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Ne 61-®3 «O6 obpammeHny JekapcTBeHHbIX cpeacTs» (Cobpanue 3aKkOHOAATEeNbCTBA
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OpHKa3blBalo:

VTBepauTh mHpwiaraeMeii IIopsok ocCymecTBIeHHs (apMaKkOHaa30pa B
OTHOLIIEHHH JIEKAPCTBEHHBIX IPETIApaTOB I BETEPHHAPHOTO IPUMEHEHHS.

Pykosonureb W JlankBepT




VTBepxaeH

npukasom DeepanbHOH CITy>KOBI 10
BeTEpUHAPHOMY U GHTOCAHUTAPHOMY HA30DPY
ot 11 stHBapa 2018 1. Ne_9__

Tlopszox ocymiecTBIeHus (GapMakoHaa30pa
B OTHOLIEHHH JIeKapCTBEHHBIX IIPENapaToB 1JIsi BETEPUHAPHOTO NPUMEHEHHUS

I. OO6uue MONIOXKEHU

1. Hacrostmmit Ilopsiok yCTaHaBIMBAaeT TPeOOBaHHA K OCYLIECTBICHHIO
(apMaKoHaA30pa denepanbHON CITy>x001 1o BETEPUHAPHOMY
1 HUTOCAHUTAPHOMY HaZI30py.

2. apMakoHam3op ~ OcymlecTBisiercst — PoccenmpxosHagsopoM M €TO
TeppUTOPHAIBHEIMM ~ OpraHaMi, C  TIpUBJICYCHHEM I10/IBEIOMCTBEHHOT'O
yupexgenusi PoccenpXo3Hanzopa (manee — VupexxneHue), IyTeM aHajlu3a
peJoCTaBIAeMO CyOBbeKkTaMu OOpallleHMs JIEKapCTBEHHBIX — CPEACTB  AUIA
BeTepUHAPHOTO IPHMEHEHHs (anee — CyOBEKTHI oOpalreHusl JIEKapCTBEHHBIX
cpencts) uHGOPMAlMHM O MOOOYHBIX JEHCTBMSX, HEKETATENBHBIX PEaKIUAX,
Cephe3HBIX ~ HEXeNaTelNbHBIX PpEeaKkluiX, HeNPEABUICHHBIX —HEXKENATENLHBIX
peakiusx NpY NMPUMEHEHUH JICKapCTBEHHBIX MPEIaparoB, 00 WMHIUBHTYaIbHON
HEIIepeHOCHMOCTH, OTCYTCTBHU 3(Q(GEKTUBHOCTH JIEKapCTBCHHBIX IPETapatos,
a TaKke 06 MHBIX (aKTax M OOCTOATENIHCTBAX, MPECTABIIAIOIINX YIPO3y KU3HHU
WIH 3HOPOBBIO JKMBOTHOTO IPH NMPHMEHEHHUH JEKapCTBEHHBIX TPEeNapatoB I
BEeTEPHHAPHOrO  IpUMeHeHHMs  (mamee  — HeONaronpusITHBIE  PEaKIvH,
JIeKapCTBEHHBIE TpeNapaThl COOTBETCTBEHHO) BBIABIEHHBIX Ha BCEX OJTanax
ofpaleHys JIeKapCTBEHHBIX INperapaToB B Poccuickon denepauuu U APYrHX
rocynapcraax.

3. (DapMaKkOHan30p OCYIIECTBISAETCS € COOMIOJICHHEM 3aKOHONATENbCTBA
Poccuiickoit @enepauny B 00J1aCTH 3alIATHI IIEPCOHAIIBHBIX TAHHbIX.

4. ®apMaKOHA30p OCYLIECTBISICTCS HA OCHOBAHHUM!

Hay9HBIX W QHATUTHYECKHX JAHHBIX, NEPHOANYECKUX TEYAaTHBIX U CeTEBBIX
W3aHUAX B 00J1aCTH BETepUHAPWH;

JAHHBIX 006 OSIM300THYecCKOd cuTyauud Ha TeppuTopun Poccuiickon
deneparia ¥ 3a0071€Ba€MOCTH He3apa3HbIMU  OOJIE3HSAMHU  KMBOTHBIX,
BBI3BIBAIOIIMX COMHEHHMS B 3(G(QEKTHBHOCTH H 0€30IaCHOCTH JICKApPCTBEHHBIX
penaparos;

MHQOPMAIMK TIOTYy4YEeHHOH B XO[e OCYLIECTBICHHMA TOCYNapCTBEHHOIO
KOHTpons (Hamzopa) B cdepe obpauieHus JEKapCTBEHHBIX CPeACTB A
BEeTEpMHAPHOTO IPUMEHEHHs (najiee — JIeKapCTBEHHEIE CpeICTBa).

5. YupexxaeHueM TIPOBOJUTCS OIIEHKa HHbopMalu
0 HeOIArompUATHBIX peakuusx, IOMydeHHOH B pamkax (apMakoHaI30pa,
cé aHanW3, YyCTAaHABIMBAeTCd  INPUYMHHO-CIEICTBEHHAss  CBA3b  MEXIY
NpYMeHEHHEM JIEKapCTBEHHOIO npernapara ¥ BOSHUKHOBECHUEM HeOIaronpUsTHON
peaKiyH, OIEHHBAETCS DACIPOCTPAHEHHOCTh HEONAroNpHsATHBIX  PeaKiuy,




GOpMHpYIOTCSI M HAMpaBIfIOTCA B Poccenpxo3Ham3op — NPEUIOKESHHUA
10 aKTyalbHEIM TIpoGiieMaM B 06nactu papMakoHa/30pa U BOIPOCAM, CBA3AHHEM
¢ o(QQeKkTMBHOCTBIO M  0€30MaCHOCTBIO  JIEKApPCTBEHHBIX  TIPENapatos,
OCyIIECTBISIETCS KOHCYNBTAlMOHHAA M METOJUYecKas paGota, a TaKxe
B3aEMoJeiicTBHe PoccenbX03Hai3opa ¢ TOCY[apCTBEHHbIMHU —OpraHamu  H
OpraHW3alUsIMH T[OCYJAapCTB-WIEHOB EBpasuiicKoro 3SKOHOMHIYECKOro  COt03a,
OCYLIECTBISIOIUME JIEATeNbHOCTD B 00JIACTH BETEPUHAPHH.

Jlnst yCTaHOBNEHMS MPUUMHHO-CIIEACTBEHHOH CBA3H MEXIY NPHMEHEHUEM
JIeKapCTBEHHOTO TIperapara 4 BO3HMKHOBEHHEM HeOJarompuiATHON pPEeaKIUH
YupexIeHHeM aHaIU3UPYIOTCS:

a) TepMoj BpEMEHH MeXIy TNpHMEHEHHEeM JIeKapCTBEHHOro Mperapara
1 BO3HUKHOBEHHEM HeOJIarONpHUATHON peakuy;

6) bapmakonuMHaMuKa W (apMaKOKMHETHKA JEACTBYIOIMX  BEILECTB,
BXOJSIIMX B COCTAB JIEKAPCTBEHHOTO Mperapara,

B) BEPOSATHOCTD BO3HUKHOBEHHUS HaOJII0/1aeMBbIX KIMHAYIECKUX
¥ TATONOrHuYecKWX (ecam NpYMEHHMO) HapylIeHHH IIpH NPUMCHCHHH
JIEKapCTBEHHOTO NIPEIapara;

r) JaHHBIE O BO3HMKHOBEHHH HEGNArONMPHATHBIX PeaKIWi MpH NPHMEHEHHH
AHAJIOTMYHEIX JIeKAPCTBEHHBIX IIPENapaToB W JIEKapCTBEHHBIX IIPENapaTos,
B COCTaB KOTOPHIX BXOJAT [€HCTBYIOIME BEIIECTBAa ¥ (WJIH) BCTIOMOTaTeNBHE
BeIlleCTBA JEKapCTBEHHOTO IIpenapara;

1) MHbIE TIPYYHMHb! TOSBICHHS HEONArONPUATHON pEaKIH (B3auMopeiicTeHe
C JpYTHMH JIEKapCTBEHHBIMH IIperiapaTaMM HJIM KOPMOBBIMHU nobaBkaMu UL
KUBOTHBIX, HApylleHue TpeOOBaHMM MHCTPYKIMM TIO  BETCPHHAPHOMY
IPUMEHEHMIO JIEKapCTBEHHOTO TIperapara, HeyJIOBJIETBOPUTEIbHBIC —YCIOBIA
CONepXaHUA ¥ KODMIIGHMS, CTPecC-(aKTopsl, ~KIMMAaTA4eCKHe yCJIOBHd,
HeJIOCTAaTOK KONMYEeCTBA W/HIM KauecTBa NUTHEBOM BOJBI, peaKiys Ha JAPYro
TIpHMeHEHHbIN JIeKapCTBEHHEIH TIpenapar).

OueHKa paclpOCTPaHEHHOCTH HeONarompHUsATHON PeaKlUyd OCYLISCTBIIACTCA
IIyTeM YCTAHOBJEHHS [POLEHTHOIO COOTHOIICHMA MEXIY KONHIECTBOM
VMBOTHBIX, Y KOTOPBIX BO3HMKIIA HEOJArompHsATHAs peaKkuus 3a onpeenEHHbBIA
nepuof (IPH YCTOBUM YCTAHOBIEHWS MPUYUHHO-CIEICTBCHHOH CBASH MEXAy
TIpYMeHEeHHEM JIEKapCTBEHHOTO Mpemapara AN BETEPUHAPHOrO MPUMECHEHHS
¥ HeGJIaronpHATHON peakiyeil) M KOJIMIECTBOM )XHBOTHBIX, KOTOPLIM IPUMEHANIC
JleKapCTBEHHBIHN Hpenapar il BETepHHAPHOTO IPUMEHEHHS.

6. VudopMammio o HeGNaronpusATHBIX peaKiHsX CyObeKTsl OOpameHus
JIEKAapCTBEHHBIX CPEACTB JIOJDKHB HampasisiTh B PoccenbxosHansop (ero
TepPPUTOpHAJIbHBIE OPraHbl):

B ONeKTpOHHOW  ¢Qopme depes  (QelepalbHyl0 — rOCyIapCTBEHHYIO
MH(POPMALMOHHYIO CHCTEMY B 0671acTi BETEpHHAPUH NPABHUJIA CO3AAHMS, PasBUTHA
¥ OKCIUIyaTAal[dM KOTOpO# peryImpyloTcs IocTaHoBleHueM IIpaBurenncTa
Poccuiickoii ®epepanun ot 07.11.2016 Ne 1140 «O mopsifike co3fiaHus, Pa3BUTHS
¥ sKcruiyatanun PejepalbHON TocyapcTBEHHOW HHGOPMAIMOHHOH CHCTEMBI
B obnacty BeTepuHapum» (Cobpanue 3akoHomaTenscTBa Poccutickoit ®enepanuy,
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2016, Ne 46, ct. 6470) (manee — WH(OPMALMOHHAS CHCTEMa) WM IO afpecy
371eKTpoHHOM moutkl: farmnadzor@fsvps.ru;

Ha OyMa)XHOM HOCHTEIIE.

7.Undopmammss 0  HeONATONPHATHBIX  peakiusX,  IOCTyNHBIIASA
B Poccensxo3Ham30p (ero TeppUTOpHATbHBIE OpPraHbl) Ha OyMaXHOM HOCHTEI,
[10 3JEKTPOHHOM MOYTe BHOCUTCSA B MHPOPMAIIMOHHYIO CHCTEMY OTBETCTBEHHBIMU
UCTIOMHUTEISIMH HopasieIeHUH, YIIOJTHOMOYEHHBIX OCYIIECTBIISATh
roCy/apCTBEHHEI KOHTpONb (Hamsop) B cdepe oOpalieHMs JI€KapCTBEHHBIX
cpelcTB (falee — OTBETCTBEHHBIN HCIONHUTENb) He MO3/IHEE CeMH pabounX JHeH
¢ JaTel moCTyIUleHMs B Poccenpxo3Hansop (ero TeppHTOpPHATBHBIE OpPTaHbI)
nHbOopMaLyH.

CoolOuieHHsT O HeOIarompHMATHBIX PpeaklysX, HalpaBlsdeMble CyObeKTaMH
o6paleHus JeKapCTBEHHBIX CPEACTB MOCPENCTBOM HH(OPMALHOHHOH CHCTEMBI
B DIEKTPOHHOM (OpMe, pPETHCTPUPYIOTCS B dBTOMAaTHYGCKOM  PEKHME.
OtnpaBuTeNb COOOIUEHHS I[IONy4aeT Ha OJNEKTPOHHBIA ajpec, YyKa3aHHBIH
UM B HHQOPMAIHMOHHOM CHCTeMe, IIOATBEPXKACHHE DPETHCTPAlMU COOOINEHMS
B TedueHHe ONHOro pabodero JHA C JarThl HANpaBleHHS COOOLICHHS
B HH)OPMAIIMOHHYIO CUCTEMY.

8. MudopManus o0 HeGIaronpUATHEIX PEAKIUAX B MHYOPMAMOHHON CHCTEME
JIOIDKHA OBITH JOCTYNMHa pa3paboT4MKaM  JIEKApCTBEHHBIX  MPETapaTos,
IPOM3BOIUTENSM JIEKAPCTBEHHBIX [PEMNaparoB, JIepiKarelsM MM BlaJelblaM
PETMCTPAlMOHHEIX  YAOCTOBEPEHMH  JIEKAapCTBEHHBIX — MNPENapaToB  HIH
YIIOJTHOMOYEHHBIM MMH IOPHIMYECKHM JIMIAM, KOTOPBIE HECYT OTBETCTBEHHOCTD
3a KayecTBO, P(HeKTUBHOCTH U GE30MaCHOCTh JIEKapCTBEHHOTO Ipenapara (fanee
~ JepXaTel¥) B OTHOLICHHH  3apeTMCTPUPOBAHHLIX MMM Ha TEPPUTOPUH
roCyJapcTB-wieHOB EBpa3uiickoro 3KOHOMHYECKOIO COM03a JIeKapCTBEHHBIX
npernaparos.

9. Pexomeniayemblii oOpasell mepeyHs IPeACTaBIAEMBbIX CBEIECHHH B
MHPOPMALMOHHYIO CHCTEMY, CHCTEMAaTH3UPOBAHHBIX HA OCHOBAHWHM JaHHBIX
COOOIEHHH O HEONArompUATHBIX peakIysaX, INOCTYNAIOIHUX OT CYOBEKTOB
obpalieHuss JIEKApCTBEHHBIX CpEeACTB, MpHBeAeH B npwiokeHnd Ne 1 x
Hactosemy Ilopsaaxy.

II. Ananus uHGOPMAaIUU O HeOJIArONPUATHBIX PEAKLUAX, IOCTYIAIOIIEH
B Poccenbxo3nanzop (TeppuropuanbHbie oprabl Poccenbxo3Haasopa) oT
cyOBeKTOB 0OpailleHUl JIEKapCTBEHHBIX CPEJCTB

10. O6pauenus u xanoObl CyObeKTOB OOpalleHMs] JIEKAPCTBEHHBIX CPENCTB,
nocrynaiompe B Poccelbxo3Ham3op  (€ro  TeppUTOpHAlbHBIE  OpraHbI)
U coiepxallde MHPOpMAIMI0 O HeONAarompusITHBIX peaknusax (fmanee -
obpanienus), paccMaTpUBaIOTCs OTBETCTBEHHBIMH HCTIOJTHUTEIIMHA
B cooTBeTcTBHH ¢ DenepansHbM 3akoHOM 0T 2 Mast 2006 r. Ne 59-®3 «O nopszxe
paccMOTpeHHs oOpamenuii rpaxmaH Poccuiickoit ®Denepauum» (CobpaHue
3akoHomarelbeTBa Poccuiickoit @eneparu, 2006, Ne 19, cr. 2060; 2010, Ne 27,




4

ct. 3410; Ne 31, ct. 4196; 2013, Ne 19, c1. 2307; Ne 27, cr. 3474; 2014, Ne 48,
cT. 6638;2015, Ne 45, ct. 6206) (nasee — ®eepanpHbIi 3aKoH Ne 59-03).

11. OTBeTCTBEHHLIM  HCIIOJHMTENEM  IIPOBEpSIOTCA  JOCTOBEPHOCTE
M JIOCTATOYHOCTh MH(pOpMamuu Uil e€ obpaboTku ¥ aHanu3a. B ciydae ecian
wHGOpMAIMK, TPHUBEJEHHOW B OOpAlleHMH, HEAOCTATOIHO A IIPOBEACHHUA
0GpaGOTKM ¥ aHalh3a, OTBETCTBEHHBIH HCIONHHUTENL TOTOBUT IIPOEKT 3ampoca
JOMONHUTENLHOM uHbOpPMalWy y OTIPAaBATENT obpanieHus B IIpefiefiax CpoKa,
ycradoBieHHoro ®eznepanbHpIM 3aKOHOM Ne 59-@3.

3ampoc HampaBisieTcs CyOBEKTY obOpaieHusl JEeKapCTBEHHBIX CPEICTB
TIOCpeCTBOM HH(QOPMALMOHHON CHCTEMbL MY Ha OyMa)XHOM HOCHTEJIE MOYTOBBIM
OTIpaBJICHUEM C YBEJIOMIICHUEM O BPYICHUM.

Hudopmaiysd He TOJIEKHUT o6paGoTKe M aHamM3y B Cly4ae, eciH
He WICHTU(QUIUPOBAHEI IOPUIMYIECKOE WIH (usHuecKoe JHIO, BBIABUBIIES
He6GNaroNpHATHYIO PEakIyio, XHBOTHOe (Tpynra JKUBOTHBIX), Y KOTOPBIX
HabIioNatach HeOIArompusATHAs —peaKims, [PUMEHEHHbIH NIeKapCTBEHHBIH
TIpeInapaT, CAMITOMBI HE6IaronpHATHOH peakIyH.

12. lepxxarens BIpaBe INPeICTaBUTDH Poccenpxo3Ha130py HMHGMOPMAIIHIO
06 OlleHKe TSKECTH HeOJarompusTHOH peakiuH, O JOKa3aHHOCTH NPHIUHHO-
CNEJCTBEHHOM CBS3M MeXIy [MpHUMEHEHHeM JIeKapCTBEHHOTo Ipenapata
J BO3HHUKIIEH HeOIAroNpUATHOM peaKIMel, a TAkke JaHHBIe O pacIpOCTPaHCHHH
HeOIaronpusATHON PeaKIn.

13.B ciydyae DOATBEPKIACHUS cBemeHMl, YKa3aHHBIX B OOpalleHHUH,
fepaTeNb 00s3aH NPOBECTH MEPOIPHUATHA B COOTBETCTBHM C IyHKTaMH 26 - 28
HacTtosiero Ilopsxa.

14. Tlocne ycTaHoBIeHHs  (GaKTOB M OOCTOSTENBCTB BOSHUKHOBEHHA
HeGNAroONPUATHON peakiud IpH [PUMEHEHMH JIEKapCTBEHHBIX IPENaparosn
PoccenbX03HaI30p yBEIOMISIET depe3 MH(OPMAIHOHHYIO CHUCTEMY YupexaeHue
0 3apErMCTPUPOBAHHON HEOIArONPUSTHOM PEAKIUHY.

15. VupexieHMeM [POBOJUTCS aHAIN3 MHQOpMALMH O HeOJIaronpHATHBIX
peaKIyaX, B TOM 9HC/e yCTaHaBIMBACTCS MPHIMHHO-CICICTBCHHAA CBASH MEXKIY
IPMEHEHHEM JIEKapCTBEHHOTO MpenapaTa ¥ BO3HUKHOBEHHEM HeOIaronpuATHEIX
peaKInii, OLlEHNBAETCsl PACIPOCTPAHEHHOCTh He6IaronpHUsATHRIX PEaKIvi.

16.B cny4ae BbISBICHMS CBEIEHHH, HE COACPKAIIMXCA B HHCTPYKIMH
0 NpPUMEHEHHIO JIEKapCTBEHHOrO IIpenapata au00  CBHIETENHCTBYIOIINX
06 W3MEHEHHH OTHOIIEHHS OXHUJaeMOM IOJIb3bl K BO3MOXXHOMY PHCKY
MpYMeHEeHMs JIEKapPCTBEHHOrO IIpenapara, YYpeXIeHWeM B TedeHHC IBaALaTH
pabounx 1Heil B PoccenbX03Haq30p HANpaBIAETCS 3aKIOHMCHHE, CONEPKallee
IpeUIOKEHUs IO MHHUMHU3AIMU HEraTUBHbIX ABIEHMIA TIpd OOpalleHuH
JIeKapCTBEHHOTO TpenapaTa (peKOMeHIyeMblii o0pasell 3aK/fOYeHIs [IPUBCACH B
npunoxenan Ne 2 k Hactosmemy Tlopsiaky).

17.B ciydae, eciu NPUYMHOM HEONArONpHATHOH pEaKkIMH sBISETCA
HeCOOTBETCTBME  JIEKApCTBEHHOro  Ipemapara  TpeboBaHHAM  KadyecTsa,
PoCCeNbX03HaA30pOM MPUHMMAETCs pellleHue O IPOBEICHUH BBIOOPOYHOTO
KOHTpOJSl KadecTBa JIEKapCTBEHHOIO MperapaTa B COOTBETCTBUM C ITyHKTOM
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7 cratsn 9 ®epepansHoro 3akora ot 12.04.2010 Ne 61-®3 «O6 obpaiieHUH
JIEKQPCTBEHHBIX CPEACTB» (CobGpaHue 3aKOHO/aTebCTBA Poccutiickoit ®enepanuu,
2010, Ne 16, cT. 1815; 2014, Ne52, cT. 7540) (nanee — 3akoH Ne 61-®@3).

18.B cimydae, ecnud HPUYMHOH HeGIaronpuaATHOM PEaKIMi HIIM  yrpo3bl
JKM3HA ¥ 3HOPOBBI0 JKUBOTHOTO (TPYIIIEL JKMBOTHBIX) SBJIAETCS HapyLICHHE
cy6BexkTaMu OOpalleHus JEKapCTBEHHBIX CPE/CTB 3aKOHOIaTeNbsCTBAa B chepe
obpallieHns JIeKapCTBEHHBIX CPEACTB, Poccenpx03Hag30poM B TEUCHHUE IIATH
pabounx AHEH NPUHUMAETCA DEIUCHHE O IPOBEICHUH ITPOBEPKU cobmoAeHUs
cyObekTaMi OOpaIleHHst JIeKapCTBEHHBIX CPEIICTB, YCTaHOBJCHHBIX 3aKOHOM
Ne 61-®3 ¥ NpHUHSATEIMM B COOTBETCTBMM C HHM HHBIMH HOPMAaTHUBHBIMH
IIPaBOBBIMH  aKTaMH Poccuiickoit ®enepanuu TpeOOBaHUA K XPaHCHHIO,
mepeBo3ke, BBO3Y B Poccuiickyio Pezmepanuio, OTIYCKy, pealH3alii
JIGKAPCTBEHHBIX CPEJICTB, NPHUMEHEHHIO JIeKapCTBEHHBIX npemnapaToB B IOPAIKE,
ycraHoBleHHOM @enepanbHbIM 3aKOHOM OT 26 npexabps 2008 r. Ne 294-®3
«Q 3amuTe NpaB IOPUANYECKHX JIHI U HHAXBAAYAIbHBIX npeanpuHAMATENEH Py
OCYILIECTBIEHUN TI'OCY/IapCTBEHHOIO KOHTPOJA (Haz3opa) U MYHHIUIIAIEHOTO
xoHTpos» (CobpaHue 3aKOHOJAATENBCTBA Poccuiickoii ®epepannn, 2008, Ne 52,
cT. 6249; 2009, Ne 18, ct. 2140; Ne 29, ct. 3601; Ne 48, c1. 5711; Ne 52, ct. 6441;
2010, Ne 17, cT. 1988; Ne 18, ct. 2142; Ne 31, ct. 4160, c1. 4193, ct. 4196, Ne 32,
cr. 4298; 2011, Ne 1, ct. 20; Ne 17, cT. 2310; Ne 23, cr. 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, c1. 4322; Ne 47, c1. 6402; 2013, Ne 9, cr. 874; Ne 27, ct. 3477; Ne 30,
cT. 4041; No 44, ct. 5633; Ne 48, c1. 6165; Ne 49, cr. 6338; Ne 52, ct. 6961, 6979,
6981; 2014, Ne 11, ct. 1092, 1098; Ne 26, cT. 3366; Ne 30, c1. 4220, 4235, 4243,
4256; Ne 42, ct. 5615; Ne 48, c1. 6659; 2015, Ne 1, cr. 53, cT. 85; Ne 14, ct. 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). '

I1I. AHamu3 IepUOANIECKIX OTYETOB
110 5 PeKTUBHOCTH ¥ 6€30MaCHOCTH JICKAPCTBEHHBIX NPENapaTos
¥ OIlepaTUBHOM HHOPMAIUK O HEOIAroNpUATHBIX PEaKIusiX

19. Poccenpxo3Haa30poM B TEeUeHHe 30 KaJIeHAapHBIX JIHEHN
pacCMATPHUBAOTCS TPE/CTABIEHHBIE [CPKATEAMH MEPHOANISCKHE OTHETHI 00
30 heKTUBHOCTH ¥ 6e30IaCHOCTH JIEKapCTBEHHBIX TIpeapaToB (manee — OTYETHI) U
omepaTHBHAs HH(OPMALHs O NOGOIHBIX NeHCTBHAX, HE yKa3aHHBIX B MHCTPYKIHAX
0 TIPUMEHEHUIO JIEKApCTBEHHBIX IPENapaTos, CEepPbE3HBIX U HENpPEIBUACHHBIX
He)KeNaTeIbHBIX PeaKiyaX, 00 OCOGEHHOCTAX B3aMMOACHCTBHA JIEKAPCTBEHHBIX
TIpenapaToB ¢ APYTMMH JIEKapCTBEHHBIMH NPENapaTaMy, KOTOPBIC OBLIH BBISIBJICHBI
TIpH MPOBEEHMY KIMHHYECKMX HMCCICAOBAHWH M TNPHMEHECHHH JIEKapCTBEHHBIX
TperapaToB (najee — oepaTHBHAs HHYOPMALIL).
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20. B Teuenme mnATH pabouux JAHEW C AAThl NOCTYIICHHA oT4YéTa WU
omepariBHON uHGbOpMauu Poccensxo3HaA30poM IPOBEPACTCA JOCTAaTOYHOCTh
cBelleHMi Juid  00paboTKM W aHAIM3a TIpeJCTaBICHHOR  MH(pOPMALWH,
dopmupyeTcss B MHOOPMALMOHHOM CHCTeME 3aJlaHue Ha [pOBE/ICHAE aHaNu3a
[pe/IcTaBICHHOM HHpOpMALUU B Y UpEXKTICHHE.

21.B ciydae BBIBICHHS OLIMOOK WIH HETOYHOCTEH B OTYETE WIH
onepatuBHON uH(OpMaIuu PoccenbX03HaA30pOM HANPABISACTCA yBeIOMIICHHE O
HeOOXOIUMOCTH HOpaboTKi uepe3 HMH(GOPMAIMOHHYIO CHCTCMY. Jepxareib
00s3aH B TeueHHe MATH pabouyux JHEH IMocje OKOHYaHHUs CpOKa, YKa3aHHOTO B
IIyHKTE 20 HACTOSILETO [Nopsnka, YCTpaHUTh 3aMedaHus
M OpeACTABUTH OTYET WIM ONCPATUBHYIO pHGOpPMALIIO C BHECEHHBIMH
U3MEHEHUAMH.

Jlepxarens TO MCTEUEHHs CPOKA, yKA3aHHOTO B a03alie IepBOM HACTOSAIIETO
IyHKTa, BIpaBe HampaBuTh B POCCENbXO3HAA30P HEPe3 UHPOPMAITHOHHYIO
crcTeMy obpalleHue O TIPOJUIEHHH BEIIIEYKa3aHHOro Cpoka L nopabotku. Cpox
HOpabOTKY MOXKeET GBITH MPOJTIEH He Ooliee YeM Ha JeCTh pabounx QHEH.

22. Vupex/eHHeM  MpPOBOAATCS ~ o0paboTka M aHamM3  OTHETOB
W omepaTuBHOM MH(oOpMalnuy B TeYCHHE ABaIlaTH pabouux [HEH ¢ MOMEHTa
IpeiCTaBeHns OTdeTa WM OIePaTHBHOH uHbopMalid B COOTBETCTBHM C
nyHkramu 19, 21 HacTOsILIEero ITopsika.

23.Tlpyu TpOBEJECHMM aHAIM3a OTYETOB H onepaTHBHON HHGOpMALU
YupexIeHAeM COIOCTABIACTCS IONy4eHHas uHbGOpMALUsd € MMEIOIUMUCA
CBEJICHMAMY O JIEKapCTBEHHOM IpernapaTe, 0000IaroTcs pe3yIbTaThl 06paboTKH
JAHHBIX O JIEKAPCTBEHHOM IIpenapare, JAaHHBIC HayqHBIX myOnuKalum,
uH(OpMAaIHs  KOHTPONBGHO-HA/30PHBIX ~ OPTaHOB  MHOCTPAHHBIX — TOCYAapCTB
06 obpalmeHMH JIEKapCTBEHHOTO IIpenapara, CpaBHMBAIOTCA — MaTepHallbl
[0 pa3IMYHBIM BpPEeMEHHBIM [€pHOJaM M HHBIM IlapaMeTpaM, CBOISITCA
¥ TPYIIHPYIOTCS NONyYeHHBIe JaHHble, POPMYIUPYIOTCS BBIBOJBL H EXKEMECTIHO
npeAcTaBIioTess B Poccenpxo3Hansop 3aKOYEHHs IO UTOTaM  [POBEACHUA
aHaIM3a OTYETOB U ONEPAaTHBHON MH(OPMAIIH.

24. OTBETCTBEHHBIH CIENMANTHCT YUpeXKueHus, NPOBOAMBIIMI 06pabOTKy
1 aHATHM3 OTYeTa U (MIIK) OepaTHBHOM HH(OPMAIHH, BHOCHT B MHGOPMAIMOHHYIO
CHCTEMy CBEJEHHS O pe3yjbTartaX PpacCMOTPEHHsS OT4eTOB H OIlepaTUBHOM
HHpOpMAaIUH.

25. IlepxaTeib yBeNOMIAETCS O pe3yibTaTaX pacCMOTpCHHA OTHETOB
¥ OllepaTUBHOM HH(MOPMALMH IOCPECTBOM HHPOPMALIMOHHOH CHCTEMBI.

IV. BzammopgeiictBue Poccenpxo3Hansopa ¢ AepxKaTeIMu
TIPY PACCMOTPEHHH COOOIIEHUH O HeONIaronpUATHBIX PeaKIHIX

26.Tlpy BBIABIEHMM HEONArONPUATHBIX — PeaklMi JiepxaTenn 60
YIIONHOMOYEHHbIE UMH JPYTHe OPUINIECKUE M B TCICHHE NATH pabounx QHEH
006s3aHBl TIPUHATH MepHl, HalpapjieHHblE Ha yCTPaHCHWE HETaTHBHBIX
TIOC/IEACTBUI NpPYMEHEHHs TAKUX JEKapCTBEHHBIX IIPENapaToB, MPEAyNPExKACHHE
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IPHYMHEHHS Bpe/a )KU3HH HIH 370POBBIO XKMBOTHBIX, 3aIlUTy UX OT NPAMEHEHI
TAKEX JeKApCTBEHHBIX IPENapaToB, Ha IONOJHHTENbHBIH COOp HaHHBIX 00
3¢ }eKTUBHOCTH U 6€30I1aCHOCTH TAKHMX JIEKapCTBEHHBIX IIPENapaToB.

JlepxaTens au6o yHOJHOMOYEHHOE MM IpYyroe IOpUIMYecKoe JIMIO BIIpaBe
HAIpaBHUTh B POCCENBX03HAN30p 10 OKOHYAHHS CPOKA, YCTAHOBJIEHHOTO ab3areM
TepBbIM HACTOSILErO IIyHKTa OOpallleHKre O MPOICHHH CPOKa JUIA IPHHATASL MEp
10 NPeXyNPEekKTCHUIO IIPUIHHEHHNA BPe/ia XU3HU U 30POBBIO XMBOTHBIX, 3aIIUTE
OT NMPYMEHEHHs JIEKapCTBEHHBIX NPENapaToB, HCIIOJB30BaHHEe KOTOPBIX IPHBENO K
BO3HUKHOBEHHIO HEOIArONPUATHEIX peakiiii ¢ 000CHOBAHUEM ITPUYHH.

Cpok J0paGOTKH MOXeT OBITh NPOJNIEH He Gollee 4eM Ha JECSTh PabodHX
JTHEH.

27. O mnpoBeleHHBIX . MEPONPHATHAX JepXarensb JU00 YIONHOMOYECHHOE
MM Jpyroe IOpHAHYECKOe JHUIO JOMKHEI HHGOpMHpOBaTh Poccensxo3Hansop
B CPOK HE MPEBHINIAIONMHA JecaTd pabouux JHEd ¢ MOMEHTa IOCTYIUICHWS
COOOLIEHHI 0 HEOIArONPUATHBIX peaKLUIX.

28. B cnyuae moATBepiK/eHHsS BOSHHKHOBEHHs HeOIaronpHATHOH peakiuu
IIpH NPUMEHEHHUH JIEKAPCTBEHHOTO Ipenapara, a TakkKe OTCYTCTBHs HapyIIeHHi
3akonomarenseTBa Poccuiickoit Menepanmu B cdhepe oOpalieHus JeKapCTBEHHBIX
CPeICTB Ui BETEPMHAPHOTO IMPUMEHEHHMS XO3AHCTBYIOIMMH CYyOBEKTaMH
JepXKaTellb WM YINOJNHOMOYEHHOE MM JPYroe IOPHIMYEcKOe IHMIO BIPaBe
nocpeacTBoM — HHGOPMALMOHHOH  CHCTEMBl  TPEJACTAaBUTH  PE3y]bTaThl
TOTIOTHUTENFHBIX MCCIIEAOBAaHNI apXMBHBIX 00pasloB CEPUM JIEKAPCTBEHHOIO
Tpenapara, IIpy NpMMeHeHnH KOTOPOTo BO3HMKIIA HEOIAronpusTHast peaKiy.

V. HadopmupoBanue cyObeKTOB OOpalleHHs JIEKAPCTBEHHBIX CPE/ICTB
71 BETEpUHAPHOTO IPUMEHEHMS B paMKaX (papMaKoHa/i30pa

29. Poccensxo3Haa30p pasMeniaeT MHGOPMALUIO O PELICHHIX, IPHHATHIX B
COOTBETCTBHMH C 9acThlo 7 cTaThbu 64, yacTsamu 1 u 2 crarbu 65 3akoHa Ne 61-O3 u
10 OCHOBAaHMsIM, YKa3aHHBEIM B IyHKTax 1, 9, 10 ctatem 32 3akona Ne 61-03, B
TeueHHe IATH paboynX JHEH co JHS NPUHATHS TaKHX PELICHHH Ha OQUIUATBEHOM
caiite Poccenpxo3Haazopa.




ITpunoxenue Ne 1

K ITopsiziKy ocyIecTBIeHUs papMaKkoHaL30pa B
OTHOIIEHHH JIEKAPCTBEHHEIX IIpenapaToB i
BETEPHHAPHOT'O IPUMEHEHU, YTBEPKAEHHOMY

npukazom DeepanbHON CITyKObI

II0 BETEPHHAPHOMY U (UTOCaHUTAPHOMY

HaI30py
or 11 suBaps 2018 1. Ne 9

PexoMeHIyeMblit 0Opaselt

I[NepedeHs NpeaCTaBIseMBIX CBEICHUH B HHPOPMAIIHOHHYIO CHCTEMY,
CHCTEeMATH3HPOBAHHEIX Ha OCHOBAHUU JaHHBIX COOOIIEHHUH O HEOIAaronpusTHBIX
peaKImaX, IMOCTYNAIINX 0T CyOBEKTOB 0OpallleHHs JICKapPCTBEHHBIX CPE/ICTB

Caenenus 0 HeOIaronpUsATHON PeaKIINK

3HaueHue

Jlata BBeIeHMs] HHPOPMAIUK

JlekapcTBeHHBI — TpenapaT  (MeXIYHapOJHOe  HEMaTeHTOBaHHOE
HauMeHOBAHME, TOProBOe HAaMEHOBAHHE)

HaumenoBanue u aZpeC NPOU3BOANTEIIA JIEKAPCTBCHHOI'O Hnpenapara

HaumeHnoBanue u aZipec ACpKaTeisl JICKapCTBEHHOIO Imperapara

HoMep cepuu JieKkapCTBEHHOI'O IIpenapara

I[aTa MIPOU3BOACTBA JICKAPCTBEHHOI'O Ipfnapara

HYTB BBEJICHUS JICKAPCTBCHHOI'O IIpeIiapara

Ornpasurtens HHPOpPMaIHU

Opl"aHI/ISaHI/ISI, BBISIBHBIIIAs He6nar0npm{THym PeaKuo

Cy6nekt Poccuiickoil Denepanvii, HaCEIEHHEIN IIYHKT

Buj, Bo3pacT, 1oJ1 )KUBOTHOT'O

Jlata nonydeHns “HGopMauu

Bun HeOJIaronpusTHON peaxkuuu (mo6ounoe JIeHCTBUE,
HeXelaTelbHas —peaxius, Cephe3Has HeXeJaTelbHas peakuus,
HeTpeBUIICHHAs  HeXelaTelbHas  peakluus,  HHIUBHIyalbHas
HENIEPEHOCHMOCTh, OTCYTCTBHE 3(P(QEKTUBHOCTH JEKApCTBEHHOIO
npenapara, HHble (aKkThl 1 00CTOATENBCTBA, NIPEICTABIAIONIME YIPO3Y
JKM3HH MM 3JOPOBBIO XXMBOTHOI'O, 0€30MaCHOCTH KMBOTHOBOJYECKOM
NPOAYKIMA  JKMBOTHOTO  IIPOMCXOXJEHUS IIOCIE  IPUMEHEHHs
JIEKapCTBEHHOTO ITpenapara)

14

OnucaHue HeONaronpHUsITHON peakuyu

15

Hcxon HeOnaronpuaTHON peakiyuu

16

HMudopmalius 0 paccMOTpEeHHH 00paIleHUs HITH JKaJIo0bl 3asBUTENS

17

MHubopMaIus o JJedeHuH )XUBOTHOTO




IMprnoxenne Ne 2
k Iopsaxy ocyinecTBIeHHs GapMakoHa[30pa B
» OTHOILEHHUH JIEKapCTBEHHBIX IIPENapaTos,
x yTBEepXKIEHHOMY NpuKa3zoM DeepalbHOH
CITy OBl
I10 BETEpUHAPHOMY
1 (UTOCAHUTAPHOMY HAA30pPY
or 11 saBaps 2018 . Ne 9

A

PexoMeHIyeMbIid oOpasen

3aKJroueHHe 110 MUHMMH3AIMU HETaTUBHBIX SBICHUH
TpH OOpallleHHuH JIEKapCTBEHHOIO Ipernapara

1.O6mue monokeHHs  (MEPUON  MOHHTODHMHIa, OOBEKT — aHau3a,
METO/IOJIOTHS IPOBeAeH s paboThl, aKTyambHOCT NaHHBIX).

2. VIcTOYHUKH MONTyYeHHs] UHPOPMAIMK U MX ONFCaHHe.

3.KpaTkue CBefieHMs O JIeKapCTBEHHOM IIpemapare (MHQOpMaIus
O PperucTpaldH JIEKapCTBEHHOro Iperapara B JIPYTMX CTpaHaX, [aHHBIC
0 mpom3BoAuTelle ¥ pa3paboTYMKe, PETUCTPAllIOHHBIC JAHHBIC, 00BpeM
noTpebNenns JeKapCTBeHHOro npenapata B Poccuiickoit Denepali U B APYTAX
rocynapCTBax)

4.0630p peryiasTOpHbIX pelIeHWH B OTHOLICHWHM JICKApCTBEHHOTO
Iperiapara, a TakKe MepOIpUATHH, HAPaBICHHBIX HA MOBBILICHUE 0€e30I1acHOCTH.
AHamu3 ONbITAa NPYMEHEHHs Mep [pH BHIABICHHH INpobieM 3(GEeKTHBHOCTH

U 6e30MacHOCTH JIEKAPCTBEHHOTO TNpernapaTad, a TaKkKe CXOXHX JEKapCTBEHHBIX
IpernapaTos.

5. Onenka 3¢ pekTUBHOCTH 1 6€3011aCHOCTH:

M3MEHEHHUs XapaKTEPUCTUK M HOBBIE JaHHbIE O JIKApCTBEHHOM Ipenapare
(3 dexTUBHOCTD, Ka4EeCTBO, GE30MACHOCTB);

CBElCHHs, HE cojepkampecs B HHCTPYKIWH IO BETEPUHAPHOMY
TIpUMEHEHHIO WM CBEIEHHs, CBHIETENbCTBYIOIME 00 H3MEHEHHHM OTHOLICHUS
OXHIAeMO#l IIONB3Bl K BO3MOXHOMY PpHCKY IPHMEHEHMs JIEKapCTBEHHOI'O
nperapara;

OCOOCHHOCTH B3aMMOJEHCTBHS JIEKAPCTBEHHOI'O IIpernapara € JpyTUMHU
JIeKapCTBEHHBIMU IIpenapaTaMu;

omkcanue mpodieM Ge30IacHOCTH (BIIEPBBIE M HE BIECPBBIC BBIABICHHBIX,
OOBEKTUBHBIX U CYyOBEKTHBHBIX);

6€30MacHOCTh MPOIYKIMH XHBOTHOIO [IPOMCXOXKACHHUS 1OCie IPUMEHEHHS
JIeKapCTBEHHOTO Mperapara.

6. Pe3ynpTaThl MCCIENOBAHUN JIEKApCTBEHHOTO Ipernapara, MpOBOJMMBIX
B paMKaX BBHINONHEHUs TIAHOB KOHTPONS KadecTBa M BEIOOPOYHOrO KOHTPOIA
JIeKapCTBEHHBIX CPECTB.
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7. 3aKImodYeHue O IPAUMHAX Pa3BUTH HEONAaronpusTHOH PEaKIy.

8. OreHkKa JOCTATOYHOCTH IIpeAJiaraeMblX JepiKaTeseM MEPONIPUATUH I
peJOTBpAllleHys Bpela JKU3HM M 3[0POBBIO JKHMBOTHBIX IPH IpUMEHEHUN
JIEKapCTBEHHBIX IIPENapaToB.

9.BEIBOJ O [OCTOBepHOCTH (IIONHOTE) CBEACHHH, COJepXKalUXCs
B HHQOPMALH O HEOIArONPUATHEIX PEaKIHsX, UM BBUIBICHHE HEJIOCTOBEPHOCTH
(HETIONTHOTHI) YKa3aHHOM MH(QOpMAIyK i CBE/ICHUM.

10. CBeIeHHS O BHIABICHHOM M3MEHEHWM OTHOIICHHMS OXHAeMOH TONb3EI
K BO3MOXHOMY PHMCKY IPMMEHEHHS JIeKapCTBEHHOrO MperapaTa.

11. Tabauripl, rpadpudecKre 1 HHbIE BCTIOMOraTe/IbHBIC MaTepHabL.

12. TpeasoxeHus O NPHHATUIO PELICHHSA B OTHOLICHUH JICKAPCTBEHHOTO
npernapara.




