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YTBepKIeH

npukasom DexepanbHON CITy)KOBI 1O
BETEpUHAPHOMY 1 PUTOCAHUTAPHOMY HAI30py
ot 11 saBaps 2018 1. Ne _9__

' TMopsnok ocyuiecTBIeHUs papMakoHaA30pa
B OTHOIIEHAY JIEKAPCTBEHHBIX IPENApaToB Ul BETePHHAPHOTO NPUMCHEHN

I. OO01e TOJOXKEHUS

1. Hacrtosumit ITopsfok ycraHaBIMBaeT TpeOOBaHMA K OCYMIECTBICHHIO
dapMakoHaI30pa denepanbHOH ciryx00it 1o BeTEpUHAPHOMY
1 uTOCaHUTAPHOMY HAA30DY.

2. dapMakoHaq30p ~ OCymecTBisieTcss — PoccenbXosHaasopoM M €TO
TeppUTOPUAIBHEIMA ~ OpraHaMd, ¢  TIpUBICYCHHEM I10/IBEIOMCTBEHHOTO
yupexnenus PoccenbxosHansopa (mamee — YupexpaeHue), IyTeM aHalu3a
mpefocTapiseMoil  CyObeKkTaMd OOpalleHHs JICKapCTBEHHBIX  CPEACTB A
BETEPUHAPHOTO I[PUMEHEHHUs (Hanee — CyOBEKTHl OOpallleHHs JIEKapCTBEHHBIX
cpenct) MHGOPMAUMK O NOOOYHBIX JCHCTBHAX, HEKCNATCNBHBIX PEaKIUAX,
Cephe3HBIX HEXeNaTeNBHBIX PpEeaKUUiX, HENpeNBUACHHBIX —HEXKENATelbHBIX
peakuusX HpU NPUMEHEHMH JIeKapCTBEHHBIX MpenapaTos, 00 MHAWBUIYaIbHOM
HEIepeHOCHMOCTH, OTCYTCTBHH 3((GEKTHBHOCTH JIEKAPCTBCHHBIX IPENapatos,
a Tarke 00 MHBIX (akTax M OOCTOATENBCTBAX, MPEACTABIIAIOIINX YIpo3y XHU3HU
WIH 3[0OPOBBIO JKMBOTHOTO IIPH MPHMEHEHMH JIEKapCTBEHHBIX IPeNapatoB UL
BETEPHHAPHOTO  IpHUMeHeHHs  (fJajee  — HeOnaronpusiTHele  peakluH,
JleKapcTBEHHBIE MperapaThl COOTBETCTBEHHO) BBIABJICHHBIX HA BCEX OJTallax
oOpalleHyst JEeKapCTBEHHBIX IPEIapaToB B Poccutickoit Penepanud U ApYyIuX
rocyapcTBax.

3. dapMakoHan30p OCYLIECTBISETCS € COOMIOZICHHEM 3aKOHOATCNbCTBA
Poccuiickoit @emepauy B 00JIaCTH 3AIIUTHI [IEPCOHANBHBIX TAHHBIX.

4, GapMaKoHa30p OCYILECTBISICTCS HA OCHOBAHWH!

Hay4dHBIX ¥ AHAIMTHYECKUX JaHHBIX, NEPHOANYECKMX NEYaTHBIX M CEeTEBBIX
U3JaHUAX B 00TIaCTH BETepUHAPUU;

JAHHBIX 00 SIH300THUYECKOH CHUTyalldd Ha TEeppPUTOPUHA Poccuiickoit
denepamin ¥ 3a060J1€BAEMOCTH He3apa3HBIMH  OONE3HSAMH  JKMBOTHBIX,
BBI3BIBAIOIIMX COMHEHHS B 3(GQEKTHBHOCTH U 0€30IacHOCTH JIEKapCTBEHHBIX
[IPENaparoB;

HHQOPMAIMK TIONY4EeHHOW B XO[Ae OCYIIECTBICHHUA TIOCY[apCTBCHHOIO
KoHTpons (Hamsopa) B cdepe oOpalleHns: JEKapCTBEHHBIX CpeCTB A
BETEPUHAPHOTO NPUMEHEHHs (Jajiee — JIeKapCTBEeHHBIE CpENCTBa).

5. YupexnenueM TIPOBOIUTCS OIlEHKa nHbopMaLUH
0 HeGNarompHATHBIX peakuusx, MONYYeHHOH B pamKkax (apMakoHa[30pa,
cé aHanM3, YCTaHABIMBAaeTC]  IPUYHHHO-CIIEICTBEHHAss  CBA3b  MEXIY
IIpUMEHEeHHeM JIeKapCTBEHHOTO IIperapaTa i BO3HUKHOBEHHEM HeOIaronpusITHOH
peakIld, OLIEHMBAETCA DACIPOCTPAHEHHOCTh HEONArONPHSTHBIX  PEaKIMi,



GopMHpYIOTCS. M HamlpaBfioTCd B Poccenbx03Han30p  NPeUIOKEHUA
TI0 aKTyalbHBIM IpobieMaM B o6nactu GpapMaKoHAI30pa M BOIPOCAM, CBA3aHHBIM
¢ 3bQeKTUBHOCTBIO U 0e30MacHOCTBI0  JIEKQpPCTBEHHBIX  IPEnaparos,
OCYIIECTBIAETCS ~ KOHCYIbTAlMOHHAs M METOAMTeCKas pabota, a TaKxe
B3aMOJielicTBIe Poccenbxo3Hajzopa C TOCYIapCTBEHHBIMU — OpraHaMu  H
OpraHU3aIllUsIMK TOCYAapCTB-4JICHOB EBpasuiicKOro 3KOHOMHYECKOro Cow3a,
OCYLIECTBILIOIIAMU JESTENFHOCTD B 00J1aCTH BeTEpUHAPHH.

Jlnst yCTaHOBIIECHMS TIPMYMHHO-CIIEICTBEHHON CBA3U MEXJy NPAMEHCHHEM
JIeKapCTBEHHOTO IIpernapara X BO3HUKHOBEHHCM HeOIaronpusaTHON peaKIuu
VupexaeHreM aHaTH3HPYIOTCS:

a) NepHojl BPEMEHH MEXIy NPUMEHEHHEM JIEKapCTBEHHOIO npenapara
1 BO3SHMKHOBEHHEM HeOIaronpusTHON PEeaKIIui;

6) bapMakoquHaMuKa ¥ (apMaKOKMHETHKA JEUCTBYIOIKMX = BEIIECTB,
BXOMSIINX B COCTAB JIEKapCTBEHHOTO Ipernapara,

B) BEpOATHOCTD BO3HUKHOBEHHSI Ha0II0JaeMBIX KIHHAYECKUX
M TATONOTHYeCKMX (ecnM TMpUMEHHMMO) HapylIeHHH Ipd NPUMCHCHUH
JIEKaApCTBEHHOTO NIperapara;

r) JagHble O BOSHUKHOBEHHU HeOIaronpHUsITHRIX peaKkLuil NpU NpUMEHCHUH
AHAJIOTMYHBIX JIEKApCTBEHHBIX IPENapaToB M JIEKapCTBEHHBIX IPCIIApaToB,
B COCTaB KOTOPHIX BXOMAT IEHCTBYIOLIHE BEIECTBA U (¥M) BCIIOMOTAaTEbHBIC
BelllecTBa JIeKapCTBEHHOIO IIpenapara;

) MHBIE TIPUYHHBI MOSBICHUS He6IAroNpHUsTHON peakiu (B3aUMOJCHCTBUE
C JpYTMMHU JIEKapCTBEHHBIMU IIperiapaTaMi WM KOPMOBBIMH nobaBKaMHu I
KXWBOTHBIX, HapyllleHue TpeOGOBaHMA  HHCTPYKIMM 10  BETCPHHAPHOMY
TIPEMEHEHNIO JICKaPCTBEHHOrO MpelapaTa, HeyJOBJIETBOPUTEIBHEIC YCIIOBUS
colepKaHus MW  KOpPMIICHHS, ctpecc-QakTopbl, KIMMAaTHYEeCKHe YCJIOBHUA,
HeJIOCTAaTOK KOJNHYECTBA W/WIM KauecTBa IMTHEBOH BOJBI, PEakKiHs Ha apyro#
TIpUMEHEHHBIH TeKapCTBEHHBIH Tpenapar).

OueHKa pacIpoOCTPaHCHHOCTH HeGNaronpUsTHOM PEaKluK OCYLIeCTBIIACTCA
IIyTeM YyCTaHOBIEHUS MPOLEHTHOrO COOTHOMICHHA MEKIY KONMYECTBOM
MBOTHBIX, Y KOTOPBIX BO3HMKIA HEOJArompusTHas pEaKkuus 3a onpeeNEHHEIH
nepuopn (pU YCIOBMM YCTAaHOBIEHUS TIPUYUHHO-CNECTBEHHON CBS3U MEXIY
TIpYMEHEHHEM JIeKapCTBEHHOTO TMpemapara i BETEPUHAPHOTO IMPHMEHCHHA
¥ HeGIAroNpUATHOMN peakiyeil) i KOJTUYeCTBOM XUBOTHBIX, KOTOPBIM PUMEHATICA
JIleKapCTBEHHBIIH TIpenapaT Jjis BETEPUHAPHOIO NPUMEHEHHS.

6. Uudopmarmio 0 HeGNAaronpHsTHEIX PEAKIMAX CYOBEKTEI oOpateHus
JIEKAPCTBEHHBIX CPEACTB [JOJDKHBI HANPaBIATH B PoccensxosHamzop (ero
TEpPPUTOPUATIHHBIE OPTaHEL):

B 9JEKIpOHHOM  ¢opme depes  (elepalbHyl0  TOCYJapCTBEHHYIO
MHGOPMALMOHHYIO CHCTeMY B 0011acTH BETepUHAPHH NIPaBHUIa CO3/@HHS, PasBUTHA
W OSKCIUIyaTallid KOTOPOH PpErylMpylOTCs IIOCTaHOBJIEHHEM [IpaBuTensCTBa
Poccuiickoit ®enepanuu ot 07.11.2016 Ne 1140 «O mopsake CO3AaHUs, PasBUTHS
U sSKkcmayatanuu PenepalbHOR TocyaapCTBEHHOH UH()OPMAIIOHHOH CHCTEMBI
B o6nacty BerepuHapum» (CoOpaHue 3aKOHOIATETbCTBA Poccuiickoit @eneparuy,
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2016, Ne 46, cr. 6470) (manee — WHQOPMAIMOHHAA CHCTEMa) WU IO aJPECy
3eKTpoHHOM mouTsl: farmnadzor@fsvps.ru;

Ha OyMa)XHOM HOCHUTEJIE.

7.Vndopmanss 0  HEONArompHMATHBIX  peakUysAX,  MOCTYINHBIIAS]
B Poccenbx03Haa30p (€ro TeppUTOpHaibHBIE OpTaHpl) Ha OyMaXHOM HOCHTETIE,
110 3IEKTPOHHOM MOYTe BHOCHTCA B MHPOPMAIIMOHHYIO CHCTEMY OTBETCTBEHHBIMH
UCTIOIHUTENAMHI HOIpa3IeeHui], YIIOJTHOMOYEHHBIX OCYIIECTBIATh
roCy/apcTBEHHBIA KOHTpONb (Ham3op) B cpepe oOpamleHus JIeKapCTBEHHBIX
cpelcTB (Hajnee — OTBETCTBEHHBIN HCIIONHUTENH) HE MO3/HEe CeMU pabodHX THEH
¢ IaTel TOCTYIUIEHHs B PoccenbxosHamsop (ero TeppUTOpHMANBHBIE OpPraHbI)
nHbopMayu.

CoolOLieHnsT O HeGNaronpHATHBIX PEaklHsix, HalpapiieMble CyObeKTaMU
o6pamieHns JTEKApCTBEHHBIX CPEACTB MOCPEICTBOM HH(OPMALMOHHOH CHCTEMBI
B DJEKTPOHHOW (opMe, pETHCTPUPYIOTCS B aABTOMaTHYECKOM  PEKHME.
OtnpaBuTeNs COOOLIEHHS IIONy4aeT Ha DIEKTPOHHBIA aipec, YKa3aHHBIH
UM B HHQOPMAIMOHHON CHCTeMe, IIOATBEPXKAEHHE PETHCTPAlUU COOOINECHHA
B TeueHHe OJHOro pabodero JHA C [JaThl HalpaBIEeHHA COOOLICHHS
B HHGOPMAI[OHHYIO CUCTEMY.

8. indopmaims 0 HeONAronpUATHEIX PeakluaX B HHPOPMALHOHHON CHCTEME
JIOIDKHA OBITH  JOCTyImHa  pa3paboTyMKaM  JIEKApCTBEHHBIX — IPEIaparos,
NPOM3BOMTENAM JIEKAPCTBEHHBIX [PENapaToB, [epXarelisiM MK BiajeiblaM
PETMCTPAllAOHHBIX ~ YJOCTOBEPEHHH  JIEKapCTBEHHBIX  IpENapaToB MM
YIIOJHOMOYEHHBIM UMY IOPHINYECKMM JIMIaM, KOTOPBIE HECYT OTBETCTBEHHOCTD
3a KauecTBO, 3D(YEKTUBHOCTL U 6e30IaCHOCTh JIeKapCTBEHHOro mpernapara (zanee
— JepXaTelu) B OTHOLICHAM  3aperHMCTPHPOBAaHHBIX HMM Ha TEPPUTOPHH
roCyapcTB-WwieHOB EBpa3uiickoro 3KOHOMHYECKOTO COH03a JIeKapCTBEHHBIX
npernapaToB.

9. PexoMmeHayeMbiii ofpasel mepedHs IpeICTaBIsAeMBbIX CBEICHHH B
MHPOPMAIIMOHHYIO CHCTEMY, CHCTEeMaTH3MPOBAaHHEIX HAa OCHOBaHHMHM JaHHBIX
cooOlieHnii O HeONarompUATHBIX peakmusX, IOCTYINAIOIMX OT CyOBEKTOB
obpamieHus JIEKapCTBEHHBIX CpEeACTB, INpUBeleH B mnpunoxennd Ne 1 kK
HacrosieMy LIopsanxy.

II. Ananu3 uH(OpMAaIMK O HeOMAroNpUATHBIX PEAKIHUAX, IIOCTYNAKOIIEH
B Poccenpxosnansop (TeppuropualibHbie opransl Poccensxo3Haazopa) ot
CyObEeKTOB O0paLIeHUN JIEKAPCTBEHHBIX CPEJICTB

10. O6pamenus 1 xano0bl CyOBEKTOB OOpallleHHs JeKapCTBEHHBIX CPEACTB,
nocTynaomye B Poccenbxo3Ham3op  (ero  TeppUTOpUAllbHBIE — OPraHbI)
U coepxalupe HHPOPMAIMIO O HeONarompHATHBIX peakuuax (Janee —
oOpallieHus ), paccMaTpHBaroTCs OTBETCTBEHHBIMU UCTIOJTHUTESIMU
B cooTBeTcTBHH ¢ DefiepanbHbIM 3aKkoHOM OT 2 Mast 2006 1. Ne 59-03 «O nopsiake
paccMmorpeHus ofOpamenuil rpaxmaH Poccmiickoit ®epeparyn» (Cobpanue
3akoHoAaTeNnbcTBa Poccuiickoit ®eneparuu, 2006, Ne 19, cr. 2060; 2010, Ne 27,
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cT. 3410; Ne 31, ct. 4196; 2013, Ne 19, c1. 2307; Ne 27, ct. 3474; 2014, Ne 48,
cT. 6638;2015, Ne 45, ct. 6206) (nanee — ®enepanpHbii 3ak0H Ne 59-03).

11. OTBETCTBEHHEIM HCITOJIHUTEIEM IIPOBEPAIOTCS JIOCTOBEPHOCTD
1 HOCTaTOYHOCT: MH(opMammu i e€ 06paGoTkH ¥ aHamu3a. B ciydae ecin
uHQOpMaLMK, NpPUBEICHHOH B obpaleHny, HEAOCTAaTOYHO [ TpPOBCACHHA
00paboTKHM M aHaln3a, OTBETCTBEHHBIH HKCIIOJIHUTENNb TOTOBUT IIPOCKT 3ampoca
JOMONHUTEIBHOM HHGOPMAIMK Y OTIPaBATE]L] oOpauieHNs B IIpelieNnax CpPOKa,
ycraHoBieHHOro ®enepanbHpM 3aKOHOM Ne 59-@3.

3ampoc HAIpaBlisieTcss CyOBEKTY oOpallleHUs JIEKapCTBEHHBIX CPEACTB
TIOCpeICTBOM MH(GOPMALIHOHHON CHCTEMBI HITH Ha OyMa)XHOM HOCHTENIe TOYTOBBIM
OTIpaBIIeHHEM C YBEIOMIICHHEM O BPY1CHHU.

Hudopmanus He TOATICKUT o6paboTke M aHamu3y B Clyd4ae, eCiIH
He HAeHTU(GHUIMPOBAHbl IOPUIMYIECKOE WU (u3MUecKoe JIUIIO, BbIABUBIIES
HeOMaronpUATHYIO PEakIMIo, XHBOTHOC (rpynma JKMBOTHBIX), Yy KOTODBIX
HaOmonanack HeOJIaronmpusaTHas peakKlusd, IPHMEHEHHBIH  JIeKapCTBEHHBIN
Tpernapat, CUMITOMB] HeGIaronpHsATHOH PeaKIHH.

12. Ilepxatens BIpaBe IPeACTaBUTDH Poccenpxo3Han3opy HWHOOPMALIHIO
06 OLEHKE TSDKECTH HeOJIaronpUsTHOM peakiUd, O JOKa3aHHOCTH IHMPHIMHHO-
CNeJICTBEHHOW CBA3M MeXIy MpHMEHEHWeM JIeKapCTBCHHOTo Ipenapata
1 BO3HUKIIEH HeOJIaronpHATHOM PeakKIMel, a Takke JaHHbIe O paclpOCTpaHCHUU
HeOIaronpusATHON peaKIyH.

13.B cinydae HOATBEPKIACHHS CBeleHHH, yKa3aHHBIX B OOpalleHHH,
fepxartenb 00s3aH MPOBECTH MEPOIPHUATHA B COOTBETCTBUM C ITyHKTaMU 26 - 28
Hactosmero Ilopsaka.

14.TTocne ycTaHOBIEHHUA GakTOB ¥ OOCTOATENBCTB BO3HMKHOBEHMS
HeGNAroNpUATHON peaxiyy IIpH IMPMMEHEHHH JIEKapCTBCHHBIX IPENapatos
PoccebX03HaA30p YBEAOMISET Hepe3 MH()OPMALOHHYIO CHCTEMY YupexaeHue
0 3aperUCTPUPOBaHHOM HEONIArONPUSTHOM PEAKIIUH.

15. VupexaeHHeM NPOBOIUTCA aHAINM3 MHOOpMALUU O HeOIaronpuATHEIX
PEaKIMAX, B TOM YHCNE YCTaHABIMBACTCS MPHMHHO-CICJCTBCHHAS CBAb MEXTY
TIpMEHEHHEM JISKapCTBEHHOTO NperapaTa ¥ BOSHUKHOBEHHEM HeOIarompusATHEIX
peaxiuii, Ol[eHUBAETCs pacpOCTPaHEHHOCTD He6IaronpUsATHBIX PeaKIyi.

16. B ciyyae BEBISBICHUSA CBEICHHUI, He coJepXalMxcs B HHCTPYKUHH
10 INPHUMEHEHHIO JIEKapCTBEHHOTO Ipelrapata n00  CBHAETENHCTBYIOIIMX
06 W3MEHEHUH OTHOIIECHHS OXHUIAaeMOW MOJB3bl K BO3MOXHOMY PHCKY
IpYMEHEeHHUs JIEKapCTBEHHOTO IIpernapara, YUpexXJICHHWeM B TEHUCHHE [BaAlaTH
pabounx mHedl B PoccenbXo3HaA30p HANpaBIACTCS 3aKIOHMEHHE, COLEpKallce
NPEUIOKEHN 10 MMHHUMHU3AIMU HETaTHBHBIX ABIIEHWI mpH OOpallleHuH
JIeKapCTBEHHOTO IperapaTa (PeKOMEHIyeMBlH oOpasen 3aKIIOYEHHs TPHUBEAEH B
npuioxKeHn: Ne 2 K HacToseMy Iopsaaky).

17.B ciydae, eciu TPHUYMHOM HEONAroNpUATHOH PpEAKIMH SBIICTCH
HeCOOTBETCTBHME  JIEKApCTBEHHOro  Ipemapata  TpeOOBaHMAM  KauecCTBa,
PoccenbX03Haa30pOM  TPHHMMAETCS  pellleHue O IIPOBEICHUU BEIOOPOYHOTO
KOHTpPONS KauecTBa JIGKAPCTBEHHOIO IpelrrapaTra B COOTBETCTBUM C ITyHKTOM
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7 craten 9 ®enepansHoro 3akona ot 12.04.2010 No 61-®3 «O6 obpamieHuH
JIEKAPCTBEHHBIX CPEICTBY (CobOpanue 3aKOHOJATENLCTBA Poccuiickoit ®enepanuu,
2010, Ne 16, ct. 1815; 2014, Ne52, cT. 7540) (manee — 3akoH No 61-®3).

18. B cmyuae, eci¥ IpUYMHOH HeOIaronpusATHON peakuuu HIM yrpo3bl
JKM3HH W 37OPOBBIO JKUBOTHOTO (IPYTIIEI ’KUBOTHBIX) SIBJIIETCS HapyLICHHEC
cy6BekTaMu OOpalIeHHs JIEKapCTBEHHBIX CPEIICTB 3aKOHOIATENbCTBA B chepe
obpalleHns] JEKapCTBCHHBIX CPEACTB, Poccenpxo3Hai30pOM B TEUCHHE IIATH
paGounx HHEH NMpUHHAMAETCA PEIUCHHE O IPOBE/ICHUH TPOBEPKH cobmoieHus
cyObeKTaMi OOpallleHus JIeKapCTBEHHBIX  CPEIICTB, YCTaHOBJCHHBIX 32aKOHOM
Ne 61-03 W NpUHATHIME B COOTBETCTBMHM C HHM HMHBIMH HOPMAaTHUBHEIMHI
IIPAaBOBHIMH  aKTaMH Poccuiickoii ®enmepanuu  TpeOOBaHUH K XpaHCHHIO,
[epeBo3Ke, BBO3Y B Poccuiickyro ~ ®enepanuio, OTIYCKy, peanu3alliu
JIEKApCTBEHHBIX CPEJICTB, NPUMEHEHHIO JIEKapCTBEHHBIX npernaparoB B MOPSIKE,
ycTaHoBieHHOM (DefiepalbHBIM 3aKOHOM OT 26 pexabps 2008 r. Ne 294-®3
«O 3ampTe NMpaB IOPUANYECKHUX JUIl X HHIMBAIYalIbHBIX npeanpUHAMAaTeed IpH
OCYIIECTBIEHHH TOCYIapCTBEHHOI0 KOHTPOJIA (mag3opa) W MYHHIUITATBHOTO
xontposs» (CobpaHne 3aKOHOAATENHCTBA Poccuiickoii @enepaimn, 2008, Ne 52,
cT. 6249; 2009, Ne 18, ct. 2140; Ne 29, cT. 3601; Ne 48, c1. 5711; Ne 52, ct1. 6441;
2010, Ne 17, ct. 1988; Ne 18, c1. 2142; Ne 31, ct. 4160, ct. 4193, ct. 4196, Ne 32,
cr. 4298; 2011, Ne 1, ct. 20; Ne 17, cT. 2310; Ne 23, ct. 3263; Ne 27, cT. 3880;
Ne 30, ct. 4590; Ne 48, ct. 6728; 2012, Ne 19, ct. 2281; Ne 26, c1. 3446; Ne 31,
cT. 4320, cr. 4322; Ne 47, c1. 6402; 2013, Ne 9, ct. 874; Ne 27, ct. 3477; Ne 30,
cT. 4041; Ne 44, ct. 5633; Ne 48, c1. 6165; Ne 49, cr. 6338; Ne 52, cr. 6961, 6979,
6981; 2014, Ne 11, ct. 1092, 1098; Ne 26, cr. 3366; Ne 30, ct. 4220, 4235, 4243,
4256; Ne 42, c1. 5615; Ne 48, c1. 6659; 2015, Ne 1, ct. 53, cT. 85; Ne 14, ct. 2022;
Ne 18, ct. 2614; Ne 27, ct. 3950; Ne 29, ct. 4339, ct. 4362, cr. 4372, c1. 4389;
Ne 48, ct. 6707; 2016, Ne 11, c1. 1495; Ne 18, ct. 2503; Ne 27, ct. 4160, c1. 4187,
cT. 4287; Ne 50 c1. 6975; 2017, Ne 9, cr. 1276). '

I1I. AHaIu3 MepuoIUIECKNX OTIETOB
110 3pPeKTUBHOCTH 1 6€30MAaCHOCTH NEKAPCTBEHHBIX IpeNapaToB
¥ OLIepaTUBHON HHGOPMAIUK O HEOIAroMPHATHEIX PEAKIIHIAX

19. Poccenbxo3Hanzopom B Tedenme 30 KaleHHApHBIX IHen
pAacCMaTpUBAIOTCS TPEJICTABIIEHHBIE JepXaTelsMi MEPHOAUIECKUE OTIETEL 06
3¢ (EeKTUBHOCTH U 6€30IIaCHOCTH JICKapCTBEHHBIX MperrapaToB (manmee — OT4YETHI) U
onepaTuBHas HHGOPMAIUA O TOOOIHBIX IEHCTBUAX, HE YKA3aHHBIX B MHCTPYKIMAX
JI0 TIPHMEHEHWIO JIEKapCTBEHHBIX NPENapaToB, CEPhE3HBIX M HENPEJBHACHHBIX
HeXeNaTeNbHEIX PeakiuiX, 00 OCOOSHHOCTAX B3aWMOACHCTBUA JICKapCTBEHHBIX
TIpenapaToB ¢ APyrUMH JIEKApCTBEHHBIMH NIpeniapaTaMy, KOTOPbIC OBLIH BBISBJIEHBI
TIpH TPOBENEHHWH KIMHMYECKHX HMCCIIeOBaHHH M IPMMEHEHMH JeKapCTBCHHBIX
TpenapatoB (aniee — OnepaTHBHAs HHGOPMALL).
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20. B Teuenme nATH pabouux MAHEH C JaThl TMOCTYIUIEHHMA oTuéTa WIH
orepartiBHOM HMH(pOpMaIMK PoccenbXo3Han30pOM  HPOBEPACTCA JOCTAaTOYHOCTH
cpefeHmii 1ud  0oOpabOTKM W aHaiu3a TIpeacTaBleHHoH  MHGOPMALWH,
dopmupyeTcs B MHQOPMALIOHHOW CHCTEME 3aJlaHue Ha NpOBENCHHE aHAIU3a
[peCTaBNEHHON HHPOPMALUK B Y UPEXK/ICHHE.

21.B ciydae BbIABICHHA ONIMOOK MM HETOUHOCTEH B OTUETe WIH
omepaTiBHOM HH(popMaluu PoccenbX03HaA30pOM HAMpaBIAeTCH yBEJIOMIIEHHE O
HeobxomuMocTH fopaboTku depe3 HMHGOPMALMOHHYIO CHCICMY. Jepxareis
00s3aH B TeueHHe IIATH pabodux JHed Iociie OKOHYaHWA CpOKa, YKa3aHHOTO B
IIyHKTE 20 HACTOSILETO ITopsanxka, YCTPaHUTh 3aMevaHusd
{ TpeACTAaBUTH OTYET WIIH OIEPAaTHBHYIO nHGOpPMALMIO C BHECEHHBIMH
HM3MEHEHUAMH.

Tlepxarens IO UCTEYEHHS CPOKaA, YKA3aHHOTO B ab3ale TIepBOM HACTOSILErO
IyHKTa, BOpaBe HalpaBuTh B Poccenbxo3Hansop Hepes HHPOPMALHOHHYIO
crcTeMy obpallieHHe O IPOJICHHH BBIIICYKa3aHHOTO CpoKa JUIs nopa6oTku. Cpok
JOpabOTKM MOXKET GbITH POUIEH He Ooliee YeM Ha JIeCATh paboumx JHEH.

22. VupexieHHeM ~ IpoBojsrcs ~ obpaboTka W aHajmM3  OTYCTOB
¥ OllepaTUBHON HHQOpMAalWK B TEUECHHE NBAANATH pabourx HHEW C MOMEHTa
IpeACTAaBeHHs. OTYeTa MM OIEePaTHBHOH uHbOpMaIMd B COOTBETCTBUHM C
nyskramu 19, 21 Hactosmero Hopsaxa.

23.1Ipn TpOBEJEHWH AaHaIHM3a OTYETOB H onepaTHBHOM HMH(pOpPMAIU
YupexxaeHreM COIOCTaBIIeTCs MONy4eHHAs uHbOpMaIUA € HMEIOUMMUCA
CBEJIEHHSMYU O JEKapCTBEHHOM IpenapaTe, o00OMAIOTCs pe3ybTaThl 06paboTKu
JaHHBIX O JIEKApCTBEHHOM IIpenapare, JAaHHBiC HaydHBIX Iy OUKaLyM,
uHGOpMAIUs  KOHTPOIBHO-HAJ30PHBIX ~ OPTaHOB ~ MHOCTPaHHBIX — IOCYNapCcTh
06 obpameHMM JIEKapCTBEHHOTO [IperiapaTa, —CpPaBHUBAIOTCA — MAaTCpHAibl
[0 pasNHYHBIM BpEMEHHBIM TlepHOJaM ¢ WHBIM I1apaMeTpaM, CBOAATCA
¥ TPYIIHPYIOTCS NOMyUeHHBIE NaHHble, POPMYNHPYFOTCSA BBIBOIBI M CKEMECTIHO
NIPeJICTABIMOTCST B POCCENbXO3HAaH30p 3aKIMIOYEHMsS IO MTOraM IPOBEACHHA
aHAIM3a OTYETOB M ONEPATUBHON HH(MOPMALIHHL.

24. OTBETCTBEHHBIN CHENMAIACT YUpeXKaeHHs, IPOBOJMBIIMA 06pabOTKy
J1 aHAM3 OTYeTa U (WIIK) OrepaTHBHOH MH(OpMaLyy, BHOCUT B HHGOPMaALIOHHYIO
CHCTEMY CBEIeHHS O pe3yjibTaraX pacCMOTPEHHS OTHCTOB U OIlepaTUBHOMN
HH(pOpMaLVH.

25. Jlepxateib yBENOMIETCA O pe3ylbraTaX pacCMOTPCHMA OTHETOB
¥ OTlepaTHBHOM HH(BOPMALHH [I0CPEICTBOM HHPOPMAIHOHHOH CHCTEMBL.

IV.  BszaumopeiicTBue Poccenpxo3Haa3opa ¢ AepKaTeIIMU
TIPH PacCMOTPEHHH COOOEHUH O HeOIaronpHATHEIX PEaKIUIAX

26.1Ipy  BHIABIEHMM HEONAroNmpUATHBIX —PpeaKI|i JepiaTen 6o
YIIONHOMOYEHHBIE MU JPYTHe IOPUINIECKHE IMIA B TEUCHNE IATH pabounx AHEH
06s3aHbl TIPUHATH Mephl, HaNpaBleHHble Ha  yCTPaHEHHE HCTaTHBHBIX
TIOCJIE/ICTBUI TIPUMEHEHNsI TAKUX JIEKapCTBEHHBIX IPENapaToB, MPEAyNPEKICHUS
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TIPHYHHEHKS BpeZa XU3HY HIIH 3/I0POBBIO XUBOTHBIX, 3Ty X OT NPUMEHCHUA
TAKUX JIEKAPCTBEHHBIX IIPEMapaToB, Ha JOMONHMTENbHBIA COOp NaHHBIX 00
3¢ dekTHBHOCTH 1 6e30I1aCHOCTH TaKMX JIEKAPCTBEHHBIX IPEIIApaToB.

JlepsxaTens 0O YIOMTHOMOYEHHOE UM [pYyroe IOpHAMYECKOoe JIMLO BIpaBe
HaIpaBUTh B POCCENBXO03HAN30p [0 OKOHYAHHS CPOKA, YCTAHOBIEHHOro ab3areM
TepBBIM HACTOSILETO MyHKTa OOpallleHHe O MPOIEHUH CPOKa I IPHHATHS Mep
10 NpeayIpexXAeHHIO IPUYHHEHNs Bpe/ia XU3HU U 310POBBIO JKMBOTHBIX, 3AIIUTE
OT NIPMMEHEHH JTeKapCTBeHHBIX NPENapaToB, UCIOIb30BAHNE KOTOPHIX TIPHBENO K
BO3HMKHOBEHUIO HEOIArONPUATHEIX peakiuii ¢ 000CHOBaHHEM MPUYMH.

Cpok 10paGOTKH MOXeT OBITh HPOMNIEH He Gonmee YeM Ha HecsTh paboumx
TTHEeH.

27. O NpOBENEHHBIX . MEPONPHMATHAX JepXKaTenb MO0 yIOTHOMOYEHHOE
MM Jpyroe HOPHAMTECKOe JHUIO JOKHBI —HMHpopmupoBaTh Poccenpxo3Haazop
B CPOK He MpEBBILAIONIMHA JecaTd paboyux IHEH ¢ MOMEHTAa IOCTyIUICHHUS
COOOLUEHNH 0 HEOIArONPUSTHBIX peaKUgX.

28. B ciydae MOATBEpXKASHUS BOSHMKHOBEHHS HEOJArompHsTHOH peaKLUy
IIpH TIPUMEHEHMH JIEKAPCTBEHHOTO Iperapara, a TakKe OTCYTCTBHs HapylIeHHH
3aKoHOmaTenbcTBa Poccuiickoit Menepanu B chepe obpalleHus IeKapCTBEHHbBIX
CPEICTB [l BETEPUHAPHOrO IPUMEHEHHS XO3AHCTBYIOIMMU CyOBEKTaMH
JepKartenb WIA YHOJHOMOYEHHOE MM JPYroe IOPHAMYECKOe JMIIO BIPaBe
MOCPEACTBOM  MH(OPMAIMOHHOH  CHCTEMBI  TPEACTABUTh  PE3YNbTAThL
TOTIONIHATENBHBIX HCCIEIOBAaHNN apXUBHBIX O0Opa3sLOB CEPUM JIEKAPCTBEHHOIO
Tpenapara, IpH IpUMEeHEeHHH KOTOPOTO BO3HUK/IA HEOIaronpusTHas peaKiys.

V. MudopmupoBaHre cyObeKTOB 00OpaLIeHHs JIEKapCTBEHHBIX CPEJICTB
ISl BETEPUHAPHOTO IPUMEHEHMS B paMKax (hapMaKOHaI30pa

29. Poccenbx0o3Haa30p pasMeniaeT HHQOPMALKIO O PEIIEHHUIX, MPHHATHIX B
COOTBETCTBHHM C 4YacThi0 7 cTaThu 64, yacTsmu 1 u 2 crated 65 3akoHa Ne 61-D3 u
II0 OCHOBaHMSM, YKa3aHHBEIM B mmyHkTax 1, 9, 10 cratbu 32 3akona Ne 61-®3, B
TeueHHe MATH paboumx JHEH CO [IHS NPUHATHA TaKUX PEIIeHHH Ha OQUIMATEHOM
caiite Poccenpxo3Haazopa.



Ipunoxenue Ne 1

x Iopsaky ocyiecTBieHHs (papMakoHaa3opa B
OTHOWLIEHMH JIEKAPCTBEHHBIX IIPENapaToB UIs
BETEPUHAPHOTO IPUMEHEHHS], YTBEPIKAEHHOMY

npukasom PejiepanbHOM CIIyKObL

110 BETepUHAPHOMY ¥ (PUTOCAaHHUTAPHOMY

Ha/[30pYy
or 11 suBaps 2018 r. Ne 9

PexoMeHyeMblit o0pasen

INepeueHs IpeACTABISIEMBIX CBEACHUM B MHPOPMALHOHHYIO CHCTEMY,
CHCTEMaTH3HPOBAHHBIX HAa OCHOBAHUM JaHHBIX COOOLIEHHH O HEOIAaronpUATHBIX
PeaKiusx, MOCTYHAIOIHX 0T CyOBEKTOB OOpalleHUs] TeKapCTBEHHBIX CPEJICTB

Ne CaeneHusi 0 HEOMAroNpUATHON PEaKIIUU 3HaueHue
n/n

1 | Jara BBeeHHs nHOOpMALMU

2 | JlekapcTBeHHBI mpemapaT  (MEXIYHApoJHOEe  HEMAaTeHTOBAHHOE
HaMMEHOBaHHe, TOProBoe HaMeHOBaHHe)

3 | HaumeHoBaHHe U afipeC MPOU3BOAUTEIS JIEKAPCTBEHHOT'O Npenapara

4 | HauMeHOBaHHe U aJipec epkarens JeKapCTBEHHOI0 Ipenapara

5 | Homep cepun JiekapCTBEHHOrO Npenapara

6 | Jlata mpou3BOJCTBA JIEKAPCTBEHHOIO MpenapaTa

7 | IlyTs BBeAeHUS JEKapPCTBEHHOIO IIpenapara

8 | Ornpasurtenb HHGOPMALUH

9 | Opranu3zanys, BEIIBUBIIAs HEOJIArONPUATHYIO pEaKIIHIO

10 | Cy0wexT Poccuiickoii Penepanyiu, HaCeIEHHBIA MyHKT

11 | Bua, Bo3pacTt, 110J1 )KUBOTHOTO

12 | Jlata nonydeHus nHGOpMaLuu

13 | Bun HeOJIaronpusTHOM peakuuu (mo6ounoe JefCTBUE,
HeXXelaTeNIbHAs peakius, Cepbe3Has HeXelaTelbHas peakiusd,
HeTIpeIBUIEHHAs  HE)XenaTellbHas  peaklsd,  HMHIWBHIYallbHas
HEIIEPEHOCUMOCTE, OTCYTCTBUE J(PPEKTUBHOCTH JIEKAPCTBEHHOT'O
npenapara, UHble PaKThl U 00CTOATENbCTBA, IIPEACTABILIIONIHE YTPO3Y
JKU3HU MK 370POBBIO JKHBOTHOr0, 6€30MacHOCTH KMBOTHOBOAYECKOM
NPOAYKIMHA JKUBOTHOTO  IPOMCXOXIECHHMS IIOCHE  INPHUMEHECHHA
JIeKapCTBEHHOTO Ipenapara)

14 | Onucanue HeOIAroNpHUATHON peakluy

15 | Wcxon HeOnaronpusaTHON peaKkLuy

16 | Mubopmanus 0 paccMOTpeHHH o0pallleHUs I XKaJlo0BI 3asBUTENS

17 | Madopmanus o nedeHuy >KUBOTHOTO




Iprnoxenne Ne 2

k IMopsaaky ocyiiecTBIeHus GpapMaKoHa30pa B
v OTHOILIEHHH JIEKApPCTBEHHEIX IIPENaparToBs,
z yTBEPXKAEHHOMY IIpHKa3oM PeziepalbHOH

CITy OBl

I10 BETEPUHAPHOMY
1 (PUTOCAHUTAPHOMY HAI30py
or 11 suBaps 2018 r. Ne 9

4

PexomenmyeMblii oOpasen

3aKITIOYeHUE 110 MEHHUMHA3AIY HeTaTUBHBIX ABJICHUN
TIpH oOpallleHHH JIEKapCTBEHHOTO MperapaTa

1.O6umme mOJOXKeHHs (MEpUON  MOHHTOPHHTA, OOBEKT  aHalu3a,
METOIOJOTHS TIPOBeicHHUs paboThl, aAKTyanbHOCTh NaHHBIX).

2. VUcTOYHMKM TIONy4eHUs UHGOPMalK U UX OIHCaHHeE.

3.KpaTkie cBeleHMss O IJIeKapCTBEHHOM TpemapaTe (MHQOpMAIMs
O PperucTpalyy JIeKapCTBEHHOro Ipemapara B JpyruX CTpaHax, JaHHbIC
O TpoM3BOAWTENIEe W pa3paboOTYMKe, PErUCTPAIMOHHBIC —JAHHBIC, 00beM
noTpebNeHns eKapcTBeHHOro npenapara B Poccuiickort Denepallud ¥ B IpYTUX
rocynapCTBax)

4. 0630p pETYNATOPHBIX peleHWH B OTHOIICHHU JICKAPCTBEHHOIO
Tperapara, a TakKe MEpONPHUATHIA, HaPaBNeHHEIX Ha TOBBILIEHAE 0€e30ImacHOCTH.
AHanu3 ONBITA TPUMEHEHHs Mep IpH BBIABICHWH HpoOineM 3(QEeKTHBHOCTH

1 6e30MacHOCTH JIEKApCTBEHHOTO IIperiapara, a TakXe CXO0XHX JEeKapCTBEHHBIX
IIpenapaTos.

5. Onenka 3¢ heKTUBHOCTH U 0€30I1aCHOCTH:

M3MEHEHHs XapaKTEPUCTHK M HOBBIE JAHHBIE O JIEKAPCTBEHHOM IIperapare
(30 (EeKTUBHOCTH, Ka4eCTBO, 0€30MaCHOCTB);

CBENeHHWs, He cojepKamecs B HMHCTPYKIMH IO BETepUHapHOMY
IIPUMEHEHHIO WIM CBEIEHHS, CBHIETENbCTBYIOIME 00 M3MEHCHHH OTHOIICHHSA
OXHIAaeMOll TOJNB3bl K BO3MOXHOMY PHCKY IPUMEHEHMs JICKQpCTBEHHOI'O
npernapara;

0CcOOEHHOCTH B3aMMOJEHCTBHS JIEKapCTBEHHOIO Ipemapara ¢ APYTHMMH
JleKapCTBEHHBIMH IIperapaTaMu,

onMcaHue npobiieM Ge30macHOCTH (BIIEpBBIE W HE BIEPBBIC BBIIBICHHBIX,
OOBEKTUBHEIX ¥ CYOBEKTHBHBIX);

6€301acHOCTh IIPOAYKINH )XHBOTHOTO IMPOUCXOXKIEHHS I0Cie IPUMEHEHHS
JIeKapCTBEHHOTO IIperapara.

6. Pe3ynpTaTsl KMCCIEeOBaHUN JIEKAPCTBEHHOTO IIperapara, MpOBOJHMBIX
B paMKaX BBHIINOJHEHHs IUIAHOB KOHTON KadecTBa M BBIOOPOYHOrO KOHTPOISA
JIEKapCTBEHHBIX CPEJCTB.
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7. 3aKModeHne O IPMUMHAX PA3BUTHA HEGNAroNpHUATHON PEAKIIMH.

8. OreHKa AOCTAaTOYHOCTHU IpejjiaraeMbIX A€pxKaTeseM MEPOIPHUATHI IS
IpeJIOTBpallleHns Bpela JKU3HM M 3/I0POBBIO JKHBOTHBRIX IIPH IPUMEHEHHUHU
JIEKApCTBEHHBIX IIPEapaTos.

9.BsBOX O HOCTOBEpHOCTH (ITIONHOTE) CBENCHMH, CONEpXKaIlHXCA
B HHpOPMAIYH O HeGIATONPHATHEIX PEaKIMiX, MM BRUBICHHE HEIOCTOBEPHOCTH
(HETONHOTHI) YKa3aHHOi MHpOPMALWK U CBEICHUH.

10. CBeIeHHs O BBIABICHHOM M3MEHEHUH OTHOMIEHHS OXHIAeMOH TOJb3bI
K BO3MOXXHOMY PHCKY IIPUMEHEHHS JIEKapCTBEHHOTO IpenapaTa.

11. Ta6numpl, rpadpudecKie ¥ HHbIC BCTIOMOIaTeNbHBIC MaTepHaIbL.

12. TIpemoxenus MO NPHHATUIO PELICHUS B OTHOLICHUH JEKApPCTBEHHOTO
npenapara.



