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MHMHHUCTEPCTBO CEJbCKOTI'O XO3SIMCTBA
POCCHICKOM ®EJJEPATIMH
(Mumncenrsxo3 Poccun)

IIPAUKAS3

ot 15 nexabps 2020 r. Ne 752

MockBa

006 yrBepxknennu Ilopsiaka npeacrapiieHns coo0meHnii cCyobekTaMu
o0pameHus 1eKapCTBEeHHBIX CPEJCTB /ISl BeTEPHHAPHOr0 NpHMeHeHH s
0 ¢axTax H 00CTOATENbCTBAX, NPEAYCMOTPEHHBIX YaCThIO 3 cTaThu 64
®eaepanbuoro 3akoHa «00 o0palieHHH JIeKAPCTBEHHBIX CPeICTB»,
BBIfIBJICHHBIX HA BCEX 3TANAaX 00pallieHHUs JIeKaAPCTBEeHHBIX NIPeNapaToB s
BeTepHHApHOro npuMeHeHns B Poccniickoii ®egepannu 4 APpyrux
rocyiapceraax

B pensax peammzanuu yactd 3 cratbd 64 @enepalbHOrO 3aKOHa
or 12 ampens 2010 r. Ne 61-®3 «O6 obpaiieHUH JIEKapCTBEHHBIX CPEACTBY
(Cobpanme 3axoHomarenbcTBa Poccuiickoit @eneparuu, 2010, Ne 16, cr. 1815;
2014, Ne 52, ct. 7540) 1 B COOTBETCTBHH ¢ HmOAmyHKTOM 5.2.25(105) myHkTa 5
ITonoxxenuss o MunHcTEepcTBe CcelbCKoro xossaictBa Poccuiickoii Peneparym,
yIBepXIeHHOro mnocraHoBieHueM IIpaBurtensctBa Poccuiickodi ®epepanmu
or 12 wmons 2008 r. Ne 450 (Cobpanue 3akoHomarenscTBa Poccuiickoit
®enepanuu, 2008, Ne 25, ct. 2983; 2015, Ne 38, ¢cT. 5297), t pH K a 3 BI B a I0:

1. Vr1Bepauts mnpunaraembiii ITopsgox npencTaBiIeHHS COOOLIEHUH
cyObekTaMu OOpalleHHs JIEKapCTBEHHBIX CpPEACTB IS BETEPHHApPHOIO
IpUMEHEHHA O (akTaX M OOCTOATENECTBAX, MPELYCMOTPEHHBIX YacThiO 3

cratel 64 PDenmepambHOro 3akoHa «00 obOpallleHUH JIEKapCTBEHHBIX CPENCTBY,




2

BBISBJICHHBIX Ha BCEX JTamax oOOpalleHHs JEKapCTBEHHBIX IpenapaToB Ui
BeTepHHapHOro npuMeHeHus B Poccuiickoit Penepannu u Ipyrux rocyjapcTpax.
2. Hacrosmmii npukas BerynaeT B ciity 1 mMapra 2022 r. v JeHCTBYeT

no 1 mapra 2028 r.

Munuctp JI.H. I1aTpyiues




YTBEPX/JEH
npukaszoM MuHcensxosa Poccun
or 15.12.2020 r. Ne 752

HOPAAOK
npeacTaBJIeHHs co00mennii cyObekTaMu oOpaleHus
JEKAPCTBEHHBIX CPEACTB /11 BeTePHHAPHOIO NPHMeHeHHs 0 pakTax
00CTOATEILCTBAX, MPEAYCMOTPEHHBIX YaCThIO 3 ¢cTaTbH 64 PegepabHOro
3akoHa «00 o0paleHHH JieKAPCTBEHHBIX CPEACTB», BLIBJIEHHbIX HA BCEX
JTanax o0palleHus JJeKapCTBeHHBIX NPENapaToB /JIsi BEeTEPHHAPHOI0
npuMenenus B Poccuniickoii ®eaepanuu 1 Apyrux rocyiapceraax

1. Hacrosmii Topsgok onpenenseT mpaBuia NPEACTaBICHHS COOOLIECHUHA
cyOBeKTaMu 00paIlleHHs JIEKapCTBEHHBIX CPECTB I BETEPHHAPHOTO IPUMEHECHUS
(manmee — JeKapCTBEHHBIE CPENCTBA) O NMOOOYHBIX IEHCTBUAX, HEXENIATEIBHBIX
peaKkiMsaxX, Cephe3HBIX  HEXeNaTelbHBIX  pEaKUuAX,  HeNpeIBHICHHBIX
HEXENATeIbHbIX pPEaKIysX NpH NPUMEHEHUH JICKapCTBEHHBIX IPEnapaToB s
BETEpPHHAPHOrO  INpYMEHeHWss (majee —  JIeKapCTBEHHBIE  Ipemaparthl),
00  MHIMBHAYalbHOM  HENEPEHOCHMOCTH, OTCYICTBHHM  3(QGEKTHBHOCTH
JIEKapCTBEHHBIX MPENaparoB, a Takke 00 HHBIX (aKTaX M OOCTOATENHCTBAX,
NPEACTABISIIONIAX Yrpo3y XH3HU UIH 37I0POBBIO XHBOTHOTO NPH NPHMEHEHUU
JIeKapCTBEHHBIX IPENapaToB ¥ BHIABICHHBIX HA BCeX JTamax obpalieHus
JIeKapCTBEHHBIX mpenapatoB B Poccuiickoil ®enepanyu U Apyrux rocyAapcTBax
(manee — HexeaTeNbHbIE PEaKIMu).

2. CyObekThl OOpallleHHst JIEKApCTBEHHBIX CPEACTB, 32 MCKIIOYCHUEM
Aepxaresiedl WK BIaJeNbLieB PETHCTPALIOHHOIO Y I0CTOBEPEHHUS JICKapCTBEHHOIO
nperapata (maiee — CyOBEKTBl OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB),
TIPEICTABIMIOT COOOIEHMs O HEXeNaTelNbHBIX peakUuaX (aanee — coobiueHue)

(pexoMeHayeMbIii 0Opa3el] coOOIIeHUs NPUBEIEH B MPUIOKEHHA K HACTOALIEMY

Iopsnxy) B Poccenpxo3nan3op' oqHUM K3 CIEAYIOIMX CIOCOO0B:

! TyHkr 3 yacth 4 cTaThu 9 ¥ 4acTh 2 crathy 64 depepanbHoro 3akona ot 12 ampens 2010 r. Ne 61-@3 «O6
oOpalllcHAN JIEKAPCTBEHHBIX CpeAcTB», NMyHKT 3 Ilonoxenms o ¢enepaibHOM TrOCYNapCTBEHHOM HAI30pe
B cepe oOpalieHHs NEKapCTBEHHBIX CDEICTB, YTBEP)KIEHHOTro nocTaHosieHuem [IpasurenscTBa Poccuiickoi
denepauus ot 15 okTa6psa 2012 r. Ne 1043 (CobGpanne 3akoHomaTebCTBa Poccutickoit Penepanu, 2012, Ne 43, cT.
5877; 2015, Ne 37, ct. 5719).



HO afIpecy JIEKTPOHHOM MOYTHI;

yepes DelepalibHYI0O TOCYIapCTBEHHYI0 HHGOPMAlMOHHYIO CHCTEMY
B 00J1acTH BETEPHHApPUM B COOTBETCTBHH C IIOCTaHOBiIeHWEM IIpaBHTEnbCTBA
Poccuiickoit ®@eneparmu ot 7 HosOps 2016 1. Ne 1140 «O nopsake cosmanwus,
pasBuTHS U dSKciuTyatanuu DefepanbHOH rocyaapcTBEHHOM HHGMOPMALMOHHOM
cucteMsl B obmactd BerepuHapuu» (CoOpaHue 3akoHOmaTenbcTBa Poccuiickoin
®enepaiyn, 2016, Ne 46, ct. 6470) (zanee — UHGOPMALMOHHAS CHCTEMA);

Ha GYMa)KHOM HOCHTEJIE HETIOCPEICTBEHHO WU [I0YTOBBIM OTIIPABIICHHUEM.

3. B coobuieHusx 00s3aTeIbHO YKA3bIBAIOTCA CEAYIOIINE CBEACHU:

a) HaMEHOBaHHKE JIEKAPCTBEHHOT'0 Nperapata (TOprosoe);

0) ommcaHHe HEXENATeNbHON peaklMH, BKIOYas IaHHbIE JIAOOpaTOPHBIX
UCCIIeJOBaHMH (TIpY HAJIUYIHH);

B) CBEJICHHA O >KMBOTHOM (KMBOTHBIX), Y KOTOPOTO (KOTOpBIX) BO3HMKIIA
HeXenaTenbHas peakuusi, ¢ YyKa3aHHeM BHIa, MOpoAsl (IIpH HAJMYMK),
KOJIMYECTBA JKMBOTHBIX, KOTOPBIM BBOJNWICA JIEKAPCTBEHHBIM IIpenapar,
¥ KOJIMYECTBA KHBOTHBIX, Y KOTOPHIX BO3HUKIY HEXKENaTe/IbHBIE PeaKIUy,

T') CBEJICHHA O JIUIE, COOOIMBILIEM O HEXENATEIbHON PeaKLUH:

s pU3HYECKHUX JHIl — (aMiinsd, UM, OT4eCTBO (IIPU HAIM4YHH), aJpec
MECTa >KMTENLCTBA, 4 TaKXKe HOMep TenmedOHAa WU ajpec JJIEKTPOHHOH ITOYTHI
(pu HaNTWYIKH);

JJIS FOPHAMYECKUX JIMI — TOJIHOE HalMEHOBaHHKe, afpec B MpeJenax MecTa
HAaxXOXIEHUs, a4 Takke HoMep TenedoHAa U agpec DBIEKTPOHHOM IIOYTEHI
(npy HaNIU9HH);

1) JaTa HalpaBJeHHs COOOILEHHUS.

Coo011eHre MOXeT COiep)KaTh UHBIE CBEICHUS O HEXeNaTeNbHbIX PeaKIMsX,
KOTOpEIE CYOBEKT OoOpalleHHs JeKApCTBEHHBIX CPEICTB CUUTAET HEOOXOIUMBIM
COOOIIUTH JOMOTHUTENBHO.

4, CyObekTsl oOpamieHuss JIEKapCTBEHHBIX CPEACTB  HampaBJIsIOT
B Poccenpxo3Han3op coobiieHus B CpOK, He MPEBBIAIONIMHA 15 KalleHAapHbIX THEH

C Jarbl, KOrgja WM CTajlld H3BECTHBI CBCIACHHUA O HEXKEIATEIbHBIX PCAKIMAX



Ip¥ IPUMEHEHUH JIeKapCTBEHHBIX IIPENapaToB.

5. B ciay4ae eciu B cOOOIIEHHY HE YKa3aHbl CBEJICHHUSA, MPEIyCMOTPEHHbIE
nyektoM 3  Hacrosmiero Ilopsaka, PoccempxosHamsop B TedeHHE
30 KajieHJApHBIX NHEH C JaThl HANPABIECHUS COOOIICHMS HANpaBIAET CyOBEKTY
oOpalleHus JIEKapCTBEHHBIX CPEACTB, IPEACTaBUBLIEMY COOOIIEHHE, 3ampoc
O TIpeiCTaBICHHM YKa3aHHBIX CBEIEHHH. 3alpoc HampasiseTcs CyOBekTy
oOpallleHns JIEKAPCTBEHHBIX CPEACTB MOCPEICTBOM HH(POPMALMOHHON CHCTEMBI
WM Ha OyMaXHOM HOCHTEJIE IIOYTOBBIM OTIPABICHUEM C YBEIOMIICHHEM

0 BpY4EHHHU.




IIpunoxenue

k Ilopsanky npencraBneHus
coo0meHuli CyObeKTaMu
obpalleHs JIeKapCTBEHHBIX
CPEICTB A BETEPUHAPHOTO
IpUMeHeHHs o0 (pakTax u
00CcTOosATENBCTBAX,
MIpeIyCMOTPEHHBIX 9acThiO 3
craTtbu 64 ®enepanbHOTO
3akoHa «O6 obpameHnu
JIEKapCTBEHHBIX CPEJICTBY,
BBISBJICHHBIX Ha BCEX dTalax
obpalleHHs JieKapCTBEHHbIX
TIpenapaToB i
BETEPUHAPHOI0 IPUMECHEHUS B
Poccuiickoii ®eaepanum 1
JIpYTUX roCyJapcTBax,
YTBEPKJICHHOMY IIPHKa30M
MuHcennxo3a Poccun

ot 15.12.2020 r. Ne 752

PexoMeHyeMbIii o6pasel]

COOBIIEHUE
0 He)XeJIaTeIbLHBIX MOCJEeACTBHAX NPH NPHMEHEHHH JIEKAPCTBEHHBIX
NpenapaToB [Jisi BeTEPUHAPHOTO NPHMEHEHHS

[] Tepsuyroe [ | AomonnwurensHas uHpOpMALES K COOOIICHHIO
OoT

IlaHHBIe KHUBOTHOTI'O.
Bun (06513amenvbHo ONs 3aNONHEHUs)
Hopo;la (IIpI/I HaJ'II/I‘-II/IIrI) (06s13amenvHO Ons 3aN0NHERUA)

Ion D caMmel]

D caMKa
Bec KT

Bo3pacT (Bo3pactHas rpymnmna)

Anneprus D Her D Ectp, Ha I:I HeussectHO
CrepuinzoBaHo D Ha I___[ Her D HewunssectHo
bepeMenHoCcTh ]:] Ha, cpok ]:l Hert l___l HewusgectHo




KonuuectBo JKWBOTHBIX, KOTOPBIM BBOAHIICA HeKapCTBeHHLIﬁ
Npenapar (obasamensHo 015 3anOTHENUS)
KomnuecTBO KHUBOTHBEIX, Y KOTOpLIX BO3HHUKJIH HEXKCJIATCIIBHBIE pCaKIIUU

(06s3amenbHO 013 3aNOAHEHUS)

YcnoBus IpUMEHEHHUS JIEKapCTBEHHOTO IIpernapaTa AJis BETEpHHAapHOro
NpHMeHeHus (Iaee — JIeKapCTBEHHEI Ipenapar) D AmOynaTopHOe
D CranuoHapHOe D [To Ha3HAYEHHIO CTIEITHATACTA B 00J1IaCTH BETEpUHAPUHU

D CaMOCTOHTeJIBHO, 0e3 Ha3Ha4YeHHS CIICIIUAINCTA B obyracTu BETCpUHApUHU

HeKapCTBeHHBIe pernaparsl, IIPEeAIIOIOXUTEIBHO BBI3bIBAIOIINE HEXCIATCIBHYIO

PEAKIUIO
HaumenoBa- | Haumeno- Homep | Mlo3a, Hara Jata ITokazanue
HHe BaHHE cepuu, myTh Havaja OKOHYAHHUS
JIEKapCTBEH- | IIPON3BOIH- CPOK BBeJle- | MPUMEHE- | IPUMECHEHHS
HOTO TEJS, TOJHOCTH | HHS HUSA
mpernapara HOMEp
(ToproBoe) | perumcrpauu-
(obs3amenvHo OHHOTO
ons yI0CTOBEpE-
3aNONHEHUR)
HUSA
1

Onucanue HexenaTeabHON peaKknuu:
(06s:3amenbHO 0N 3aNOAHEHUS)

(Ipu HATMYUK)

B TOM YHUCJIC JaHHBIC J'Ia60paT0pHI)IX HCCJIeIOBaHUM

JlaTta Havana
HEeXeJlaTeJIbHOU
peaKkuu

Knunndeckoe
COCTOSHHE KUBOTHOTO
(>’KMBOTHBIX ) TTOCIIE
IpUMEHEHUs
JIEKapCTBEHHOTO
mpernapara:

|:| CmepTh

D Yrpo3a Ku3HH

D Yrpo3a 300pOBBIO




[IpeanpuHSATEIE MEPEI

D be3 neuenus D OTMeHa JIeKapCTBEHHOT O Npenapara I_—_I CHmxeHne 1036l
JeKapCTBEHHOTO Mpernapara

D HemenukaMeHnTo3Has TCpanus

D JlexapcTBeHHas Tepanus

Hcxon HexenaTeIbHON peakuu

D Bei3gopoBieHue 6e3 ocneCTBUM
D ViydiieHue COCTOSHHA

D Cocrosgnue 6€3 U3MeHEeHU I

D BEI30pOBJIEHHE C TIOCIIEACTBHAMH (YKa3aTh)

D CmepTh
D Hcxof He U3BECTEH HA ATy HANpaBJIeHUS COOOIEHUA

I[aTa OKOHYaHHS HeXelaTeIbHO! peaKknun

ConpoBoxaiach JId OTMEHa []Her[] Jla
JIeKapCTBEHHOT'O IIperapaTa
MCUE3HOBEHHEM HeXelaTelbHOM
peakuun?

D JlekapcTBeHHBI  @penapaT  He
OTMEHSIICS

HasHavancs M JI€KapCTBEHHBIH Pesynprar
npenapar MOBTOPHO? D Her D Ha

WudopmaimMs © JpPYyr¥Mx JIEKAapCTBEHHBIX  IIpemaparax  (uH(opMaunus
0 COIIYTCTBYIOLIEM JICYEHHH B TEYEHHE TOCIEAHHX 3-X MecAIeB) (IPY HAUYHN)

HaumenoBa- | HaumenoBa- | Homep | [lo3a, Jlata Jata [Tokazanue
HHE HHE cepun, | MyThb Havaza OKOHYAHHUS
JIEKapCTBEH- | IPOH3BOIH- CPOK |BBEJEH | Tepanuu Tepanuy
HOTO TEJNA, HOMEp | TOAHOCTH | Hs
mpemapara | perucrpanu-
(Toprosoe) OHHOTO
yIIOCTOBEpE-
HHUS
1
2




4

5

CaeieHus 0 JIHIlEe, COOOIUBIIEM O HEXENATeIbHOW peaKIuu

|_—_| Creruamuct B 00J1aCTH BETEpHHAPHHI
D Bnanenel; )KMBOTHOTO

D HHoit cyOpeKT oOpallieHus JIEKApCTBEHHBIX CPEJICTB

Jli1st GU3HIECKOTO JIULIA (o6s3amensho 015 3anonkenus).

(pammms, UM, OTIECTBO (NP HATTHYUHM)

Az[pec MeECTa XXHUTCIbCTBA.

KoHTakTHBIH TenedoH/aapec 2IeKTPOHHOM MOYTHI (IIPH HAJIUYHH):

I[J'I}I FOPHUINYCCKOIO JIULA (0bs3amensio 015 3GRONHEHUs).

ITonnHOE HAaMMEHOBaHUE IOPUIUYCCKOIO JINIa

AI[pec B IIpeaciax MeCTa HaXOXKACHU .

KoHTakTHBIH Tenedon/aapec 3J1eKTPOHHON MOYTH (IPH HATHIKH):

lIaTa HallpaBJICHAA COOGIIICHI/IH (06s13amenvHO ONA 3aNONHeNHUs)




