06 yTBepxpaeHuu Mopapka ocywecrteneHusa ¢apmakoHan3opa B
OTHOLUEHUM JIeKAapPCTBEHHbIX NpenapaToB A1 BEeTePUHAPHOro
npMMeHeHus

Mpuka3 ®enepanbHoOM CNyX6bbl N0 BETEPUHAPHOMY U hUTOCaHUTapHOMY Haa3opy - Ne 9 - 07 11.01.2018 - lencTByeT C
N3MEeHeHNsAMNU

®ELNEPAJIBHAA CNTYXKBA MO BETEPUHAPHOMY I ®UTOCAHUTAPHOMY HA30PY
MPUKA3
MOCKBA

11 aHBaps 2018 r. Ne 9

06 yTBepxAeHuM Mopsiaka ocyLlecTBleHNs hapMakoHaA30pa B OTHOLLEHWW IeKapCTBEHHbIX NpenapaToB
A5 BETEPUHAPHOIO MPUMEHEHNS

3aperncTpupoBaH MuHiocTom Poccum 28 mapTa 2018 r.

PernctpaunoHHbIn Ne 50537

B cooTBeTCTBUM C YacTbto 2 cTaTbh 64 PepepanbHOro 3akoHa oT 12.04.2010 Ne 61-d3 "06 obpatlueHun
NeKapcTBeHHbIX cpencTs" (CobpaHme 3akoHofaTenbCTBa Poccminckon depepauun, 2010, Ne 16, ¢T. 1815;
2014, Ne 52, cT. 7540)

NpuKasblBalo:

YTBEpANTL NpuiaraemMbli Mopsnok ocyLlecTBneHUs hapMakoHa30pa B OTHOLLEHUN IeKapCTBEHHbIX
npenapaToB A5 BETEPUHAPHOro NPUMEHeHNS.

Pykosogutens C.A.[laHkBepT

YTBEepXaeH

npvka3som ®efnepanbHON CNy>Xbbl N0 BETEPUHAPHOMY U (HMTOCAHUTAPHOMY HaZ30py
oT 11 aHBaps 2018 r. Ne 9

Mopapok ocyllecTB/eHUs hapMakoHaa30pa B OTHOLLIEHWMN NeKaPCTBEHHbIX MPenapaToB As
BETEPUHAPHOI0 NPUMEHEHUS
|. ObLime NnonoXeHns

1. HacTosiwun Mopsagok ycTaHaBAMBaeT TpeboBaHMA K OCYLLECTBJIEHUIO (hapMakoHaa3opa PeaepasibHON
cny>x6ol No BeTepMHapHOMY 1 PUTOCAHUTAPHOMY Haa30py.

2. ®apMaKoHaA30p OCyLLeCTBAAETCS POCCenbXx03HaA30poOM U ero TeppUTOpMabHbIMK OpraHaMu, €
npuBieyYyeHnem NoABeAOMCTBEHHOIO yupexaeHns Poccenbxo3Han3opa (ganee - YupexaeHue), nytem
aHasM3a nNpefocTaBniseMon cybbekTamm obpalleHns nekapCTBEHHbIX CPeACTB A5 BETEPUHAPHOr0
NpUMeHeHns (panee - cybbekTbl 0bpalleHns NeKapCTBEHHbIX CPEACTB) UHGOPMaLUN 0 MOBOYHBIX
AENCTBUSAX, HEXXeNaTeNbHbIX PeaKLMAX, CEPbe3HbIX HEXEeNaTebHbIX peakLUusx, HernpeaBuaeHHbIX
He)KenaTeNbHbIX peakUMax npy NPUMEHEHNN JIeKapCTBEHHBIX NpenapaTos, 06 NHAMBMAYaNbHOW
HENepeHoCMMOCTK, OTCYTCTBUM 3PPEKTUBHOCTMN NEKAPCTBEHHbIX MPENapaToB, a TakXe 06 NHbIX haKTax
obcToATEeNbCTBAX, NPEACTABAALMNX YIPO3Y XKNU3HMN UAN 300POBbI0 XXMBOTHOIO NPU NPUMEHEHUN
NeKapCTBEHHbIX NMpenapaToB A4 BETEPUHAPHOro npuMeHeHns (,uanee - HeﬁﬂaFOI'IpI/IﬂTHbIe peakuunn,
JIeKapCTBEeHHbIe NpenapaTbl COOTBETCTBEHHO) BbISIBJIEHHbIX Ha BCEX 3Tanax obpalleHns neKapCTBEHHbIX
npenapaTtoB B Poccuinckon ®egepaumnm n Opyrmx rocyaapcrBax.

3. dapMakoHa30p ocyLLecTBaseTCsa ¢ cobniogeHneM 3akoHoAaTeNnbCTBa Poccuinckon depepaun B
06J1aCT 3aWMThbl NEPCOHabHbIX AaHHbIX.

4. ®apMakoHag30p OCYLLEeCTBJISETCA Ha OCHOBAHWUK:
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HaY4HbIX N aHAMTUYECKNX OaHHbIX, MEPUOANYECKUX NMEYaTHbIX U CETEBLIX M3AaHMAX B 061aCTu
BETEPUHApUU;

HAaHHbIX 006 3N1300TMYECKOW CUTYyaL N Ha TeppuTopun Poccuinckon ®epepaumm n 3abonesaemoctu
He3apa3HbIMW 60Ne3HAMM XXUBOTHLIX, BbI3bIBAIOLLMX COMHEHNA B 3(MEKTUBHOCTM 1 6e30nacHoCTH
JleKapCTBEHHbIX NpenapaTos;

WH(OpMaLUKM NOJTlYHEeHHON B X04e OCYLLeCTBIeHMA FoCyAapCTBEHHOr0 KOHTPoNA (Haga3opa) B cepe
obpalleHuns neKapCTBEHHbIX CPEACTB AN BETEPUHAPHOI0 NPUMEHeHUs (4anee - NeKapCTBEHHbIE
cpeacTea).

5. Y4ypexaeHneMm npoBoANTCA OLEHKa NHpopMaLnm 0 HebnaronpuAaTHBIX peakumax, Noay4YeHHON B paMKax
(hapMakoHa30pa, ee aHasin3, yCTaHaBJIMBAETCA NPUYNHHO-CIIeACTBEHHAA CBA3b MeX Y NpUMeHeHneM
NIEKapCTBEHHOro NpenapaTta U BO3HMKHOBEHMEM HeBaronpuAaTHON peakLmm, OLEHNBAETCS
pacnpoCTpaHeHHOCTb HebnaronpuaTHLIX peakLmin, opMUPYIOTCA U HanpaBAsTCA B Poccenbxo3Haa3op
NPeaNoXXeHUs No akTyalbHbIM NpobnemMam B 061acTy hapMakoHaA30pa M BONPOCaM, CBA3aHHbIM C
3W(hEKTUBHOCTbLIO 1 6€30NaCHOCTLIO IEKapPCTBEHHbIX MPenapaToB, OCYLLECTBAAETCA KOHCYIbTaLUOHHasA 1
MeToanyYeckas paboTa, a Takxe B3aumonencTeme Poccenbxo3Haa3opa C rocyAapCTBEHHbIMU OpraHaMm 1
opraHu3aumMsaMm rocyfapcTs - 4aeHoB EBpa3nMnckoro 3KOHOMMYeCKOro Cot3a, OCYLLEeCTBASIOWNMY
LesATeNbHOCTb B 061aCTy BETepruHapum.

[na ycTaHOBEHNS NPUYNHHO-CIEACTBEHHON CBA3U MeXAY NMPUMEHEHNEM SIeKapCTBEHHOro npenapaTa u
BO3HWKHOBEHMEM HebNaronpuaTHOW peakuuy YupexieHneM aHaan3mpyoTcs:

a) nepmnog BpeMEHU Mexay NpMMEeHeHNEM NIeKapCTBEHHOr0 npenapaTta U BO3HUKHOBEHNEM
HebnaronpuaTHOW peakuuu;

6) hapMakoLmMHaMMKa U (hapMaKOKWHETNKA AeNCTBYOLWMNX BELLECTB, BXOAALLMX B COCTaB JIekapCTBEHHOI0
npenapara;

B) BEPOATHOCTb BO3HWKHOBEHMS HabM0AaeMbIX KINMHUYECKMX U NAaTONOrMYEeCKMX (€CAN NMPUMEHMMO)
HapyLUeHNA Npy NPMMEHeHNN NeKapCTBEHHOMO npenapaTa;

) LaHHbIE O BO3HUKHOBEHUUN HEONAronpuATHLIX peakLuid NPy NPUMEHEHUN aHANOr NYHbIX IEKAPCTBEHHbIX
npenapaToB ¥ IeKapCTBEHHbIX NMPenapaToB, B COCTAaB KOTOPbIX BXOAAT AENCTBYIOLME BewecTBa 1 (1nam)
BCMOMOraTe/ibHble BelleCTBa JIeKapCTBEHHOro npenaparTa;

L) VHble NPUYMHBI NOSBAEHNA HeBNaronpuaTHOW peakLuuy (B3aMMoaenCcTBrE C APYTrMUN IeKapCTBEHHbLIMU
npenapaTtaMmn UM KOPMoBbIMM f00aBKaMM A5 XXUBOTHbIX, HapyLLUeHne TpeboBaHWIN MHCTPYKLMM NO
BETEpPMHApHOMY NPUMEHEHUIO JIeKapCTBEHHOI0 NpenapaTa, Hey0BJIeTBOPUTE/IbHbIE YCJI0BUS COAep)KaHus
N KOPMJIEHUSA, CTPeCC-haKTopbl, KIMMaTU4eCKne yCoBrA, HeAOCTaTOK KOMYeCcTBa M/Man Ka4yecTea
NUTbEBOW BOAbI, PEAKLNA Ha OPYron NMPpMMeHeHHbI IekapCTBEHHbIN NpenaparT).

OLeHKa pacnpocTpaHeHHOCTN HebnaronpuATHOW peakLm OCYLLEeCTBASETCA NyTeM YCTaHOB/IEHUS
MPOLEHTHOr0 COOTHOLLEHNSA MEXAY KOJIMYECTBOM XXMBOTHbIX, Y KOTOPbIX BO3HWKNa HebnaronpmaTHas
peakumns 3a onpeaenéHHbIn Nnepunos (Mpu yCnoBuy yCTaHOBAEHMNS MPUYNHHO-CIEACTBEHHON CBA3M MeXay
NPVMEHEHNEM JIEKaPCTBEHHOI O NpenapaTa A1 BETEPUHAPHOro NPUMeEHEHNA 1 HebnaronpuaTHON
peakumemn) n KoIM4eCTBOM XXMBOTHbLIX, KOTOPLIM MPUMEHANCA IEKapCTBEHHLIN NpenapaT Ans
BETEPUHAPHOI0 MPUMEHEHMS.

6. NHchopmaumio 0 HebnaronpuATHbIX peakumnsax CybbekTbl 06palLlleHns NeKAPCTBEHHbIX CPEACTB AOJIKHbI
HanpaBnaTb B Poccenbxo3Haa30p (ero TeppuToprasbHble opraHbl):

B 3/IEKTPOHHOW (hopMe Yepes efepasibHyo rocyaapCTBEHHYO MH(OPMaLMOHHYIO CUCTeMY B 061acTu
BETEPUHAPUU NpaBuia CO3LaHNS, Pa3BUTUSA U IKCMAyaTaLUM KOTOPON PeryanpyoTca noCTaHOBEHNEM
MpaBuTenbcTBa Poccninckon ®eagepaumm ot 07.11.2016 Ne 1140 "O nopagke co3gaHus, pa3Butums un
akcnnyaTaunm ®enepanbHON rocyfapCTBEHHON NHPOPMALIMOHHON cCUCTeMbl B 061aCcTn BeTepuHapun'
(CobpaHue 3akoHopaTenbcTBa Poccminckon ®epepaumm, 2016, Ne 46, cT. 6470) (panee - nHpopMaLMOHHaA
CucTema) Uam no agpecy 3NeKTPoHHOM NoyThl: farmnadzor@fsvps.ru;

Ha BymMa)kHOM HocuTene.
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7. NHdopmaLuma o HebnaronpuaTHbIX peakLusx, NocTynueLas B Poccenbxo3Haasop (ero
TeppuTopuasbHble opraHbl) Ha ByMa)kHOM HOCUTENE, MO 3NIEKTPOHHOWN NOYTE BHOCUTCA B
NHOPMALMOHHYI0 CUCTEMY OTBETCTBEHHbLIMU UCMOJIHUTENAMY NOAPA3AeNeHNIA, YTONHOMOYEHHbIX
OCYLLECTBAATb FOCYAapCTBEHHBIA KOHTPONb (Haa30p) B cchepe obpalleHns neKapCTBEHHbLIX CPeACTB (aanee
- OTBETCTBEHHbIN NCMOAHUTESL) He No3aHee ceMun paboyunx gHen C faTbl NOCTYNAEHNS B
Poccenbxo3Hag30p (ero TeppuToprasibHbie opraHbl) MHDOPMaLnN.

CoobueHns o HebnaronpuATHbLIX peakuusx, HanpasaseMble cybbekTammn obpalleHns NeKapCTBEHHbIX
CpencTB NOCPeACcTBOM MHGOPMALMOHHON CUCTEMbI B 3NEKTPOHHOW (hOpMe, perncTpupyoTCs B
aBTOMaTU4YeCKOM pexume. OTnpaBmTenb coobLLeHNs NONyYaeT Ha 3NIEKTPOHHbLIN aApec, yKa3aHHbIN UM B
MH(OPMALIMOHHOM CUCTEME, MOATBEPXKAEHUE perucTpaumm cooblleHns B TedeHme ogHoro paboyero gHs ¢
AaTbl HanpaBAeHUs coobLeHNs B MHPOPMALIMOHHYIO CUCTEMY.

8. Hdopmauns o HebnaronpuATHLIX peakunax B MHPOPMaLMOHHON CUCTeMe A0/KHa BbiTb AOCTYMHa
pa3paboTynKaMm feKapCTBEHHbIX NpenapaToB, NPOM3BOANTENAM JIeKaPCTBEHHbIX MPenapaTos, AepXaTensaMm
Unn BRagenblaM perncTpaumoHHbIX y40CTOBEPEHNN NEKAPCTBEHHbIX NPenapaTos UK YNOJHOMOYEHHbIM
UMW IOPUANYECKMM NNLAM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a Ka4eCTBO, 3h(hEKTUBHOCTb ©
6e30nacHOCTb IeKapPCTBEHHOrO NpenapaTa (ganee - AepXaTenn) B OTHOLIEHNN 3apPerncTPUPOBaHHbIX UMK
Ha TEPPUTOPUN FOCYAAPCTB - Y41eHOB EBPa3ninCKOro SKOHOMUYECKOro COl03a JIEKapCTBEHHbIX NPenapaToB.
9. PekomeHayeMbIi 06pa3el, NnepeyHs NpeacTaB/AEMbIX CBEAEHNI B MHDOPMALMOHHYIO CUCTEMY,
CMCTEMATU3NPOBAHHbIX Ha OCHOBAHWUW AaHHbIX CO06LLEHNI 0 HEBNAroNPUATHBLIX peakumax, NOCTynaloLwmx
0T cybbekToB 0bpalleHmnsa nekapCcTBEHHbIX CPeAcTB, NpuBeAeH B NpuaoxkeHun Ne 1 K HacTosAwemy
Mopsaky.

Il. AHanu3 nHgopMaLmm 0 HebnaronpUATHLIX peakLKax, NocTynatLLen B Poccenbxo3Han3op
(TeppuTopuanbHble opraHbl Poccenbxo3Haasopa) oT cy6bekToB obpallleHnin 1eKapCTBEHHbIX CPeLCTB

10. ObpaleHnsa n xanobbl CybbekToB 0bpallleHns NeKapCTBEHHLIX CPEACTB, MOCTyMNalowmne B
Poccenbxo3Ha30p (ero TeppuTopuanbHbie opraHbl) U cogepxxalime nHopmaLlmio o HebnaronpuaTHbIX
peakumsx (nanee - obpalleHns), pacCMaTPMBaOTCA OTBETCTBEHHBIMU NCMOJHUTENAMN B COOTBETCTBMM C
®epepanbHbIM 3aKOHOM OT 2 Masi 2006 r. Ne 59-03 "O nopsifike pacCMOTpeHUs obpalleHnin rpaxaaH
Poccninckon ®epepaunn” (CobpaHne 3akoHomaTenbcTBa Poccuinckon denepaunn, 2006, Ne 19, cT. 2060;
2010, Ne 27, cT. 3410; Ne 31, cT. 4196; 2013, Ne 19, cT. 2307; Ne 27, cT. 3474; 2014, Ne 48, cT. 6638; 2015,
Ne 45, cT. 6206) (nanee - ®enepanbHbii 3aKoH Ne 59-03).

11. OTBETCTBEHHLIM UCMOJIHUTENIEM NPOBEPSAITCA AOCTOBEPHOCTb N AOCTATOYHOCTb MH(OPMaLUK ans ee
0bpaboTku 1 aHanmsa. B cnyvae ecnm uHgopmaLumu, NpueeaeHHON B obpalleHnn, HeLoCTaTO4HO ANd
npoBeaeHnsa 06paboTKM N aHanM3a, OTBETCTBEHHbIA UCMONHNUTENbL FOTOBMT MPOEKT 3anpoca
LOMONHUTENBLHOW NHOopMaLMK y oTnpasuTens obpalleHnsa B Npeaeniax cCpoka, yCTaHOBIEHHOI0
®epnepanbHbIM 3aKOHOM Ne 59-03.

3anpoc HanpasnseTcsa CybbekTy obpallleHns NeKapCTBEHHbLIX CPEACTB NOCPEACTBOM MHDOPMALIMOHHON
CUCTEMbI AN Ha ByMaXKHOM HOCMTEeNe NOYTOBLIM OTMPaB/EHNEM C YBEAOMJIEHNEM O BPYYEHUU.
NHdopmauns He noanexuT 06paboTke 1 aHann3y B Ciiyvae, eC/IM He MAEHTUDNLMPOBaHbI OPUANYECKoe
nnn usnyeckoe nnLo, BoisBMBLLEE HEONAroNPUATHYIO PeakLMio, XXMBOTHOE (Fpynna XXWBOTHbLIX), ¥
KOTOpbIX Habsitoaanack HebnaronpusTHas peakums, NPUMEHEHHbIN JIeKapCTBEHHBIA NpenapaT, CUMATOMb
HebnaronpuaTHOW peakuuw.

12. lep>xaTenb BrnpaBe NpeAcTaBuUTb Poccenbxo3Haa3opy nHgopMaumio 06 oLeHKe TSXecTn
HebnaronpuaTHOW peakunn, 0 AOKa3aHHOCTU MPUYMHHO- CIEACTBEHHON CBA3M MeXAY NPUMEHEHUEM
NEeKapCTBEHHOro NpenapaTta U BO3HMKLIEN HeG1aronpuaTHON peakumnen, a Takxxe AaHHbIe 0
pacnpocTpaHeHnn HebNaronpuUAaTHON peakLmm,

13. B cnyyvae noaTBep)XAeHMSA CBEAEHUI, YKa3aHHbIX B obpalleHun, fepxatens 0643aH NpoBecTy
MeponpuaTUSA B COOTBETCTBUMN C MYHKTaMK 26 - 28 HacTosAwero MNMopsagka.
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14. Nocne ycTaHOBNEHMS (haKTOB 1 06CTOATENBCTB BO3HUKHOBEHWNS HEBIAronpuUATHOW peakLumum npu
NPYMEHEHUN NTEKAPCTBEHHbIX MpenapaToB Poccenbxo3Haa30p yBeAOMAAET Yepe3 UHGOPMaLNOHHYIO
cmcTemy YypexaeHme 0 3aperncTpmpoBaHHon HebnaronpmaTHOW peakLumu.

15. Y4ypexaeHnem NpoBoANTCS aHaAn3 MHGOPMaL MM 0 HEGNAronpuATHLIX Peakuusx, B TOM Yucie
yCTaHaBANBAETCA MPUYNHHO-CNIEACTBEHHAsA CBA3b MeXAY NPYMEHEeHNeM NeKapCTBEHHOro npenapaTa v
BO3HWKHOBEHWEM HeBMaronpusaTHLIX peakLunii, OLLEHMBAETCS PAacnNpPOCTPaHEHHOCTb HEBaronpuATHLIX
peakLui.

16. B cniyyae BbISBAEHUA CBEAEHUN, HE COAEPKALLMXCSA B MHCTPYKLUN MO MPUMEHEHMNIO IEKAPCTBEHHOO
npenapata AnMbo CBUAETENLCTBYIOWMX 06 N3MEHEHNN OTHOLLIEHNS OXKMAAEMON MOSb3bl K BO3MOXHOMY
PUCKY NPYMEeHeHUs NeKapCTBEHHOro npenapaTa, Y4YpexaeHnem B TedeHune ABajuaTtu paboyunx gHen B
Poccenbxo3Han30p HanpaBaseTCcs 3akl4yeHmne, cogepxxallee npeasoKeHns no MUHUMN3aLUnM HeraTuBHbIX
SBAEHU Npu obpalleHun NekKapCTBEHHOMO NpenapaTta (pekoMeHayeMbln obpaseL, 3aKN0YeHUs NpuBeaeH B
npunoxeHun Ne 2 K HacTosweMmy Mopaaky).

17. B cnyyae, ecnm npmynHOM HebnaronpruaTHON peakLmMm SBASETCA HECOOTBETCTBUE NEKAPCTBEHHOI0
npenapaTta TpeboBaHMAM KavecTBa, Poccenbxo3Haf30poM NPUHUMAETCA peLleHne 0 MPoBEeAEHUN
BbIHOPOYHOro KOHTPOJIA Ka4eCTBa IEKAPCTBEHHOr0 NpenapaTa B COOTBETCTBUM C MYHKTOM 7 CcTaTbk 9
depnepanbHOro 3akoHa ot 12.04.2010 Ne 61-d3 "06 obpalueHumn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHogaTenbCTBa Poccninckonm Pepepaunn, 2010, Ne 16, cT. 1815; 2014, Ne 52, cT. 7540) (panee - 3aKoH
Ne 61-03).

18. B cniyyae, ecnm NpuHnHOM HebnaronpuaTHON peakumn Nan Yrpo3bl XWU3HW U 340P0BbI0 XXUBOTHOMO
(rpynnbl XXUBOTHBLIX) ABNAETCS HapyLleHne cybbekTaMm obpaLleHns NeKapCTBEHHbIX CPeACTB
3aKoHo4aTenbCTBa B cihepe obpalleHns nekapCTBEHHbIX CPeAcTB, PoccenlbX03HaA30pOM B TeYeHue NaTu
paboynx OHeN NPUHUMAETCS PeLLEHE 0 NPOBEAEHNN NPOBEPKU cobntogeHns cybbekTamm obpalleHns
NEKapPCTBEHHbIX CPEACTB, YCTAHOBAEHHbLIX 3aKOHOM Ne 61-®3 1 NPUHATLIMU B COOTBETCTBUM C HUM UHBIMU
HOPMaTUBHbLIMM MPaBOBbIMK akTamu Poccunckon Gepepaunn TpeboBaHUIN K XpaHEHUIO, NEPEBO3KE, BBO3Y B
Poccuiickyto depepaunto, 0TNYCKY, peannsauim NeKapCTBEHHbIX CPEACTB, MPUMEHEHNIO NIEKAPCTBEHHbIX
npenapaToB B NopsaaKe, ycTaHoBAeHHOM ®PefepasbHbiM 3aKOHOM OT 26 aekabpsa 2008 r. Ne 294-03 "O
3allMTe NpaB IPUANYECKNX L U MHOUBMAYANbHbLIX NPeAnpuHUMaTENEN NPYU OCYLLECTBIEHN
roCyZLapCTBEHHOr0 KOHTPOAA (Haf30pa) U MyHULMNansHOro KoHTpons" (CobpaHue 3aKoHO4aTENLCTBA
Poccunckon ®egepaumm, 2008, Ne 52, ¢T. 6249; 2009, Ne 18, cT. 2140; Ne 29, cT. 3601; Ne 48, cT. 5711; No
52, cT. 6441; 2010, Ne 17, cT. 1988; Ne 18, cT. 2142; Ne 31, cT. 4160, cT. 4193, cT. 4196, Ne 32, cT. 4298;
2011, Ne 1, cT1. 20; Ne 17, ¢T. 2310; Ne 23, cT. 3263; Ne 27, cT. 3880; Ne 30, cT. 4590; Ne 48, cT. 6728; 2012,
Ne 19, cT. 2281; Ne 26, cT. 3446; Ne 31, cT. 4320, cT. 4322; Ne 47, cT. 6402; 2013, Ne 9, cT. 874; Ne 27, CT.
3477; Ne 30, cT. 4041; No 44, cT. 5633; Ne 48, cT. 6165; Ne 49, cT. 6338; Ne 52, cT. 6961, 6979, 6981; 2014,
Ne 11, cT. 1092, 1098; Ne 26, cT. 3366; Ne 30, cT. 4220, 4235, 4243, 4256; Ne 42, cT. 5615; Ne 48, cT. 6659;
2015, Ne 1, cT. 53, cT. 85; Ne 14, ¢T1. 2022; Ne 18, cT. 2614; Ne 27, ¢cT. 3950; Ne 29, cT. 4339, cT. 4362, CT.
4372, cT.4389; Ne 48, cT. 6707; 2016, Ne 11, cT. 1495; Ne 18, cT. 2503; Ne 27, cT. 4160, cT. 4187, cT. 4287;
Ne 50 cT. 6975; 2017, Ne 9, cT. 1276).

[ll. AHanM3 NepnoanYecKmnx 0THeTOB No 3PPEKTUBHOCTM 1 6e30MaCHOCTM NEKAPCTBEHHbIX NpenapaToB n
onepaTMBHON MHOPMaLMK 0 HEBNAronNnpPUATHBLIX PeakLusx

19. Poccenbxo3Han3opoM B TedeHne 30 KaneHgapHbIX AHEN pacCMaTpPUBalOTCA NpeacTaB/iEHHbIe
fepXxaTensamm nepnopmyeckme ot4yeTbl 06 aphekTUBHOCTY M 6e30MacHOCTM IeKapCTBEHHbIX NpenapaToB
(manee - 0THYETHI) M ONepaTMBHaA MHGOPMaLMA 0 MOBOYHBIX AENCTBUAX, HE YKa3aHHbIX B UHCTPYKLIMAX MO
NPVMEHEHUIO NEKAPCTBEHHbIX NPenapaToB, CEPbe3HbIX Y HeNPeABULAEHHbIX HEXenaTenbHbIX peakunsx, ob
0COBEHHOCTSAX B3aMMOAENCTBUNS NEKAPCTBEHHbIX MpenapaToB C APYruMin eKapCTBEHHbIMI NpenapaTamu,
KOTOpbIE BblN BbIABAEHbI NPY MPOBEAEHUN KINMHUYECKNX NCCNEL0BAHUA U NPUMEHEHUN NTIEKapCTBEHHbIX
npenapaTos (fasee - onepaTuBHas MHOpPMaL ).
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[epxaTens npefcTtasnseT B Poccesibxo3Haf30p OTHYET OAMH pa3 B LWECTb MecsAueB B TeYeHe OByX JieT
nocJie rocyfapcTBEHHOM perncTpauumn JekapCTBeHHoro npenapata B Poccuinckon ®epnepauuu, 3atem
€)XXErofHo B Te4eHne nocneywmx Tpex AeT 1 B gajbHenweM o4MH pas3 B Tpu roga. ([ononHeH - MNprkas
depepanscHoOn cnyx6bbl Mo BETEPUHAPHOMY U dUTOCaHMTapHOMY Hag3opy oT 07.10.2020 Ne 1080)

20. B TeveHue natn paboymx gHen C AaThl NOCTYMIEHUSA OTHYETa WK oNepaTUBHON MHGOPMaLUN
Poccenbxo3Ha30pOM MPOBEPSAETCA AOCTAaTOYHOCTL CBeAeHMIN anst 06paboTKM 1 aHann3a NpeLCTaB/IEHHON
nHopMaLun, popMupyeTcs B MHGOOPMALMOHHOM CUCTEME 3allaHue Ha NpoBeJeHNe aHanusa
npeacTaBieHHON UHopMaLumn B YUpexaeHue.

21. B cnyyae BbISIBJIEHUS OLLIMOOK UM HETOYHOCTEN B OTHETE WM ONepPaTUBHON MHMopMaL MK
Poccenbxo3Ha30pOM HanpaBaseTca yBegoMaeHne o HeobxoanmocTu fopaboTkm Yepes NHPOPMaLNOHHYIO
cuctemy. lepxatens 0643aH B TedeHme NaTu paboymx AHEN Nociae OKOHYaHMSA CPOKa, YKa3aHHOro B
nyHkTe 20 HacToswero Mopagka, yCTpaHUTb 3aMedYaHns 1 NpeacTaBuTb OTYET UK onepaTUBHYIO
NHMOPMaLNIO C BHECEHHLIMUN U3MEHEHMNAMU,

Jlep>xaTenb [0 NCTEYEHNS CPOKa, yKa3aHHOro B ab3alie MepBoM HaCTOALWEr0 NyHKTa, BNpaBe HanpaBuTh B
Poccenbxo3Han3op Yepes NHGHOpPMaLMOHHYO CMCcTeMy obpalleHre 0 NMPOAJIEHUN BbilLeyKa3aHHOro CpoKa
ana popaboTku. Cpok nopaboTku MoXXeT BbITh NpoaneH He 6osiee YeM Ha AecsTb pabounx OHeN.

22. Y4ypexnaeHnem npoeoastcs obpaboTka 1 aHanM3 0TYETOB 1 ONepaTUBHON MHOPMaL MK B TeYeHne
ABajLaTn paboynx OHEN C MOMEHTa NpPeAcTaBeHns 0TYETa UK ONepaTMBHOM MHAOPMaLMM B
COOTBETCTBMM C NyHKTaMm 19, 21 HacTosAwero MNopsaka.

23. Mpw NpoBeAeHNN aHa/iM3a OTYETOB 1 OMepaTUBHON MHADOPMaLIUKN YYpexdeHneM ConoCTaBaseTcs
noay4yeHHas nHPOpPMaLna C UMEIOLLUMNCA CBELEHUSMUN O NEKAaPCTBEHHOM npenapaTe, obobuiatoTcs
pe3ynbTaTbl 06paboTKM AaHHbIX O IEKAPCTBEHHOM MpenapaTe, AaHHble Hay4HbIX Nybankaumn,
NH(OPMaLINS KOHTPOIbHO-HAL30PHbIX OPraHOB MHOCTPaHHbLIX FroCyAapcTB 06 obpalleHnn NeKapCTBEHHOrO
npenapaTa, CPaBHUBAIOTCSA MaTepurasibl N0 Pa3inNYyHbIM BPEMEHHBIM NEPUOLAM U UHLIM NapaMeTpaM,
CBOOATCA U rPpynnuPYOTCS MONYYEeHHbIe AaHHble, DOPMYIMPYIOTCSA BbIBOLbLI U €XeMeCAYHO
npeacTaBnAnTCsA B POCCenbx03HaA30p 3aK/04eHMsa No UTOram NpoBeeHUs aHanmnsa OT4ETOB U
onepaTMBHON MHOPMaL MK,

24. OTBETCTBEHHbIV CNELMANNCT YYpexxaeHuns, npoBoamswni 0bpaboTKy 1 aHanus oTyeTa u (nnm)
ornepaTMBHON MHDOPMaLMKN, BHOCUT B MHOPMALIMOHHYIO CMCTEMY CBEAEHNS O pe3ysibTaTaX PaCCMOTPEHUS
OTYETOB M ONepaTMBHON MHOPMaL MK,

25. [lep)xaTenb yBeAOMASETCA O pe3ybTaTax PaCCMOTPEHNA OTHETOB M ONepaTMBHON UHAOPMaL MK
nocpeacTBOM NHGOPMALIMOHHON CUCTEMBI.

IV. BzanmopencTteune Poccenbxo3Hag3opa C AepXaTensMm npu pacCMOTPEHNUN COOBLLEHNI O
HebnaronpuATHbLIX peakLmsax

26. MNpw BbISIBIEHNN HEBNAroNPUATHBLIX peakLUmnin gepXxaTenn anbo ynoaHOMOYEHHbIE UMW Apyrue
lopuanYecKme nmua B TedeHme natu paboymx aHen 0653aHbl NPUHATL Mepbl, HaNpPaBJ/eHHbIE Ha
yCTpaHeHWe HeraTMBHbLIX MOCAEACTBUMA MPUMEHEHNS TaKMX SIEKAPCTBEHHLIX MpenapaToB, NpeaynpexaeHue
NPUYNHEHNS BPeda XU3HW WA 300P0BbI0 XKMBOTHbIX, 3aLWMUTY NX OT NMPUMEHEHUNS TaKMX JIEKAPCTBEHHbIX
npenapaTo., Ha AOMOJHUTENbHbIN COOp AaHHbIX 06 3hheKTUBHOCTM 1 BE30NaCHOCTN TaKux
JIEKapPCTBEHHbIX MpenapaTos.

JepxxaTens MnMbo ynoaHOMOYEHHOE UM ApYroe IpuaNYecKoe MU0 BNpaBe HanpaBnTb B Poccenbxo3Haasop
[0 OKOHYaHWNS CPOKa, yCTaHOBNEHHOro ab3aLemM nepBbiM HAaCTOALWEr0 NyHKTa, obpalleHne 0 NpoaseHmnm
CPOKa ANs NPUHATMSA Mep Mo NpeaynpexAeHU0 NPUYNHEHNS BPeAa XXN3HU 1 340P0BbI0 XKMBOTHLIX, 3aLluTe
OT NPUMEHEHUS JIEKapCTBEHHbIX NPeNapaToB, UCMOJIb30BaHNE KOTOPLIX MPUBENO K BOSHUKHOBEHMIO
HebnaronpusTHbIX peakLuin ¢ 060CHOBaAHNEM MPUYNH.

Cpok nopaboTku MoXeT bbITb NpoasieH He Bonee YeM Ha AecsATb paboymx OHEN.

27. O npoBeeHHbIX MEPOMPUATUAX Aep)KaTesb MO0 YNOJHOMOYEHHOE UM APYroe puanyeckoe Imuo
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AO0/MKHbI MHHOPMUPOBATL POCCEIbX03HAA30p B CPOK, HE MPEBbILALLINA fecaTy paboynx AHeln ¢ MOMeHTa
NOCTYNNEHNsS COOBLLEHN 0 HEONAroNPUATHLIX PeaKLUsX.

28. B c/lyyae NoaTBEPXKAEHNS BO3HUKHOBEHNSA HEGNAronpusaTHON peakuun npu NpuMeHeHnn
NeKapCTBEHHOrO MpenapaTa, a TakXXe 0TCYTCTBUA HapyLLUEHWUIA 3aKoHoAaTeNbCcTBa Poccuinckon denepaunm
B chepe obpalleHns NeKapCTBEHHbIX CPELACTB AJs1 BETEPUHAPHOMO NPUMEHEHNS X03SNCTBYOLLMMU
cybbekTamu gepxxaTenb WA YNoaHOMOYEHHOE M ApYroe Iopuanyeckoe Lo Bripase nocpeacTsoM
MHOPMALMOHHON CUCTEMBI NPEACTaBUTL Pe3y/bTaTbl AOMOJHUTENbHbLIX UCCIEA0BAHNA apXUBHbIX
06pa3L0B cepnmn NIEKAapCTBEHHOr 0 NpenapaTa, Npu NPYMEHEH KOTOPOro BO3HMKIa HebnaronpusTHas
peakuus.

V. NHdopMupoBaHme cybbekToB obpalleHns NeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIro MPMMEHeHNS B
pamkax hapMakoHan3opa

29. Poccenbx03Haa30p pa3MeLlaeT NHAOOPMaLNIO O peLleHnsX, MPUHATBLIX B COOTBETCTBUN C 4YacCTblo 7
CTaTbh 64, YyacTamm 1 n 2 ctatbm 65, cTaTben 66 3akoHa Ne 61-P3 1 MO OCHOBAHWAM, YKa3aHHbIM B
nyHkTax 1, 9, 10 ctaTbu 32 3akoHa Ne 61-03, B TeueHue nNaTu paboynx gHEn co AHS NPUHATUS TaKnx
peleHni Ha oduLnansHOM calTe Poccenbxo3Hazsopa.

MpunoxxeHue Ne 1

K MopagKy ocywecTBaeHns papMakoHaA30pa B OTHOLLEHUN EKapCTBEHHbLIX NMpenapaToB aas
BETEPMHAPHOI0 NMPUMEHEHMS, YTBEPXKAEHHOMY npuka3om degepanbHon CyXbbl MO BETEPUHAPHOMY 1
(puTOoCaHMTApPHOMY Haa30py

oT 11 aHBaps 2018 r. Ne 9

PekomeHayembin obpasel

MepeyeHb NpeAcTaBASEMbIX CBEAEHNA B MHPOPMALIMOHHYO CUCTEMY, CUCTEMATU3NPOBAHHbIX Ha
OCHOBaHUW AaHHbIX COOBLLIEHNI 0 HEONAroNPUSATHLIX PeaKLUUAX, MOCTYNaoWmUX 0T Cy6bekToB obpalleHuns
NEeKapPCTBEHHbIX CPEACTB

No

n/n

CeefieHns 0 HebnaronpuaTHOM peakLun
3HavyeHune

1
[aTa BBeeHMa nHpopmauum

2
neKapCTBeHHbIVI npenapat (Me)K)J,yHaDOJJ,HOE HenaTeHToBaHHOE HaMMEHOBAHWNE, TOProBoeE HanMeHOoBaHwue)

3
HanMeHoBaHMe 1 afpec Npon3BOAUTENS JIEKAPCTBEHHOro npenapaTa

4
HaumeHoBaHWe 1 afpec fepXxaTens N1eKapCTBEHHOro npenapara

5
HoMmep cepun eKapCTBEHHOrO NpenapaTa

6
[aTa npon3BOACTBaA IEKAPCTBEHHOrO NpenapaTa

7
MyTb BBEAEHNS NEKAPCTBEHHOr O MpenapaTa
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8
OTnpaBMTENb NHOPMaLUN

9
OpraHu3aLus, BbisB/BLIAS He61AronpuaTHYO peakLuio

10
CybbekT Poccuinckon deaepaunm, HaceneHHbIA NYHKT

11
Bua, Bo3pacT, Moa XXWBOTHOIO

12
[aTa nonyyeHunsa nHgpopmaymm

13

Bug HebnaronpuaTHon peakumn (nobovyHoe AeNCTBME, HeXXenaTelbHas peakuus, cepbesHas
He)xenaTeNbHas peakumns, HenpeasuieHHas HexXenaTesibHaa peakuns, UHAMBUAYanbHas
HenepeHoCMMOCTb, OTCYTCTBME 3 PEKTUBHOCTM IEKAPCTBEHHOMO NpenapaTa, NHble PakTbl 1
06CTOATENbCTBA, MPEACTABASIOLINE YIPO3Y XKNU3HN UAN 300POBbI0 XXNBOTHOIO, 6e30nacHOCTK
)KMBOTHOBOLYECKON NPOAYKLMMN XMNBOTHOIO0 MPOUCXOXKAEHNSA NOCSE NPUMEHEHNS NTEKAPCTBEHHOMO
npenapara)

14
OnucaHune HebnaronpruaTHON peakLmm

15
WNcxon HebnaronpusTHON peakumm

16
NHdpopMaLms 0 paccMoTpeHnn obpaLlleHns nam xanobbl 3assnTens

17
VIHopmaLus 0 ieYeHUN XXMUBOTHOMO

MpunoxeHune Ne 2

K MNopsaKy ocyLLecTB/IeHNs hapMakoHaA30pa B OTHOLIEHUN JIeKapCTBEHHbIX MPernapaTos, YTBEPXAEHHOMY
nprka3som ®enepanbHON Cy>X6bbl N0 BETEPUHAPHOMY U (PMTOCAHUTApPHOMY HaZ30py

oT 11 AHBapa 2018 r. Ne 9

PekomeHayemebIn 0bpasel
3akJloYeHne No MUHUMMW3aLMN HEFrAaTUBHBIX SIBJEHWI NpY 0bpaLLeHn IeKapCTBEHHOrO NpenapaTa

1. O6wme nonoxeHnsa (Nepmo MOHUTOPUHra, 06BbEKT aHanu3a, MeTo4010rna NnposeaeHns paboTol,
aKTYaslbHOCTb AaHHbIX).

2. ACTOYHUKIM NoslydeHns MHpopMaLIMM U X ONUCaHme.

3. KpaTkune cBefeHmnsa 0 IeKapCTBEHHOM MNpenapaTe (MHopMaLuus 0 perncTpaunmn NeKapCTBEHHOI0
npenapaTta B APYruMx CTpaHax, AaHHbIe 0 MPOn3BOAMTENE U pa3paboTynKe, perncTpaLoHHbIe AaHHbIE,
obbem noTpebneHns nekapcTBeHHOro NpenapaTa B Poccminckon degepauny n B pyrux rocyaapcraax).
4. 0630p perynaTopHbIX peLleHmnin B OTHOLLIEHNM NEKAPCTBEHHOrO NpenapaTa, a TakXKe MeponpusaTum,
HanpaB/IeHHbIX Ha NoBbILLeHNe 6e30NacHOCTM. AHaNU3 ONblTa MPUMEHEHNS Mep NpW BbiaBAeHWUM Npobnem
3hheKTUBHOCTM 1 6€30NaCHOCTUN SIEKAPCTBEHHOMO NpenapaTa, a TakXXe CX0XMNX NEKAPCTBEHHbIX
npenapaTos.

5. OueHka adhheKTMBHOCTY 1 Be3onacHoCTH:
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N3MEHEeHUS XapaKTePUCTUK U HOBble laHHble O JIeKapCTBEHHOM MpenapaTe (3(pheKTUBHOCTb, Ka4ecTBo,
6e3onacHoOCTL);

CBeAeHNs, He cofepxKallnecs B MHCTPYKL MU N0 BETEPUHAPHOMY MPUMEHEHWIO UK CBEAEHNS,
cBmnpeTenbCcTBytowne 00 N3MeHeHUn OTHOLLEeHNS ommuaemoﬁ NOJib3bl K BO3MOXXHOMY PUCKY NMPpUMeHeHNA
NeKapCTBEHHOro NpenapaTa;

0C0BEHHOCTM B3aMMOAENCTBNA IEKaPCTBEHHOIO NpenapaTa C ApYrMuU IeKapCTBEHHbIMI NMpenapaTamu;
onncaHne npobnem 6e30nMacHOCTY (BNepBble U He BMepBble BbISBIEHHbIX, 00bEKTUBHBIX U CYOBEKTUBHBLIX);
6e30MacHOCTb NPOAYKLMM XMUBOTHOMO NMPOUCXOXKAEHUS NOC/e NPUMEHEHNS JIeKapCTBEHHOrO npenaparTa.
6. Pe3ynbTaTel uCCnenoBaHWi JIekapCTBEHHOMO NnpenapaTa, NPOBOAMMbIX B paMKaX BbINOJIHEHUS MJ1aHOB
KOHTPONS Ka4yecTBa 1 BbIBOPOYHOrO KOHTPONSA NEKAPCTBEHHbIX CPeaCTB.

7. 3aKkJIl04eHMe 0 NPUYMHaX pa3BUTUS HebnaronpuaTHON peakumm.

8. OLleHKa A0CTAaTOYHOCTU NpeaaraeMelX Aep)xaTeseM MeponpuaTuil A npefoTBpaLLleHns Bpena XU3Hu
1 3L0POBbI0 XXMBOTHbLIX MPU NPUMEHEHUN IEKAPCTBEHHbIX MpenapaTos.

9. BblBOA 0 OCTOBEPHOCTM (MONHOTE) CBELEHUA, COAEPKALLMXCA B UHGOPMaLUM 0 HeBNaronpusaTHbIX
peakunsx, Wan BbliBAIeHNE HeLOCTOBEPHOCTM (HEMONHOTHI) yKa3aHHON MH(OPMaLMM N CBELEHWNNA.

10. CBe,ueva O BblABN1IEHHOM U3MEHEHUWN OTHOLLIEHNA ommnaemom NOJ1b3bl K BO3MOXXHOMY PUCKY
NPYMEHeHNs NeKapCTBEHHOro npenapaTa.

11. Tabnuupl, rpadmyeckne n NHbie BCNOMOraTesbHble MaTepuasb.

12. MpepnoXKeHns no NPUHATUIO PELLEHNS B OTHOLLEHWIN JIeKapCTBEHHOr0 npenaparTa.
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