTBEHHOI'O IIperapaTay;

r) NyHKT 8 [OMOJHWTh HOBBIM a03alleM CEMHAALATBIM CIEIYIOIEro
COJIEpKaHus:

«OTIMCaHUE METOOB ONpeAeeHHS OCTATOUHBIX KOJIMYECTB IEHCTBYIOIETO
BellecTBa  (JHCTBYIOIMX  BEIIECTB), JAOCTHTaiomiero  (JOCTUIrarolluX)
CUCTEMHOIr0 KpOBOTOKa, B MPOXYKIMHM >XHBOTHOTO TPOHMCXOXIEHHS IOCTIe
NPUMEHEHUST TAKOTO JIEKAPCTBEHHOIO CPEJICTBA, @ TaKXKe JOKYMEHTAJIbHOE
HOATBEPKAEHHE (BaIMALUIO) YKa3aHHBIX METOIOB;»;

1) JOTIOJHUTH HOAMYHKTOM 11.4 cienyroiero conepxaHus:
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«11.4. Ha makeTrax NepBHYHON YMAKOBKM K BTOPUYHOH YIAKOBKH
YKa3BIBAIOTCA BCE MPOM3BOAWMBIE O3MPOBKH, KOHILEHTpPALUH, OOBEMEI
U KOJIMYECTBO 703 B YIIaKOBKE JIEKApCTBEHHOT'O Mperapara.»;

3) B mopsixe NpeaCTaBIeHHUs JOKyMEHTOB, W3 KOTOPBIX (OpPMHUpYETCS
PETHCTPAIlHOHHOE JOChe Ha JIEKapCTBEHHBIM NpenapaTr A8 BETEPHHAPHOTO
INpAMEHEHHS] B LEIIX TOCYJapCTBEHHOW PpETUCTPALUH, YTBEPKIECHHOM
ITpukazom Ne 4:

a) INyHKT 2 [AOTOJHMUTH CIIOBaMHM «, €CJIM HMHO€ HE YCTaHOBJIEHO
HACTOSILUM TOPAIKOM»;

0) JOMOJHUTH IIYHKTOM 8§ CIIeyIOILEro COAECPKAHM:

«8. Omnmcanue rMpolecca MPOU3BOJICTBA JEKAapCTBEHHOI'O IIpemapara
IJI BETEPHHAPHOTO TPHMEHEHHS M €ro KOHTPOJsA, OINKMCAaHHE KOHTPOJIS
KPHTHYECKHX  CTajHid IPOM3BOACTBA  JIEKAPCTBEHHOIO  Iperapara
IUIs  BETEPUHAPHOTO  TPUMEHEHHs U NPOMEXKYTOYHOH  MPOAYKIHMH
(IpY HAIMYMA TaKOW MPOILYKIMH) JOMKHBI OBITH MOANKCAHBI PYKOBOIHUTENEM
IIPOM3BOIHUTENS JIEKAPCTBEHHOIO IIpemnapara Uil BETEPUHAPHOTO TPHUMEHEHUs
AT PYKOBOAMTENEM IOPUIMYECKOTO JIMIA, yOJHOMOYEHHOTO POU3BOIUTENIEM
JIEKApCTBEHHOTO TMpemnapara Ajs BETEPUHAPHOrO IPHUMEHEHHs, W 3aBEPEHBI
ero medarhlo (IIpY HaNMYWM) JUOO MpelCTaBlIeHBl B JJIEKTPOHHOH (opMme,
MOINMCAHHbIE YCHJIEHHOW KBAJIMGHIMPOBAHHONW 3JIEKTPOHHON IOAINKCHIO
PYKOBOIUTEIIS TIPOU3BOAMTENS JIEKAPCTBEHHOIO Mpernapara Ajs BeTepHHApHOIo
NpYMEHEHHsT WM DPYKOBOJAMUTENS IOPHAMYECKOTO JIMIA, YIOTHOMOYEHHOIO
IPOM3BOIMTENIEM JIEKApPCTBEHHOTO Npenapara Uil BETEpUHApHOro IPUMEHEHHM,
C  WCMOJNBb30BaHHEM HH(OPMAIMOHHO-KOMMYHHUKAllMOHHBIX  TEXHOJIOTHH,
B TOM 4YHCIE C MCIONB30BaHWEM (elepalbHOil  rocyJapCTBEHHOM
MHQOPMAIMOHHOX  CHCTeMbl ~ «EmuHBIA ~ mOpTa)l ~ rOCYAapCTBEHHBIX
¥ MYHHIMIIAIBHBIX YCIIYT (QyHKIMH)».».

4.B mnpuxaze MHUHHUCTEPCTBA CENBCKOTO Xo3slcTBa Poccuifckoi
®enepanun ot 6 mapta 2018 r. Ne 101 «O6 yTBepKaeHUH NPpaBUI IPOBEACHUA

JNOKJIMHHYECKOTO UCCIIENOBaHM JICKAPCTBEHHOI'O CpEeACTBA LA BETCPUHAPHOTI'O




8

INpUMEHEHHS, KIMHUYECKOro WCCIeJOBaHWA JIEKApCTBEHHOIO TMpenapara
I8 BETEPHHAPHOTO [PUMEHEHHs, HCCIENOBaHUs OMO3KBMBAJICHTHOCTH
JIEKapCTBEHHOTO mpenapara TS BETEPUHAPHOTO IIPUMEHEHU
(3apeructpupoBad  MunuctepctBoM foctuuud  Poccuiickoit  ®@enepaiin
5 utons 2018 r., peructpanuonnsiit Ne 51296) (nanee — Ilpukasz Ne 101):

1) B mpeambyne:

a) cnoBa «Ne 31, ct. 4161; Ne 42, c1. 5293; Ne 49, ct. 6409; 2011, Ne 50,
ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, cr. 7587; 2013, Ne 27, cr. 3477,
Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015,
Ne 10, ct. 1404; Ne 27, ct. 3951; Ne 29, cr. 4359, ct. 4367, c1. 4388; Ne 51,
cT. 7245; 2016, Ne 1, c1. 9; Ne 23, c1. 3287; Ne 27, ct. 4194, ct. 4238, ct. 4283;
Ne 31, ct. 4791, cT1. 4827; 2018, Ne 1, cT. 9» UCKIIOYHTE,

6) cnoBa «Ne 32, ct. 3791; Ne 42, ct. 4825; Ne 46, ct. 5337; 2009, Ne 1,
cr. 150; Ne 3, cr. 378; Ne 6, ct. 738; Ne 9, c1. 1119, c1. 1121; Ne 27, ct. 3364;
Ne 33, ct. 4088; 2010, Ne 4, ct. 394; Ne 5, ct. 538; Ne 16, ct. 1917; Ne 23,
cT. 2833; Ne 26, ct. 3350; Ne 31, cr. 4251, cr. 4262; Ne 32, ct. 4330; Ne 40,
cr. 5068; 2011, Ne 6, cT. 888; Ne 7, ct. 983; Ne 12, ct. 1652; Ne 14, ct. 1935;
Ne 18, cr. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154; 2012, Ne 28, ct. 3900; Ne 32,
cT. 4561; Ne 37, cr. 5001; 2013, Ne 10, cr. 1038; Ne 29, cr. 3969; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 4, ct. 382; Ne 10, ct. 1035; Ne 12, ct. 1297
Ne 28, ct. 4068; 2015, Ne 2, cr. 491; Ne 11, cr. 1611; Ne 26, ct. 3900;
Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47, ct. 6603; 2016, Ne 2, cT. 325; Ne 28,
cT. 4741; Ne 33, ct. 5188; Ne 35, ct. 5349; Ne 47, ct. 6650; Ne 49, cr. 6909,
cT. 6910; 2017, Ne 26, cr. 3852; Ne 51, cr. 7824» 3amenuth cnosamu «2011,
Ne 18, cT. 2649»;

=)

[)

2) nydkt 65 IlpaBun mnpoBefeHHs TOKIMHHYECKOTO MCCIIEAOBAHUA
JIEKApCTBEHHOTO CPEICTBAa [Jis BETEPUHAPHOIO NPHMEHEHHs, KINHHYECKOTO
HCceIOBaHUs JIEKAPCTBEHHOTO Ipernapara Uil BETEpHHApHOro NMPHMEHEHHS,
HCCIIe10BaHUS OHO3KBHBAJIEHTHOCTH JIeKapCTBEHHOIO mpernapara

s BETEPUHAPHOTO IIPUMEHEHUH, YTBEPXKICHHBIX IMpukazom
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Ne 101, nomoHUTE HOBBIM ab3aiieM ABEHALIATEIM CIEAYIOIIEr0 COASPKaHUs:
«OIACaHKE METOMOB OIPEIEICHUS OCTATOUHBIX KOJTHYECTB JICHCTBYIOIIEr0
BellecTBa  (HEHCTBYIOIMX  BEIIECTB), JOCTUralOIIEro  (JOCTHIAOMIKX)
CHCTEMHOI0 KPOBOTOKAa, B MpPOAYKIHMH >XHBOTHOIO MPOMCXOXICHUS IOCIe
IPUMEHEHHS TaKOro JIEKApCTBEHHOTO CPElICTBa, a TakkKe HOKYMEHTallbHOS

HOATBEPKAeHUE (BATUAALINIO) YKa3aHHBIX METOIOB;).



