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MwuHuctepcTBO cenbckoro xo3saucresa Poccunckon depnepaumv
PEOEPAJIbHASA CNTY XBA NO BETEPUHAPHOMY U ®UTOCAHUTAPHOMY HAL30PY

NMPUKA3
ot 11 auBaps 2018 ronpa N 9

06 yTBepxaeHumn Mopsioka ocyuiecTsneHUs oapMakoHan30pa B OTHOLLEHUM NIEKAPCTBEHHbIX
npenapatoB AJis1 BeTepMHapHOro NnpMMeHeHus

B cooTtBeTcTBUMM C YacTbio 2 cTatbl 64 depepanbHoro 3akoHa oT 12.04.2010 N 61-®3 "O6 obpaleHun
nekapcTBeHHbIX cpenacTs” (CobpaHue 3akoHodaTtenbcTea Poccuiickon Penepauun, 2010, N 16, ¢1.1815; 2014, N 52,
CT.7540)

npuKasblBato:
YTBepanTb npunaraemblii  [opsmok  OCylwecTBNeHWst (papMakoHan3opa B OTHOWEHUM  NEeKapCTBEHHbIX
npenapaTtoB A/l BETEPUHAPHOrO NMPUMEHEHNS.

Pykosoantenb
C.A.OaHkBepT
3apernctpmpoBaHo
B MuHucTepcTBe tocTnumnm
Poccuitckon denepaumu
28 mapta 2018 rona,
permnctpaumoHHbin N 50537
YTBEPXIOEH

npukasom ®enepanbHomn cnyxo6sbl
Nno BETEPUHAPHOMY 1 (OMTOCAHUTAPHOMY Han30py
ot 11 anuBaps 2018 rona N 9

nOpSI.D.OK ocyLiecTBneHns papMmakoHan3opa B OTHOLLUEHUN NieKapCTBEeHHbIX NpenapaTtoB Ansi
BeéTepnHapHOro npuMeHeHus

. O6éwme nonoxeHus

1. Hactoswwmin Mopsmok yctaHaBnmBaeT TpeboBaHMS K OCYLECTBNEHWIO (papMakoHaasopa PepnepanbHoi
cny>x60ii Mo BeTepMHAPHOMY 1 (OUTOCAHUTAPHOMY HaA30pYy.

2. dapmakoHag3op ocylwecTensaetcs Poccenbxo3Hao30poOM UM ero  TeppuTopuanbHbiMM - OpraHamu, ¢
npueBneYyeHNeM noABEeAOMCTBEHHOrO yupexaeHns PoccenbxodHansopa (panee - YypexneHue), nyTem aHanmsa
npepocTtasnsieMoli cybbekTamy obpalleHnst NeKapCTBEHHbIX CPEACTB ANsi BETEPUHAPHOrO MPUMEHeHWs (nanee -
cybbekTbl obpalleHnsi NeKkapCTBEHHbIX CPEACTB) MHAPOPMAaLMKN O NOBOYHbIX OEACTBUSX, HEXenaTe bHbIX peakuunsx,
Cepbe3HblX HeXenaTtellbHbIX peakuunsx, HenpeaBnOoeHHbIX HeXenaTte/lbHbIX peakuunax npu  npuMeHeHumn
NekapCTBEHHbIX NpenapaTos, 06 NHAMBMAYaNbHOK HEMNEPEHOCMMOCTM, OTCYTCTBUMN 3GEEKTUBHOCTI NEKAPCTBEHHbIX
npenapatoB, a Takxe 00 WHbIX (hakTax M 0B6CTOATENbCTBAX, MPELCTABASIOWMX YrpOo3y XW3HU WAU 3[00POBbLIO
XWBOTHOrO MpW NPUMEHEHWM NEeKapCTBEHHbIX MpenapatoB [ONnS BETEepMHApPHOro MpuUMeHeHus (panee -
HeﬁﬂaFOI'IpVIFITHbIe peakunn, nekapcTBeHHble npenapartbl COOTBeTCTBeHHO) BblsiBNNIEHHbIX Ha BCEX aTanax 06paLI.I,eHVI9|
nekapcTBEHHbIX NpenapaTos B Poccuiickoin degepauum n opyrmux rocynapcreax.

3. dapmakoHan30p ocylecTBnsieTcs ¢ cobnoaeHnemM 3akoHoaaTenbctea Poccuiickorn denepaumn B obnactu
3alinTbl NepCoHanbHbIX OaHHbIX.
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4. dapMakoHaa30p OCYLWECTBNSAETCS HA OCHOBAHWN:
Hay4HbIX Y aHANNTUYECKUX JaHHbIX, MEPUOONYECKUX NMEeYaTHbIX U CeTEBbIX N34aHUSX B 06nacTn BeTeprHapum;

JaHHbIX 00 3MM300TMYecKol cuTyauun Ha Tepputopun Poccuitckoin denepaumm u  3aboneBaemMocTy
He3apasHbiMM H0NEe3HAMU XMBOTHbIX, Bbi3biBAIOWMNX COMHEHMSI B 90EKTUBHOCTU 1 6€30MacHOCTN NeKapCTBEHHbIX
npenaparos;

MHCpOpMaLMK NONYYEHHOW B XO4E OCYLWECTBEHNS rOCYyAapCTBEHHOMO KOHTPONS (Haa3opa) B cpepe obpalleHust
NeKapCTBEHHbIX CPEACTB A/151 BETEPUHAPHOIO NPUMEHEHUS (Aanee - NeKapCTBEHHbIE CPELACTBA).

5. YypexAeHneM MpoBOAMTCS OLeHKa MHdpopMauum o HebnaronpuaTHbIX peakumsix, MONyYEeHHOW B pamkax
(papmakoHaa3opa, 1€ aHanus, ycTaHaBNMBaEeTCs MPUYMHHO-CNEACTBEHHAs CBS3b MeXay MNpUMEHEHVEM
NIeKapCTBEHHOrO Mpenapata M BO3HUKHOBEHWEM HeOnaronpusiTHOM peakuuu, OLEHMBAETCS PacnpoCTPaHEHHOCTb
HebnaronpuaTHbIX peakumnii, (POPMUPYIOTCA 1 HanpaensioTcs B Poccenbxo3Haa3op MPeanioXeHus no akTyanbHbIM
npobnemMam B obnactu cpapmakoHans3opa W BOMpPOCaM, CBSI3aHHbIM C 3EEKTMBHOCTbIO M 6He30nacHOCTbIo
NIeKapCTBEHHbIX MpenapaToB, OCYWECTBASETCA KOHCyNbTauMOHHAs W MeToamyeckas paborta, a Takxe
B3amMoeiicTBme Poccenbxo3Hansopa C rocynapCTBEHHbIMU OpraHamyM U OpraHu3auMsiMM rocydapCTB - Y/IEHOB
EBpasmiickoro akOHOMMYECKOro COK3a, OCYLWECTBNSIOWMMUN LeSTENBHOCTL B 06NaCTV BETEPUHAPUN.

Lna yctaHOBNEHWS NPUYMHHO-CNELNCTBEHHOW CBA3W MeXAy MPUMEHEHMEM NEeKapCTBEHHOro mnpenaparta u
BO3HVKHOBEHMEM HEBNAronpusaTHOM peakumnm YUupex AeHneM aHanm3npyoTCs:

a) nepmond BPEMEHM MeX.Iy NPUMEHEeHNeM NeKapCTBEHHOro npenapata U BO3HMKHOBEHMEM HebnaronpusiTHom
peakumu;

6) hapmakoguHamvka U PapMakokMHeTVKa OEeWCTBYIOWMX BELWeCTB, BXOASWWX B COCTaB NEKAPCTBEHHOro
npenapara;

B) BEPOSATHOCTb BO3HWKHOBEHUS HabnmoaaeMblX KIMHUYECKMX Y NaTOMOrM4yecknx (eCnu NpYMEHNMO) HapyLeHWit
npv NPUMEHEHUN NEKAPCTBEHHOrO Npenapara;

) LaHHble O BO3HMKHOBEHWM HEONaronpuATHLIX Peakuuidi Npu MNPUMEHEHWN aHanormyHbIX NEeKAPCTBEHHbIX
npenapatoB W NEeKapCTBEHHbIX MpPenapaToB, B COCTAB KOTOPbIX BXOAST [HeMCTBylolwMe BewecTBa W (Mnn)
BCMOMOraTe/nbHble BEWECTBA NeKapCTBEHHOrO Npenapara;

[) WHble NPWYUHBI MOSIBNEHWSI HebnaronpusiTHOM peakumn (B3auMOLENCTBME C LPYrUMK NeKapCTBEHHbIMU
npenapartam UM KOPMOBLIMK AobaBkaMy AN XMBOTHbIX, HAPYWeEHNe TpeboBaHWA UHCTPYKLUM MO BETepUHAPHOMY
NPUMEHEHMIO NEKAPCTBEHHOrO npenapara, HeynoBNETBOPUTENbHbIE YCNOBUS COAEPXaHUS U KOPMIEHUS, CTpecc-
hakTopbl, KNUMaTNYECKUE YCNOBUS, HEAOCTATOK KOMMYECTBA U/UNKU KayecTBa NMUTbEBON BOAbI, peakumsi Ha Opyroin
NMPUMEHEHHbI NeKkapCTBEHHbIN Npenapar).

OueHka pacnpocTpaHeHHOCTN HebNaronpusATHON peakummn OCyLEeCTBNSAETCS NyTEM YCTAHOBEHNS MPOLEHTHOro
COOTHOLWEHMS MEXAY KONMYECTBOM XMBOTHBIX, Y KOTOPbIX BO3HUKNA HEOnaronpusitTHas peakumsi 3a onpenenéHHbli
nepvon (NpW YCNOBWMW YCTAHOBNEHWS MNPUYUMHHO-CNEACTBEHHOW CBA3WM MeXAy MPUMEHEHWEM NeKapCTBEHHOro
npenaparta Ans BETEPUHAPHOro NPUMEHEHNS U HEGNAronpuATHOM peakumei) N KONMMYECTBOM XUBOTHbIX, KOTOPbIM
NPUMEHANCSA NeKapCTBEHHBIN Npenapar AN BETEPUHAPHOr0 NPUMEHEHWS.

6. ViHpopMauuio o HebnarompusiTHbiX peakuusix cybbekTbl 0bpalleHnsi NeKapCTBEHHbIX CPEACTB OONXKHbI
HanpaensiTb B Poccenbxo3Hansop (ero TepputoprarnbHbie OpraHbl):

B 9NEKTPOHHOW (bopMe Yepe3 dhelepanbHylo roCy[apCTBEHHYD WHOPMALMOHHYI0 cucteMy B obnactu
BETEpPUHApUM Mpasuna Co3[aHus, pPasBUTUS W 3KChiyataumm KOTOPOW  perynmpyoTcs  NOCTaHOBEHMEM
MNpaeutenbcTtea Poccuiickon depepaumn ot 07.11.2016 N 1140 "O nopsoke cospaHus, passutvua v akcnayaTaumm
depnepanbHOil  rocynapCTBEHHOW  MHAOPMALMOHHONW  cucTtembl B obnactm  BeTepuHapun"  (CobpaHue
3akoHogatenbctea Poccuiickon Penepaummn, 2016, N 46, c1.6470) (nanee - uHopmalumoHHas cuctema) unm no
afpecy anekKTPOHHO nouThl: farmnadzor@fsvps.ru;

Ha ByMa>kHOM HocuTene.

7. WHpopmaumsa o HebnaronpuaTHbIX peakuumsix, noctynuewas B Poccenbxo3Hansop (ero tepputopuanbHble
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opraHbl) Ha 6yMaxHOM HoCuTene, Mo 3NEeKTPOHHON MOYTEe BHOCUTCS B MHOPOPMALMOHHYIO CUCTEMY OTBETCTBEHHbLIMU
WCNONHUTENSAMU NOAPA3AeNeHuNiA, YNONHOMOYEHHbIX OCYWECTBASTL FOCYAAaPCTBEHHbIA KOHTPONb (Haa3op) B capepe
obpalueHns nekapCTBEHHbIX CPEACTB (Aanee - 0TBETCTBEHHbIN UCNONHUTENb) HE NO3AHEe ceMn paboynx AHel ¢ naTtbl
nocTynneHusi B Poccenbxo3Han3op (ero TeppuTopuanbHbie opraHbl) MHGOpMaLmu.

CoobueHns 0 HebnaronpusATHbIX peakuusx, HanpaBnsieMble cybbekTamm obpalleHns NekapCTBEHHbIX CPeAcTB
nocpencTsoM MHAOPMALIMOHHOW CUCTEMbl B 3/IEKTPOHHOW CPOPME, PErucTpupyloTcs B aBTOMatM4YeCKOM peXuMme.
OTnpaButenb CcoOBWEHUSI MofyYyaeT Ha 3NEeKTPOHHbIA agpec, yKasaHHbli UM B WMHPOPMAaUMOHHOW cucTeme,
NOATBEPXAEHNE peructpauuy coobleHns B TeyeHne OAHOro paboyero OHS C AaTtbl HaMpaBneHWs COoblWeHus B
VH(POPMaLIMOHHYIO CUCTEMY.

8. VHdpopmaumsi o HebnaronpusiTHbIX peakumsix B WHGOPMALMOHHOW CUCTEMe JOoNXHa ObiTb [OCTynHa
paspaboTuMkaMm NEKaPCTBEHHbIX NpPenapaTtoB, NPOVM3BOAUTENSIM NEKaPCTBEHHbLIX MPenapaTos, AepXaTensMm Wm
BNafenbLaM pPerucTpaunoHHbIX YAOCTOBEPEHWA NIeKapCTBEHHbIX MNPEenapatoB  WAW  YNONHOMOYEHHbIM UMK
IOPUOMYECKMM  NMLAM, KOTOPble HECYyT OTBETCTBEHHOCTb 3a KayecTBO, 3PEEKTUBHOCTb M 6He30MacHOCTb
NeKapCTBEHHOrO npenaparta (panee - nepXaTenu) B OTHOWEHUM 3apPEerucTpUpoBaHHbIX UMW Ha TeppuTopum
rocynapcTB - 4neHoB EBpasuiickoro skOHOMNYECKOro Col3a N1eKapCTBEHHBIX NPenapaTos.

9. PekomeHOyemblii 06pasel, nNepeyHs MpencTaBfsieMblX CBEOEHUA B MHHOPMALMOHHYD  CUCTEMY,
CMCTEMATU3NPOBAHHbBIX HA OCHOBAHUM [aHHbIX COOOWEHWA O HebnaronpuATHLIX peakumsx, MOCTynawowmx ot
cy6bekToB 0bpalleHuns nekapCcTBEHHbIX CPEACTB, NpuBeneH B npunoxeHun N 1 kK HacTosiwemy Mopsaky.

Il. AHann3 uHcpopmMaumm o HebnaronpuUATHbIX peakuMsax, noctynarwen B PoccenbxosHansop
(TepputopmanbHble opraHbl Poccenbxo3Hansopa) oT cy6bekToB 06palleHuin NeKapCTBEHHbIX
cpencTts

10. O6patlieHns 1 xanobbl cybbekToB 0bpalleHns NeKapCcTBeHHbIX CPeacTs, NnocTynawuwme B Poccenbxo3Hansop
(ero TeppuTopUanbHbie opraHbl) U codepXxawme nHopmaumnio o HebnaronpUsSTHbIX peakumsax (oanee - obpalleHns),
paccMaTpuBalOTCA OTBETCTBEHHBLIMU NCMONHUTENSMU B COOTBETCTBMM ¢ PenepanbHbiM 3aKOHOM OT 2 mas 2006 r. N
59-®3 "O nopsinke paccMoTpeHns obpaleHuii rpaxaaH Poccuiickoin depepaunn” (CobpaHne 3akoHopatenbcTea
Poccuiickoin depepauun, 2006, N 19, ¢1.2060; 2010, N 27, ¢1.3410; N 31, cT1.4196; 2013, N 19, c1.2307; N 27,
cT.3474; 2014, N 48, c1.6638; 2015, N 45, c1.6206) (Lanee - ®enepanbHbii 3akoH N 59-D 3).

11. OTBETCTBEHHbIM WCMONHUTENEM MPOBEPSIOTCS LOCTOBEPHOCTb W A0CTATOYHOCTb MHpopMaumm gns eé
0b6paboTkn 1 aHanusa. B cnyyae ecnu uHdgoopmauun, nprBeneHHo B obpalleHnun, HefocTaTouyHo 4Nsi NPOBEeAEHUS
06paboTkM 1 aHanM3a, OTBETCTBEHHbIA MCMOMHUTEND FOTOBUT MPOEKT 3arnpoca AOMNOMHUTENBHOW MHGpopMaLmum y
oTnpaBuTens obpalleHns B npenenax cpoka, ycTaHoBneHHoro denepanbHbiM 3akoHoM N 59-D 3.

3anpoc HanpaenseTcs cy6bekTy obpalleHunsi NeKkapCTBEHHbIX CPEACTB NocpeacTBOM MHGOPMALMOHHOWM CUCTEMBI
nnun Ha 6yMaxKHOM HOCUTENE MOYTOBbLIM OTNPAB/IEHVNEM C YBELOMIIEHUEM O BPYHYEHUN.

NHpopmaumsa He noanexumT obpaboTke u aHanu3dy B cnyyae, €Cnv He UAEHTUULMPOBAHbI IOPUONYECKOE UMK
hU3Myeckoe nuUO, BbiSIBMBLIEE HEONAronpusATHYD peakumio, XMBOTHOE (rpynna >XMBOTHbIX), Y KOTOPbIX
Habnopanacb HebnaronpusTHas peakuns, NPUMEHEHHbI NeKapCTBEHHbI npenapat, CUMNTOMbI HebnaronpusTHOM
peakuuu.

12. Nepxartenb Bnpase npeacTaBuTb Poccenbxo3Hansopy nHopmaumio 06 oLeHke TSXecTn HebnaronpusaTHOM
peakuun, 0 00Kas3aHHOCTU MPUYMHHO-CNEOCTBEHHOW CBA3W MeXAOy NPUMEHEeHVWeM NieKapCTBEeHHOro npenapara u
BO3HUKLWEV HeOnaronpusaTHOM peakuuen, a Takxe AaHHble 0 pacnpocTpaHeHUn HebnaronpuaTHOM peakLuum.

13. B cnyyae noaTBepXAEHUS CBELEHWIA, yKa3aHHbIX B obpalleHun, fjepxaTtens 06s3aH NpoBECTU MEPONPUSTUS
B COOTBETCTBMM C NyHKTamn 26-28 HacToswero Nopsaka.

14. Tocne ycTaHoBNEHMSI pakToB M OBCTOSTENLCTB BO3HWKHOBEHWUS HeHNaronpusiTHOM peakuum npu
NMPVYMEHEHUN NeKapCTBEHHbIX npenapatoB Poccenbxo3Han3op ysBeaoMnseT yepe3 WHMOPMALMNOHHYIO CUCTEMY
YupexheHne o 3aperucTpupoBaHHoi HebnaronpusTHoOW peakuuu.

15. YupexpeHneMm MpoBOAMNTCA aHanM3 wuHdopMaumm o HebnaronpuaTHbIX peakumsix, B TOM 4ucne
yCTaHaBNMBAETCS MPUYMHHO-CNEACTBEHHAS CBA3b MeXIy TMPUMEHEHWEM NEKapCTBEHHOro npenapara U
BO3HMKHOBEHVEM HeBnaronpusaTHLIX peakuuii, OLEeHMBAETCS PaAciPOCTPaHEHHOCTb HEBNaronPUSATHLIX peakuuii.
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16. B cnyyae BbISIBNEHUS CBELEHWA, HE COLEpPXaluxXcsa B MHCTPYKUUW MO MNPUMEHEHMIO NEKAPCTBEHHOIO
npenapata nvMbo CBUAETENbCTBYIOWMX 06 W3MEHEHUM OTHOWEHMS OXMWOAEMOA MONb3bl K BO3MOXHOMY PUCKY
NpVMeHeHNs NeKapCTBEHHOro npenapaTa, Y4YpexXaeHueM B TedeHne aaauatu paboynx aHen B PoccenbxosHansop
HanpaBnseTCcs 3ak/lOYeHUe, codepXallee NPEnNoXEHUs MO MUHAMU3ALMU HEraTMBHBIX SIBAEHWU Npu obpalieHnm
NeKapCTBEHHOMO npenaparta (pekoMeHayeMblli 0bpaseL, 3akntoYeHns npveeaeH B npunoxeHnn N 2 K HacTosiwemy
Mopsaaky).

17. B cnyyae, ecnn npuyvHOW HebnaronpusiTHoOW peakuun SIBASIETCS HECOOTBETCTBME NeKapCTBEHHOro
npenapata TpeboBaHMsM kadyecTBa, Poccenbxo3Han3opoM MPUHMMAETCSl peleHne O MpPOBeneHWM BbIOOPOYHOro
KOHTPONS KayecTBa NeKapCTBEHHOrO npenapara B COOTBETCTBUM C MYHKTOM 7 cTatbu 9 dedepanbHOro 3akoHa ot
12.04.2010 N 61-d3 "O6 obpaweHun nekapcTBeHHbix cpeacTs" (CobpaHne 3akoHomaTenbcTBa Poccuiickon
depepaunm, 2010, N 16, ¢1.1815; 2014, N 52, ¢1.7540) (nanee - 3akoH N 61-D3).

18. B cnyyae, ecnu nNpuymMHON HeGNaronpusiTHOM peakumm UM yrpo3bl XU3HU U 3[00POBbI0 XMBOTHOrO (rpynnbi
XUBOTHbIX) SIBNSIETCS HapylweHue cybbekTamum obpalleHns nekapCTBEHHbIX CPEeACTB 3akoHodaTenbcTBa B cgepe
obpalleHuns nekapcTBEHHbIX CPeACTB, Poccenbx03HaA30pOM B TeUYEHME NATY pabounx LHEW NPUHUMAETCS PEWEHUE O
npoBeaeHNM NpoBepkn cobnoaeHns cybbekTamm obpalleHns nekapCTBEHHbIX CPENCTB, YCTAHOBNEHHbIX 3akoHoM N
61-®3 1 NPUHATLIMA B COOTBETCTBMU C HMM WHBIMW HOPMATMBHBLIMKA NMPaBOBbIMM akTamyn Poccuiickoin denepaumm
TpeboBaHWii K XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickyio ®@enepaunto, OTMAYyCKY, peannsaumy NekapCTBEHHbIX
CPenCTB, NPUMEHEHWIO NEKAapCTBEHHbIX MpenapatoB B nopsike, yCTaHOBNeHHOM ®defdepanbHblM 3aKOHOM OT 26
nekabps 2008 r. N 294-d3 "O 3awute npaB IOPUAMYECKUX NUL W UHOMBMAOYaNbHbLIX NPeanpuHUMaTenei npwu
OCYLWECTBNIEHUN  TFOCYLAPCTBEHHOrO  KOHTpONs  (Hamsopa) W MyHuuMnanbHoro  kKoHTpons"  (CobpaHue
3aKkoHogaTtenbctBa Poccuiickon depepauumn, 2008, N 52, c1.6249; 2009, N 18, c1.2140; N 29, c1.3601; N 48,
c1.5711; N 52, ¢1.6441; 2010, N 17, ¢1.1988; N 18, c1.2142; N 31, cT1.4160, c1.4193, c1.4196, N 32, c1.4298; 2011, N
1, ¢1.20; N 17, ¢1.2310; N 23, ¢1.3263; N 27, ¢1.3880; N 30, c1.4590; N 48, c1.6728; 2012, N 19, ¢1.2281; N 26,
cT1.3446; N 31, ¢1.4320, c1.4322; N 47, c1.6402; 2013, N 9, cT1.874; N 27, c1.3477; N 30, c1.4041; N 44, c1.5633; N 48,
cT.6165; N 49, c¢1.6338; N 52, c1.6961, 6979, 6981; 2014, N 11, c1.1092, 1098; N 26, cT1.3366; N 30, c1.4220, 4235,
4243, 4256; N 42, c1.5615; N 48, ¢1.6659; 2015, N 1, ¢1.53, c71.85; N 14, ¢1.2022; N 18, c1.2614; N 27, c1.3950; N 29,
cT.4339, c1.4362, c1.4372, c1.4389; N 48, ¢1.6707; 2016, N 11, ¢1.1495; N 18, ¢1.2503; N 27 , c1.4160, cT1.4187,
cT1.4287; N 50 ¢1.6975; 2017, N 9, c1.1276).

lll. AHanu3 nepmoanYecKux oT4eToB No 3o PeKTUBHOCTU N 6€30NaCHOCTU NIEKAaPCTBEHHbIX
npenaparoB 1 onepaTMBHOM MHAPOPMaLLMM O He6NaronNPUATHbIX peakLuusx

19. Poccenbxo3Haa3opom B TeyeHne 30 kaneHiapHbIX OHEN paccMaTpuBaloTCa NpeacTaBneHHbIe aepXarensamu
nepvoamyeckme otyeTbl 06 3PPEKTMBHOCTM 1 6E30MacHOCTM NEKaPCTBEHHbIX MpenapatoB (4anee - OTYeTbl) U
onepaTtuBHas MHopMaumsa o NOBOYHbIX AENCTBUSX, HE YKA3aHHbIX B MHCTPYKLUSX MO MPUMEHEHUIO NEKAPCTBEHHbIX
npenapartoB, CEPbE3HbIX W HENpPeaBUOEHHbIX HeXenaTenbHblX peakumsix, 06 0COBEeHHOCTSX B3aMMOAENCTBUS
NEeKapPCTBEHHBIX MPENApaToB C APYrMMU NEKAPCTBEHHBIMU NpenapaTtamu, KoTopble Obinu BbiISIBNEHbI NPY NPOBELEHNM
KNMHWYECKMX NCCNea0BaHNiA U NPUMEHEHNM NEKAPCTBEHHbBIX NpenapaToB (fanee - onepatuBHas nHgpopMauums).

20. B TeveHne nsTM pabounmx [OHeW C Jatbl MOCTYMNEHUs OT4YéTa WAM  OonMepaTUBHOM WHGOopMaLun
Poccenbxo3Han3opoM MpPOBEPSETCA OOCTATOYHOCTb CBedeHWi Aans obpaboTkM M aHanusa npencTaBneHHoM
vHpopmMaumn, dpopmupyeTcs B WHPOPMaLMOHHON cCUCTeMe 3ajdaHwe Ha npoBefeHWe aHanusa npenctasfieHHOW
UHbopMaLmmn B YupexaeHue.

21. B cnyyae BbisBNeHWs OwWMOOK WUNM  HETOYHOCTEA B OTYETE WAM  OMepaTMBHOW  UHGOpMaLUK
Poccenbxo3Haa3o0poM HamnpaensieTcs yBeLOMIeHe 0 He0OX0AMMOCTM AOPaboTKMN Yepes NHEPOPMALIMOHHYIO CUCTEMY.
Depxatenb 06s13aH B Te4yeHUe NsTu pabounx OHEl Nocie OKOHYaHUS CPoKa, YKasaHHOro B MyHKTe 20 HacTosWero
Mopsioka, yCTpaHUTb 3aMeyaHus W MpeacTaBuUTb OTYET WAM OMepaTMBHYID WHAOPMaUMIO C BHECEHHbIMM
N3MEHEHNSMU.

Iepxatenb OO UCTeYeHUs cpoka, yKkasaHHOro B abs3aue nepBOM HACTOSWEro MyHKTa, BrpaBe HanpaBuTb B
Poccenbxo3Han3op 4epe3 WMH(OPMAULMOHHYIO CUCTEMY obpaweHne O MNPOANIEHVMU BbllEYKA3aHHOro cpoka Ans
nopaboTku. Cpok nopaboTky MoxeT ObiTb NpoAsieH He 6onee YeM Ha fecaTb paboumx OHEN.

22. YypexeHveM npoBoasatcs 06paboTka U aHanns 0TY4ETOB M ONepaTUBHOM MHpOpPMaLIMKM B TeYeHNe ABaaLaTu
paboynx OHe C MOMeHTa NPEACTaBNEHUS OTUYETA UK ONEPATUBHON MHCPOPMALIMM B COOTBETCTBUM C NyHKTamm 19, 21
HacToswero lMNopsaaka.
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23. lpwn npoBegeHWM aHanuaa OTYETOB W OMEpPaTVMBHOW WHopMauuyM YupeXOeHUeM ComnocTaBnseTcs
nony4yeHHas MHopMaLns C UMEKWMMUCS CBEOEHVMSMM O NeKapCTBEHHOM npenapare, obobuwatoTca pesynbraThl
06paboTkM [HOaHHbIX O NeKapCTBEHHOM npenaparte, HaHHble Hay4HbiX nybnukauuii, MHOpMaumUs KOHTPONbHO-
HaA30pHbIX OpPraHOB WMHOCTPaHHbIX rocynapcts 06 obpaleHun nekapcTBEHHOro mnpenapara, CpaBHMBAOTCS
mMatepuanbl MO Pas3NNyHbIM BPEMEHHLIM NMEPUOAAM W WMHbIM MapameTpam, CBOLATCS W rPynnupyloTCs NONyYeHHble
JaHHble, POPMYNNPYIOTCA BbIBOLbLI M €XEMECSYHO NPeAcTaBnaloTcs B Poccenbxo3Han3op 3akiioyeHns no utoram
NPOBEeAEHNS aHanM3a 0T4YEeTOB 1 ONepPaTMBHON MHGDOPMaLIMN.

24. OTBETCTBEHHbI CrieunanucT YuypexaeHus, npoBoamBLwmin o6paboTky n aHanma otyeTta v (Unm) onepaTUBHOM
UHopmMaumn, BHOCUT B WHMOPMALMOHHYIO CUCTEMY CBELEHWS O pesynbTartax pacCcMOTPeHUs OTHYETOB W
onepaTtuBHOW NHpopMaLUK.

25. [LepxaTenb yBeOOMNsieTCS O pe3ynbTaTax PacCMOTPEHUS OTYETOB W OMepaTUBHOW UHGPOPMALMN
nocpeacTBOM MHCPOPMALIMOHHONM CUCTEMDI.

IV. Bsanmopencteue Poccenbxo3Hamsopa ¢ gepxarensiMm npyu pacCMOTpeHUn coobLueHun o
He6naronpusATHbIX peakLuusx

26. MNpwn BbIABNEHMN HEONArONPUATHBIX peakumnii nepxatenu nMbo ynoaHOMOYEHHbIE UMW OPYrne lopuanyeckme
nMua B TeyeHue nsATM pabounx pHel 06si3aHbl NPUHSTb MEPbl, HanpaBfieHHble Ha YCTPaHeHWe HeraTuBHbIX
NoCnefCcTBMA MPUMEHEHUS TakWX NEKAPCTBEHHBLIX MPENapartoB, nNpeaynpexXaeHue NPUYMHEHNS Bpena XU3HW Unun
3[0POBbI0 XMBOTHBIX, 3aALNTY UX OT MPUMEHEHMUS TaKUX NEKaPCTBEHHbIX NPenapaToB, Ha AOMONHUTENbHbIA cHop
JaHHbIX 06 achppekTMBHOCTM 1 HE30MaCHOCTU TaKUX NEKAPCTBEHHbIX NpenapaTos.

Lepxatenb nMbo ynonHOMOYEHHOE UM Opyroe Iopuanyeckoe Nvuo Brnpase HanpaeuTb B Poccenbxo3Hansop Ao
OKOHYaHWS CpOoKa, YCTAHOBNEHHOro ab3aueM MepBbiM HACTOSIWEro MyHKTa obpaleHne O MPOANEeHUM cpoka Lns
MPUHSATUS Mep NO MPEeLyNPeXAeHNIO NMPUYNHEHNS Bpeda XW3HW U 3L0POBbI0 XMBOTHbIX, 3aWMUTE OT NPUMEHEHUS
NeKapCTBEeHHbIX MpenapaTtoB, UCMOSIb30BaHMe KOTOpPbIX npmBeno K BO3HMKHOBEHWUIO He6ﬂarOI'IpVIFITHbIX peaKLlMVI C
060CHOBAHMEM MPUYKH.

Cpok nopaboTky MOXeT BblTb NPOA/EH He Bonee YeM Ha fecATb paboymx OHEiA.

27. O nNpoBefeHHbIX MeponpuATUAX aepxatenb NMb0 yNnoNHOMOYEHHOE UM OpYyroe IopuanYecKoe NnuUo OOMXHb
MHhopMUpoBaTtb Poccenbxo3Han3op B CPOK He MpeBblwalowmii Aecsitn pabounx OHed C MOMEHTa MOCTYynneHus
coobLweHniA 0 HebnaronpUSATHLIX peakumnsx.

28. B cnyyae nontBepXAeHMS BO3HUKHOBEHWS HeONaronpusiTHONM peakuun npy NPUMEHEHUN NEKAPCTBEHHOMO
npenaparta, a TakXxe OTCYTCTBMS HapyleHuin 3akoHopaTtenbcTBa Poccuiickoin depepaummn B ciepe obpalieHus
NEKAPCTBEHHbLIX CPEACTB LN BETEPUHAPHOTO MPUMEHEHUS XO3AWCTBYKOWMMU cybbekTamn Jepxartenb unu
YMOJIHOMOYEHHOE MM OpYroe lopuanyeckoe nuuo BripaBe MOCPEenCTBOM MHMPOPMAUMOHHOW CUCTEMbI MPEACTaBUTb
pesynbTaTbl [LOMOMHUTENbHBIX WCCNENOBaHUA apXxMBHbIX 06pasLOB Cepuy NEKApCTBEHHOro npenapara, npu
NMPVMEHEHN KOTOPOro BO3HUK A HebnaronpuaTHas peakums.

V. UHcpopmupoBaHue cyb6beKTOB 06paLLeHUsi NEKapCTBEHHbIX CPeACTB Ol BETEPUHAPHOro
npuMeHeHUs1 B pamkKax chapmakoHap3opa

29. Poccenbxo3Hansop pasMelwaeTt NHopMaLnio 0 peLeHnsx, MPUHATLIX B COOTBETCTBUM C YaCTbio 7 cTaTby 64,
yactamm 1 n 2 ctatbm 65 3akoHa N 61-P3 1 no ocHoBaHUAM, ykasaHHbIiM B nyHkTax 1, 9, 10 ctatbm 32 3akoHa N 61-
®3, B TeueHne nsatn pabounx OHein co OHS NPUHATUS TakuX PeleHnii Ha odomumnanbHOM cainTe Poccenbxo3Haasopa.

MpunoxeHue N 1

Kk Mopsaky ocywecTBneHns doapmMakoHansopa B
OTHOLWEHWW NeKapCTBEHHbIX Npenapartos Ans
BETEPUHAPHOr O NMPUMEHEHNS, YTBEP X OEHHOMY
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npukasom ®enepanbHon cnyxo6ebl
Nno BETEPUHAPHOMY 1 (OMTOCAHUTAPHOMY Han30py
ot 11 anuBaps 2018 rona N 9

PekomeHayemblii obpasel

MNepeyeHb NpeacraBnsemMbiX cBeaeHU B UHGPOPMaLIMOHHYIO CUCTEMY, CUCTEMaTU3MPOBaHHbIX Ha
OCHOBaHMM OaHHbIX COOOLLEHNI O HebnaronpuATHbIX peakLuUsaX, NOCTyNaloLWUX oT Cy6beKToB
o6paLLeHns NeKapCTBEHHbIX CPeACTB

N n/n CeeneHusi 0 HebnaronpuaTHOW peakuum 3HayeHne
1 Jara BBefneHns nHcpopmauum
2 JlekapcTBeHHbIN Npenapart (MexXxayHapogHoe HenaTeHTOBaHHOE HauMeHoBaHue, Toprosoe
HanMeHOBaHue)
3 HanmeHoBaHWe 1 agpec Npon3BOAMTENS NEKapCTBEHHOr O npenapara
4 HanmeHoBaHue 1 agpec gepxarens nekapCTBEHHOro npenapara
5 Homep cepumn nekapCTBEHHOro nNpenapara
6 Jlata npoussoacTBa NEKAPCTBEHHOro npenapara
7 [MyTb BBEAEHUS NEKAPCTBEHHOrO npenapara
8 OtnpasuTtensb nHopmauum
9 OpraHusauus, BolsiBMBLIAS HEONAronpuUsSTHYO peakumo
10 Cyb6bekT Pocculickoin @enepaumm, HACENEHHbIN MYHKT
11 Bua, Bo3pacTt, Noa XUBOTHOIO
12 Jarta nonyyeHus nHcopmaumm
13 Bun HebnaronpuaTHoi peakuun (NoboYHoe OelicTBre, HexXenaTeNlbHas peakuus, cepbesHas

HexXenartenbHas peakuus, HenpeasnieHHas HexenaTenbHas peakums, UHOMBUOyanbHas
HenepeHoCUMOCTb, OTCYTCTBUE 3DPEKTUBHOCTIN NEKAPCTBEHHOro npenapara, UHble pakTbl 1
0bCcTOoATENbCTBA, NPEACTaBNSAoWME YrPO3Y XU3HN NN 3L0POBbIO XNBOTHOr0, 6€30MacHOCTM
XMBOTHOBOAYECKOM NPOAYKLIMM XUBOTHOMO NMPOVCXOX AEHUS MOCNe NPUMEHEHNS
NeKapcTBEHHOroO npenapara)

14 OnvcaHne HebnaronpusATHOW peakumm

15 Vcxon HebnaronpuaTHoOM peakumm

16 VHhopmaums 0 paccMoTpeHun obpalleHns nnm xanobbl 3asButens
17 VIHtpopmMaumsi 0 nevyeHnr XNBOTHOMO

MpunoxeHue N 2

K Mopsaky ocywecTeneHns chapmakoHaasopa
B OTHOLIEHWW NEeKapCTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY NPUKa3oM

depnepanbHOi cnyxo6sbl

no BeTEPUHAPHOMY

u doutToCaHMTaApPHOMY HaL30py

ot 11 auBapsa 2018 rona N 9

PexomeHayemblii 0bpaseL

3akniyeHme N0 MMHUMU3aLLMN HEraTUBHbIX IBNIEHUN npun 06pau1.eva| neKapcTtBeHHOro npenaparta

1. O6wme nONoXeHus (nNepwon MOHUTOPWHra, 0OBEKT aHanuaa, MeToHOoNorMs npoBeaeHns paboTol,
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aKkTyaNnbHOCTb AaHHbIX).

2. lcTo4HMKM nonyyeHms nHcpopmaumm 1 nx onnucaHue.

3. KpaTkue cBefeHuMs 0 nekapcTBEHHOM npenapare (MHgpopMauus o perncTpaunm nekapcTBeHHOro npenapara B
OpYyrmx cTpaHax, AaHHble O Mpou3BoAMTEene M pas3paboTyvke, PerucTpaunoHHble LaHHble, 06beM noTpebneHus
nekapcTBeHHOro npenaparta B Poccuiickon ®epepaumm n B 4pyrux rocygapcreax).

4. O630p perynsiTopHbiX PELWEHWA B OTHOWEHUM NEKAPCTBEHHOrO npenapara, a TakXxe MeponpusTuil,
HanpaBneHHbIX Ha MoBbleHNe 6e3onacHocT. AHanM3 onbiTa MNPUMEHEeHWS Mep TNpu BbiSBNEHUM npobnem
a2 hekTUBHOCTU 1 6E30MaCHOCTY NEKAPCTBEHHOIO NPenapaTa, a Tak>Xe CXOXMX NeKapCTBEHHbIX NPenapaTos.

5. OueHka atphpeKTUBHOCTY 1 6e30MacHOCTH:

N3MEHEHUs] XapakTepUCTUK W HOBble AaHHble O /eKapCTBEeHHOM npenapate (3PdEKTUBHOCTb, KayecTBo,
6e30MnacHOCTb);

cBegeHnsa, He cogepxawmecd B UMHCTPyKUMM MO BETepuHapHOMY TNPUMEHEeHUKo nnnm  ceeneHusd,
ceupeTenbCcTBylowmne 00 W3MEHEHMM OTHOWEHUS OXMWOAEeMOW MoNb3bl K BO3MOXHOMY pPUCKY MNMPUMEHEHNA
NnekapCTBEeHHOro npenapara,

0CcobEeHHOCTMN B3anUMOAeNCcTBNS nekapCTBEeHHOro npenaparta ¢ opyrmmm nekapCrtBeHHbIMU npenapartami;

onncaHune np06r|eM 6e3onacHoCcTH (BI'IepBbIe N He BnepBble BbIABNEHHbIX, 00 BEKTUBHBIX 1 CY6'beKTVIBHbIX);

6e3onacHoCTb npoaykunn XmMBOTHOIO NPONCXOX OEHUA nocne NnpuMeHeHna nekapCTBeHHOro npenapara.

6. Pe3yanaTb| nccnenosaHui neKapCTBeHHOro npenapara, npoBOOMMbIX B paMKax BbIMOMHEHNA MNiaHOB
KOHTPONA KayecTBa n BbI60pO'-IHOFO KOHTPONA nekapCTBEHHbIX CPencTB.

7. 3aK/IloYEHNE O NPUYMHAX PasBUTUS HEONaronpuUsSITHON peakumn.

8. OueHka [OOoCTaTOYHOCTM Mpefnaraembix OepXaTenem MeponpuaTuii ons nNpenoTBpaleHus Bpeda XWU3HWU u
300POBbI0 XMBOTHbBIX NPV MPUMEHEHUW NeKapCTBEHHbIX Mpenaparos.

9. BbiBOA, 0 AOCTOBEPHOCTU (MOMHOTE) CBEAEHUIA, COAEPXKALLMXCS B MHGOPMALIMN 0 HEONAronpusTHbIX peakumsix,
UNW BbISIBNIEHNE HEOOCTOBEPHOCTU (HEMOMHOTHI) YKa3aHHOW MHCPOPMALMKM 11 CBEAEHMWIA.

10. CBeLieHUsi O BbISIBIEHHOM W3MEHEHUM OTHOLWEHWS OXWAOAeMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs!
NeKapCTBEHHOro npenaparTa.

11. Tabnuubl, rpacgnyeckne 1 Hble BCnoMoraTesbHble MaTepuarnbl.

12. I"Ipeunoervm No NPUHATUIO pelleHnA B OTHOWEHNN neKapCTBEHHOro npenapara.

ONEeKTPOHHbIA TEKCT AOKYMEHTa
nogrotoeneH AO "Kogekc" n ceepeH no:
OduumanbHbIi MHTEpHET-NopTan
npasoBoil MHpopMaLmn
www.pravo.gov.ru, 29.03.2018,

N 0001201803290004
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