[okymeHT npepoctasneH KoHcynbTaHTI10C

3apeructpuposaHo B MuHtocte Poccum 28 mapta 2018 r. N 50537

MMWHUCTEPCTBO CE/IbCKOIO XO3ANCTBA POCCUMCKOWN ®ELEPALIUN

®EAEPANNIbHAA CNYXKBA MO BETEPUHAPHOMY
N ®UTOCAHUTAPHOMY HAA30PY

MNPUKA3
ot 11 auBapa 2018 r. N9

Ob YTBEPXKOEHUN NOPAAKA
OCYLUECTB/ZIEHUA ®APMAKOHA30PA B OTHOLLEHMU NEKAPCTBEHHbIX
MPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

B cootBeTcTBMM € YacTbio 2 cTtatbu 64 PepepanbHoro 3akoHa ot 12.04.2010 N 61-d3 "O6
obpalleHMn nekapcTBeHHbIx cpeacts” (CobpaHue 3akoHoaaTenbcTsa Poccuiickon dPeaepauum, 2010, N
16, cT. 1815; 2014, N 52, cT. 7540) npuKasblBalto:

YTBEpAMTL npunaraembli  [opagoKk  ocywectsneHuMa  dapmakoHa3opa B  OTHOLLEHUM
NIeKapCTBEHHbIX NpenapaToB A4 BeTePUHAPHOro NpUMeHeHMUA.

Pykosoautesnb
C.A.NAHKBEPT

YTBepKaeH

npukasom PenepanbHOMN cnyKobl
Nno BeTepUHapHOMY 1
duTOCAHUTAPHOMY Haa30py

oT 11 AHBapAa 2018 r.N 9

NnOoPAAOK
OCYLUECTB/ZIEHUA ®APMAKOHA30PA B OTHOLLEHMU NEKAPCTBEHHbIX
NPENAPATOB A17 BETEPUHAPHOIO NPUMEHEHUA

|. O6wme nonoxkeHma

1. Hactoawwmit [MopsAoOK ycTaHaBAMBaeT TpeboBaHMA K OCyLLecTBAEHUIO dapmMaKkoHag3opa
denepanbHoii cnyK60i No BeETEPUHAPHOMY U GUTOCAHUTAPHOMY Haa3opy.

2. dapmaKkoHaa3op ocyliectsaseTca Poccenbxo3Haa30pOM U ero TeppPUTOPUanbHbIMM OpraHamm,
C NpuBNEYEHNEM NOLBELOMCTBEHHOTO yuperKaeHna Poccenbxo3Hagzopa (panee - YupexaeHve), nytem
aHa/M3a NpefoCTaBAfAeMON CybbeKTamu obpalleHWA NIeKAapCTBEHHbIX CPeacTB AN BETepPMHAPHOro
npumeHeHun (ganee - cybbeKTbl 0bpalleHWs IeKapCTBEHHbIX cpeacTs) MHOPMAUUM O MOBOYHbIX
OeNCTBUAX, HeXenaTesbHbIX PeaKkuMAX, CEepPbe3HbIX HEeKenaTeNbHbIX pPeakuusax, HenpeaBuaeHHbIX
HexkenaTesIbHbIX pPeakuusax Mpu MPUMEHEHUM JIEKAPCTBEHHbIX Mpenapatos, 06 WHAMBUAYANbHOWN
HenepeHoCUMOCTH, OTCYTCTBUM IPPEKTUBHOCTM IeKapPCTBEHHDBIX NPenapaTos, a TakKe 06 UHbIX GaKTax u
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06CTOATENbCTBAX, NPEACTABAAOWMX Yrpo3y KU3HU WKW 340POBbI0 KMBOTHOMO MPU MPUMEHEHUU
JIeKapCTBEHHbIX MpenapaToB A/1A BETEPMHAPHOrO NMpuUMeHeHun (Janee - HebnaronpuaTHble peakLumy,
JIeKapCTBEHHbIE NpenapaTtbl COOTBETCTBEHHO) BbIAB/EHHbIX HA BCEX 3Tanax obpalleHns NeKapCTBEHHbIX
npenapaTtoB B Poccuiickon Pepepaumnm u apyrux rocyaapcreax.

3. dapmaKoHaA30p OCyLIECTB/IAETCA € cOboaeHMeM 3aKkoHoaaTenbcTea Poccuitckoin depepauum
B 06l'laCTl4 3alLNTbl NEPCOHa/IbHbIX AaHHbIX.

4. GapmaKkoHa30p OCYLLECTBAAETCA Ha OCHOBAHUU:

Hay4YHbIX U aHAMTUYECKMX LAAHHbIX, NePUOLUYECKNX MEeYaTHbIX U CeTeBbIX U3LAaHMAX B 0biacTu
BETEPUHAPUY;

JaHHbIX 06 3NM300TMYECKOW cuTyaumm Ha Tepputopum  Pocculickon depepaunn  u
3a60/71eBaeMOCTM He3apasHbIMU 60/1E3HAMU KMBOTHbBIX, BbI3bIBAOWMX COMHEHUA B 3DEKTUBHOCTU U
6e30MacHOCTM IeKapPCTBEHHbIX NPenapaTos;

MHPOpPMaLMKN MONYYEHHON B XOAE OCYLLECTB/IEHUA FOCYLAPCTBEHHOrO KOHTpoas (Haa3opa) B
cdepe obpalLeHnsa IeKapCTBEHHBIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHWA (fanee - NeKapCTBEHHbIE
cpeacTea).

5. YupexaeHmem npoBoamTca oueHKa MHPopMaumm o HebNaronpuATHbLIX Peakumax, NoayYeHHoM
B pamKax ¢apmakoHaA30pa, ee aHa/Au3, YCTaHaBAMBAETCA MPUUMHHO-CNEACTBEHHAA CBA3b MeXay
NPMMEHEHWEM /IeKApCTBEHHOrO nNpenapata M BO3HMKHOBEHWEM Heb/MaronpuATHOM  peakumw,
OUEHMBAETCA PACMPOCTPAHEHHOCTb HEBNAronpuATHbIX peakuuin, GopMUPYIOTCA M HanpasAAloTcA B
Poccenbxo3Hag3op npensioXeHus Mo  aKTyaNbHbiM npobnemam B ob6nacTm papmakoHagsopa U
BOMPOCaM, CBA3aHHbIM C 3(pdEKTMBHOCTbIO UM 6Ee30MacHOCTbIO  /IeKAapCTBEHHbIX Mpenaparos,
OCYLLECTBNAETCA KOHCY/bTAUMOHHAA M  meToaudeckaa paboTa, a TaKXe B3aumogeincrsme
Poccenbxo3Hag3opa C rocygapCTBEHHbIMM OpraHamMuM M OpraHMsaumMAMM rocyAapcTB - 4/1eHOoB
EBpPa3smMiiCKOro 3KOHOMMYECKOrO COHO3a, OCYLLECTBAAOWMMM AesATe/IbHOCTb B 06/1aCT BETEPMHAPUMN.

,ﬂ,ﬂﬂ YCTaHOB/1€HUA ﬂpMHMHHO-Cﬂe,ﬂ,CTBeHHOﬁ CBA3N MeXay npumeHeHnem JeKapCTBEHHOIo
npenaparta U BOSHUKHOBEHNEM HE6I'IaFOI'IpVIFITHOl7I peakuumn yqpemp,eHmeM dHaNTIM3NPYIOTCA:

a) nepuog BpemeHu Mexay MNPUMEHEeHMEM IeKapCTBEHHOro npenapata M BO3HUMKHOBEHWEM
He61aronpuATHOM peakLuuu;

6) dapmakogMHamMnKa M GapMaKOKMHETMKA AeNCTBYHOWMX BelecTs, BXOAAWMX B COCTaB
NleKapcTBEeHHOTO NpenapaTa;

B) BEPOATHOCTb BO3HMKHOBEHWA HabAOAAEMbIX KAMHUYECKMX W NaTONOrMYeckux (ecam
NPMMEHMMO) HapyLUEHMWI NPU NPUMEHEHMM IEKaPCTBEHHOTO NPenapaTa;

l') AaHHbleé O BO3HUMKHOBEHWUU HE6I'IaI'OI'IpVIFITHbIX peaKu,Mﬁ npn nNpMMmeHeEHNN aHaANIOINNMYHbIX
NNEKAPCTBEHHbIX NpPenapaTtoB U N1EKAPCTBEHHbIX MPENAapaToB, B COCTAaB KOTOPbIX BXOOAT AEﬁCTBVIOLLI,Me
Bellecrtsa 1 (VIHM) BCNoOMoOraTe/ibHble BelleCTBa IEKAPCTBEHHOIO NpenapaTa,

A) WHble NPUUYUHbLI MOABAEHUA HeBMaronpuATHON peakuun (B3aMMOAENCTBME C  APYrMMU
NeKapCTBEHHbIMM NpenapataMmy UAN KOPMOBbIMKU A06aBKaMM AN KMUBOTHbIX, HapylueHue TpeboBaHui
MHCTPYKLUMM NO BETEPUMHAPHOMY MPUMEHEHUIO /IEKapCTBEHHOro npenapara, HeyAoBAeTBOPUTE/IbHbIE
YC/IOBMA COAEP)aHUA W  KOPMAEHUA, CTpecc-GpaKkTopbl, KAMMATMHYECKME YCNOBWMA, HEeAOCTaToK
KONMYECTBA W/MAM KadyecTBa MWUTbEBON BOAbI, peakuua Ha APYrod NPUMEHEHHbIA NeKapCTBEHHbIN
npenapar).

OueHKa PacnpoCcTpaHEHHOCTHN HE6I'IaI'OFIpMF|THOﬁ peakynn oCyLlecTBaAeTCcA nytem yCtTaHOBNEHUA
NMPOUEHTHOINO COOTHOWEHNA MeXAaYy KOMYECTBOM XUBOTHbDLIX, Y KOTOPbIX BO3HUK/A He6l'IaI'OI'IpMFiTHaFi



peakums 3a onpefenieHHblit nepuon (NPU YCNOBUM YCTAaHOB/EHMA MPUUMHHO-CNEACTBEHHON CBA3U
MeXAy MNpUMEHEeHMEeM JIeKapCTBEHHOro npenapata [Ana  BETEPUHAPHOrO  MPUMEHEHMA U
HebnaronpuATHOW peaKkumein) M KONMYECTBOM KUBOTHbIX, KOTOPbIM MPUMEHSAICA NeKapCTBEHHbIM
npenapar 418 BeTEPUHAPHOTo NPMMEHEHUS.

6. MHdopmaunio o HebNaronpUATHbIX peaKkumnax cybbekTbl 0bpalleHns NeKapCTBEHHbIX CPeacTB
[JOKHbI HanpaBnaTb B Poccenbxo3Haasop (ero TepputopranbHbie opraHbl):

B 3/IEKTPOHHOM ¢opme yepe3 deaepanbHylo rocyaapCTBEHHYIO MHPOPMALMOHHYIO CUCTEMY B
obnactu BeTepuvHapuuM npaBuaa CO34aHUA, Pas3BUTUSA WM IKCNIyaTauMM KOTOPOM peryamnpyrorca
noctaHosneHuem Mpasutenbcrtsa Poccuickoit Pepepaumm ot 07.11.2016 N 1140 "O nopagKe cosgaHus,
pa3BuTMA U aKcnayatauum PepepanbHOM rocyaapcTBeHHOM WMHGOPMALMOHHOW cucTembl B 06n1actu
BeTepuHapumn" (CobpaHue 3akoHogaTenbcTBa Poccuiickont deaepauum, 2016, N 46, ct. 6470) (ganee -
MHGOPMALMOHHAs cucTeMa) UK No afpecy 3NeKTPoHHOM noutbl: farmnadzor@fsvps.ru;

Ha 6yMa)KHOM HOcuTtene.

7. WHdopmauma o HebnaronpusaTHbIX peaKkuusax, nocTynueluiaa B PoccenbxosHagsop (ero
TeppUTOpUanbHble OpraHbl) Ha OyYMa)KHOM HoOcuTesle, NO 3/IEKTPOHHOM noyTe BHOCUTCA B
VIHd)OpmaLI,VIOHHyIO Cnctemy OTBEeTCTBEHHbIMU UCNOJTHUTENAMU I'IO,EI,pB3,EI,€ﬂ€HVIﬁ, YNO/THOMOYEHHDbIX
OCYLLECTBNIATb FOCYAAPCTBEHHbIA KOHTPOJIb (Haa3op) B chepe obOpaLLEHUs SIEKAPCTBEHHbIX CPEeACTB
(manee - OTBETCTBEHHbIN WCMONHUTE/b) HE No3gHee cemu pabounx AHen c AaTbl NOCTYN/JeHMA B
Poccenbxo3Haa3op (ero TeppuTopuranbHble opraHbl) MHGopmaLmm.

CoobweHns o HebnaronpuaTHbIX pPeaKkuusax, HanpaBnsemble CybbekTamu obpalleHus
NeKapCcTBEHHbIX CPeACTB NOCPeAcTBOM  UHPOPMALMOHHOM CUCTEMbI B 3/IEKTPOHHON  dopme,
PEerncTpupyloTca B aBTOMATUYECKOM pexkume. OTnpaBuTeNb COObBWEHMA MOAYy4YaeT Ha 3NEKTPOHHbIN
aZlpec, yKasaHHbli UM B MHPOPMALMOHHOW CUCTEME, MOATBEPMKAEHME PerucTpauum coobuieHus B
TeyeHune oaHoro paboyero AHA € AaTbl HanpaBAeHUA COOBLLEHNA B MHOPMALMOHHYIO CUCTEMY.

8. UHbopmaumsa o HebnaronpuATHbIX peakuuax B MHOOPMALIMOHHOM cUCTeMe AO0/KHa ObiTb
[OCTyNHa pa3paboTymKam NeKapCTBEHHbIX MPenapaTos, NPOU3BOAUTENAM JIEKAPCTBEHHbIX NPenapaTos,
JepKaTenam MAn BnafesnbliaM PerucTpPauvoHHbIX YAOCTOBEPEHUIA JIEKapCTBEHHbIX MpernapaTtoB WM
YNO/IHOMOYEHHBIM  MMU  IOPUANYECKMM  JIMLAM, KOTOpble HecyT OTBETCTBEHHOCTb 3a KauyecTso,
b dekTMBHOCTb M 6He3onacHOCTb JieKapcTBEHHOro npenapaTa (ganee - gep:KaTesiv) B OTHOLWIEHWM
3aperucTpupoBaHHbIX UMW Ha TEPPUTOPUMN TOCYAAPCTB - Y1eHOB EBPa3mMiiCKOro SKOHOMMYECKOTO Coto3a
NeKapcTBEHHbIX NPenapaTos.

9. PekomeHayeMmblit 0bpasel, NnepeyHsa NpeacTaBAAemMbIX CBeAeHN B MHOOPMALIMOHHYIO CUCTEMY,
CMCTEMATM3MPOBAHHbLIX HAa OCHOBAaHWWM [AOaHHbIX COOBLWEHN O He6NAronpuATHbIX peaKuusX,
NOCTYNaloLWmMX OT CyObeKTOB 06palLleHNA NeKapCTBEHHbIX CPeAcTB, npuBeaeH B npuaoxkeHun N 1 K
HacToawemy MopaakKy.

Il. AHanu3 napopmayumn o HebnaronpuATHbIX peakumax,
nocrynatouieit B Poccenibxo3Haa3op (TeppuTopuanbHbie opraHbl
Poccenbxo3Hag3opa) oT cybbeKToB 06paLeHui
JNIeKApCTBEHHbIX cpeacTs

10. ObpalLeHna 1 Kanobbl cy6bbeKTOB 06paLLeHMA SIeKapCTBEHHbIX CPeacTB, NOCTynatowue B
Poccenbxo3Haz3op (ero TeppuUToprasbHble OpraHbl) U copeprKalime MHPopMaLmio 0 HebAaronpUATHbIX
peakuusax (ganee - obpalleHns), paccmaTpMBatoTCA OTBETCTBEHHbIMU UCNONHUTENAMMU B COOTBETCTBUM C
depepanbHbiM 3aKoHOM OT 2 mada 2006 r. N 59-@3 "O nopsagKe paccmoTpeHus obpalleHuin rparkaaH
Poccuitckoin Pepepaunn” (CobpaHume 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 2006, N 19, cT. 2060;
2010, N 27, ct. 3410; N 31, cT1. 4196; 2013, N 19, cT. 2307; N 27, cT. 3474; 2014, N 48, cT1. 6638; 2015, N
45, c1. 6206) (nanee - PeaepansHbiii 3akoH N 59-03).
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11. OTBETCTBEHHbIM UCMONHUTEIEM MPOBEPSIOTCA AOCTOBEPHOCTb M AOCTaTOMHOCTb MHPOPMALMK
anAa ee 06paboTkM 1 aHanu3a. B cayyae ecam nHbopmaumm, npmseaeHHoM B obpalleHnn, HeAoCTaTouHO
aona nposefeHns o6paboTKM M aHanM3a, OTBETCTBEHHbLIN WCMONHUTENb TOTOBUT MPOEKT 3anpoca
AOMNOMIHUTENIbHON MHbOPpMaUMK Yy OTNpaBuTena obpalleHus B npegenax CpPoKa, YCTaHOB/IEHHOrO
depepanbHbim 3aKOHOM N 59-03.

3anpoc Hanpasasetca cybbekTy obpalleHMa  NeKapcTBEHHbIX CPeacTB  MOCPeACTBOM
NMHPOPMALMOHHOMN CUCTEMbI UM Ha BYMaXKHOM HOCUTENE MOUYTOBbIM OTMPaBAEHMEM C YBeAOMNEHWNEM O
BpYyYeHUU.

NHPopmauma He noaneuTt obpaboTKe M aHanM3y B C/yyae, ecanm He UaeHTUULMPOBAHbI
lopuanyecKkoe uauM GpusMyeckoe NNLUO, BbiABUBLUEE HEBNArONPUATHYIO peaKkuuio, XUBOTHoe (rpynna
MBOTHbIX), Y KOTOpbIX Habnwoganacb HebnaronpuaTHas peakums, MPUMEHEHHbIW NeKapCTBEHHbIN
npenapat, CMMNTOMbI He61aroNPUATHOM peakunu.

12. [epxaTenb Bnpase npencTtasutb Poccenbxo3Haasopy MHPopmaumio o6 oueHKe TAXKeCcTU
HebnaronpuATHOM peakuuu, O A0KA3aHHOCTU MPUYMHHO-CNEACTBEHHON CBA3U MeXAy NPUMEHEHUEeM
NIEeKapCTBEHHOrO Mpenapata M BO3HUKLWIEN HebGNaronpuATHOM peakuuen, a TaKkKe JaHHble O
pacnpocTpaHeHMn HebnaronpuATHOM peakumu.

13. B cnyyae noaTBeprKAEHUA CBEAEHUI, YKa3aHHbIX B 0OpalleHum, gepxarteb 06A3aH NpoBecty
MEpPONPUATMA B COOTBETCTBMU C NYHKTaMM 26 - 28 HacToAwero MNMopagkKa.

14. MNocne yctaHoBNeHUA GaKTOB U O6CTOATENBLCTB BO3HMKHOBEHWUA HEBNAronpuATHOW peakumu
npyM  MNPUMEHEHMM  NEeKApCTBEHHbIX  MpenapatoB  Poccenbxo3Haa3op  yBegoMAseT  4yepes
MHPOPMALUMOHHYIO cUCTEMY YUperKaeHWe O 3aperncTpupoBaHHOM Heb1aronpUATHOM peakLuu.

15. YupexkaeHnem npoBoamuTca aHann3 MHbopmaumm o HebnaronpPUATHLIX PeakLMAx, B TOM Ynucie
YCTaHaB/IMBAETCA MPUYMHHO-CIEACTBEHHAA CBA3b MeXAY NPUMEHeHMeM JleKapCTBEHHOrO npenapaTa u
BO3HWMKHOBEHMEM HebNaronpuATHbIX peakLMii, OLEeHUBAETCA PacnpOCTPaHEeHHOCTb HebnaronpuATHbIX
peakuui.

16. B cnyyae BbIABNEHUS CBEAEHWUIN, HE COAEpXKalMXCA B WHCTPYKUMW MO MNPUMEHEHMUIO
NIeKapCTBEHHOIO NpenapaTta AMbo CBUAETENLCTBYHOLMX 06 U3MEHEHUW OTHOLLEHUA OXKWAAEMON MNONb3bl
K BO3MOXHOMY PUCKY NMPUMEHEHWUA IEKAPCTBEHHOrO npenaparta, YuypexaeHnem B TeyeHue ABaauaTtu
pabounx AHelt B Poccenbxo3Haa3op HanpaBAseTcs 3aKAYeHMe, cogeprKaliee NpeasioXKeHusa no
MMHUMM3ALNN HETaTUBHbIX ABAEHUIA NpU OBOpaLLeHUN NeKapCTBEHHOrO npenapaTta (pekomeHayemblit
ob6pa3eL, 3aKto4eHnA NpuseseH B npuaoxkeHun N 2 K Hactoawwemy Mopsaky).

17. B cnyyae, ecanm MNpPUUYUHON HeBNaAronpuATHOM peakuuu ABAAETCA HEeCcoOoTBeTCTBUE
NleKapcTBeHHOro npenaparta TpeboBaHMAM KayecTBa, Poccenbxo3HaA30pOM NMPUHUMAETCA pelleHne o
npoBeaeHUM BbiIBOPOUYHOrO KOHTPO/IA KayecTBa IeKapCTBEHHOTO NpenapaTta B COOTBETCTBUM C NYHKTOM 7
ctatbn 9 PepepanbHoro 3akoHa ot 12.04.2010 N 61-d3 "O6 obpalieHUn nekapcTBEHHbIX cpeacTs”
(CobpaHue 3akoHopaTtenbcTBa Poccuiickoit depepaumm, 2010, N 16, cr. 1815; 2014, N 52, cT. 7540)
(nanee - 3akoH N 61-03).

18. B cnyyae, ecnm NPUUMHON HeBNaronpuATHON peakuuu WAWU Yrpo3bl KU3HU U 340POBbIO
YKMBOTHOTO (rpynmnbl }KMBOTHbIX) ABNSAETCA HapyleHMe cybbekTamMu 0bpalleHnsa 1eKapCcTBEHHbIX CpeacTB
3aKOoHOAaTeNbCTBA B chepe 06paLLeHUsa NeKapCcTBEHHbIX CPeacTB, PoccenbXo3HaA30poOM B TeYeHUe NATH
pabouunx AHe NPUHMMAETCA pelleHne 0 NPOBEAEHUN NPOBEPKN COBNOAEHMA cybbeKkTamu obpalleHun
NIEKAPCTBEHHbIX CPeacTB, YCTaHOBAEHHbIX 3akoHOM N 61-®3 u NpPUHATLIMM B COOTBETCTBMM C HUM
MHbIMW HOPMaTMBHbIMM NpPaBOBbIMM aKTamu Poccuitickolit depepaummn TpeboBaHUI K XpaHEHWUIo,
nepeBo3ke, BBO3y B Poccuiickyto ®Pegepaumto, OTNYCKY, peanns3aumm NeKapCTBEHHbIX CPeacTs,
NPMMEHEHWNIO NIEKAaPCTBEHHbIX NpenapaToB B NnopsagKe, ycTaHoBaeHHoM PeaepanbHbiM 3aKOHOM OT 26
nekabpsa 2008 r. N 294-d3 "O 3aluTe npas LPUANYECKUX UL U UHAMBUAYANbHBIX NpeanpuHUMaTenemn
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Nnpu OCyLLECTBNIEHUM FOCYAaPCTBEHHOIO KOHTpOoAsA (Haasopa) U MyHMumMnanbHoro KoHTpona" (CobpaHue
3aKoHoaaTenbcTBa Poccuinickon ®egepaumm, 2008, N 52, cT. 6249; 2009, N 18, cT. 2140; N 29, cT1. 3601; N
48, cT. 5711; N 52, c1. 6441; 2010, N 17, cT. 1988; N 18, cT. 2142; N 31, cT1. 4160, cT. 4193, cT. 4196, N 32,
CT. 4298; 2011, N 1, ct. 20; N 17, c1. 2310; N 23, cT. 3263; N 27, c1. 3880; N 30, cT. 4590; N 48, cT. 6728;
2012, N 19, ct. 2281; N 26, cT. 3446; N 31, c1. 4320, c1.4322; N 47, cT. 6402; 2013, N9, cT. 874; N 27, cT.
3477; N 30, ct. 4041; N 44, ct. 5633; N 48, cT. 6165; N 49, c1. 6338; N 52, cT. 6961, 6979, 6981; 2014, N
11, cT. 1092, 1098; N 26, cT1. 3366; N 30, cT. 4220, 4235, 4243, 4256; N 42, cT. 5615; N 48, cT1. 6659; 2015,
N 1, ct. 53, cT. 85; N 14, cT1. 2022; N 18, cT. 2614; N 27, cT1. 3950; N 29, cT. 4339, cT1. 4362, cT1. 4372, CT.
4389; N 48, ct. 6707; 2016, N 11, ct. 1495; N 18, cT1. 2503; N 27, cT1. 4160, cT1. 4187, cT1. 4287; N 50, cT.
6975; 2017, N 9, cT. 1276).

lll. AHanu3 neprnoanYeCcKUX oT4eToB No 3PPeKTUBHOCTH
1 6e30NacHOCTM N1IeKapCTBEHHbIX NPenapaToB U ONepaTUBHOM
nHpopmaumnm o He61aroNPUATHBLIX PeaKLUAX

19. Poccenbxo3Haa3opom B TeueHue 30 KaneHAapHbIX gHEW pacCMaTpPUBAIOTCA NpeacTaB/ieHHble
AepyKaTensammn nepmoamyeckmne otyeTbl 06 3dpHeKTUBHOCTU M 6E30MaCHOCTU IeKapPCTBEHHbIX NPenapaTos
(manee - otyeTsbl) M onepaTnBHaA MHPOPMaLMA 0 NOBOYHbLIX AEUCTBUAX, HE YKA3aHHbIX B MHCTPYKLMAX NO
NPMMEHEHUIO 1IEKAPCTBEHHbIX NPENapaToB, CEPbE3HbIX U HEMpPeABUAEHHbIX HeXKeNaTebHbIX peaKkLuusax,
06 0COBEHHOCTAX B3aUMMOAEWCTBMA IEKAPCTBEHHbIX NPENapaToB C APYrMMM  1IeKapPCTBEHHbIMM
npenapaTtamu, KOTopble 6blin BbIABAEHbI NPU MPOBEAEHUMN KAUHUYECKUX UCCAEA0BaHNIA U NPUMEHEHUU
NleKapcTBeHHbIX NpenapaTtos (ganee - onepatneHan nHdbopmauma).

20. B TeyeHue nATM paboumx AHeN ¢ AaTbl NOCTYNJEHUA OTYETA UAM ONEepPaTUBHON MHPOPMALUK
Poccenbxo3Hagsopom npoBepseTrcA  A0CTaTOMHOCTb CBeAeHui ana  obpaboTkm w  aHanmsa
npeacTaBaeHHoM MHpopmaumm, popmmpyeTtca B MHGOPMALIMOHHOM CUCTEME 33ZaHME HA NpoBeseHue
aHanum3a npeacTaBAeHHOM MHGopmaumm B YupexaeHue.

21. B cnyyae BbifiBAEHUA OWMOBOK MAM HETOYHOCTEM B OTYETE WM OnepaTMBHON MHPOpmaLMm
Poccenbxo3Hafg3opom  HanpaBnseTcA  yBeAOM/IEHME O  HeobxoaAumocTM  AopaboTkm  uepes
UHPopMaUmoHHyO cucTemy. [lep:KaTenb 06s3aH B TeyeHue NATU pPaboumx AHel nocne OKOHYaHWA
CPOKa, YKa3zaHHoro B nyHKTe 20 HacToAwero MNopagka, yCTpaHUTb 3amMedaHna U NpeacTaBuTb OTYET UK
onepaTUBHY UHPOPMALMIO C BHECEHHBIMWU U3MEHEHUAMM.

[ep:KaTenb A0 UCTEYEHMA CPOKa, YKasaHHoOro B ab3ale NepBOM HaCTOALLEro MyHKTa, BNpase
HanpasuTb B Poccenbxo3Hag3op uYepe3 MHOOPMALMOHHYHO CcucTeMy obpalieHve O npoasieHun
BblLLEYKa3aHHOro Cpoka Ana fopaboTku. CpoK gopaboTKn morKeT ObiTb NpoasieH He H6onee yYem Ha
AecaTb paboumx gHeN.

22. YupexgeHnem npoBoaaTca ob6paboTka M aHanM3 OTYETOB M onepaTUBHOM MHOpPMAUMM B
TeyeHue ABaALaTh pabounx AHEN ¢ MOMEHTA NpeacTaBAeHMA OTYETA UAM ONepPaTUBHOM MHPOPMaLMK B
COOTBETCTBMM C NyHKTamun 19, 21 HacToAawero MopAaaka.

23. Mpu npoBeaeHWW aHanAM3a OTYETOB WM OMepaTMBHOM MHbOPMaUMKM  YypeaeHnem
COMOCTAaB/IAETCA NOyYeHHan MHOOPMALMA C UMEIOLLMMNCA CBEAEHNAMM O NeKapCTBEHHOM npenapare,
0606watoTca pesyabTathl 06paboOTKM AaHHbIX O JIeKapCTBEHHOM npenapaTe, AaHHble Hay4HbIX
ny6anKaumii, MHbopmaLmMa KOHTPONbHO-HAA30PHbIX OPraHOB MHOCTPaHHbIX rocyaapcts 06 obpalueHnn
NleKapcTBEHHOro NpenapaTa, CPaBHUBAOTCA MaTePMasbl NO PasINYHbIM BPEMEHHbIM Neprnoaam 1 MHbIM
napameTpam, CBOAATCA W rPYNNMPYIOTCA NOyYEHHble AaHHble, GOPMYINPYIOTCA BbIBOAbI U €XKeMECAYHO
npeacTaBnsaloTcA B PoccenbX03HAA30p 3aK/OYEHUs MO UTOram MPOBEAEHUS aHa/iM3a OTYETOB U
onepaTUBHON MHbOPMaLUN.

24. OTBETCTBEHHbIN CNeLManmncT YupeRaeHus, npoBoamBLIMIA 06paboTKy U aHaIM3 oTyeTa u (Mau)
onepaTMBHOW WHPOpPMaALMKM, BHOCUT B WHPOPMALMOHHYID CUCTEMYy CBEAEHMA O pesy/bTaTax
PaccMOTPEHUA OTYETOB W ONEPATUBHOWN MHPOPMaLU.



25. [lepxaTenb yBeAOMAAETCA O pe3yabTaTax pPaACCMOTPEHUA OTYETOB W OMepaTUBHOM
nHpopmauum nocpeacTtsom MHGOPMaUNOHHOM CUCTEMBI.

IV. BsaumogeiictBue Poccenbxo3Haasopa ¢ geprKatensimm
nNpu paccMOTPEeHUMU cOObLLLEHUIT O HebNaronpUATHbIX peakLUaXx

26. MNpu BbISABNEHUN HEBNArONPUATHLIX PeakLMi AepKaTenn 1Mbo ynoaHOMOYEHHbIE UMK gpyrue
lopugmyeckme Anua B TeyeHue NATU paboumx gHen 06M3aHbl MPUHATL Mepbl, Hanpas/JeHHble Ha
YyCTpaHEeHWe  HeraTMBHbIX  MOCAEACTBMI  NMPUMEHEHMS  TaKWUX  JIEKApPCTBEHHbIX  MpenapaTos,
npeaynpexgeHne nNpUYMHEHUA Bpeda KU3HU WM 340POBbIO KMBOTHBIX, 3aLUUTY UX OT MPUMEHEHUA
TAKMX JIEKAapPCTBEHHbIX MpPenapaToB, Ha [AOMNOAHUTENbHbIA COOp [AaHHbIX 06 3pdeKTUBHOCTU W
6€30MacHOCTM TaKUX IEKAPCTBEHHbIX MPenapaTos.

ﬂ,ep)KaTEIIb nmbo YNO/THOMOYEHHOE UMM Apyroe wpungndeckoe nunuo BMnpasBe HaMpaBuUTb B
POCCEIIbXO3Ha,CI,30p A0 OKOHYaHWMA CpPOKa, YCTAaHOB/AEHHOIO 363aLI,EM nepBbiMm HaACTOAWEro nNyHKTa
o6pau.|,eHv1e O NpogneHnn CpoKka AnAa NPpUHATUA Mep No npeaynpexgeHnto NnpundynHeHnAa spena Xn3sHn mn
340pPOBbIO UBOTHLIX, 3alLUTE OT NPUMEHEHUNA NEKAPCTBEHHbLIX NpPenapaTtoB, NCMNOJZIb3OBAHNE KOTOPbIX
npmneeno K BOSHMKHOBEHUIO HEGJ'IaFOI'IpMFITHbIX peaKu,Mﬁ c obocHOBaHMEM NMPUYKAH.

Cpok A0opaboTKn MOKeT bbITb NPOAJIEH He Bosiee YemM Ha AeCATb Pabounx aHen.

27. O npoBefeHHbIX MEPONPUATUAX AepKaTeNb MO0 YNOIHOMOYEHHOE UM APYrO€e pUaNYecKoe
JINUO AO0JIKHbl MHPOPMMPOBaATb PoccesbXxo3HaA30p B CPOK, HE MPEBbIWAOWMNA AecATU pabounx gHeln ¢
MOMEHTA NOCTYN/IeHMA CO0bLEHNI O HEBNAroNpPUATHBLIX PeaKkLUusX.

28. B cnyyae noATBEPKAEHUSA BO3HUMKHOBEHWA HebNaronpuATHOW peakumu npu NpumeHeHun
NeKapcTBEHHOTO MpenapaTta, a TaKXe OTCYTCTBMA HapylleHWd 3aKoHopdaTenbcTBa Poccuiickoi
denepauyn B coepe obpalleHMA IeKAapPCTBEHHbIX CPeACTB ANSA  BETePUHAPHOro MNPUMEHEHUA
XO3ANCTBYIOWMMM CYBbEKTAMWU AeprKaTeNb WUAW YNONHOMOYEHHOE MM ApYyroe HpuANYEcKoe MMLO
BNpaBe nocpeacTBOM WMHOOPMALMOHHON CUCTEMbl NPeACTaBUTb pe3ynbTaTbl  AOMNOJHUTENbHbIX
nccneaoBaHUiA apxMBHbIX 06pasLLOB CepuM NEeKapCTBEHHOrO npenapaTa, NpU NPMMEHEHUU KOTOPOro
BO3HUK/Ia HebaronpuATHasA peakums.

V. UudopmuposaHue cy6beKTos 0b6paLLeHns 1IeKapCTBEHHbIX CPeacTs
ANA BETEPUHAPHOro NpUMeHeHua B pamKax papmakoHagsopa

29. Poccenbxo3Hagzop pasmewaeTr MHOOPMAUMIO O peLleHUsX, NPUHATbIX B COOTBETCTBUMU C
YyacTbto 7 cTaTbu 64, yactAmn 1 n 2 ctatbu 65 3akoHa N 61-D3 M N0 OCHOBAHUAM, YKA3aHHbIM B MYyHKTaX
1,9, 10 ctatbm 32 3akoHa N 61-P3, B TeueHUe NATK paboumx AHEN CO AHA NPUHATUA TAKUX PeLLeHni Ha
odumumanbHoMm carite PoccenibXxo3Haa3opa.
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MNepeyeHb
npeacTaBAfAemMbiX CBEAEHUI B UHGOPMALIMOHHYIO CUCTEMY,
CUCTEMATU3NPOBAHHbIX Ha OCHOBAHMM J@aHHbIX COOOLEHN
0 HebNaronpuATHbIX peakLMAX, NOCTyNaoWmxX oT CybbeKkToB
obpallleHna IeKapCTBEHHbIX CPeacTs

N n/n CeefeHus 0 HebaronpUATHOM peaKkLumnu 3HaueHune
1 | [ata BBeaeHMs MHGopmauum
2 | /lekapCTBEHHbIN NpenapaT (MeXxAayHapoaHOe HenaTeHTOBaHHOE HauMeHOoBaHWe, TOProBoe
HanMMeHoBaHwMe)
3 HanmeHoBaHMWe 1 agpec Npon3BoAMTENS IEKAPCTBEHHOrO Npenaparta
4 | HaumeHOBaHWe U agpec AeprKaTena NekapCcTBEHHOIO npenapaTa
5 Homep cepun nekapcTBeHHOro npenapara
6 |[aTa npousBoAaCTBa IeKAPCTBEHHOIO NpenapaTa
7 |NyTb BBeAEHWNA NEKAPCTBEHHOIO NpenapaTa

MpunoxkeHne N 1

K NMopAaaKy ocylecTBaeHns
dbapmaKkoHaa30pa B OTHOLWEHNU
NIeKapCTBEHHbIX NPenapaTos

ON1A BETEPUMHAPHOIO NPUMEHEHMNS,
YyTBEPKAEHHOMY NpMKa3om PesepanbHOM
cnyx6bl N0 BETEPUHAPHOMY

n dUTOCAHMTAPHOMY HaA30py

o1 11 aHBapa 2018 r.N9

PekomeHayemblit 06paseL,



OTtnpasutens nHGopmaunm

9 OpraHusaums, BbiABMBLUAA HEDBAAronpuATHYO peakumto

10 |CybbekT Poccuiickoit ®eaepaumm, HaceneHHbIM MyHKT

11 |Bwmpg, Bo3pacT, N0A XKMBOTHOIO

12 | Odata nony4yeHua nHpopmaumm

13 |Bua HebnaronpuatHOM peakumm (noboyHoe [eNCTBUE, HeXKenaTesibHaA peakums,
cepbesHaa HexenatenbHaA peakuua, HenpeaBUAEHHAA HeXKenaTtenbHaa peakuwms,
WHAMBMAYANbHAA HENepeHOCUMMOCTb, OTCyTCTBME 3OPEKTUBHOCTU  JIeKapCTBEHHOTO
npenaparta, WHble @aKTbl U 06CTOATENbCTBA, NPEACTABAAIOWME YIPO3Y MHKU3HU WK
3[l0POBbI0  KMBOTHOrO, 6€30MacHOCTM KMBOTHOBOAYECKOW MPOAYKUMM KMBOTHOIO
NPOUCXOXKAEHWNA NOC/e NPUMEHEHUS IeKapCTBEHHOro Npenapara)

14 | OnucaHue HebnaronpUATHOM peakumm

15 | Ucxopm HebnaronpuATHOM peakLmm

16 |MHbopMaumsa o paccMoTpPeHUM 06PALLEHMA UK KaNobbl 3aaBMTeNS

17 | HPopmauma 0 NeYEHUM KUBOTHOIO




MpunnoxkeHue N 2

K MopAaKy ocywecTsneHus
dapmakoHaa30pa B OTHOLLEHMM
JIEKapCTBEHHbIX MPEeNapaTos,
yTBEPKAEHHOMY NpuKasom PenepanbHoi
CNy»bbl N0 BETEPUHAPHOMY

1 GUTOCaHUTAapHOMY Haa30py

ot 11 aHBapa 2018 r.N 9

PekomeHayemblit obpasel,

3aKnto4eHmne
Nno MMHUMM3ALUMU HEFaTUBHbIX IBAEHUI NpK 0bpaLLeHnn
JIeKapCcTBEHHOro npenapara

1. Obwue nonoxeHus (nepuon MOHUTOPUHIrA, OBBLEKT aHanW3a, MEeTo40/I0rMA MPOBeAEeHUs
paboTbl, aKTyaIbHOCTb AAHHbIX).

2. ICTOYHMKM noayYeHua MHPopmaLmm U Ux onuncaHume.

3. KpaTkue cBedeHMs O JIeKapCTBeHHOM npenapate (MHPopmaums O  perncrpaunu
NeKapcTBEHHOrO npenapata B APYyrMX CTpaHax, [JaHHble O npousBoguTene W paspaboTumke,
pernucTpaumoHHble AaHHble, 06bem noTpebneHMs NeKapcTBEHHOro npenapata B PoccuiicKol
desepaumnn 1 B Apyrmux rocyaapcreax).

4, 0630p perynATopHbIX PELEeHNn B OTHOLWEHWM NEeKapCTBEHHOrO nNpenapaTta, a TaKXke
MEpPONPUATUIA, HanpaBiEHHbIX Ha MNOBbllWeHWe 6e30nacHOCTU. AHaNM3 OMbiTa NPUMEHEHUA Mep Npu
BblABAEHUN Npobnem 3dEeKTUBHOCTM M 6E30MacHOCTU NeKAapPCTBEHHOMO NpPenapaTa, a TaKKe CXOMMUX
NeKapCTBEHHbIX NPenapaTos.

5. OueHKa appeKTMBHOCTU M Be3onacHOCTHU:

WU3MEHEHNA XapaKTEPUCTUK W HOBble JaHHble O JIeKapCTBEHHOM npenapate (3pPpeKTUBHOCTb,
KauyecTBo, 6€30MacHOCTb);

cBeaeHunAa, He coaepawmneca B UHCTPYKUUM NO BETEPUHAPHOMY MPUMEHEHUIO UK CBEAEHMUA,
cBmnaeTenbcreyrouimne 06 M3MEHEeHUW OTHOLWEHUA ommp,aemoﬁ nonb3bl K BO3MOXHOMY pPUCKY
npumMmeHeHnA N1eKapCTBEHHOIo NpenaparTa;

0COBEHHOCTM B3aMMOAEWNCTBMA NEKApCTBEHHOIO Mpenapata C  APYIMMU  NeKapCTBEHHbIMU
npenapatamu;

onucaHve npobsem 6Ge30MacHOCTM (Bnepsble M He BMEPBble BbIABJAEHHbIX, OBBLEKTUBHbIX U
CYyObEKTUBHbIX);

6€e30MacHOCTb MPOAYKUMU HKMBOTHOTO MPOUCXONKAEHUA MNOCAe MNPUMEHEHUA JNIeKapCTBEHHOTO
npenapara.

6. Pesynbtathbl MCC}'IeAOBaHVIﬁ NNEKapPCTBEHHOrO npenaparta, NPoBOAMMDBIX B PaMKaX BblNO/IHEHUA
N/1IaHOB KOHTPO/1A Ka4ecTBa U Bbl60p0‘-IHOFO KOHTPO/1A 1eKapPCTBEHHbIX CPEACTB.



7. 3aK/It04eHMe 0 NPUYMHAX PA3BUTUS HEONAroNnpPUATHOM peaKLuu.

8. OueHKa [O0CTAaTOMHOCTM NpeasiaraemMblxX AeprKaTenem MeponpuATuin Ana npeaoTBpaLLeHus
BpEeAa *KM3HW U 3[0POBbH0 }KMBOTHbIX NMPWU MPUMEHEHUWN TEKAPCTBEHHbIX NPENapaTos.

9. BblBOA O [J0OCTOBEpPHOCTM (MOMHOTE) CcBeAeHWi, codepkawmxca B uHPopmaumMm o
HebnaronpuATHbIX peakuuax, WU BbiABAEHME HeA0CTOBEPHOCTM (HEMONHOTLI) YKa3aHHON MHbOopMaLun

U cBEAEHUN.

10. CeegeHmA 0 BbIABNEHHOM U3MEHEHUN OTHOLIEHUA omm,qaemoﬁ NOJZIb3bl K BO3SMOXXHOMY PUCKY
npuMeHeHNA N1eKapCTBEHHOTO npenaparta.

11. Tabaumubl, rpadryeckmne U UHble BCoMoraTe/ibHble MmaTepuansi.

12. MpepnoxeHna No NPUHATUIO peLLEeHMA B OTHOLWEHNM NeKapCTBEHHOIO Npenapara.




