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occm‘icxoﬁ SENEPATIH
3APET HCTPUPOBAHO

Petnctpannonuii o 25 025
0 3L 2 becsesor 223,
MHUHHACTEPCTBO CEJIbCKOI'O XO35HCTBA
POCCUUCKOH ®EJEPAIIMHA
(Mumncenbxo3 Poccun)

IIPUKA3

Ot 27 urons 2023 r. Ne 648

MockBa

06 yrBepKIeHHH NOpsAAKa GOPMHPOBAHHS PErHCTPALNHOHHOIO 10Che
Ha JIeKApPCTBEHHbII Npenapar /s BeTePUHAPHOI0 NPHMeHeHHs
u TpeGoBaHHii K JTOKYMEHTAM B €ro cOCTaBe, a TAKXKe NOPIAKa
npeacTaBJeHHs JOKYMEHTOB, H3 KOTOPLIX (JOpMHPYETCs perucTpaiHoHHOe
AOChE HA JeKAPCTBEHHBIH Npenapar AJIsi BEeTePHHAPHOro NpHMEHEHHs B
HeJIsiX TOCyJapCTBEHHOH perucTpanyy

B coorBeTcTBHM ¢ myHKTOM 19 crateu 5, uacteio 1 cratbu 17
®enepansHoro 3akona ot 12 ampens 2010 r. Ne61-®3 «O6 obpaimeHnu
NEKapCTBEHHBIX CPeACTB», moimyHkramu 5.2.25(32) u 5.2.25(104) nymkra 5
IMonoxeHuss o MuHHCTEPCTBE celibckoro xo3siictBa Poccuiickoit ®enepanuy,
yTBepXkIEHHOro mocraHoBieHHeM IIpaButensctBa Poccuiickoit Pexpepauuu
oT 12 mrons 2008 r. Ne 450, npu ka3 bl B a 10:

1. Y1Bepauts:

nopsAa0K (GOPMHPOBAHUS PErHMCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIH
npenapar Uil BETEPUHAPHOTO IPUMEHEHH M TpeGoBaHHMs K JOKyMEHTaM
B €r0 COCTaBe COTIacHO IpuiioXkeH o Ne 1 K HacToseMy MpHKasy;

MOPSAZOK TMpENCTaBleHus MOKYMEHTOB, U3 KOTOpPBIX (opmupyercs
PETHCTPAaLIMOHHOE JOChe Ha JIEKapCTBEHHEBIH MpenapaTr Ml BETEPUHAPHOIO
NpYMEHEHHs B LIEAX TOCYAAPCTBEHHOH PErMCTPAIlMH, COTJIACHO NMPUIOXKEHHIO
Ne 2 x HacTosAIMIEMY NPUKA3Y.

2. [Ipu3HAaTh YTPATUBILHMH CHUITY:

npukas Muncensxosa Poccun ot 10 smBaps 2018 1. Ne4
«O6 yTBepXIEHMH TMOpAnKa (GOPMHMPOBAaHHS PETHCTPALMOHHOTO JIOCBE
Ha JIeKapCTBEHHbI Mpernapar [Jis BeTePHHAPHOTO IpPHMEHEHHs U TpeGoBaHUi




K JOKYMEHTaM B €ro COCTaBe W TOpSJKa IpEACTaBIIEeHUS JIOKyMEHTOB,
13 KOTOPBIX (OPMUPYETCS perHCTPAlMOHHOE A0ChE Ha JIEKApCTBEHHBIH Npenapar
IUI BETEPUHAPHOI'O INPUMEHEHUS B LENSIX TOCyAapCTBEHHOH perucTpaiun»
(3apeructpupoBad MuntoctoM Poccum 10 anpens 2018 r., peructpaudoHHbIH
Ne 50691);

npukas Muscenbxo3a Poccun ot 29 mapra 2019 r. Ne 156 «O BHeceHun
u3MeHeHuiik B [lopsmok  gopMHpOBaHHMA  PETHCTPAMOHHOTO  JOCHE
Ha JIEKapCTBEHHBIM Mpenapar JUis BeTEPUHApHOrO NpUMEHeHHs U TpeOoBaHUH
K JOKYMEHTaM B €r0 COCTaBe, YTBEPXACHHBIH nmpuka3oM MuHcensxo3a Poccuu
or 10 smBapas 2018 r. Ne4» (3apermctpumpoBan MunioctoM Poccum
25 anpens 2019 r., peructpauronHsiit Ne 54508);

IyHKT 3 H3MEHEHHWiH, KOTOpbleé BHOCATCS B HEKOTOpPhIE HOpMaTHBHBIE
IpaBoOBbIe aKThl MHHHCTEPCTBA CENbCKOro xo3sarcTBa Poccuiickoii deaepaunu
Mo BoIpocaM oOpalleHHs JeKapCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOIO
IIPUMEHEHHUS, YTBEP>KIEHHBIX IpHUKa30M MuHcensxo3a Poccun
or 5 wmions 2020 r. Ne309 (3apeructpupoBaH MuHiocrom Poccun
14 wronsa 2020 r., peructpaumonHsiid Ne 58934).

3. Hactrosimuii mpuka3 Bctynaetr B cuity ¢ 1 mapra 2024 r. u geiicTByer
1o 1 cenrsbpsa 2029 r.

4. Hacrosmmii mnpuka3 @pUMEHSETCS K PpericTpalliOHHBIM JOCHE
Ha  JIEKApCTBEHHblE  Tpemapatsl Uil  BeTEPUHAPHOTO  IPHUMEHEHUS,
npeAcTaBiIeHHBIM B Poccenbxo3Hag3op ¢ 3asgBIEHUSMH O TOCYIapCTBEHHOM
pPErUCTpallii JIEKAPCTBEHHBIX MpENAapaToB A BETEPHHAPHOrO IIPHUMEHEHUS
HocJie BCTYIUICHHUS B CHITy HAaCTOSLIETO NMpHUKa3a.

N.o. MuHucTpa M.U. VBaiigoB




ITpunoxxenue Ne 1
K npuka3zy MuHcenbxo3a Poccun
oT 27 urons 2023 r. Ne 648

HNOPAJOK
¢opMHpOBaHHS PerHCTPALHOHHOTO 10Che HA JeKapCTBeHHbIN
npenapar AJs BeTePHHAPHOI0o NIPHMMEHEeHHsl H TPeGOBaHHSA
K JOKYMEHTaM B €ro COCTaBe

1. PerrcTpalldioOHHOE  JOChE Ha  JIEKapCTBEHHBIM @pemapar Ui
BETEPUHAPHOTO MPHUMEHEHUS (ajlee COOTBETCTBEHHO — PETHCTPAIMOHHOE NOChE,
JEKapCTBEHHBIM Mpemapar) (opMmupyeTcs H3 CICAYIOIMX JOKYMEHTOB H
CBEJICHUI, PE/ICTABIAEMBIX Pa3pabOTINKOM TaKOTO JIeKapCTBEHHOTO Mpernapara
WM YIIOJHOMOUYEHHBIM UM JPYTUM IOPUANYECKHM JIMIOM (Janee — 3aiBUTENb) B
Poccenpxo3Haa30p’:

a) IPOEKT MHCTPYKLUH M0 BETEPUHAPHOMY IIPHMEHEHHIO JIEKapCTBEHHOIO
npenapara’;

0) IOKyMeHT, coiepxaumii uHGOpPMALMIO O  (QapMaleBTHYECKOH
cyOcTaHIMd WM (apMaleBTUYECKUX CyOCTaHLMAX, BXOMAINMX B COCTaB
JNleKapCTBEHHOTO Mpenapara’;

B) CBEJICHHS O JIEKAPCTBEHHOM TIpenapare’;

r)CBEIEHHs O JaTe MpPEeNOCTaBIeHHS M PETHCTPalMOHHOM HOMepe
JHIEH3WA Ha TPOM3BOACTBO JICKAPCTBEHHBIX CpPEACTB, NPEIOCTaBICHHON
NPOU3BOAUTENI0  PETHCTPUPYEMOrO  JIEKapCTBEHHOrO  Ipemapara Ui
BETEPUHAPHOTO IIPHMEHEHHS, JUIS POCCHICKHX IPOM3BOAUTENEH’;

) CBEJEHHS O Jare MpelOCTAaBICHHS M PETUCTPAllMOHHOM HOMepe
JHIEH3MM Ha [POU3BOICTBO JIEKApCTBEHHBIX CPEICTB, IIPENOCTABICHHON
NPOM3BOAMTENIO (hapMalleBTHYECKOH CyOCTaHIMM, BXOJSIIEH B COCTaB
PErucTpUpPYEMOro JIeKapCTBEHHOTO Ipenapara Uil BETEpHHAPHOro IIPUMEHEeHHS,
JUTSE POCCHICKHIX TIPOHU3BOUTENENR;

€) KOMMsl JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBEIM OPraHOM CTpaHBI
HPOM3BOAUTEINS AJs KaXIOW NMPOU3BOACTBEHHOH ILIOIIAJKH PETHCTPUPYEMOTO
JIEKapCTBEHHOTO npernapara ISt BETEPUHAPHOTO MPUMEHEHUS

'Yact 1 crateu 17 @enepaisHoro 3akona or 12 ampens 2010 r. Ne61-®3 «O6 ofpawenuu
JNIEKApCTBEHHBIX CPeaCTBy (aanee — 3akoH); noamyHkT 5.2(1).11 nynkra S Ionoxenus o GenepanbHoii cayxbe
M0 BETCPMHADHOMY W (PMTOCAHMTAPHOMY HAI30py, YTBEPXKIEHHOTo mnoctaHopneHueM [lpaBuTenbcTBa
Poccuiickoil ®enepauyu ot 30 mions 2004 r. Ne 327.

2 Mynkr 7 yacty 3 cratbi 17 3akoHa.

3 TMynkr 4 yacty 3 cratby 17 3akoHa.

* TIynkt 9 yactu 3 cratbu 17 3akoHa.

5 Mynkr 1 vactu 3 crathu 17 3akoHa.

6 TTynkr 2 yactu 3 craThi 17 3akoHa.



Y TOATBEPKJAIOIIET0 COOTBETCTBHE MPOU3BOAUTEIS JIEKAPCTBEHHOTO MperapaTa
TpeOOBaHMSM  TpaBWl  Hamjexamedl  NPOM3BOACTBEHHOM  IMPAKTHKH,
M €ro IIepeBOJ Ha PYCCKHUH fA3BIK, 3aBEpEHHbIC B YCTaHOBJICHHOM IIOPSKE,
a TaK)Ke KOMHS 3aKIIOYEHHUS O COOTBETCTBHM IIPOU3BOAUTEINS JIEKaPCTBEHHBIX
CpeAcTB TPeOOBaHHAM IIPaBWI Hajjiexameld NPOM3BOJACTBEHHON IIPAKTHKH,
BBIIAHHOT'O YIIOJITHOMOYEHHBIM (peJiepaibHbIM OpraHOM HCIIOJIHATENbHOH BIaCTH
JUIS. KXKIO0H MPOU3BOJCTBEHHOMN IUIOIIAJIKA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npemapara Uil BETEPHHAPHOTO MPUMEHEHHs, JTHO0 KOMMA pEILIeHHs O
NpPOBEICHHM WHCIEKTHUPOBAHUSA IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB,
NPUHSATOTO YTIOJHOMOYEHHEIM (peiepabHBIM OpraHOM HCIIOJIHHUTENLHOM BIACTH
JUIS Ka)kJIO¥ IMPOW3BOACTBEHHOM IMIOIIAAKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO
npernaparta JUis BETEPHHAPHOTO NPHUMEHEHHSA. YKa3aHHbIE JOKYyMEHTHI
IpPEJCTABIIAIOTCS B Clydyae, €Clid IPOMU3BOJACTBO JIEKApCTBEHHOrO Ipernapara
ocymiecTBIseTcs 3a npenaenamu Poccuiickoi d)e,uepaunn7;

) KOIIKSA JOKYMEHTa, BBIJAHHOIO YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl
NpOM3BOUTENS  (hapManeBTHUECKOH CyOCTaHLIMM M ITOATBEPXIAIOIIEro
COOTBETCTBHE IPOU3BOAUTENS (PapMalleBTHUECKOH CyOCTaHIMH, BXOASIIEH
B COCTaB PErHCTPUPYEMOro JIEKapCTBEHHOTO Ipemapara Ui BETEPUHApHOTO
IpUMEHeHHs, TPeOOBaHUAM MIPAaBUII HAAJIEKALIECH TPOU3BOICTBEHHOM IIPAKTHKH,
H €ro MepeBoj Ha PYCCKUH S3BIK, 3aBEPEHHBIE B YCTaHOBJICHHOM IOPsIKE, B
CIlydae, €CJIi TIPOM3BOACTBO (papMalleBTHU4ECKON CyOCTaHLIMH OCYIIECTBIIAETCS
3a mpenenamu Poccuiickon (Denepaunng;

3) IPOEKT HOPMATUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIH IMpemapar
(manee — MPOEKT HOPMATHBHOTO JIOKyMEHTa);

1) OTYET O pe3yJibTaTaX AOKIMHUYECKOTO UCCIEAOBaHHS JIEKAPCTBEHHOTO
CpeicTBa /IS BETEPMHApPHOro TpuMeHeHws'® (manee — JOKIMHMYECKOE
UCCJIE[IOBaHKE).

ITpu mpoBeneHHH YCKOPEHHOH MpoLeNyphl 3KCIEPTH3HI JIEKAPCTBEHHOTO
npenapara (3a HUCKIIOYCHUEM JICKapCTBEHHOIO IIpenapara, NpeAHa3HaYeHHOro
IV JIeYEHHs JOMAIIMHMX YXHUBOTHBIX, omnpeaeneHHbIX PenepajbHBIM 3aKOHOM
or 27 nekabpa 2018 r. Ne 498-®3 «O6 OTBETCTBEHHOM OGpaIleHUH
C >KMBOTHBEIMH M O BHECEHHUU U3MEHEHUN B OTACIBHBIE 3aKOHOJATEIbHBIC aKTh
Poccuiickoit @enepanumn», ¥ 3aperuCTpUPOBAHHOTO B KAYECTBE JIEKApCTBEHHOTO
npernapara Ajis MEIUIMHCKOrO NpPUMEHEHHs) B IENAX €ro rocyaapCTBEHHOH
pErMCTpalli¥ BMECTO OT4YeTa pa3paboTuMKa O pe3yibTaTaX MOKIMHHYECKOro

7 Tyukr 2.1 gacth 3 cratby 17 3akoHa.
8 TTynkr 2.2 yactu 3 cTathi 17 3akoHa.
? IyHkT 3 yactu 3 crathu 17 3akoHa.
10 TTynkr 5 uactv 3 crathu 17 3akoHa.
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HcClIeIoBaHUS MOXKET OBITh NpeACTaBIeH 0030p HAyYHBIX paboT O pe3yibTaTax
JOKITMHAYECKOTO UCCIIEI0BAHMS pe(pepeHTHOr0 IeKapCTBEHHOTO Npemnapara'!.

I[1py mpoBeNEeHUH YCKOPEHHOR MpoLeXyphl SKCIEPTH3bI JTEKapCTBEHHOTO
npemapara, NpeJHA3HAYEHHOrO Ui JIEYEHUs JIOMAlUHUX )KUBOTHBIX,
onpeneneHabx PepepanbHbiM 3akoHoM 0T 27 gexabps 2018 r. Ne493-@3
«O6 OTBETCTBEHHOM OOpAlLIEHHH C JKUBOTHHIMH M O BHECEHHH H3MEHEHHH
B  OTIeNbHBIE  3aKOHOZaTelnbHBle  akThl  Poccuiickoii ~ Denepaiiuuny,
M 3apErMCTPUPOBAHHOTO B KaueCTBE JIEKAPCTBEHHOro Ipemapara Juisi
MEIULMHCKOrO INpPHMEHEHHs, B IENSIX €ro rocyJapCTBEHHOM pErHCTpaliu
BMECTO OTYeTa pa3paboTyuka O pe3yJbTaTaX NOKJIMHHYECKOTO HMCCIIeNOBaHUS
JNIEKApCTBEHHOTO CpeACTBa Ui BETEPHHAPHOTO TIPUMEHEHHS MOTYT OBITh
TPE/ICTABJIEHBI pe3yNbTaThl JOKIHHAYECKOTO HCCIIENOBAHUA COOTBETCTBYIOILETO
JIeKapPCTBEHHOTO CPEJICTBA U MEULMHCKOrO IPUMEHEH S ' %;

K) OTYET O pe3yibTaTax KIMHUYECKOTO MCCIIECNOBAHHS JIEKAPCTBEHHOIO
npenapara'® (qanee — KITMHIYECKOE HCCIIEIOBAHME) Y KaXI0r0 B XUBOTHBIX,
yKa3aHHBIX B HHCTPYKIMHU [0 BETEPHHAPHOMY TIPUMEHEHHIO.

ITpy mpoBefeHUH YCKOPEHHOH MpOIENyphl SKCIEPTU3BI JIEKAPCTBEHHOTO
npenapara (3a HCKIIOYEHHEM JIEKapCTBEHHOIO IIperapara, MpeaHa3sHauYeHHOIo
IUIA JIEYeHHUS JOMALIHUX JXHUBOTHBIX, ompeAencHHbIX DefepanbHbIM 3aKOHOM
or 27 pnexabps 2018 1. Ne 498-®3 «0O6 OTBETCTBEHHOM obpareHuu
C )KHBOTHBIMHM M O BHECEHHMH H3MEHEHHH B OTIEJIbHBIC 3aKOHOIATEIbHBIC aKThI
Poccuiickoii Mezepannn», U 3aperuCTPUPOBAHHOIO B KAYECTBE JIEKAPCTBEHHOTO
npenapaTa IS MEIULMHCKOrO TNpPHMEHEHMs) B IENAX €ro roCyAapCTBEHHOMH
PETHCTpalli¥ BMECTO OT4YeTa pa3paboTYMKa O pe3ylnbraTax KIMHHYECKOro
HCCIIEOBAaHUSA MOXKET OBITh IIPEACTABIEH OTYET O pe3yabTaTax MCCIeNOBaHHIA
6HOPKBUBATEHTHOCTH BOCTIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mpenapara'?.

I[1pu MpoBeEeHHH YCKOPEHHOH MPOLIETYPhl SKCIEPTU3bI JIEKapCTBEHHOTO
npemnapara, [peJHA3HAYeHHOro Ui JIEYeHWs JOMAIUHHX  JKMBOTHBIX,
onpe/eneHHbIx PesepaibHbiM 3akoHoM oT 27 gekabps 2018 r. Ne498-@3
«O6 OTBETCTBEHHOM OOpAIlleHMHd C >XUBOTHBIMH H O BHECEHHH H3MEHCHWH
B OTHeNbHbIE  3aKOHOJATelbHBle  akTel  Poccuiickodi — Denepanuuny,
M 3aperHCTPMPOBAaHHOTO B KayeCTBE JIEKAPCTBEHHOTo Iperapara U
MEJULMHCKOr0 IIPMMEHEHHS, B ILENAX €ro IOCyJapCTBEHHON perucTpaunuu
BMECTO OT4ETa O pe3y/bTarax KIMHWYECKOTO HCCIECHOBAHUSA JIEKapCTBEHHOrO
Tipernapara MOXeT OBITh NpeCTaBlieH 0030p Hay4HBIX pabOT O pe3ymbTaTax

1 Yacts 4 cratey 17 3akoHa.

12 Yacrp 4.1 cratby 17 3akoHa.

13 [Tynkt 6 wacty 3 ctatbu 17 3aKoHa.
14 Yaere 4 ctathy 17 3akoHa.




4

KJIMHUYECKHX HCCIIENOBAHMH JIeKapCTBEHHOIO Mpernapara mis MeIHLHHCKOro
MPYMEHEHUs Ha BHJAX )XMBOTHBIX, KOTOPHIM IPEJHA3HAYAETCS HCCIIeNyeMBblH
JleKapCTBeHHBIH npenapar';

J) IPOEKTHl MAKETOB IIEPBMYHOW YIIAKOBKH M BTOPHYHOH YIIaKOBKM
NeKapcTBEeHHOTO npenapara'®;

M) KOMHS JOKyMEHTa, COJEpXAllero WHPOpMAlMioO O HAIMYHHM
wid 06 OTCYTCTBMH ()AKTOB pPErHCTpalMM JIEKapCTBEHHOTO IIpenapaTa
3a nipenenamu Poccuiickoii ®enepanun'’;

H)COTlIacHe B IIHCbMEHHOH (OpMe, MPEeIyCMOTPEHHOE YacThio 7
cratey 17 3aKoHa, B Cllydae PETHCTPALIMH BOCIPOU3BEACHHOTO JIEKAPCTBEHHOTO
npenapara'®;

0) KOITHS JIOKYMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOrO B YCTaHOBJIECHHOM
TOPSI/IKE ¥ HOATBEPXIAIOIIETO NMPABOMOYHOCTh 3asIBIIEHHS O TOCYapPCTBEHHOM
PErHCTPAIH JEKapCTBEHHOTO Tpenapara (J0BepeHHOCTS)';

1) CBEIGHHsI O TOCYJApCTBEHHOW pPETHCTPalid T'eHHO-HHKEHEPHO-
MOLM(UIMPOBAHHEIX  OPTaHW3MOB,  [pEJHA3HA4YeHHBIX U  BBIOyCKa
B OKPYXXAIOIIyI0 cpedy (MPH TOCYAAPCTBEHHON PErMCTPALMH JIEKApCTBEHHBIX
mpenapatoB, ~ TONYyYeHHBIX  C  NPAMEHEHHEM  TeHHO-HHXKEHEpHO-
MOZHLIPOBAHHEIX OPTaHU3MOB JTH COMIEPXKAIIMX TAKHE OPTaHH3MBI)™.

2.Konuyu IDOKyMEHTOB, IPEACTAaBJICHHBIE B COCTABE PErUCTPALIOHHOTO
JIOCBE, 3a HCKIIOUEHHEeM KONHUH JOKyMEHTOB, YKAa3aHHBIX B HOJIYHKTaX
«e», «Kk» U «o» NyHKTa 1 Hacrosuiero Ilopsiika, DOJDKHBI OBITh 3aBEPEHBI
3asiBUTENIEM, O YeM Ha 00OpOTe MOCIENHErO JIMCTA KOMUU KaXKIO0ro JOKyMEHTa
TIPOM3BOANTCA 3amuch «Kormus BepHay.

3. PerucTpalliOHHOE  [OCBE  MOXET  COHEepXaTh  JOKYMEHTBI
HA MHOCTPaHHOM fI3BIKE. B Ciiydae eCiid JOKYMEHTHI PETMCTPAllMOHHOTO JIOChe
(MXx 3aBepeHHBIC KONMM MM 3aBEPEHHblE BBIIMCKM M3 HHX) COCTaBIICHEI
HA MHOCTPAHHOM SI3bIKE, K HUM JIOJDKEH TIPUIIaraThCs epeBojl Ha PyCCKHit A3bIK,
3aBepEHHBIN 3aBUTEIIEM.

4. TIpoeKT HOPMATUBHOTO AOKYMEHTa [JOJDKEH COZIEPKaTh THTYIbHBIH JTHCT
M Clelyiollhe pa3ieisl: o6NacTb NPUMEHEHHs, TeXHHWYecKHe TpeGoBaHUS

15 Yacts 4.1 crateu 17 3akoHa.

16 IMynkr 8 uactu 3 craten 17 3akoHa.

17 Tynkr 10 yactu 3 crarey 17 3akoHa.

8 TTynkr 11 yactu 3 ctathu 17 3akoHa.

19 [Tynkr 12 yacty 3 cratbi 17 3akoHa.

2 TMymkr 13 wactn 3 cratbu 17 3akoHa, MOAMYHKT «a» nyHkra 25 IlpaBui FOCYy1apCTBEHHOI
perucTpauMy  TeHHO-WHXEHEpPHO-MOAM(PUIMPOBAHHBIX ~ OPraHW3MOB, MNpEJIHA3HAYEHHbIX U1 BbIMyCKa
B OKPY>XaIOIIYIO Cpe/ly, & Takke MPOAYKLMH, NONYYEHHOH C MPUMEHEHNEM TaKUX OPraHU3MOB Wil COJepXKaILEH
TaKMe OpraHM3Mbl, BKIIOYas YKa3aHHYIO NPOAYKLMIO, BBO3MMYIO Ha Tepputopuio Poccuiickoii @enepauuu,
yTBEpXKAEHHbIX NocTaHOBNeHneM [TpaBuTenncTBa Poccuiickoii @enepaunu ot 18 sHBaps 2023 r. Ne 35.




¥ METOABI KOHTPOJS KauyecTBa, YCIOBUS XPaHEHHs, TPAaHCIIOPTUPOBKM U CPOK
TOOHOCTH JIEKapCTBEHHOIO Ipernapara.

5. TUTYABHBEI JIMCT IIPOEKTa HOPMATHBHOIO JOKYMEHTa JOJDKEH
ColiepaTh HaWMEHOBaHME pa3paboTYMKa JIEKapCTBEHHOrO  Tpemapara,
HalMEHOBaHWE JIEKAPCTBEHHOro Ipemapara (TOproBoe HaHWMEHOBAHHE,
MEXIYHapOIHOE HeTaTeHTOBAaHHOE, WM TPYNNHMPOBOYHOE, MM XHMHYECKOe
HauMeHoBaHue), oGo3HaueHue «HI», HoMep M roj pa3spabOTKM IIPOEKTa
HOPMATHBHOI'O JJOKYMeHTa. B 1eBOM BepXHeM YIJly TUTYIBHOIO JIMCTA MPOEKTa
HOPMATHBHOTO JIOKYMEHTa JO/DKHO OBITH ITPEAYyCMOTPEHO MECTO JIs BHECEHUS
HHGOPMALIMH O ero cornacoBaHhM PoccebXo3Han30poM.

6.Paznen «OOnacTh MpUMEHEHHS» MPOEKTa HOPMATHBHOTIO TOKYMEHTa
JOJDKEH COZIEPXKATh CBEJEHHS O (hapMaKOTepalleBTUIECKON IPYIIIIE, MOKa3aHUIX
K IPUMEHEHHIO M COCTaBe JIEKapCTBEHHOrO Npemnapara.

7.Pasnen «Texnudyeckde TpeOOBaHMS U METOABI KOHTPOJS KauyecTBa»
IIPOEKTa HOPMAaTHBHOTO JOKYMEHTA JOJKEH COAEPIKATh:

a) CBEJICHHS 00 OpraHOJIENTHYECKUX, (bU3UKO-XMMHYECKHX
W OHOJOTMYECKMX IIOKa3aTeIAX KadecTBa JIEKapCTBEHHOIO IIpenapara
1 METO/IaX KOHTPOJIsS Ka4eCTBa, KOTOPbIe BKIIFOUAIOTCS B TA0JIHILY, COCTABICHHYIO
B IIPOM3BOJBHOU (opme. B TabiMie yka3bIBalOTCS HAaMMEHOBaHHS U HOPMBI
MOKa3aTelied KauyecTBa JIEKapCTBEHHOTO IIperapara,

6) cBeieHMss O MeTofiax O0TOopa M KONH4YecTBe Mpob, HEOOXOAMMBIX
VIS TIPOBEIeHHs MCTIBITAHMI JIEKapCTBEHHOTO MpenapaTa (najee — MCILITaHu)
¥ (hOpMHpPOBaHHS apXUBa 00pa3LOB JIEKaPCTBEHHEIX MPENapaToB;

B) OMCAaHWE METOJOB  aHalM3a JICKapCTBEHHBIX  CPeACTB Ul
BETEPUHAPHOTO TNpUMeHeHus (B TOM 4YHcle OHONOrHYECKHX, OMOXUMHUYECKHX,
MHKPOGHONOTHYECKAX, (QU3HKO-XMMHUYECKHX, (GH3HYECKHX, XHMMUYECKHX),
TpeOOBaHHUA K HCIIOJIb3yEMBIM B LIEIAX IPOBEACHHUS JAHHOT0 aHAIIN3a PEaKTHBaM,
TUTPOBaHHBIM pPAcTBOpaM, MHAMKATOpaM, ONHcaHHe 0OpaGoTKU pe3yibTaToB
HCIIBITAHHM;

r) MHQOPMALMI0 O  XapaKTePUCTUKaX  YNAKOBOYHBIX  MaTepHaloB
H YKYTIOPOYHBIX CPEACTB JIEKapCTBEHHOTO Ipernapara.

Ecnin Merox aHaim3a TOr0 HWIM HMHOIO IIOKasarenss KadecTBa
JIEKapCTBEHHOro Tperaparta H3JMOXKeH B TOCYIapCTBEHHOM —¢apmakoree,
JOIyCKaeTCs CChUIKa Ha (hapMaKONEHHYIO CTaThIO.

8.Pasnen «YcnoBus XpaHEHUs, TPAHCIOPTUPOBKM H CPOK TOAHOCTH»
IpOEeKTa HOPMATUBHOTO JOKYyMEHTa JOIKEH COepXaTh HH(OPMAIIMIO O CPOKe
TONHOCTH JIEKAPCTBEHHOro IIpenapara Ha  OCHOBAaHWM  MPOBEICHHBIX
UCCIIEOBaHUM CTAOMIBHOCTH, TpeOOBAHUIX NPH XPAaHEHUH M TPAHCIIOPTHPOBKE
JIEKApPCTBEHHOrO Mpenapara B 3aBHCHMOCTH OT €ro (QU3HYECKHX U (QU3NKO-
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XMMUYeCKAX CBOMCTB, BO3JEHCTBUS HA HEro pasliMYHBIX (PAKTOpOB BHELIHEH
CpeIbl.

9. VcioBHble 0003HAYEHHS, H300paK€HUS W 3HAKU, HCIIONB3YEMBIE
B IIPOEKTE HOPMATHBHOTO JIOKYMEHTA, OJDKHBI IPUBOAUTHCS C HX OMHCAHUEM.

B HOpMaTMBHOM HOKyMEHTE HE JOIIyCKAalOTCs CCBUIKM Ha CIIPaBOYHYIO,
MOHOTpaHUYECKYIO U UHYIO HAYYHYIO JTHTEPATYpy.

10. JlokymeHT, conepxamuii HHQopManmio O  (apMaleBTHYECKOM
cybcTanmuu WM (apMaleBTHYECKHX CyOCTaHIMAX, BXOMAIUMX B COCTaB
JIEKApCTBEHHOTO TIpeTapara, T0JDKEH BKII0YaTh?!:

a) HauMeHOBaHHe (apMaleBTHYECKOH CyOCTaHLMM, €€ CTPYKTypy,
o6mpe cBoiicTBa (IpH rOCYAAPCTBEHHOM PErucTpalid HIMMYHOOHOTOTHYECKHUX
JIEKApCTBEHHBIX MpenapaToB JJIsl BETEPHHAPHOIO NPHMEHEHHS TPE/ICTaBIISIOTCS
CBeleHMs O IITaMMe, BKIIOYas €ero HavMEHOBaHWe, HHOOPMALHUIO O
TIPOMCXOKIEHHH, €TO CBOMCTBAX, XapaKTEPHCTUKAX M MeCTe NEMOHMPOBAHHUA);

0) HaHMEeHOBaHHE U aipeC IPOU3BOAUTEI;

B) CBEJICHHS O TEXHOJNOTMH TIPOM3BOACTBA C OINMCAHMEM CTaJHiH
IIPOU3BOJCTBA M METOJIOB KOHTPOJIS HA BCEX CTAAMAX MPOU3BOJCTBA;

r) undopMaIHuio O npuMecsx (He NPeACTaBseTCs NPU rocyaapCTBEHHOM
PETUCTpalii KMMYHOOHOIOrHIECKHX JIEKaPCTBEHHEIX IIPETapaToB);

1) cienPUKAUMI0 Ha (papMaleBTHYECKYIO CyOCTaHLMIO (C yKasaHueM
roKazaTeneil KayecTBa, YCTAaHOBJIEHHBIX NMPOM3BOAUTENEM) (HE MPENCTaBISETCS
IpPH TOCYJAPCTBEHHOM pPErucTpalii MMMYyHOOHOJIOTHYECKHX JIEKAapCTBEHHBIX
TpenaparoB);

¢) omMcaHHe METOAMK KOHTPON KauecTBa Mnsi  (apMaleBTHYECKOH
cy6CTaHIMHU, HE OMTMCAHHOM B rOCyJapCTBEHHOH (hapMaKoIee;

X)B  OTHOLIEHHWHM (papMaleBTHUeCKodl  CyOcTaHIMH, ONHCaHHOH
B TOCYJapCTBEHHOM ¢apMakonee, yKa3biBaeTcsd (apMaKkomenHas CTaThs
M NpeACTABISIOTCS PE3yNbTaThl HCCIeNOBaHMS KauyecTBa (apMaleBTHYeCKOH
cyOCTaHUMH B COOTBETCTBHH C (papMaKoINeHHOM CTaThel;

3) pe3ynbTaThl  aHanW3a cepuil  (apMalleBTUYECKOH  CyOcTaHLMH
(B OTHOIEHWM Tpex cepuil (apmaneBTHueckoif cyGcranimm) (He
TIPEACTABIAIOTCS [IPU TOCYAApCTBEHHOH PErMCTpal¥ MMMYHOOHOIOTHYECKUX
JIeKapCTBEHHBIX TIPENapaToB);

M) IIepeYeHb CTaHTApPTHBIX 00pa3sloB WM BEIIECTB, MHCIIONB3YEMBIX
TIIPY OCYLLECTBIEHMH KOHTPOJIsl Ka4yeCTBa,

K) OIACAaHHE XapaKTEepHCTUK M CBOKCTB YMAaKOBOYHBIX MAaTepHaloB
U YKYNIOPOYHBIX CPEICTB,;

2 Tlynkr 4 wacTy 3 cTathu 17 3akoHa.
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JI) JaHHBIE O CTAOMIBHOCTH (HE NMPEACTAaBISAIOTCS IPH TOCYAAPCTBEHHOH
PErHCTpali¥ HIMMYHOGHOJIOTMYECKUX JTEKapCTBEHHBIX MPENapaToB);

M) CPOK FOJHOCTH, YCJIOBHSI XPaHEHHUSI.

11. CBemeHus O JTeKapPCTBEHHOM Mperapare JODKHBI COAEPKATh:

a) ONHKCaHKe U COCTAB JIEKAPCTBEHHOI'O NPETIapaTa;

6) onucanue hpapMaleBTHYECKOH pa3paboTKy,

B) (hapMaLeBTUUECKYIO COBMECTUMOCTE;

I') MUKpOOHOJIOTHYECKHE XapaKTEPUCTUKHY;

1) MAaTEpHAIBHBIM GanaHc IS IPOM3BOACTBA CEPUM FOTOBOTO MPOLYKTa;

€) oIMCcaHue Mpolecca IPOU3BOICTBA H €ro KOHTPOJIS;

K) OIIICAaHHE  KOHTPONSA  KPUTHYECKMX  CTaMd  NPOM3BOJCTBA
¥ IIPOMEXYTOYHOM NMPOIyKUKH (PU HATMYHMY TaKOH POIYKIHH);

3) ONKCAaHWE XapaKTePUCTHK M CBOMCTB YMAaKOBOYHBIX MaTepHANOB
¥ YKYTIOPOYHBIX CPEACTB;

¥) JOKYMEHTAIbHOE TOATBEpXKAeHHE (BalTHIALMIO) NMPOLECCOB M (WIIH)
UX OLIEHKY;

K) Tpe6OBaHUA K KayecTBy BCIIOMOTaTeIbHBIX BEIIECTB (CEpTHHKAT,
crenuyKaIKs Ha BCIIOMOTaTelbHble BEIECTBA M X 000CHOBaHHE);

J1) aHATHTHYECKHE METOJMKH, HCIONB3yeEMblE TIPH  OCYIIECTBICHUH
KOHTPOJIsSl Ka4eCcTBA BCIIOMOIaTeIbHEIX BELIECTB;

M) JIOKYMEHTAJIbHOEe TOATBEpXKACHKE (BalMOALMIO) aAHAIHTHYECKHX
MeTOOMK, HCIOJE3YEMBIX TPH  OCYIIECTBJICHHM  KOHTPOJs  KadyecTsa
BCIIOMOTATEJIbHBIX BELLECTB;

H) uHQopManMi0 00 HCIONH30BAHMH  BCIIOMOTATENBHBIX — BELIECTB
4eJI0BEYECKOTO M KUBOTHOTO IIPOMCXOXKICHHS;

0) TpebOBaHMA K KaueCTBY JeKapCTBEHHOTo TNpenapara (ceprudukar,
CHeLH(UKALMA Ha JTeKapCTBEHHbIH Npenapar 1 uX 000CHOBaHHUe);

11) aHAIMTHYECKHE METOIMKH, HCIONb3yeMble TIpU  OCYIIECTBICHHH
KOHTpOJIS KauecTBa JIEKapCTBEHHOrO Mpernapara;

p) JOKyMEHTAJIbHOE  I[OATBEPXKICHHE (BAIMIALMIO) aHATUTHIECKUX
METONMK, HCIOIB3YEMBIX TPHU  OCYILECTBJIEHHH  KOHTPOJS  KadecTsa
JIeKapCTBEHHOTO TIpeTapara;

C) IOKYMEHT, MOATBEPXKIAIONIMHA Ka4eCTBO JIEKapCTBEHHOIO Ipenapara
Tpex NMPOMBIILIEHHBIX Cepuil (IIPOTOKON aHANM3a WM CepTHGHUKAT aHalu3a),
OfHA CepHA KOTOPOTO HOJDKHA COBMAmaTh C cepueidl obpasua JIeKapCTBEHHOTO
npemnapara, oZaHHOTO Ha PETMCTPALIHIO;

T) XapaKTEPUCTUKY TIPUMECEIA;

22 [lyukt 9 yacty 3 craThy 17 3aKoHa.
y




y) IepedYeHb CTaHAAPTHBIX 00pa3loB, HCIOJIB3yEMbIX IIPH OCYLIECTBICHHH
KOHTPOJISL KaueCTBa JIEKApCTBEHHOI'0 IperapaTa;

¢) naHHbIE O CTAOUIBHOCTH JIEKAPCTBEHHOTO Tpernapara;

X) HaIMEHOBAaHHWs ¥ aapeca pa3paboTudKa, AepKaresii UM Biajesibla
PETUCTPAIIIOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOI'O npemnapara,
IPOM3BOACTBEHHBIX IUIOLIAA0OK IPOM3BOAUTEIS JICKAPCTBEHHOIro IpernapaTa
C YyKasaHHEM CTaguii TEXHOJOTMYECKOTO TpoLecca, OCYLIECTBAAEMBIX
Ha MPOM3BOJICTBEHHBIX IIJIOLIAJKaX IIPOU3BOTUTENS JIEKaPCTBEHHOTO Npenapara.

12.0Otyer © pe3yiabTaTax [OKIMHMYECKOIO HMCCICAOBaHUA JOJDKEH
COZlepIKaTh:

a) HAUMEHOBAaHUE OTYETA,

0) HaMMEHOBaHWE JIEKApCTBEHHOTO  CPEACTBA JUI  BETEPUHAPHOIO
TIPUMEHEeHUS;

B) HAMMEHOBaHM, aJpeca pa3paboTurKa, IPOU3BOAUTEINS JIEKAPCTBEHHOTO
CpelCTBa [JIs BETEPHHAPHOTO IPYMEHEHHs U HHBIX OpraHu3alyi, IPHHUMABILIHX
yyacTMe B TIPOBEJEHHH [OKIMHHYECKOrO MCCIeoBaHus (B cilydae UX
MpUBIIEUEHN);

I) JaTEl HAayajla ¥ OKOHYaHUs JOKIMHMYECKOTO HCCIIEI0BaHHs;

1) IaTy 1 HOMEP OT4eTa, O3BOJIAIONINE €T0 UACHTU(GHIUPOBATH;

€) 1eNb ¥ 33/1a4¥ JOKITHHUIECKOTO UCCIIEIOBaHUS;

) KpaTKOe OIKCaHHe MPOBEJECHHOrO NOKIMHUYECKOTO HCCIICNOBaHus,
MHGOPMALIMIO O CTaHAAPTHOM o0pasie (IpH HAJIWYMM), MPOAOJDKUTETFHOCTH
MOKJIMHUYECKOTO  HCCIIENOBaHHsA, 00  OKCIEPMMEHTAIBHBIX  JKUBOTHBIX,
pe3yJbTaThl JOKIMHUYIECKOrO UCCIIeI0BaHMUS;

3) OTIaBJIEHHE, BKII0Yas epedeHb IPUII0KEHHH, TabIuL;

M) IIEpeYeHb COKPAILEHHH M OINpelelIeHHe TEePMHHOB, HCIOJIB3YEMBIX
B OTHYETE;

K) ONMCaHKe KCCIelyeMOro JeKapCTBEHHOrO CPeCTBa, BKII0Yas COCTaB,
dusuko-xuMuYeckue, GHoNOrmIecKue, GapMaleBTHIECKHEe CBOHCTBA;

) BUABI KMCCIEHOBaHHH, NPOBEICHHBIX B paMKaX JIOKIHHHYECKOTO
UCClIeAOBaHNS;

M) BHJI, BO3pacT, KOJIMYECTBO, MacCy H TMOJ OKCIEPAMEHTAIBHBIX
HUBOTHBIX, MCIOJNB30BAHHBIX B K&XKIOM BHUJE MCCIEJOBAHHIA, NPOBEACHHBIX
B paMKax JOKJIHHHYECKOTO HCCIIEHOBAHMs, yCIOBHS HX COACPIKAHMs, KOPMIICHUS;

H) KOJIMYECTBO TPYMI AKCIEPUMEHTABHBIX JXMBOTHBIX B KaXIOM BHIC
HCClIeI0OBaHMM, TIPOBEJICHHBIX B PaMKaX JOKITMHAYECKOTO UCCIICI0OBAHNS,

0) peXMM J03UPOBaHMS, KPaTHOCTh M CNOCOO BBECHUs HCCIIEyEeMOro
JIEKApCTBEHHOTO CPEACTBA;
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I1) ONMCAHUE ¥ OLIEHKY HpOLENyp CTATHCTHYECKOro aHalu3a ¢ yKa3aHHEM
HCIIOJIB30BaHHOIO MIPOrPaMMHOT0 00eCTICYeHUS;

p) OIMCaHWe  METOJOB  ONpeleNeHHMss  OCTaTOYHBIX  KOJIMYECTB
JEACTBYIOIIEr0  BemlecTBa  (OEHCTBYIOUIMX  BEIECTB),  NOCTHMIAIOIIETO
(DocTHralomMx) CHCTEMHOTO KPOBOTOKa, B  MNPOAYKIUM  XHBOTHOTO
NPOXCXOKAEHHS [TOCIIe IPUMEHEHHUS HCCIIENyEMOro JIEKapCTBEHHOIO CPelCTBa,
a TaKKe JOKyMEHTAIbHOE MMOATBEp)KAeHHE (BATUIALIUIO) YKa3aHHBIX METOJIOB;

¢) 06001eHHBIE pe3yNbTaThl HCCIEeJOBaHUH CO CChUIKAMH Ha OTYETHI
O pe3ylpTaTaX KaXAOTo BHIA KCCNEeOBAHMA, MPOBEJEHHBIX B paMKax
IOKJIMHUYECKOTO MCCIIEI0BaHMS, a TAK)Ke aHAJIN3 YKa3aHHBIX pe3yJIbTaToB,;

T) BEIBOZIbI O 6€30MacHOCTH, KauecTBe U 3QGEKTHBHOCTH JIEKAPCTBEHHOTO
CpelcTBa I BETEPUHAPHOTO INPUMEHEHHMs, B TOM HYHCIE€ O CpOKax ero
BBIBEJICHHS M3 OpraHM3Ma XMBOTHBIX U 0€30MaCHOCTH NPOAYKLHUH KHBOTHOI'O
NPOMCXOXKIECHHUs TMOCHe TPHMEHEHHS] COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO
nperapara.  YKasaHHbIE  BBIBOABI  JO/DKHBI  COAEPXaTb  CBEACHUA
0 (apMaKoJOrH4Yeckoil aKTHBHOCTH, (apMaKOKMHETHKe, (apMaKoidHaMKKe
U BO3MOXXHOCTH IOCIENYIOIIErO TPOBEACHUS KJIMHHUYECKOIO HCCIEI0BaHu,
CTEIEHH ONMacHOCTH (0e30MacHOCTH) HUCCIEAYEMOTO JICKapCTBEHHOIO CpeIcTBa
JUIL JKMBOTHBIX, KOTOPHIM TpEAHA3HAYaeTCs HCCIAeIyeMOe JIEKapCTBEHHOES
CpeAcTBO, 6E30MaCHOCTH MPOAYKIMH )XHBOTHOTO IIPOUCXOXIECHHUS, OyYSHHON
OT TaKHX XUBOTHBIX.

13. Otuer o pesyibTaTax JOKIMHHYECKOTO HCCIEOBAHHS JODKEH OBITH
TOANMCAaH PYKOBOAMTENEM pa3paboTyvKa JICKapCTBEHHOTO CpeacTBa Ui
BETEPHHAPHOTO IPUMEHEHHSI.

14.K or4yery 0 pesyibTaTax NOKIMHMYECKOTO HCCIENOBaHHs HOJKHBI
TpUIIAraThes [UIaHBI HCCIe0BaHUi (MM X KOMHIH, 3aBEPEHHBIE pa3paboTYMKOM
JIEKAPCTBEHHOTO CPEACTBAa M BETEPHHAPHOTO MNPMMEHEHHSA), OTYETHl O
pe3ynbTaTaX KaXIOTo BHAa HCCIEIOBaHHM, IPOBEIEHHBIX B paMKax
JIOKTMHUYECKOTO HCCIIEAOBaHUsA, U (MIPH HAIKWYMM) 3aKTIOUYEHUsS OpraHU3allui,
NPUHMMABILIMX Y4YacTHe B OpraHH3allid ¥ IIPOBENEHHH 3THX HCCIIELOBaHHH
(MM KONUM 3aKJIIOYEHU U OTUETOB O pe3yNIbTaTaX Ka)kI0ro BU/ia HCClIeA0BaHuH,
NPOBEAEHHBIX B paMKaX JOKIMHHYECKOIO MCCIIEIOBaHMs, 3aBEPEHHBIC 3THMH
OpraHU3aI1sIMH).

Eciu B mpoliecce HCCIENOBaHHA HCIONB30BAMCH METOIbI KOHTPOII,
moAJIeKaIl¥e BATUAALUH, KOUK TPOTOKOJIOB BAIMAALMHU JOJDKHEI MPUIIaraThCs
K OTYETY O pe3yNbTaTaX JOKIMHUIECKOro UCCIEOBaHuU.

15.0tyer o0 pe3yibTaTax KJIMHAYECKOTO HCCIIENOBaHUS JIODKCH
COJIEpXKaTh:

a) HAaMEHOBAaHKE OTYETA;
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0) HaMEeHOBaHHe JIEKApCTBEHHOT'O NIpeNapara,

B) HAaMEHOBaHHs, a/jpeca pa3paboTuuKa, IPOU3BOJUTENS JIEKAPCTBEHHOTO
mpernapara U WHBIX opraHu3aiuii, IPUHAMABIIIHAX ydacTue
B TIPOBE/ICHHM KITMHHYECKOTO MCCIEN0BaHus (B Cllydae UX TIPHBIECYEHNUS);

I) AaThl HaYajla ¥ OKOHYAHUS KIMHUYIECKOro MCCIICIOBaHuU;

1) IaTy B HOMEP OT4YeTa, MO3BOJIAIOIIHNE €ro HISHTHOHIHPOBATS;

) LieMH W 33134 KIHHAYECKOTO UCCIEI0BaHU;

) KpATKOE OINKMCaHWe MPOBENECHHOIO KIMHHYECKOTO HCCIIeNOBaHus,
MH(GOPMaLKIO O Tpenapate CpaBHeHHs (IIPM HAIMYUM), TPOIOKUTENBHOCTH
KIIMHAYECKOI'O MCCIICAOBaHHS, TO3UPOBaHUH JIEKapCTBEHHOTO Npenapara, Bujax
’KMBOTHBIX, KOTOPBIM TpeHa3HagaeTcs HCClleNyeMBIH JIEKapCTBEHHBIN Mpenapat
(nanee — neneBbie YXABOTHBIE), pE3yJIBTaThl KJIMHMYECKOTO HCCIICIOBAHUS;

3) OrJIaBJIEHHE, BKIIIOYasi IEpeYeHb NPIIIOKEHHUH, TaOHLL;

) IepedeHh COKpAllleHHid W OnpefielieHHe TEPMHUHOB, MCIIOIB3YEMBIX
B OTYETE;

K) KpaTKOE€ ONUCAaHHE MPOBEACHHOTO JOKIMHHYECKOTO HCCIIeNOBAaHMS,
MHPOPMALIMIO O CTaHIApPTHOM oOpasle (TpH HaIM4MM), TPOIODKATENHHOCTH
IOKIMHHYECKOTO HCCIENOoBaHus, HHQopMamuio 00 3KCIEPUMEHTAIBHBIX
YKMBOTHBIX (TIPH HAJTMYHMHM), Pe3yabTaThl JOKIMHHYECKOTO HCCIICIOBaHHS;

J1) OIIKCAHUE UCCIIETYEMOTro IEKapCTBEHHOrO Npernapara, BKJio4as COCTaB,
du3HKO-XUMHYECKHe, GHoNornyeckue, GapMalleBTHIECKUE CBOMCTBA;

M) BUABl HCCJEJOBaHWM, NPOBEJEHHBIX B paMKaX KIMHHUYECKOro
HCCIIeIOBaHUA;

H) CBEJIEHHS O LENEBBIX XHUBOTHBIX M paclpeneseHuyd UX IO Ipynnam
(BHJ, BO3PACT, KOJIMYECTBO, Macca 1 MOJI LIEJNEBBIX KHBOTHBIX, HCIIOIB30BaHHBIX
B Ka)XKZIOM BHJE€ MCCJIEOBaHUA, YCIOBUS UX COAEPKaHHMs, KOPMJICHHS U ITOCHHH,
KOJIMYECTBO IPYIII IENIEBBIX )KMBOTHBIX B KaXX/IOM BHJIE HCCIIENOBaHMi);

0) 1032 (103b1), PEXXHM JO3UPOBAHUSA, CIIOCOOBI BBEACHNS U NPUMEHEHMS,
BpeMsi MpHeMa JIeKapCTBEHHOTO Mpernapara, HPOAODKUTEIBHOCTE JICYECHHS
(manee — cxema IpUMEHEHYS JIEKapPCTBEHHOTO IIperiapara);

I1) ONKCAHKE U OLEHKY MpOLEAYP CTaTUCTHYECKOTO aHaIMU3a ¢ yKa3aHUEM
HICIIOJIb30BaHHOTO IIPOTPaMMHOT0 00ecTIeYeHus;

p) 0600IIIeHHBIE pe3yJbTaThl HMCCIIENOBAHHA CO CCBUIKAMH HA OTYETHI
O pesylbTarax KaXIOro BHJA MCCJIEJOBaHUN, NPOBEACHHBIX B paMKax
KIMHHYECKOTO HCCAEHOBAHMS, a TAKKe AHAIW3 YKA3aHHBIX De3yJbTaToB,
BKIIOUad OMMCaHME  HEXeNaTeNbHBIX  peakuuit  (KpaTkoe  OIMcaHue
HeXeNaTeNbHBIX PpeaKiuii, WX aHaNu3, CIHCKH HeXelaTelbHbIX Ppeakuui,
KOTOpBle HaGJIOJaNiCh y LEJNEBbIX JXUBOTHBIX), OMHCAHME Ciy4aeB rubein
L€JIEBBIX JKUBOTHBIX U JPYIMX CEPbE3HBIX HEXETaTeNbHBIX PeaKiui, OLECHKY
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KJTHHUKO-J1a00paTOpHBIX MOKa3aresieil )XMBOTHBIX (IPH HANWYMM), [1apaMeTpPhl
)KA3HEHHO BaXKHBIX (YHKIWH OpraHW3Ma LENeBbIX >XHBOTHBIX U JAPYTYIO
MHGOPMaNKIO 10 BOMpocaM Ge30MIacCHOCTH, a TAKXKe OLEHKY 3(h(EeKTHBHOCTH
1 0e30MacCHOCTH JICKapCTBEHHOTO IIpenapara;

C) aHaJIM3 JIMTEPATyPHBIX AAHHBIX (IPY HATMYHH);

T) BBIBOJBI O TMEPEHOCHMOCTH JIEKAPCTBEHHOIO IIperapara LeleBbIMU
’KUBOTHEIMM, YCTAHOBJICHUH ONTHMAIBHBIX JO3HPOBOK JICKApPCTBEHHOT'O
npemapara M Kypca JiedeHHs Ha KOHKPETHOM TIpyIie  KHBOTHBIX
C OIpeleNeHHBIM 3aboneBaHHeM (CXE€MBl NPUMEHEHHMs JIEKapCTBEHHOTO
npenapara), Oe3omacHocTH U 3((EKTHBHOCTH JIEKapCTBEHHOIO IIpenapara,
NpeaAHA3HAYEHHOTO UIS JIeUeHNs ONpe/IeNeHHBIX 3a00/eBaHui KUBOTHBIX, HIIH
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO IIpenapara Uil NpoQuIakTUKK 3a00eBaHui
’HUBOTHBIX, BO3MOXHOCTSX pACHIHPEHHs TOKa3aHMA K IPUMEHEHHIO
3aperMCTPUPOBAaHHOrO JICKApCTBEHHOTO IIpemapara M  BbISBJICHUS paHee
HEU3BECTHBIX MOOOYHBIX AEHCTBHIA.

16.K oTyeTy O pe3yiapTaTax KIHMHHYECKOTO HCCIEIOBaHUSA JOJDKHBI
IpunaraTbcs IUIaHel (WM HX KONMH, 3aBepeHHblE  Pa3paboTYMKOM
JIEKQpCTBEHHOTO ~ Mpemapara), OT4ETHl O pe3yJbTarax KaXxIoro BHJA
WCCle[OBaHMi, TMPOBEISHHBIX B paMKax KIHHHYECKOTO HCCIIEOBaHHUS,
1 (Ip¥ HaIMYKAM) 3aKIIOYCHHS OpraHM3aluii, NPUHMMABLIMX Yy4acTHe
B OpraHW3allid W MPOBEACHHH 3THX MCCIEJOBAaHMH (MM KOMHMH 3aKIIOUeHHH
U OTYETOB O pe3yJbTaTax KaXAOro BHAA HCCIECIOBAaHHM, INPOBEICHHBIX
B PaMKaX KIMHMYECKOTO MCCIEIOBaHM), 3aBEPEHHbIC STHMHA OPTaHHU3aLUsIMHU).

17.Tlpy wcciaenoBaHUN OHOPKBHBAJIEHTHOCTH K OTYETy O pe3yibTaTax
KJIMHUYECKOTO MCCAEOBaHMA [OJDKHA [IpHIJIAraThCsi KOIMA  IPOTOKOJIA
BaMUJAllMd METOAAa ONpeleNeHHs aHalWTa, COAEPXKAIUETr0  CBEIeHHS
O JIMHEHHOCTH B HEOOXOAHMOM J[Hama3oHe KOHLEHTpalWii, BIUAHHU
OMOIOrHYECKOro MaTepHala Ha MOJTy4aeMbli pe3ysIbTaT MCCIIeIOBaHuU, pesiene
oOHAapyXeHHS MeTofa, Ipejele KOJUYECTBEHHOrO ONpeNeNeHns METoa,
CEIEKTUBHOCTH METO/d, TOYHOCTH METOARd, IPElM3HOHHOCTH METOoJa,
CTaOWUIBHOCTH aHAJUTa B OHOJIOTHYECKOM MaTepHaje, a TakKxe B cClydae
onpeleNieHls] aHAINTa XPOMATOrpapuyecKMM WM MAacCIeKTPOMETPHICCKUM
METOIOM XPOMATOTPaMMbl, MOATBEPXJAOIINE IIPEICTABICHHbIE Pe3yIbTaThl
BaJTH JAI[AH.

18.0T4eT O pe3ynbTaTax KIMHUYECKOTO HCCIENOBAaHUA NOMKEH OBITh
TIOAITKCAH PYKOBOAUTENEM pa3paboTuMKa JIEKapCTBEHHOTO NpernapaTa.

19. ITpoeKT MHCTPYKIMHU 110 BETEPHHAPHOMY IPUMEHEHHUIO JIEKapCTBEHHOTO
Tpenapara JoJDKeH COIEePKaTh CBeNEeHHUs, yKa3aHHBIE B MyHKTe 1 TpeboBaHui
K MHCTPYKLIMM [0 BETEPUHAPHOMY MPUMEHEHHMIO JIEKAPCTBEHHBIX IPENaparos,
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yTBEPXKJEHHBIX IIpuKa3oM MruHcenbxo3a Poccum or 22 asrycra 2017 r.
Ne 430%,

20. ITpoeKT MHCTPYKUMH IOAMKUCHIBAETCA PYKOBOAHUTENEM pa3paboTyuka
JIEKAPCTBEHHOTO TIpenapara Uil pyKOBOJAMTENIEM JIPYyrOro KOPHANYECKOTO JIHIIA,
YIIOJIHOMOYEHHOTO Pa3pabOTUUKOM JIEKAaPCTBEHHOTO IIpenapaTa, U 3aBepseTcs
ero ne4arsio (py HAJIMYKH).

21.TIpoekT  MHCTPYKIMM HE  JO/DKEH  COJIEpXarh  yKa3aHUA
Ha IIPeMMyILIeCTBA JTEKapCTBEHHOT'0 Npenapara fnepe. ApyruMu JIeKapCTBeHHbIMH
npenapaTami, a TaKke HHPOPMALHMIO PEKIAMHOTO XapakTepa.

22.TIpoeKTEl MaKeTOB NEPBHYHON YMaKOBKM M BTOPHYHOW YMaKOBKH
JIEKapCTBEHHOrO TpemnapaTra [OJDKHBI INPEICTaBIATECA B BHJAE IUIOCKOTO,
TOJTHOLIBETHOIO XY/IOXKECTBEHHOTO ¥ TOJTHOPa3MEPHOro (ecid pasMep Makera
npeBBIIIaeT pasmep Jucta Qopmara A3, TO YKa3bIBa€TCA pa3MEp Makera)
1300paKeHns ITHKETOK, pa3MeIlaeMbIX Ha IIEPBHYHON yNaKOBKE M BTOPHYHON
YIIaKOBKeE JIEKAPCTBEHHOTO Ipernapara (Ipy HeOOXOIMMOCTH BKIIOYas pa3pe3bl
¥ MecTa cru6a) B IeNAX CO3JaHU TPEXMEPHOr0 U300 pakeHUs TEKCTA ITUKETOK.

23.TIpoekT MakeTa MEpPBHYHONM YMAKOBKHM JIEKAPCTBEHHOro IMpernapara
(3a HWCKIIOYEeHHEM TMEPBHYHOM YIIAKOBKH JIEKApPCTBEHHBIX pPaCTHTEIBHBIX
TIpenaparoB) IOJDKEH COAepXKaTh HHPOPMALHIO, IIPEAYCMOTPEHHYIO ITYHKTOM 1
gacTu 1 cTaTey 46 3aKoHa U HAMKCh « {1 BETEPMHAPHOTO TIPUMEHEHH»?.

24.TIpoekT MakeTa BTOpHUYHOH YMAaKOBKM JIEKAPCTBEHHOTO Mpenapara
HOKeH COAEepXkaTh HH(OPMALMIO, IPEXyCMOTPEHHYIO IYHKTOM 2 4actd 1
cTathy 46 3akoHa, a TaKKe HaAMuCh «J{Ii BETEPMHADHOrO NPUMEHEHHS»,
ITpuXxoBoii Kox*®, Hanmuch «IoMeonmaTMHecKHi» (I TOMEONMaTHYECKHX
JIeKapCTBEHHBIX MpenapatoB)’’, Hanmuch «IIpoMyKIus IpolIa pajHaliOHHbIA
KOHTPOJIb» (IUIf JIEKApCTBEHHBIX PACTHUTEIBHBIX npenapatoB)’”® W yxasaHue
Ha KMBOTHOE, U3 KPOBH, IUIa3Mbl KPOBH, OPTaHOB M TKaHEH KOTOPOro NoJyueHa
CBIBOPOTKA (1151 CHIBOPOTOK)™.

25. Ha npoekTax MakeTOB NMEePBUYHOM YNaKOBKH M BTOPUYHOM YIaKOBKU
JIeKapCTBEHHOTO Mpenapara HHpopMaLKs yKa3biBaeTcs WpudTOoM He MeHee 1,4
MHJUIMMETPa B BHICOTY Ha DPYCCKOM s3biKe (HaUMEHOBaHHE HHOCTPAaHHOTO
IPOM3BOUTENS JIEKAPCTBEHHOTO TIpeTapara NPONHCHIBAETCS PyCCKUMHU OyKBaMHU

2 3apernctpuposan  Mumoctom Poccnu 16 HosGpa 2017 r., peructpaumonusii  Ne48912;
C W3MEHEHMAMH, BHECEHHbLIMM TIpHKa3oM Muncenbxo3a Poccun ot 5 mona 2020 r. Ne309 (3apeructpuposan
Muntocrom Poccun 14 mons 2020 r., peructpaulonHbiii Ne 58934).

24 Yactp 11 crathu 46 3akoHa.

2 YacTs 11 cratby 46 3akoHa.

2% YacTyp 12 cTaThu 46 3akoHa.

27 Yacth 6 craThy 46 3aKkoHa.

28 Yacrp 7 cTathi 46 3akoHa.

2 YacTk 3 cTaThi 46 3akoHa.
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1 MOXeT ObITh HOMOIHUTENBHO BBINIOJHEHO OYKBaMH JIATHHCKOTO alipaBuUTa) B
COOTBETCTBHM C IIPOEKTOM WHCTPYKIMH IIO BETEPMHAPHOMY NPHUMEHEHHUIO
NEKapCTBEHHOro Ipenapara. Yka3aHHas WHQopMmalys He O/DKHAa HOCHUTH
pEeKJIaMHBIN XapaKTep.

26.Ha Makerax mepBHYHOH YNMakOoBKM M BTOPHYHOM YIIAKOBKH
YKa3bIBAlOTCA BCE MPOM3BOAUMEIE JO3MPOBKH, KOHIEHTPAlMH, OOBEMEI
M KOJIMYECTBO JI03 B YIIaKOBKE JIEKApCTBEHHOT'O Npenapara.

27.B nmOKyMeHTe, cojepkaumeM HWHPOpPMAIMI0O O HauuduM (paKToB
pervcTpaluM JIEKapCTBEHHOro mpenapara 3a npexenamu Poccuiickoi
®eepalyi, JOJDKHBI ObITH YKa3aHBI CIIUCOK CTPaH, B KOTOPBIX 3apeTHCTPHPOBaH
JIEKapCTBEHHBIH IIpenapaTt, PerHCTPalMOHHBIM HOMEp M [JaTa pericrpaiiu
JNeKapCTBEHHOrO TIpemaparta [t KaXIoi CTpaHbl 1160 CBeJieHHs 00 OTCYTCTBHH
(aKTOB perucTpaldy JIEKapCTBEHHOTO IIpenapara 3a mpelenamu Poccuiickon
®depepanyu.




ITpunoxenue Ne 2

K npuka3zy MuHcenbxo3a Poccun
ot 27 utons 2023 r. Ne 648

NOPAJOK
NpeAcTaBJIeHUs JOKYMEHTOB, H3 KOTOPbIX ¢opMHpyeTCH
perucTpanHoHHOe 10Che Ha JeKapCTBeHHbIi npenapar
JJ1si BeTEPHHAPHOIO NPUMEHEHHS B HeJIfX
rocyJapcTBeHHOH perucTpauum

1. 3agBneHre U JOKYMEHTHI, U3 KOTOPBIX (OPMHUPYETCS PETUCTPAlIMOHHOE
JOChe Ha JIEKapCTBEHHBI TMpemapaT [Uls BETEPHHAPHOTO MPUMEHEHHS
(nanee — JOKyMEHTHI PETHCTPALMOHHOTO I0ChE), HOIKHBL OBITH IPENCTABIICHBI
pa3paboTYMKOM JIEKApPCTBEHHOTO TIpenapara Ajis BeTEPUHAPHOrO MPUMEHEHUS
WM YHOTHOMOYEHHBIM UM JPYTHM IOPHANYECKHM JIMIIOM (Jajnee — 3asABUTEIb)
B Poccensxo3Hag30p B 3IEKTPOHHON (opme, MOANHCAHHBIE 3JIEKTPOHHOM
HOAINKUCHIO B COOTBETCTBUH ¢ TpeGoBaHusIMU DenepaabHOro 3aK0HA OT 6 anpens
2011 r. Ne 63-®@3 «O06 3/1eKTPOHHOM MOAIMCHY» 3aABHUTEINS, C HCIOJIBb30BAHUEM
(enepansHOil rocy1apCTBeHHOH HH(GOPMAIMOHHOH CHCTeMBbl «EMWHBIA mopTan
rocyJapCTBEHHBIX U MYHHLHIIAJIbHBIX yCIIyr (bysKumit)»!,
WA Ha OyMa)KHOM HOCHTEIIE.

2. Kaxnaeiii DOKyMeHT (KOmHs JOKyMEHTa) DPErMCTPAllHOHHOIO JO0Che,
coliepiKalilie HEeCKOJBKO JIUCTOB U NpPEACTaBlseMble Ha OyMaXXHOM HOCHTElNE,
HokeH (1omKHa) GBITh MPOIHKT (TIPOIIKTA) ¥ MPOHYMEpOBaH (IPOHYMEpPOBaHa),
0 4eM 3assBUTEJIEM JenaeTcs COOTBETCTBYIOLIAs 3aIUCh
Ha 060pOTe MOCIEHETO JTUCTa JOKYMEHTa (KONUM JOKYMEHTA).

3. IIpoeKT MHCTPYKLHH 110 BETEPHHAPHOMY IPUMEHEHHUIO JIEKapCTBEHHOTO
npenapata Ha OyMaXXHOM HOCHTeNe JO/DKEH OBIThb TNpEACTaBleH B TpeX
3K3EMILIApaxX Ha JiucTax Gopmara A4 mprdToM He MEHEE TPEX MUILTUMETPOB B
BBICOTY.

4. TIpoeKTsl MAaKeTOB NEPBHYHONW YMaKOBKM M BTOPUYHOM YNaKOBKH
Ha GyMa)KHOM HOCHTEJe JOIDKHBI ObITh MPEACTABIEHBI B TPEX IK3eMILIAPaX.

5.B ciayvae eciu JOKYMEHTHl PETHCTPAllMOHHOIO JOCHE MPEACTaBIICHBI
B DJEKTPOHHOM (opMe, KaXIbli HOKyMEHT JOJDKEH OBITh TpeACTaBlIeH
OTJIENIbHBIM (paiiioM.

6. Ha rocy1apcTBEHHYIO PETHCTPALMIO PA3THYHBIX JIEKAPCTBEHHBIX HOpM
OJIHOTO Y TOTO XK€ JIEKApPCTBEHHOTO Ipenapara Jj1s BETEPUHAPHOTO NPUMEHEHHUS

I TlonoxeHue o ¢enepanbHOi rocynapcTBeHHOM HHGOpMalUMOHHOH cucteme «Emmmblii mopTan
TFOCYIAPCTBEHHBIX M MyHHUMNAnbHbIX ycuyr (byHKumii)», yTeepxaeHHOe nocraHosienueM IlpaBuresbcTsa
Poccuiickoii ®enepaunu ot 24 oktadps 2011 r. Ne 861.




3agBHTENb JODKEH TPEJCTAaBISATh OTHENbHBIE 3asABICHHS H JIOKYMEHTBI
PETUCTPAOHHOrO 0ChE Ha KaXKAYIO JIEKApCTBEHHYIO GopMy.

7. Onucanye mpoliecca MPOM3BOJACTBA JIEKAPCTBEHHOIO Ipenapara Jyis
BETEPHHAPHOT'O IPHMEHEHUS U €r0 KOHTPOJIS, OTIMCaHUEe KOHTPOJIs KPUTHYECKUX
CTafMi IPOM3BOACTBA JICKAPCTBEHHOIO IIpemapara [yl BETCPHHAPHOTO
IPUMEHEHHS U TIPOMEXYTOYHOM MPOAYKIUM (TIPH HATHYHH TaKOH MMPOTYKIIWH)
IOJDKHBl OBITH IMOAMHCAHBI PYKOBOAWTENIEM IIPOU3BOAMTENS JIEKAPCTBEHHOTO
npenapata IS BETEPUHADHOIO  NPHMEHEHHS WIM  PYKOBOAMTENEM
IOPUANYECKOTO JIHLA, YTOJHOMOYEHHOTO IPOM3BOAUTENEM JIEKAPCTBEHHOTO
TnpenapaTa [jis BETEPHHAPHOIO NPUMEHEHHs, W 3aBepeHbl €ro Iedareio (NMpH
HalnMuuM) MO0 TpEACTaBIeHBl B DJIEKTPOHHOH (GopMe, MOANHCAHHbIE
3JIEKTPOHHOM TOMHUCHIO B COOTBETCTBHHU C TpeOoBaHHAMH DelepaibHOro 3aKkoHa
or 6 ampens 2011 r. Ne 63-®3 «O6 371€KTPOHHON MOAIMHCH» PYKOBOIUTEILS
IPOM3BOAMTENS JISKAPCTBEHHOTO Mpemnapara Ajis BETEPHHAPHOIrO TPUMEHECHHS
WM PYKOBOIHUTENS IOPHIHUYECKOTO JIMIA, YIOJIHOMOYEHHOTO MPOHU3BOAHUTENIEM
JIEKapCTBEHHOTO  MpemapaTa s  BETEPHHApHOrO  NPUMEHEHHSA, C
HCIOJB30BaHHeM (enepanbHOM TocyJapcTBeHHON MH(GOPMALMOHHOM CHCTEMBI
«EquHBIH nopTai rocyJapcTBEHHBIX M MyHULUNAIBHBIX YCIYT ((YHKLHAM)».




