006 yTBep>xaeHun nopaaka hpopMMpPOBaHUA PEruCTPALMOHHOIO
BOCbe Ha JieKapCTBEHHbIN NpenapaTt AJiI1 BeTepPUHaApPHOro
npuMeHeHUsa U TpeboBaHUM K AOKYMEHTaM B ero coctaBe U
nopsigKa npencraBsieHU OOKYMEHTOB, U3 KOTOPbIX
dopMupyeTCa perucTpaLMoHHOe A0Cbe Ha JIEKAPCTBEHHbIN
npenapart /11 BeTePUHAPHOro NpMMEeHeHuUA B Lenfx
rocynapCTBeHHOW perucrpauum

Mpuka3 MnHUCTEPCTBaA CENbCKOro xo3ancTea Poccuinckon ®enepaumm - Ne 4 - o1 10.01.2018 - YTpaTun cuny

MWHWUCTEPCTBO CEJIbCKOIr0 XO34CTBA POCCUACKOWN ®EAQEPALIN
MPNKA3
MOCKBA

10 aHBaps 2018 r. Ne 4

06 yTBEPXAEHNMN NOpsAKa (GOPMUPOBaHNS PErncTPaLMOHHOIO A0CHe

Ha NIeKapCTBEHHbIN NpenapaT 415 BEeTEPUHAPHOMO NMPUMEHEHMS

1 TpeboBaHM K JOKYMeHTaM B €ro CoCTaBe W Nopsifka NpeacTaBaeHns JOKYMEHTOB, U3 KOTOPbIX
(hOpMUPYETCS PErNCTPALMOHHOE J0Che

Ha NIEKAPCTBEHHbIV NpenapaT Ajs BeTEPUHAPHOI0 NPUMEHeHNs

B LLeNISIX FOCYAapCTBEHHOW perncTpaumm

3aperncTpupoBaH MuHiocTom Poccum 10 anpens 2018 r.

PernctpaumnoHHbii Ne 50691

B uenax peanusauum ctaten 5 n 17 ®efepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "06 obpalleHun
NekapcTBeHHbIX cpencTs” (CobpaHue 3akoHodaTenscTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815;
2020, Ne 14, cT. 2035) 1 B cooTBETCTBMM C NognyHKTammu 5.2.25(104) n 5.2.25(32) nyHkTa 5 MNMonoxeHus o
MuHNCTEpPCTBE CENbCKOro X03ancTBa Poccninckon degepaunmn, yTBEPXKAEHHOI0 NOCTAaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 12 mioHs 2008 r. Ne 450 (CobpaHue 3akoHOAATENbCTBA
Poccuinckon ®egepaumm, 2008, Ne 25, cT. 2983; OcduumanbHbIN MHTEPHET-NOPTaN NPaBoOBON MHMOPMaLUK
www.pravo.gov.ru, 8 anpens 2020 r., Ne 0001202004080037), nprKa3biBato:

1. YTBEPAUTD:

nopsaoK opMUpPoBaHUSA pPerncTPaLMOHHOIrO LOCbe Ha SIeKapCTBEHHbIN nNpenapaT A8 BeTepUHAPHOro
npuMeHeHns n TpeboBaHUS K LOKYMEHTaM B ero COCTaBe COrnacHO nNpunoxxeHuo Ne 1;

NnopsaaoK NpeacTaB/ieHNs JOKYMEHTOB, M3 KOTOPbIX (hOpMUpYyeTCs perncTpaumnoHHoe 4oCbe Ha
NEKapPCTBEHHbIN NpenapaT A5 BETEPUHAPHOI0 MPUMEHEHNS B LIeNAX roCyAapCTBEHHON perncTpaumm,
COrJIaCHO MPWJIoXKeHuno Ne 2.

2. HacToAawmim npukas npuMeHaeTCs K perucTpauMoHHbIM A0ChE Ha JIeKapCTBEHHbIe npenapaThl 4114
BETEPUHAPHOro MPpUMEHEHNS, NpeacTaBieHHbIM B ®efepanbHyto ciyxby no BeTepMHapHOMY 1
buTOCaHNTAPHOMY HaA30pY C 3aABAEHNSAMMN O FOCYAAaPCTBEHHON perncTpaunmn IeKapCTBEHHbIX NpenapaTos
AN BETEPUHAPHOr0 NPUMEHEeHUS Nocie BCTYMIEHNS B CUTY HacTOSLLEro npukasa.

MuHuncTp A.H.TKayes
MpunoxeHune Ne 1
K npuka3sy MuHcenbxo3a Poccum o1 10 aHBaps 2018 r. Ne 4

MOPAOOK
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hopMUpPOBaHNSA perncTpaLMoHHOro AOCbE Ha NEKApPCTBEHHbIN NpenapaT A8 BETEPMHAPHOIrO NPUMEHEHNS
1 TpeboBaHUI K LOKYyMEHTaM

B €ro cocTaBe

1. HacToswumn nopagok ycTaHaBAMBaeT npasmia (hopMnpoBaHMa perncTpaunoHHoro 4ocbe Ha
JIEKapCTBEHHbIV MpenapaT 415 BETEPUHAPHOr0 NpUMEHeHMNA (Lanee - IeKapCTBEHHbIA NpenapaT) u
TpeboBaHMA K IOKYMEHTaM B €ro CocTaBe, NPeACTaBASEMbIM B LIENSX FOCYyAapCTBEHHOW perncTpauum
JIeKapCTBEHHOro npenaparTa.

2. PerncrpaumoHHOe OOCbe Ha JIEKAapPCTBEHHbLIN NpenapaT (Aajee - perncTpaunuoHHoe Aocke) DOpMUpyeTCs
13 cnefyouwmx JOKYMEHTOB:

a) NPOEKT MHCTPYKLMM MO BETEPUHAPHOMY NPUMEHEHUNIO IEKAPCTBEHHOI0 NpenapaTa;

6) DOKYMEHT, cofep XaLluin MHGopMaLno 0 hapMaLeBTUYECKON CybcTaHUMKN nnn hapMaLleBTUYECKIX
cybcTaHuMAX, BXOAALWMX B COCTAB JIEKapCTBEHHOMO NpenapaTa;

B) CBE,EHUS O IEKapPCTBEHHOM MpenaparTe;

) KOnusa ANLEH3MW Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, BblAAaHHON NPON3BOANTENIO
pPerncTprMpyemMoro N1eKapCTBEHHOMO NpenapaTa 415 BETEPUHAPHOIr0 MPMMEHeHNA, A8 POCCUNCKINX
npounsBoauTENen;

[) KONuns IMLLEH3MN Ha NPOU3BOACTBO JIEKAapCTBEHHbIX CPEACTB, BblAaHHON NPOM3BOANTEIIO
hapMaLEeBTNYECKON CybCTaHL MM, BXOASLLEN B COCTAaB PErMCTPUPYEMOro eKapCTBEHHOrO npenapaTta ans
BETEPWHAPHOI0 NPUMEHEHMS, AN POCCUNCKMX MPOU3BOAMNTENEN;

€) Konusa OOKYMEHTa, BblAaHHOr0 YNOJIHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS AJ1F Ka)KAoMn
NpPOW3BOACTBEHHOW MJIOLLAAKN PEFMCTPUPYEMOrO IEKAPCTBEHHOMO NpenapaTa A5 BEeTEPUHAPHOro
NPYMEHEHNs 1 NOATBEPXKAAOLWEr0 COOTBETCTBUE MPOU3BOANTENS JIEKAPCTBEHHOrO NpenapaTa
TpeboBaHMAM NpaBu HagieXallen NPoN3BOACTBEHHON NPAKTUKK, N €ro NepeBo Ha PYCCKUN A3bIK,
3aBEpPEHHbIe B YCTAHOB/IEHHOM MOPSAAKE, @ TakXKe KOMuns 3ak/Ilo4eHns 0 COOTBETCTBUMN NPOMN3BOANTENS
JIeKapCTBEHHbIX CPeacTB TpeboBaHNAM NpaBu Haasiexalllen NPON3BOACTBEHHON NPaKTUKW, BblAaHHOMO
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM UCMOSHUTENbHOW BAACTW NS KaXX A0 NPON3BOACTBEHHON
naowankn perncTpupyemMoro ekapCcTBeHHOro npenapaTa AJ19 BeTepMHAPHOro npuMeHeHns, nnbo konms
peLleHns 0 NPoBeAEHUN NHCMEKTUPOBAHNS NMPOU3BOANTENS NEKAPCTBEHHbLIX CPEACTB, MPUHATOrO
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM MCMOSHUTENbHOW BAACTU AN KaXX A0 NPOU3BOACTBEHHON
NOLaAKN PErMCTPUPYEMOrO SIEKAPCTBEHHOIO NpenapaTa AJ19 BETEPUHAPHOIro NPUMEHEeHUs. YKa3aHHbIe
JOKYMEHTbI NPeACcTaBAAOTCSA B C/lyvae, eCn NpPonM3BOACTBO JIeKapPCTBEHHOr0 npenapaTta oCyLecTBASeTCS
3a npegenamu Poccninckon ®Peagepaunn; (LonosHeH - Mpuka3 MMHUCTEPCTBa CEbCKOI0 X035A1MCTBa
Poccuinckon ®Pegepaumm ot 29.03.2019 Ne 156)

)K) KOMunsa OOKYMEHTa, BblAaHHOr0 yNoJHOMOYEHHbLIM OpraHoM CTpaHbl MPoOM3BOANTENS DapMaLEeBTUYECKON
cybCcTaHuMM 1 NOATBEP)XAAOLWEr0 COOTBETCTBUE NPOU3BOAMTENS hapMaLleBTUYECKON cybcTaHumy,
BXOZSLLEN B COCTaB PErMCTPMPYEMOro JIeKapCTBEHHOMO NpenapaTta 415 BETEPUHAPHOI0 NPUMEHEHMS,
TpeboBaHMAM NpaBu Haaiexalllen NPOU3BOACTBEHHON NPAKTUKK, N €ro NepeBof] Ha PYCCKUIA S3bIK,
3aBEpPEHHbIE B YCTAHOBJIEHHOM MOPSAAKe, B C/lyYae, €C/M NPOM3BOACTBO (hapMaLeBTMYecKom cybcTaHumnm
ocyllecTadeTcs 3a npegenamu Poccninckon Gegepauun; (LononHeH - Mpruka3 MMHMCTEPCTBa CENbCKOro
xo3sancTBa Poccunckon ®epepauum ot 29.03.2019 Ne 156)

3) NPOEKT HOPMATUBHOIO AOKYMEHTa Ha IeKapCTBEHHbLIN NpenapaT (Aafiee - NPOeKT HOPMaTUBHOIO
AOKYyMeHTa);

1) OTYET 0 pe3y/bTaTax AOKANHNYECKOro NCCIef0BaHNS IeKapCTBEHHOIO CPeACTBa A1 BETEPMHAPHOro
NPUMeHeHns (Janee - JOKJMHNYECKOE UCCNIeloBaHNe);

Mpy NpoBeAEeHUN YCKOPEHHOW Mpoueaypbl 3KCNePTU3bl IeKapCTBEHHOrO NpenapaTta A5 rocyaapCTBEHHOW
0 pe3yJibTaTax BETEPUHAPHOI0 perncTpaunm LOKANHNYECKOrO MPMMEHEHNS B BMECTO OT4YETa
nccnenoBaHNa Lensx ero pa3paboTymka IeKapCTBEHHOIO CPeACTBa A5 BETEPUHAPHOI0 MPUMEHEHNS
MOXXeT bbITb NpeacTassieH 0630p Hay4HbIX paboT 0 pe3ynbTaTaxX LOKJINHUYECKOrO MCCef0BaHNS
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pethepeHTHOro NEKapCTBEHHOIO NpenapaTa A1 BeTEPUHAPHOro npuMeHeHuns?; (JononHeH - MNpuka3s
MuHMCcTepcTBa ceflbCKoro xo3ancTea Poccuinckon depepaumm ot 05.06.2020 Ne 309)

K) OTHET 0 pe3yfibTaTaxX KAMHUYECKOr0 NCCnefoBaHns NekapCTBEHHOro npenapaTa (ganee - KAnHn4Yeckoe
nccnenoBaHne) y KaXk4oro Buaa XXmnBOTHBIX, YKa3aHHbIX B UHCTPYKL MK MO BETEPUHAPHOMY NPUMEHEHUIO;
Mpw NpoBeaeHNM YCKOPEHHOW NpoLelypbl 3KCNepTM3bl JIeKapCTBEHHOr0 NpenapaTa 419 BeTepUHapHoro
NPVIMEHEHUS B LIENSX €r0 roCy4apCTBEHHON PErncTpaLmm BMeCcTo oT4eTa pa3paboTynka o pesyabTaTax
KJVMHNYECKOro NCCNef0BaHNS IeKapCTBEHHOro CpeacTBa 415 BETEPUHAPHOr0 MPUMEHEHNS MOXeT BbIThb
npeacTaBieH O0THYeT 0 pe3ynbTaTax uccaenoBaHnin BUO3KBMBAIEHTHOCTM BOCMPON3BEAEHHOIO
JIeKapCTBEHHOr0 nNpenapaTta 414 BETepMHapHOro npuMmeHeHns!; (JonosHeH - NMpukas MUHUCTEpPCTBA
cenbckoro xo3ancrea Poccuninckon Gegepauum ot 05.06.2020 Ne 309)

1 Ctatbs 17 ®epepansHoro 3akoHa ot 12 anpensd 2010 r. Ne 61-03 "06 obpalLeHnn nekapCTBEHHbIX
cpeacTs". (donosHeH - MNpuka3 MMHNCTEPCTBa CENbCKOr0 X035a1MCcTBa Poccuinckon ®egepauum ot
05.06.2020 Ne 309)

J1) NPOEKThbl MaKeTOB NePBUYHOMN YNAaKOBKW 1 BTOPUYHOWN YNaKOBKW IEKapCTBEHHOI0 NpenapaTa;

M) KOMNS JOKYMEHTa, COAEPXaLLero NHPOPMaLMIO 0 HaANYnK namn 06 OTCYTCTBUM (haKTOB permcTpaumm
NeKapCTBEHHOro NpenapaTa 3a npefenamu Poccuinckon depepauuu;

H) corjlacme B MMCbMeEHHON hopMe, NpeayCMOTPEHHOE YacTblo 7 CTaTbn 17 PegepanbHOro 3akoHa ot 12
anpens 2010 r. Ne 61-®3 "0O6 obpalueHnn NeKapCTBEHHbIX CPeACcTB" (Oanee - 3aKoH), B Clyyae
perncTpaumm BOCNPON3BEeLEHHOI0 IEKAapCTBEHHOr0 NpenapaTa;

0) KOMWA JOKYMEHTa Ha PYCCKOM fA3bIKE, 3aBEPEHHOr0 B YCTAHOBIEHHOM MOPSOKE U NOATBEPXKAAloLero
NPaBOMOYHOCTb 3aBNEHNS O FOCYAAPCTBEHHON perncTpauny IeKapCTBEHHOrO NpenapaTa
(0OBEPEHHOCTD);

n) CBELEHNS O rOCYyAapCTBEHHON PErUCTPaALLNN FEHHO-UHXXEHEPHO-MOANDULMPOBAHHBLIX OPraHN3MOB,
npefHa3Ha4YeHHbIX A5 BbiMyCKa B OKPY>KaloLLyto cpeay (Mpu rocyaapCTBEHHOW perncrpauum
JIeKAPCTBEHHbIX MpenapaToBs, NOJYYEHHbIX C MPUMEHEHNEM FeHHO-UHXEHEPHO-MOANMPULMPOBAHHbIX
OpPraHU3MOB UV COAEPXKALLMX Takme opraHnsmbl). (ononHeH - MNpnkas MUHUCTEPCTBA CEbCKOr0
xo3amcTBa Poccunckon ®egepauum ot 05.06.2020 Ne 309)

3. PerncTpaumoHHoe Jocbe MOXKET cogepxaTb LOKYMEHTbI Ha MHOCTPaHHOM a3blke. B criyvae ecnn
LOKYMEHTbI PEFNCTPALIMOHHOMO A0ChE (X 3aBEPEHHbIE KONMUWN UM 3aBEPEHHbIE BbIMUCKN N3 HUX)
COCTaBJ/IeHbl HA UHOCTPAHHOM A3blKe, K HAM OOJDKEH npuiaaraTbCs NepeBos Ha PYCCKUN A3bIK, 3aBEPEHHbIN
3aABUTENEM.

4. Konum fOKYMeHTOB, NpefCTaB/ieHHble B COCTaBe perncTpaunoHHOro 4OCbe, 3a UCKIIOYEHEM KOMUI
AOKYMEHTOB, YKa3aHHbIX B moanyHKTax "e", "" n "o" nyHKTa 2 HacToswero MNopaaka, 40/KHbI 6bITh
3aBepeHbl 3asBMTE/IEM, O YEM Ha 060pOTE NOC/IEAHEr0 IMCTa KOMUM KaXK4oro 4OKYMEHTa NponM3BOAUTCS
3anuck "Konus sepHa".

5. MpoeKkT HOpPMATUBHOIO AOKYMEHTa A0JKEH COAEPXKaTb TUTYJIbHbIN ANCT U CAedyoLmne pasaenbl:
06J1aCTb NPUMEHEHNS, TEXHNYECKUE TpeboBaHNS U METObl KOHTPOIS KaYeCTBa, YCI0BUS XPaHEHUS,
TPAHCMOPTUPOBKN N CPOK rOAHOCTY NNeKapCTBEHHOrr o npenapara.

5.1. TUTYNbHbIA INCT NPOEKTa HOPMATMBHOIO AOKYMEHTa AO/KEH Ccofep)KaTb HavMeHoBaHue
pa3paboTynka NekapCTBEHHOro NpenapaTa, HaMMeHOBaHWE NeKapCTBEHHOrO nNpenapaTa (Toproeoe
HaMMeHOBaHWe, MeXyHapoaHOoe HenaTeHTOBaHHOE, UNN TPYMNNMPOBOYHOE, UIN XUMUYECKOoe
HanMeHoBaHwue), obo3HavyeHme "HL", Homep 1 roa pa3paboTKy NPOEKTa HOPMATMBHOIO AOKYMeHTa. B
JIEBOM BEPXHEM Yry TUTYNbHOIO JIMCTa NPOEeKTa HOPMAaTUBHOIO AOKYMEHTa AOJKHO BbiTb NpeaycMoTpeHO
MeCTO /19 BHECEHUS MH(OPMaLLMK O ero corjiacoBaHuy Poccenbxo3Hag30pomM.

5.2. Pazgen "O6nacTb NpuMeHeHna" NpoeKkTa HOPMAaTMBHOMO AOKYMEHTA LOJ/KEH COLepXaTh CBEAEHMS O
thapMakoTepaneBTUYECKON rpynne, MoOKasaHUAX K NPUMEHEHMIO N COCTaBe IeKapCTBEHHOr O npenaparTa.
5.3. Pazpen "TexHnyeckune TpeboBaHNA U METOblI KOHTPOIS KayeCcTBa" NpPoekTa HOPMATUBHOIO LOKYMEHTaA
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LOMKEH cofep)KaThb:

cBefeHnsa 06 opraHonenTUYecKknx, U3nNKo-XMMn4ecknx n brnonorniecknx nokasaTensx KavyecTaa
JIeKapCTBEHHOrO npenapaTa 1 MeTo4ax KOHTPOJIA Ka4yecTBa, KOTOpbIe BK/OYaOTCs B Tabauyy,
COCTaBJIEHHYIO B MPOM3BOLHON hopMe. B Tabnmue yKasbiBaloTCa HAMMEHOBAHMSA U HOPMbI MOKa3aTenen
KayecTBa JieKkapCTBEHHOr 0 NnpenapaTa;

CBeAEeHNS 0 MeToaax oTbopa u KosimyecTse Npob, HeEOOXOAMMbIX NS NPOBEAEHNS NCMbITAHWUIA
NeKapCTBEHHOro NpenapaTa (fanee - ucnbiTaHns) U OPMMUPOBaHUS apxmnBa 06pa3LL0B NEeKAaPCTBEHHbIX
npenapaTos;

onncaHne 6rnonornyecknx, BUOXMMNYECKnX, MMKPOBMONOrnYecKnx, MnU3nNKo-XMMNYECKUX, N3NYECKMX,
XUMUYECKMX U APpYruxX MeTOLO0B aHan3a lekapCTBEHHbIX CPeACTB A1 BETEPUHAPHOro NpUMeHeHus
(Danee - neKapCTBEHHbIe CPefCTBa), TPeOOBaHUSA K NCMONIb3YEMbIM B LieNSX NPOBEAEHNS AaHHOMO aHau3a
peakTMBaM, TUTPOBAHHbLIM pacTBOpPaM, MHAMKATOpPaM, onncaHne obpaboTkKn pe3ynbTaToB UCMLITAHWI;
NHOPMaLNIO 0 XapaKTEPUCTMKAX YNaKOBOYHbIX MaTEPMAIOB 1 YKYNOPOYHbIX CPEACTB IeKapCTBEHHOIO
npenapaTa.

Ecnn meToq aHasM3a TOro UM MHOTO MOKa3aTeNs KayeCTBa JIeKapCTBEHHOr0 nNpenapaTta U3/10KeH B
rocyfapCTBEHHOW (hapMakornee, AoMNyCKaeTCsa CCbllka Ha (hapMakKonenHyo CTaThblo.

5.4. Pa3pen "YcnoBusa xpaHeHUs, TPAHCMNOPTUPOBKM U CPOK rOAHOCTU" NPOEKTa HOPMAaTMBHOIO AOKYMEHTa
LOMMKEH cofep)XaTb MHOPMaLMIO O CPOKE FOLHOCTY JIeKapCTBEHHOr O npenapaTa Ha OCHOBaHUN
NpoBeAEeHHbIX NCCNEA0BAHUA CTabMNbLHOCTKM, TPeHOBaHUAX MPU XPaHEHNW U TPAHCNOPTMPOBKE
JIeKapCTBEHHOrO NpenapaTa B 3aBUCUMOCTU OT (U3NYHECKUX U (PUBNKO-XMMUYECKMNX CBOWCTB, BO3LENCTBUSA
Ha Hero pasfiMyHbIX (haKTOPOB BHELLHEW Cpeabl.

5.5. YcnoBHble 0603Ha4eHUs, n3obpaxkeHns u 3Haku, UCNoJib3yeMble B MPOEKTe HOPMAaTUBHOIO AOKYMEHTA,
LO/MKHBI MPUBOAUTBCA C UX OMUCAHMEM.

B HOpMaTVMBHOM LOKYMEHTE He LOMYyCKaloTCH CChISIKM Ha CNPaBOYHY0, MOHOrpPaUYECKyo U NHYIO Hay4YHYI0
nmTepaTtypy.

6. LOKyMeHT, cofepxalyuin nHopmaLmio 0 hapMaLeBTUYeCKON cybcTaHLmMm nnu hapMaLeBTUYeCKnX
cybcTaHumax, BXOASALWMX B COCTAB JIeKapCTBEHHOr0 npenapaTa, AO/DKEH BKOYaTh:

a) HauMeHoBaHWe hapMaLleBTUYECKON CybCTaHLUMK, ee CTPYKTYpY, 0bLime CBOMNCTBA (He NpeaCTaBAsSOTCA
npw rocy4apCTBEHHON perncTpaLmm uMMyHob1onornyeckmx neKkapCcTBEHHbIX NpenapaTos).

Mpwn rocynapCTBEHHON perncTpaumm MMMyHobrnonorniecKnx JeKapCTBEHHbIX NPENapaToB YKa3biBalOTCA
cnefyolwmne CBeAeHN O LUTaMMe: HaVMeHOBaHMe, MeCcTo 1 Cnocob BblaeNeHUs, KynbTypasibHO-
Mopdoaornyeckmne CBONCTBa, MONEKYIAPHO-FEHETUYECKNE N TaKCOHOMUYECKNE XapaKTEPUCTMKN WTaMMa
(B TOM 4ncne reHeTU4eCKas aeHTUGMKaumns), bnonornyeckne XxapakTePUCTUKIN (QHTUFEHHas,
arrnoTUHMPYOLWas, NpeLMnuTupyLas, MHPEKLNOHHAA 1 UMMYHOreHHas akTUBHOCTb,
peBepcnbenbHOCTL, TEPMOCTABMALHOCTL), MECTO AEMOHUPOBAHNS;

6) HaumeHoBaHMe 1 afpec NPoM3BOANTENS;

B) CBEAEHUSA O TEXHOIOr MM NPOM3BOACTBA C ONMCaHMeM CTaguin NPoM3BOACTBA U METOLOB KOHTPONA Ha
BCEX CTaAMAX NPOM3BOACTBA (C NpeAcTaBfeHneM 6N0K-CXeMbl TEXHOMOrMY4ECKOro NpoLecca Npon3BoACTBa,
oTobpakatoLwen Nocaef0BaTeIbHOCTb BbINOJHEHMSA BCEX 3TAMNOB U CTaaMin (onepaunin) TEXHONOrMYeCKoro
npouecca, C yKasaHUeM Npu Haanynm NPOMEXXYTOYHbIX MPOAYKTOB, NMOJyYaeMbIX Ha KaXKAOM 3Tane
NMpon3BOACTBA);

r) nHOpPMaLMIO 0 MpMMecax (He NpeacTaBaseTCs NpU rocyaapCTBEHHOW perncrTpauum
UMMYHOBMONOrMYECKNX NIeKapPCTBEHHLIX NpenapaToBs);

1) cneundukKaumio Ha hapMaLeBTMYeCKY CybCTaHUMIO (C yKa3aHneM NoKa3aTesen KavyecTsa,
YCTaHOBJ/IEHHbIX MPON3BOAMTENEM) (HE NPeACTaBASETCA MPU rOCYyLapCTBEHHON perncrTpauum
MMMYHOBMONOrNYECKNX SIeKapCTBEHHbIX NpenapaTos);

€) onncaHne MeTOAMNK KOHTPOJIA KayecTBa 419 hapMaLleBTUYECKON Cy6CTaHLMM, HE ONNCAaHHON B
rocyapCTBEHHON hapMakonee (B OTHOLEHUN (hapMaLeBTUYeCcKon CybCcTaHLUK, ONMCAaHHON B
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rocyapCTBEHHON hapMaKornee, yKa3blBaeTCsa (hapMakonenHas CTaTbsl U NPeACTaBAAOTCA pe3ybTaThl
nccnenoBaHMs KadecTBa hapMaLeBTNYeCKoN cybCTaHL MM B COOTBETCTBUM C (DapMaKonenHon cTaTben);
)K) pe3ynbTaTbl aHann3a cepuin hapmaLeBTm4eckon cybctaHumm (B OTHOLIEHUN TpeX cepuii
hapMaLeBTNYECKON cybCTaHLU M) (He NpeaCTaBASOTCA NPWU FoCyAapCTBEHHON perncTpaunm
MMMYHOBMONOrMYECKNX SIeKapCTBEHHBIX NpenapaTos);

3) nepeYyeHb CTaHAaPTHbLIX 00pa3LL0B UK BELLECTB, NCMOJIb3YEMbIX MPU OCYLLECTBEHUN KOHTPONA
Ka4vecTBa (Npy rocyaapCTBEHHON perncTpaumm UMMyHOBMONOrM4eCKUX NeKapCTBEHHLIX NpPenapaTos
PEKOMEHIYETCS yKa3blBaTb CBEAEHNS O TECT-CMCTEMAX, MCMOJIb3YEMBIX NMPY OCYLLECTBIEHUN KOHTPOIA
Ka4yecTBa, CTaHAapTax MyTHOCTMW, CTaHAAPTHbIX LUTaMMax 1 CbIBOPOTKaAX);

1) oNMcaHne XapakTEPUCTUK U CBONCTB YNAaKOBOYHbIX MaTEPMaioB U YKYNOPOYHbIX CPEACTB;

K) OaHHble 0 CTabunbHOCTY (BaHHbIE, MOATBEPXKAaloWwMe CTabnnbHOCTL hapMaLEeBTNYECKON cybCcTaHL MK
npw 3as9BNEHHOM CPOKe roAHOCTK) (He NpeAcTaBAAOTCS NPy roCyAapCTBEHHOM permcTpaLmm
NMMYHOBMONOrNYECKNX NIEKAaPCTBEHHBIX NMPenapaToB).

1) CBeLLeHNS O CPOKE rOAHOCTM, YCNOBUAX XPaHEHUS.

7. CBefeHud 0 JlekapCTBEHHOM npernapaTe L0JIKHbl COAep)KaTb:

a) onmcaHne 1 CoCTaB JIEKAapPCTBEHHOr0 NpenapaTa;

6) onucaHne hapmaueBTnyYeckon paspaboTkn (obocHoBaHMe BribOpa coCTaBa NEKapCTBEHHOrO NpenapaTa,
NepBMYHOW YNaKOBKK, B TOM YMCe TuUMa MaTepranos, cnocoba yKynopkmn, OTKpbIBaHKA);

B) ONMcaHue papMaLleBTUYeCKON COBMECTMMOCTH (CBEAEHMNS O COBMECTUMOCTM AEACTBYIOLLMX 1Y
BCMOMOraTe IbHbIX BELLECTB, BXOASALLMX B COCTaB JIEKapCTBEHHOr0 NpenapaTa);

) MUKPOBNONOrn4yecKme XxapakTepuUCTrKN;

L) cBefleHUs 0 MaTepuanbHoM banaHce 419 NPOM3BOACTBa CEPUM FOTOBOMO NPOAYKTa (pacyeT peLenTypsl
NIeKapCTBEHHOIro NpenapaTa ¢ y4eTom obbemMa cepunn 1 060pyL0BaHUS, UMEIOLLErOCS Y MPOM3BOAUTENS
JIEKapCTBEHHOr o npenapaTa);

€) onncaHne nNpouecca NPON3BOACTBA M €ro KOHTPOAS C YKa3aHWeM TEXHOI0rnn Npon3BOACTBa C
onMCaHWeM CTaZnin NPOM3BOACTBA, @ TaKXe C ONMCaHNeM CXeMbl TEXHOIOrMYeCKOoro npouecca
NMpoM3BOLCTBA JIeKapCTBEHHOro npenapaTa (B Buae 610K-cxembl, 0TobparkatoLLen NocaefoBaTe/IbHOCTb
BbIMONHEHWS BCEX 3TANOB 1 CTaAui (onepauun) TEXHOIOMMYECKOoro npouecca, ¢ yKasaHmeM OCHOBHbIX
MOTOKOB Cblpbs, MaTEPUAsOB, MPOMEXYTOYHON NPOAYKLUMUM (MPY HAaIMYMK) N FTOTOBOIO IEKAPCTBEHHOI0
npenapara);

)K) OnmcaHme KOHTPOAS KPUTUYECKUX CTaAuin NPoOn3BOACTBA U MPOMEXYTOYHON NPOAYKLUN (NPY Hann4Ynu
TaKoW NpoayKLuum);

3) oNMCaHne XxapaKTepPUCTUK N CBOWCTB YNaKOBOYHbLIX MaTEPMAOB N YKYNOPOYHbIX CPEACTB;

1) OKyMeHTaslbHOe NOATBEPXXAEHME (Banngaumns) npoLeccos 1 (Mam) nx oueHka;

K) TpeboBaHMNS K Ka4eCTBY BCMOMOraTe/bHbIX BELLECTB (CepTUdmKaT, cneundmnkalma Ha BCoMoraTeNibHble
BeLecTBa 1 ux 060CHOBaHuMe);

J1) @aHaJIMTMYECKME METOANKM, NCMOJIb3yEMbIE MPU OCYLLECTBJIEHNN KOHTPOJIA Ka4eCTBa BCMOMOraTebHbIX
BELLEeCTB (415 BCMOMOraTe/IbHbIX BELLECTB, ONMCAHHBLIX B FOCYAAapCTBEHHON (hapMakonee, MOXeT ObiTb
yKa3aHa hapMakonenHasa CTaTbs Ha BCMOMOraTesibHOE BELLeCTBO);

M) OKYMEHTaJIbHOE NOATBEPXKAEHME (Bannpaumns) aHannTUYeCKUX MeTOAMK, CNOJIb3YEMbIX NPY
OCYLLECTBJIEHNN KOHTPOS Ka4eCTBa BCNOMOraTe/IbHbIX BELLECTB (4159 aHaNTUYECKUX METOLMK, He
OMUCAHHbIX B FOCYAapCTBEHHON hapmakonee);

H) MH(opMaLmio 06 NCNOb30BaHNUM BCMOMOraTe IbHbIX BELLECTB YeN0BEYECKOro U XXUBOTHOI0
NPOUCXOXKOEHMNS;

o) (YTpaTtun cuny - NMprkas MMHUCTEPCTBa CeNbCKOro Xo3sancTBa Poccunckon depepaumm ot 05.06.2020 No
309)

n) TpeboBaHMA K Ka4eCTBY NEKAPCTBEHHOro NpenapaTa (CepTudmkaT, cCneunduKaumns Ha TeKapCTBEHHbIN
npenapat v nx 0bocHoBaHue);
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p) aHaNNTUYECKNEe METOAMKN, NCMOJIb3YEMbIE MPU OCYLLECTBIEHUN KOHTPOIS Ka4eCTBa JIEKapCTBEHHOO
npenapaTa;

C) IOKYMeHTa/IbHOe MOATBEPXAEHME (BannaaLns) aHaIMTUYECKMX METOAMK, NCMNOJIb3YEMbIX MpU
OCYLLIECTBJIEHUN KOHTPOJIS KAYeCTBa JIEKAPCTBEHHOr 0 NpenapaTa (418 aHaIMTUYEeCKMUX MEeTONK, He
OMMCaHHbIX B rOCyLapCTBEHHON hapMakonee);

T) LOKYMEHT, MOATBEPXAAIOLLNA Ka4eCTBO NEKAPCTBEHHOI0 NpenapaTa TPeX MPOMbILLIEHHbLIX CEPUI
(MpoToKON aHaNM3a MM cepTUMKAT aHaM3a), 04Ha Cepus KOTOPOro A0JXKHa CoBnaAaTh C cepuen
obpa3lia IeKapCTBEHHOr0 NpenapaTa, NOAaHHOro Ha PerncTpaumio;

Y) XapakTepucTuky npmmecen;

) nepeyeHb CTaHAAPTHbLIX 06pa3L0B, NUCMOb3YEMbIX MPU OCYLLECTBIEHNN KOHTPOJIA KayecTBa
NIEKapCTBEHHOro NpenapaTa;

X) AaHHble 0 CTAabWILHOCTKN SIeKAPCTBEHHOr 0 NpenapaTa Npu AJANTeNbHOM /WU YCKOPEHHOM XpaHEeHUN
(ycnoBms NpoBefeHNs U pe3ynbTaTbl UCCeA0BaHNA CTabUIbHOCTW IEKapCTBEHHOI O NMpernapaTa B
NepBMYHON YNaKoBKe, NOATBEPXKAEHHbIE (hAaKTUYECKUMUN AaHHBIMUW, HAa OCHOBAHUM KOTOPbIX
yCTaHaB/MBAETCA CPOK rOAHOCTU IEKApPCTBEHHOMO NpenapaTa, a TakXe CTabubHOCTU IeKapCTBEHHOI O
npenapaTa BO BCKPLITON NEPBMYHOWN YNaKOBKE B C/lyYae, eCan MHCTPYKLUUEN NO BETEPUHAPHOMY
NPVMEHEHWNIO NEKAPCTBEHHOr0 NpenapaTa NpeaycMoTpeHa BO3MOXXHOCTb €ro XpaHeHNs BO BCKPbITOW
NepBMYHOW YNaKOBKE) - NPeACTaBAATCA B OTHOLWEHWN HE MEHEE TPeX CepUl NeKapCTBEHHOMO NpenapaTa;
L) HAMMEHOBaHUS 1 afpeca pa3paboTynka, oepxaTens UaK Blafenbla perucTpaLnuoHHoro
yOOCTOBEPEHUS NEKAPCTBEHHOIO NpenapaTa, NPON3BOACTBEHHbIX MJOWAA0K NPON3BOANTENS
JIEKapCTBEHHOIr0 NpenapaTta C yKa3aHneM CTafunil TEXHOI0rMYEeCKOro npoLecca, oCyLecTBASEMbIX Ha
NPON3BOCTBEHHbIX MJIOLLAAKaX NPOM3BOAUTENS JIeKapCTBEHHOMO NpenaparTa.

8. OT4yeT 0 pe3ynbTaTax AOKJIMHNUYECKOrO NCCNEA0BAHUS LOJKEH COLEPXKaTb:

HaMMeHOBaHNe 0TYeTa;

HanMeHOBaHMe NIeKapCTBEHHOI0 CPeACTBa;

HaMMeHOBaHWA, agpeca pa3paboTynka, NPOM3BOAUTENS IEKAPCTBEHHOMO CPEACTBA U NHBLIX OpraHu3aLmni,
NPVHUMaBLUNX y4YacTMe B MPOBEAEHNN OOKJANHNYECKOr0 UCCef0BaHMA (B ClydYae NX NPUBJEYEHNs);
JaTbl HA4Yana N OKOHYaHUS JOKJIMHUYECKOro NCCNeoBaHus;

AaTy U HOMep O0T4YeTa, NO3BOJISAOLLINE ero NAEHTUHONLNPOBATS;

Lesb 1 3aa4n OOKJIMHNYECKOr0 NCCNENOBAHNS;

KpaTKoe onncaHne NpoBeaeHHOro AOKJANHUYECKOro NCCaenoBaHns, MH(OopMaLIMo 0 CTaHAaPTHOM obpasue
(Mpu HanM4YUK), NPOAOIHKUTENBHOCTY LOKJIMHUYECKOr0 NCC/IeA0BaHMs, 00 3KCNepUMEHTaIbHbIX XXNBOTHbIX,
pe3ynbTaTbl JOKJNHNYECKOr0 UCCNEN0BaAHUS;

ornaBJ/ieHNe, BK/OYas NepeyvyeHb NpuaoXKeHun, Tabnmu;

nepeyeHb COKPaLLEHNIA N ONpPeLeneHne TEPMNHOB, UCMONb3YEMBIX B OTHETE;

onncaHmne uccneayemoro IeKapCTBEHHOMO CPeACTBa, BKJIKOYas COCTaB, PU3NKO-XUMUYECKIMe,
bronoruyeckune, hapmaLeBTNYECKNE CBOWCTBA;

BMAbI MCCNeL0BAHMIA, NPOBEAEHHbIX B PaMKaX AOKJANHUYECKOro MCCAel0BaHNS;

BWA, BO3PACT, KOJINYECTBO, MACCy 1 MOJ 3KCMEPUMEHTANbHbIX XKWBOTHbIX, MCMOJIb30BaHHbIX B KaXXA0M Bule
nccnenoBaHWin, NPOBEAEHHbIX B paMKax AOKJANHWYECKOr0 UCCIef0BaHWS, YCI0BUS UX COAEPXKAHNS,
KOPMJIEHNS;

KOJINYECTBO rPynn 3KCNePUMEHTANIbHbLIX XUBOTHLIX B Ka)KAOM BUAE NCCNENOBAHWUA, MPOBELEHHbIX B
paMKax OOKANHUYECKOro NCCNeloBaHNS;

pPeX1M O003MPOBaHUS, KPaTHOCTb 1 CNocob BBEAEHMSA NCCNENYEMOrO JIeKapCTBEHHOIO CPeCTBa;
OMMCAHNE U OLEHKY NnpoLeayp CTaTUCTUYECKOr0 aHaM3a C YKa3aHWeM UCMoJIb30BaHHOIr0 NPorpaMmMHoOro
obecneyeHus;

OMnCaHne METOL0B OMpefeneHnsa 0CTaTOYHbIX KOIMYECTB AENCTBYIOWEr0 BEWECTBA (AEACTBYIOLMNX
BELLECTB), OCTUratoLLero (AoCTUraoLWmnX) CUCTEMHOIO KPOBOTOKA, B MPOAYKL N XXNUBOTHOIO

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 61310



NMPOUCXOXXAEHNS NOC/Ie NPUMEHEHMNSA TaKOr0 NEKAPCTBEHHOMO CPEACTBA, @ TakXe J0KYMeHTalbHOe
noaTBepXXAeHune (BannaaLmnio) yKa3aHHbIX MeToaoB; (JonosHeH - MNprnkas MUHUCTEPCTBA CeSIbCKOro
xo3ancTea Poccuinckon Pepepaunm ot 05.06.2020 Ne 309)

0606Ll.leHHbIe pe3ynbTaThl mccnenosaHmM CO CCblJIKaMW Ha OTHETbl 0 pe3ysibTaTaxX KaXXaoro snaa
nccnenoBaHui, NPOBeAEHHbIX B paMKax AOKANHUYECKOro NCCNef0BaHMNA, @ TakXXe aHan3 YKa3aHHbIX
pe3ynbTaToB;

BbIBOAbI 0 6€30MacHOCTK, KavyecTBe 1 3PPEKTUBHOCTMN JIEKaPCTBEHHOIO CPEACTBA, B TOM Y/NC/1e 0 CPOKax
€ro BblIB&AEHWNS 13 OPraHn3Ma XMUBOTHbIX 1 6&30MacHOCTU NPOAYKLIUN XXUBOTHOIO NMPOUCXOXAEHUS NOCe
NPMUMMeHeEHNA COOTBETCTBYIOLLEro JIeKapCTBEHHOIO NnpenapaTa. YKa3aHHble BbIBOAbl OJIKHbI COAEPXATb
cBefeHmns 0 hapMaKoIornyeckom akTUBHOCTY, (PapMakoOKUHETUKE, (hapMakoANHAMUKE Y BO3SMOXKHOCTM
nociieayoLWero NpoBeaeHNs KIMHUYECKOr0 MCCNeaoBaHNs, CTENEHN OnacHOCTU (be3onacHoCTH)
JIEKapCTBEHHOr0 CPeACTBa A5 XKMNBOTHbIX, KOTOPbLIM NpeAHa3HavYaeTCa ncciaefyemMoe eKapCTBEHHOe
cpencTBo, 6e30NacHOCTY NPOAYKLINW XXUBOTHOMO NMPOUCXOXXAEHUS, NOSYHYEHHON OT TaKUX XKUBOTHBIX.

8.1. OTYeT 0 pe3ynbTaTaxX AOKJANHNYECKOrO NCCeA0BaHNS LO/KEH BbITb MOANMCAaH PYKOBOAUTENEM
pa3paboTynka NeKapCTBEHHOro CpeacTBa.

8.2.K OTHETY O pe3ynbTaTax AOKJINHNYECKOro nccnenoBaHna OOJIXKHbI MpunaratbCA niaHbl MCCﬂe,ElOBaHMVI
(1M Mx Konuwn, 3aBepeHHble pa3paboTHMKOM NeKapCTBEHHOrO CPeACTBA), OTHETHI 0 pe3ybTaTaX Ka)k4oro
BMIa MCCNeaoBaHNiA, MPOBEAEHHbIX B paMKax AOKJIMHNYECKOro UCCAeloBaHNS, U, MPU Haanyuum,
3aKJII0YEHUS OpraHn3aLnii, NPUHUMABLUNX Y4aCTUE B OpraHmn3aumm n NpoBeaeHnn 3TUX MCCnegoBaHnii (nm
KOMWUK 3aKI0YEHWIA 1 OTYETOB 0O pe3y/ibTaTax KaXXAoro BuAa NCCef0BaHUNA, NPOBEAEHHbIX B paMKax
OOKJIMHN4YECKOro nccnenoBaHna, 3aBepeHHbIE 3TUMN OpFaHVIBaLI,VIﬂMVI).

Ecnn B npouecce nccaenoBaHna UCNOJIb30BaIMCb METOAbI KOHTPOJIA, MoANexallne BaamgaLmm, Konmm
NMPOTOKOJIOB BanAaL MM AO/KHbI MpuiaraTbCs K OTHETY 0 pe3ysbTaTax AOKJANHUYECKOro NCCNef0BaHMS.
9. OTYeT 0 pe3ynbTaTax KINHNYECKOro NCCef0BaHMA OOJKEH COAEPXKaTb:

HaVMeHOBaHWEe OTYETa;

HaVMeHOBaHWe NeKapCTBEHHOrO npenapaTa;

HanMMeHOBaHWA, agpeca pa3paboTynka, NPOM3BOANTENSA JIEKAPCTBEHHOMO NpPenapaTa U UHbIX OpraH13aumnin,
NMPUHNMaBLLUKX y4aCTMe B NpoBeaeHNn KINHNYeCKOro nccaegoBsaHunA (B cny4ae nx anBnequm);

JaTbl HA4Yasla U OKOHYaHUS KNMHNYECKOro NCCnea0BaHuns;

JaTy 1 HOMep 0TYeTa, NO3BONSIOLLINE €r0 MAEHTUPNLNPOBATD;

LEenn 1 3aa4m KJIMHNYECKOro CCeloBaHUS;

KpaTKoe onncaHne NpoBeeHHOr0 KIIMHUYECKOr0 CCneoBaHns, MHADopMaLUio 0 NpenapaTe CPaBHEHUS
(r|p|/| HaJ'II/I‘-II/IVI), NPOOOJKNTENIbHOCTU KIIMHNYECKOro nccnenoBaHnsa, no3nNpoBaHN nekapCTBeHHOro
npenapaTa, BUAax XMUBOTHbIX, KOTOPbIM NpefHa3Ha4YaeTCa NCCNefyeMbI TeKapCTBEHHbIN NpenapaT
(manee - uenesble XXNBOTHbIE), pe3yNbTaTbl KJIMHNYECKOr0 UCCIENOBAHNUS;

OrfaBJieHUe, BKJIlOYas NepeyeHb NpuaoXKeHun, Tabnmu;

nepeyvyeHb CoOKpallleHWn 1 onpeaeneHne TEPMUHOB, UCMOJIb3YEMbIX B OTYETE;

KpaTKoe onncaHmne NpoBeLEHHOI0 AOKJINHUYECKOr0 NCCNeaoBaHNs, MHADOPMaLmMsa o0 CTaHAapTHOM obpa3ue
(Mpu HanM4UK), NPOAOIIKUTENBHOCTb AOKANHNYECKOr0 NCCef0BaHNA, MHopMaumto 06
3KCNepnMeHTaJIbHbIX XUBOTHbIX (r|p|/| HaﬂI/HVIVI), pe3ynbTaTbl JOKJIMHNYECKOro nccienoBaHns,;

onMcaHne Uccaenyemoro JieKapCTBEHHOro nNpenapaTa, BKAoYas cocTaB, PU3NKO-XUMUYECKUE,
buonornyeckme, apmaLeBTMYeCKNe CBONCTBA;

BMIbl NCCNIeI0BAHMWI, NPOBEAEHHbIX B PaMKaX KJNHUYECKOro NCCe0BaHNs,;

CBEZIEHMSA O LIENEBbLIX XXUBOTHLIX U pacnpeneneHnn ux no rpynnam (Bua, BO3pacT, KOJIMYECTBO, Macca v non
LeneBbliX XUBOTHbIX, NCMNOJIb30BaHHbLIX B Ka>XA0M BUae I/ICCJ'Ie,EI,OBaHI/II7I, yCcnoBua nx cogepxaHuA,
KOPMJIEHMSA 1 MOEHWNS KOJINYECTBO FPYyNn LeNeBbIX XXMBOTHbLIX B KaXX40M BMAE NCCNea0BaHN);

[03a (003bl), PEXMUM [03MPOBaHKA, CNocobbl BBEAEHNS U MPUMEHEHNS, BPEMS NMPUEMA NEKAPCTBEHHOMO
npenapara, NPoAOIKUTENbHOCTb JIeYeHUs (fanee - CxeMa NPUMeEHEHUs IEKapCTBEHHOr 0 npenapaTa);
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onMcaHne 1 OLLeHKY npoLlenyp CTaTUCTUYECKOro aHaan3a C yKaszaHUeM UCrnoab30BaHHOMO NPOrpaMMHOro
obecneyeHus;

0606LeHHble pe3ynbTaTbl MCCIEA0BAHNIA CO CCbIIKAMU Ha OTHETbI 0 pe3yjibTaTax KaXXA4oro suaa
NCcCnepoBaHWi, NPOBEAEHHbBIX B PaMKaXxX KIMHNYECKOro NCCNe0BaHNS, @ Tak)Ke aHaIn3 yKa3aHHbIX
pe3ynbTaToB, BKJIIOYAs ONMUCaHNE HeXenaTesbHbIX peakLMin (KpaTKoe onucaHme HexenaTeNlbHbIX peakuui,
NX aHann3, CNNCKN HeXenaTeNbHbIX peakL i, KoTopble HabloAaINCh Y LIENEBbLIX XXUBOTHBLIX), ONCaHNe
cnyyaeB rnbenn LeneBbiX XUBOTHbIX U APYrMX CEPbE3HbIX HEXeNaTeNbHbIX PeakLni, OLEHKY KINHNKO-
NabopaTopHbIX MOKa3aTenen XUBOTHbLIX (MPW HaANYMK), NapaMeTPbl XXN3HEHHO BaXHbIX PYHKLMUA
OpraHm3ma LieIeBbIX XXMBOTHBIX 1 APYrylo MHGOPMaL Mo Mo BonpocaM 6€30NacHOCTU, @ TaKXe OLEHKY
3(hhekTMBHOCTU 1 Be30MacHOCTU eKapCTBEHHOrO NpenapaTa;

aHasIM3 NMnTepaTypHbIX AaHHbIX (MpY HaNU4YMK);

BbIBOAbI O MEPEHOCUMOCTU NNIEKapCTBEHHOMO NpenapaTa LeeBbiM/ XUBOTHLIMK, YCTaHOBAEHMWN
ONTUMasbHbIX AO3MPOBOK IEKAPCTBEHHOMO NpenapaTa U Kypca Jie4eHns Ha KOHKPETHOM rpynmne XMUBOTHbIX
C onpepeneHHbIM 3ab60n1eBaHNEM (CXEMbI MPUMEHEHNSA NIEKapPCTBEHHOM0 NpenapaTa), 6e3onacHoCcTu u
3(pHeKTMBHOCTN NIeKapCTBEHHOI0 NpenapaTa, NpeAHa3Ha4YeHHOro 414 e4YeHns onpeneneHHbIX
3ab0neBaHNI XXNBOTHBIX, NN 3PHEKTUBHOCTY NIEKAPCTBEHHOIO NpenapaTa Aas NpouNakTUKn
3ab051eBaHNN XXNBOTHbIX, BO3MOXHOCTAX PacLUMpPeHns NoKa3aHUM K NPUMEHEHUI0 3aperncTpmMpoBaHHOro
JIEKaPCTBEHHOr0 NpenapaTta U BbiBJIEHUS paHee HEN3BECTHbIX MOBOYHbLIX LENCTBUA.

9.1. K oT4yeTy 0 pe3ynbTaTax KIMHNYECKOro NCCef0BaHMA OOJKHbI MpuaaraTbCa naaHbl (MM nx Konuu,
3aBepeHHble pa3paboTyYNKOM SIeKapCTBEHHOIO NpenapaTa), 0THeTbl 0 pe3y/ibTaTax Ka)kaoro smaa
nccnenoBaHWi, NPOBeAEHHbIX B paMKax KJIMHUYECKOro NCCef0BaHNs, U, MPU HaNUYUK, 3aK/0YeHNs
OopraHu3auni, NPMHMMaBLLKX y4acTne B OpraHM3aumm n NpoBeaeHnm 3TUX nccaenoBaHmi (Mam Konum
3aKJ/IIOYEHUI 1 OTHETOB O pe3ybTaTax KaXKLoro Buaa ncciaefoBaHum, NpoBeAeHHbIX B paMKax
KJVUHNYECKOro NCCNef0BaHNS, 3aBEPEHHbIE 3TUMMW OpraHM3aLnamu).

9.2. MNpwn nccnenoBaHny GNMO3KBUBANIEHTHOCTM K OTYETY 0 pe3ybTaTaX KJIMHUYECKOro NCCNeN0BaHNS
LO/DKHa npuiaraTtbCa KONUSA NpoToKOoa BaanjaLmm MmeTona onpenesieHnsa aHannTa, coaepxxallero
CBeLEHMNA 0 NIMHENHOCTN B HEOHXOAMMOM AMana3oHe KOHLEeHTpaumin, BaMaHUM 6Moaormnyeckoro Mmatepmana
Ha NoJlyYaeMsblil pe3ynbTaT UCCefoBaHmns, npefene obHapyXeHnsa MeTola, Npeaene Koan4eCTBEHHOro
onpefeneHns meToa, CeNEeKTUBHOCTU MeToa, TOYHOCTU MeToa, NPeLn3MoHHOCTU MeToaa,
CTabnnbHOCTK aHa/MTa B BMONOrnYeCckoM MaTepuase, a TakxKe B C/ly4ae OnpefesieHns aHannTa
XpoMaTorpayecknuM Uam MacCnekTpOMEeTPUYECKMM METOAAMM - XPOMATOrpaMMbl, NOATBEPXAAOLLME
npeacTaBneHHble pe3yabTaThl BaAngaLuu.

9.3. OTYeT 0 pe3ynbTaTax KJNHNYECKOro NCCNef0oBaHUS A0KeH BbiTb NOANMCAH PYKOBOAUTENEM
pa3paboTynka nekapCTBEHHOro NpenaparTa.

10. MNMpPoeKT UHCTPYKLMK NO BETEPUHAPHOMY NPUMEHEHUNIO IEKapCTBEHHOIO NpenapaTa AO/KEH coaepXaTb
CBefleHMs, yKa3zaHHble B NyHKTe 1 TpeboBaHU K UHCTPYKLMW MO BETEPUHAPHOMY NPUMEHEHUIO
JIeKapCTBEHHbIX MpenapaToBs, YTBEPXAEHHbIX NpuKasoM MuHcenbxo3a Poccum o1 22 aBrycta 2017 r. Ne 430
(3apernctpmpoBaH MuHiocTom Poccum 16 Hosabps 2017 r., perncTpaunoHHbin Homep 48912).

10.1. MpoeKT NHCTPYKL MK NOAMNUCLIBAETCA PyKOBOAMNTENIEM pa3paboTymKa leKkapCTBEHHOro NpenapaTta uan
PYyKOBOAUTENEM APYrOro IOPMANYECKOro AnLa, YNOJHOMOYEHHOrO Pa3paboTHMKOM IEKapCTBEHHOMO
npenapaTa, 1 3aBepseTCcs ero nevyaTbio (Mpu Hanu4um).

10.2. MpoeKT NHCTPYKLNN HE O0/KEH COAEPXKATb YKa3aHUs Ha NPenMMyLLecTBa JIEKAPCTBEHHOI O
npenapara nepeg Apyrumun JekapCTBeHHbIMU NpenapaTaMu, a TakXe CTaTUCTUYECKMEe NoKasaTesu
PeKIaMHOro xapakTepa.

10.3. CBefieHMs B NPOEKTE MHCTPYKLUK, SBASIOLLMECSH 0OLLMMN AN UHCTPYKLUMMK U A1 HOPMATUBHOMO
LOKYMEHTa NIeKapCTBEHHOro npenapaTa, A0JKHbI OblTb M3/10)KEHbI B COOTBETCTBUM C NPOEKTOM
HOPMATMBHOIO OOKYMEHTa.

11. NMpoeKTbl MakeTOB NEPBUYHOWN YMAKOBKMN N BTOPUYHOWN YNaKOBKMN NEKAPCTBEHHOMO NpenapaTa A0S KHbI
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NpeacTaBNATLCA B BUAE MJIOCKOr0, MOMHOLBETHOMO Xy4,0XXECTBEHHOI0 U NOJSIHOPa3MepHOro (B cayvae ecnu
pa3Mep MakeTa MpeBbllaeT pa3Mep ncTa popmaTa A3, TO yKa3biBaeTCa pa3Mep MakeTa) n3obpaxeHus
3TWKETOK, pa3MeLLlaeMblX Ha NEPBUYHON yNaKOBKe 1 BTOPUYHOM YNaKOBKe NeKapCTBEHHOMO npenapaTa
(Mpu HeobxoAMMOCTY BKOYas pa3pesbl U MecTa crnba) B Lensax co3faHus TpeXMepHOro n3obpakeHns
TEeKCTa 3TUKETOK.

11.1. MpoekT MakeTa NepBUYHON YNaKOBKM JIEKAPCTBEHHOrO npenapaTa (3a UCKIYEHNEM MEPBUYHON
YNaKOBKW JIeKapCTBEHHbIX PaCTUTE/IbHbIX NPenapaToB) LO/KEH cofep)XaTb UH(pOopMaLnio,
npefyCMOTPEHHYIO NYHKTOM 1 4acTn 1 cTaTbu 46 3akoHa M HagnNuUch "N BeTePUHAPHOro NpUMeHeHunsa".
11.2. poeKT MakeTa BTOPUYHOW YNaKOBKM JIEKAPCTBEHHOMO NpenapaTa AO/KEH Coaep)XXaTb MHDOPMaLINIO,
npefycMOTPEHHYI0 MYHKTOM 2 YacTu 1 cTaTbu 46 3aKoHa, a TakxXe Haanuch "Jns BeTepuHapHOro
NPUMEeHeHns", WTPUXOBOW KOA, HaaANUCh "foMeonaTmnyecknin” (4n8 roMeonaTMyHeCKmnX NeKapCTBEHHbIX
npenapaTos), HaAMWCb "MpoAyKLMA NpoLLia PaANaLNOHHBIN KOHTPOAL" (415 NeKapCTBEHHbLIX
pacTUTeNbHbIX MPenapaToB) U YKa3aHne Ha XWBOTHOE, U3 KPOBW, Mia3Mbl KPOBW, OPraHOB M TKaHeN
KOTOPOro rnoJiydyeHa CbiBOPOTKa (418 CbIBOPOTOK).

11.3. Ha npoekTax MakeTOB MNepBMYHON YNAKOBKM N BTOPUYHON YMaKOBKMN NEKAPCTBEHHOMO npenapaTa
NHgopMaLmMa yKasblBaeTCa WPUPTOM He MeHee 1,4 MunanMeTpa B BbICOTY, Ha PYCCKOM SA3blKe
(HanMeHoBaHWe MHOCTPaHHOIrO NPOM3BOAUTENS IeKapCTBEHHOMO NpenapaTa NPonMcbIBAaeTCs PyCcCKMMu
BykBaMu 1 MOXXeT OblTb AOMOJHUTENBbHO BbIMOJHEHO BYKBaMM NaTUHCKOrO andaBuTa) B COOTBETCTBUN C
NPOEKTOM MHCTPYKLUW MO BETEPUHAPHOMY NMPUMEHEHWIO JIeKapCTBEHHOr 0 npenapara. Yka3aHHas
NH(OpPMaLUUS HE AO/KHA HOCMTb PeKaMHbIA XapakTep.

11.4. Ha makeTax nepBMYHON YNaKOBKM N BTOPUYHOMN YNaKOBKM YKA3blBAOTCS BCE MPOU3BOAUMbIE
L03VPOBKM, KOHLEHTpauuu, 06beMbl U KOIMYECTBO A,03 B YNakKOBKe NEKapCTBEHHOro npenaparTa.
(OononHeH - Mpuka3 MUHNCTEPCTBa CeNbCKOro Xo3ancTBa Poccumnckon ®egepauum ot 05.06.2020 Ne 309)
12. B LOKyMeHTe, coepxKalleM MHMOopMaLMIo O HaNn4mMm (PakToB perncTpaunm ekapCcTBeHHOro
npenapata 3a npegenamu Poccuinckon Gegepauun, JOKHbI ObITb yKa3saHbl CIMCOK CTPaH, B KOTOPbIX
3apernucTpupoBaH JiekapCTBEHHbIM NpenapaT, perncTpaunoHHbIA HOMep 1 faTa perncTpaumm
JIeKapCTBEHHOrO npenapaTa Aasa KaXX[on cTpaHbl, 1nbo ceegeHns 06 oTCyTCTBUM (haKTOB perncTpaLmm
JleKkapCTBEHHOr0 nNpenapaTa 3a npeaenamm Poccuinckon Gegepauuum,

MpunoxeHue Ne 2
K npukasy MuHcenbxo3a Poccum ot 10 aHBapsa 2018 r. Ne 4

MOPALOK

npeacTaBAeHns LOKYMEHTOB, N3 KOTOPbIX (DOPMUPYETCS PerncTpaLMoOHHOE A0ChE Ha IEKAaPCTBEHHbIN
npenapaT A5 BEeTepMHAPHOro NpUMeHeHNs

B LLENSAX rOCyAapCTBEHHOW perncTpauum

1. HacToswuin nopsaaok yCTaHaBAMBaET NpaBuia NpeacTaB/eHns pa3paboTYMKoM eKapCTBEHHOI 0
npenapata AJjia BETEPUHAPHOIo NnpuMeHeHna nnm ynosIHOMO4YeHHbIM UM APYTUM lOpnaon4eckmnm JnUom
(nanee - 3aaBmTenNb) B Poccenbxo3Haa3o0p 3adBaeHNS O rOCYy4apCTBEHHON PerncTpaLmm 1eKapCcTBEHHOMO
npenapaTta 1715 BETEPUHAPHOr0 NpUMEHeHNS (fanee - 3as8BjeHNE) N OOKYMEHTOB, U3 KOTOPbIX
hopMMpyeTCs perncTpaLmoHHOe A0Cbe Ha IeKAapCTBEHHbIN NpenapaT 415 BETEPUHAPHOIro MPUMEHeHN
(Danee - QOKYMEHTbI PEFNCTPALMOHHOIO AOCkE).

2. 3aABNEHNE N LOKYMEHTbI PEFUCTPALMOHHOIO0 A0ChE A0/MKHbI BbITh NPeACcTaBAEHbl B 3/IEKTPOHHOW
topme, noanncaHHbIe YCUAEHHOW KBaAUULMPOBAHHON 3N1EKTPOHHOM MOAMWCHIO 3a8BUTENS, C
NCMNOJIb30BaHNEM UHGHOPMALMOHHO-KOMMYHUKALMOHHBIX TEXHOJIOMUIA, B TOM YUCAE C UCMOb30BaHNEM
thenepanbHON rocyaapCTBEHHOM MHGPOPMALIMOHHON CUCTEMbI "EQMHBIA NOPTaa rocy4apCTBEHHbIX 1
MyHUUMNANbHbIX YCayr (DYHKUMRA)", nan Ha ByMa)KHOM HOCUTeNe, eCIN NHOE He YCTAHOBEHO HACTOALLUM
nopsiaKoM,

3. B cniyyae ecnm oTaenbHble AOKYMEHTbI (KOMUWM LOKYMEHTOB) PErMCTPALMOHHOIO AOCbe Ha ByMa)kHOM
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HOCMTEIE U3NT0XKEHBI HAa HECKO/IbKMX JINCTAX, KaXXAblA BOKYMEHT (KOMUS OKYMEHTa) AOJIKEH ObITb
MPOLUMT 1 MPOHYMEPOBaH, 0 YEM 3aABUTENIEM AeNaeTCa COOTBETCTBYIOLas 3anncb Ha 06opoTe NocnegHero
JINCTa LOKYMeHTa (KOMnn OOKYyMeHTa).

4. MPOeKT NHCTPYKLMMN N0 BETEPMHAPHOMY MPUMEHEHNIO NEKAPCTBEHHOI0 NpenapaTa Ha ByMa)kHOM
HocuTene [o/KeH bbiTh NpeacTaBneH B TPEX IK3eMnaapax Ha anctax opMaTa A4, LUpUGTOM He MeHee
Tpex MUIIMMETPOB B BbICOTY.

5. MpoeKTbl MaKeTOB NEPBUYHON YNAKOBKN 1 BTOPUYHOW YNaKOBKM Ha ByMa)XHOM HocuTene A0S KHbI ObiTb
npeacTaB/eHbl B TPEX 3K3eMMispax.

6. B criyqae ecnm OKYMEHTbI PerncTpauuoHHOro AOCbe NpeaCTaB/eHbl B 3IEKTPOHHON (hopMe, KaXKAabIn
LOKYMEHT A0/KeH BbiTh NpeAcTaB/ieH 0TAebHbIM DalisioM.

7. Ha rocyapCTBEHHYIO PErncTpaLmio Pa3nyHbIX JIeKAPCTBEHHbIX ()OPM OOHOr0 M TOro e
NEeKapCTBEHHOro NpenapaTta AN BETePUHAPHOr0 NPYMEHEeHUs 3a9BMTeNb LOJKEH NpeacTaBasaTb
OTAEeNbHble 3a8BNEHNSA N AOKYMEHTbl PerncTpaunoHHOr0 LOCbe Ha KaXKAY0 IeKapCTBEHHYIO (hopMy.

8. OnuncaHne npouecca NPou3BOACTBa JIEKapCTBEHHOMO NpenapaTa 4S9 BEeTEPUHAPHOIro NPUMEHEHNS 1 ero
KOHTPOJ151, ONMCaHNe KOHTPOS KPUTUYECKMX CTaaun Npom3BOLACTBa JIeKapCTBEHHOro nNpenapaTta 44
BETEPUHAPHOI0 MPUMEHEHMNS 1 MPOMEXXYTOYHON NPOAYKLMMN (MPY HAANYMKM TaKoN NPOAYKLUN) OOSHKHbI
BbITb NOANMCaHbLI PYKOBOAUTENEM NPOU3BOAUTENS IEKapCTBEHHOMO NpenapaTa A9 BeTepUuHapHoro
NPYMEHEHUS NN PYKOBOAUTENEM IOPUANYECKOr0 ML, YNOAHOMOYEHHOMO NPON3BOANTENEM
NEeKapCTBEHHOro NpenapaTta AN BETEPUHAPHOr0 NPUMEHEHUS, U 3aBEPEHbI ero NeYaTbio (MpU Hanu4um)
mbo npeacTaBeHbl B 3/1IEKTPOHHOW (hopMe, MOAMNCAHHbIE YCUIEHHOW KBaANGULUNPOBAHHOWN 3/IEKTPOHHOMN
NOAMWCHIO PYKOBOAUTENSA MPON3BOAMTENS JIEKaPCTBEHHOrO NpenapaTa 415 BETEPUHAPHOr0 MPUMEHEHNS
WA PYKOBOAMTENSA IOPUANYECKOrO LA, YNOJIHOMOYEHHOr0 NPOM3BOANTENIEM IeKapCTBEHHOMO NpenapaTa
AN BETepUHapHOro NPUMeHEHUs, C UCMOoJb30BaHNEM NH(OPMALMOHHO-KOMMYHUKALMOHHbIX TEXHOIO0M I, B
TOM 4uUcse C UCNo/b30BaHUEM henepanbHOW rocyapCTBEHHOM MHDOPMALMOHHON CUCTEMbI "EQUHBI
nopTan rocyAapCTBEHHbIX K MyHULUMUNaAbHbIX yCayr (pyHkunin)". (donosHeH - MNpuka3 MuHncTepcTBa
CcenbCckoro xo3sancTea Poccminckon ®epepaumm ot 05.06.2020 Ne 309)
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