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MockBa

06 YCTAHOBJICHUH lIop‘ﬂmca NPHOCTAHOBJICHHA pe€AaJIH3ALHH H HPHMEHCHH
JeKapCTBEeHHbIX NpEenaparoB AJs BETEPHHAPHOI'0O NPHMEHECHHHA

B COOTBETCTBHH C 4acThio 4 craTthu 65 DepepansHoro 3akonHa ot 12.04.2010
Ne 61-®3 «O6 obpamieHuy JeKapcTBeHHBIX cpeacTsy» (CobOpaHHe 3aKOHOAATENbCTBA
Poccuiickoii ®enmepanmu, 2010, Ne 16, cr. 1815; 2018, Ne 24, ct. 3407)
v oamyskToM 5.2(1).33 Tlonoxenus o PenepanpHoil ciyxbe MO BeTEpUHAPHOMY
1 GUTOCAaHMTAPHOMY HAJ30py, YTBEPXKIEHHOIO IOCTAHOBICHHEM [IpaBuTenscTBa
Poccuiickoii ®enepamuu ot 30.06.2004 Ne 327 (Poccwmiickas rasera, 2004, Ne 150,
Cobpanue 3aKoHOHaTelbcTBa Poccuiickon denepamnu, 2020, Nel4, cr. 2119),
nNpuKa3blBalo:

YcraHoBUTh — npuiaraeMbid  JIopsaaoKk — MPUOCTAHOBICHHMS — peau3aliuu
¥ IPYMEHEHUs JIEKaPCTBEHHBIX TIPENapaToB il BETEPUHAPHOTO IPUMEHEHHU.

PyxoBoauTenb 2{ . C.A [lankseprT




YTBepKIeH pUKazoM
®enepanbHO CITyKObI MO
BETEpPUHAPHOMY U
(GUTOCAHUTAPHOMY HAJ30py
ot 22 mapta 2021 roga Ne 282

IlopsiaoK NPHOCTAHOBJICHHS PEAIH3ANHH H NPHMEHEeHHUS JIeKaPCTBEeHHbIX
NpenapaToB /IJisi BETEPHHAPHOr0 NpHMeHEeHHS

1. Hacrosmmuii Ilopsaok NpPUOCTAaHOBIEHUS pealu3allui Y I[IPHMEHEHHS
JIEKapCTBEHHBIX IpPenapaToB IUIs BeTepHHApHOro mnpuMeHeHus (Hanee — Ilopsanok)
yCTAQHABIMBA€T CpPOKM M  TOCIENOBATENIbHOCTh  ACHCTBHM,  OCYIIECTBISAEMBIX
Poccenbxo3Hai30poM  TIpH  MPHOCTAHOBJIEHWH  pealu3alMd W IPUMEHEHUs
JIeKapCTBEHHOT'O Npemnapara JJjisi BeTepUHApHOro IpUMEHEHUs (Jlaee — JIeKapCTBEHHBIN
mpenapar), a TakXke MpaBWiIa B3aUMOJEWCTBUS Mexay Poccenpxo3sHaa3opom
U cyObekTamMu  oOpallleHHs  JIeKapCTBEHHBIX  CPEACTB IIPU  OCYILECTBIIEHHH
(benepaJbHOrO TOCYapCTBEHHOTO Haj3opa B cdepe oOpalleHHs JEeKapCTBEHHBIX
CPEICTB AJIA BETEPUHAPHOIO IPUMEHEHHS.

2. B cootBetcTBUM ¢ "HacThio 4 ctate 65 denepansHoro 3akoHa oT 12 ampens
2010 . Ne 61-03 «O6 ofpameHun JIeKapCTBEHHBIX CPEICTB» OCHOBAHMSIMH ISt
paccMoTpenuss Poccenbxo3HaZ30poM Bompoca O MNPHOCTAHOBICHUW peanu3alun
U IIpUMEHEHHS JIEKapCTBEHHOTO MpeTnapaTa SBISIOTCS CleAyIole CIy4an:

1) cocraB W (WIH) TEXHONOTHWs NPOW3BOACTBA JIEKApCTBEHHOIO Iperapara
(c onucaHMeM CTaguil IPOU3BOACTBA) OTVIMIAOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
J0ChE;

2) JleKapCTBEHHBIH Ipenapar MpPOW3BEAECH Ha IPOM3BOJICTBEHHOM IUIOIIAJKE,
He YKa3aHHOU B PErHCTPAI[IOHHOM JIOChE;

3) y mpOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB AJS BETEPUHAPHOIO MPHMEHEHHS
(nanee — neKapCTBEHHOE CPEICTBO) OTCYTCTBYIOT NOKYMEHTBI, IOATBEPXKAAOIINE
COOTBETCTBHE KayecTBa JIEKAPCTBEHHOTO IIpemnapaTa, BBOJMMOIO B TIPaXXIaHCKUH
000poT, TpeOOBaHUAM, YCTAaHOBJICHHBIM IIPH €70 FOCYAaPCTBEHHOM PErHCTPALUH;

4)  npoWs3sBOOUTENEM  JIEKApCTBEHHBIX  CPEACTB B COITIACOBAHHBIM
¢ Poccenpxo3HaA30pOM CpPOK HE YCTpaHEHBl HapylleHHs TpeOOBaHMH MpaBHI
HajuIeXalleil NPOM3BOACTBCHHOM TNpPAaKTHKA W (MIH) JHMLEH3UOHHBIX TpeOOBaHWH,
KOTOpBbIe OBUTH BBHISIBICHBI B XOA€ INPOBEICHUS HMHCHEKTHPOBAHUS IIPOU3BO/IUTENS
JIEKAPCTBEHHBIX CPEACTB WM OCYILECTBJICHHS JIHIEH3MOHHOTO KOHTpOIs B c(epe
IIPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB M IPHMBEIM WIM MOIYT [PUBECTH
K IPOM3BOJACTBY JIEKAPCTBEHHBIX IpeNnapaTtoB, MNPHYMHMBIIMX MJIA  CIIOCOOHBIX
NPUYHUHATD Bpel XKU3HU WIH 3J0POBBIO )KABOTHEIX.

3. PaccmoTpeHre Bompoca O NPUOCTAaHOBIEHMHM pealu3allid M INPUMEHEHHUS
JIEKapCTBEHHOTO Ipenapara NpoBOAUTCA PoccenbXo3Ham30poM TMpH  TONyYeHUH
MHGOPMaIlMd OT TEeppUTOpHANbHBIX opraHoB Poccenpxo3Han3opa Ipd Yy4acTHUH
rOCyJapCTBEHHOIO OIOKETHOTO yUpexKIAeHUs, TI0JIBEJOMCTBEHHOI'O
Poccenpxo3Haa30py,  YNOJTHOMOYEHHOTO Ha  IPOBEIEHHE  HMHCIEKTHPOBaHHUS

' Cob6panne 3axoHoaTenscTBa Poceniickoit ®eneparmu, 2010, Ne 16, cr. 1815; 2020, Ne 14, cr. 2035;




0 HECOOTBETCTBHH IPOHM3BOIMUTEINS JIEKAPCTBEHHBIX CPENCTB TpPeOOBaHUSM IpaBHIl
HaJUIe)Kalleld IIPOU3BOACTBEHHOM IIpaI(Tl/IKI/I2 U (WIH) O HapyUIEHHH JULUEH3UOHHBIX
TpebOBaHUMN, KOTOpble OBLUIM BBIABICHB B XOA€ IPOBEICHUS MHCIEKTHPOBAHHs
IPOM3BOUTENS JIEKAPDCTBEHHBIX CPEACTB MM OCYILIECTBICHHS JIMLIEH3MOHHOIO
KOHTPOJIS B cdepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB M IPUBEIM HIM MOTYT
IPUBECTH K TPOW3BOJCTBY JIEKAPCTBEHHBIX IIpeNapaToB, NPHYMHUBIIMX WM
CTIOCOOHBIX MPHYUHKUTE BpeJT KH3HH WK 310POBBIO )KUBOTHEIX (fanee — UHpopmanus),
B COOTBETCTBHH C IOJHOMOYHSIMH, YTBEP)KIEHHBIMU TTOCTaHOBIeHHeM [IpaBuTenscTBa
Poccuiickoit ®enepanun ot 30 mons 2004 r. Ne 327 «O6 yreepxkneHun IlomoxeHus
o QenepanbHOil  Cy’)x0e TO BeTepUHAPDHOMY W (UTOCAHUTAPHOMY HAI30py»
(Poccuiickas rasera, 2004, Ne 150; CoOpanue 3akoHomarenbcTtBa Poccuiickoii
®enepanyn, 2020, Ne14, ct. 2119).

4. Nnudopmaius Hampasisercs B Poccenpxo3Ham3op (pekoMeHOyeMbll obpasell
npuBeleH B npmwioxeHud K Ilopsaxy) ¢ nmpuiioXkeHreM KoMUY MHCIEKLMOHHOIO OTYEeTa
H/UIM akTa npoBepkd ((HOTO M BHIEO MaTepHalibl MPUIAraloTCs NpH HaJIU4uHM) Ha
OyMa)XHOM HOCHTelle IIOYTOBBIM OTIpaBIeHHeM WIM B (opMe 3IIEeKTPOHHOIO
JOKyMEHTa IoCpeICTBOM oduLiHaibHoro caiira Poccenbxo3Haazopa.

5. B Teuenune Tpex pabouux OHeEH cO OHS MOCTyIJieHHS B Poccenbxo3Han3op
Hudopmanuu JODKHOCTHOE JIMLO CTPYKTYpHOro nojpaszeneHus Poccenbxo3Hanzopa,
UCIIOJHSIONEro (YHKUMHA Haa3opa 3a OOOpPOTOM JIEKApCTBEHHBIX CPEACTB MM
BETEPUHAPHOTO TpPHUMEHEHHUs (Jajiee — JOJDKHOCTHOE JIMIO), TMPOBOAUT IPOBEPKY
TIOJTHOTHI ¥ JOCTOBEPHOCTH NpeAcTaBieHHol MHbopMannu.

ITpoBepka gocToBepHOCTH NpeacTapieHHoi Mudopmaimm ocymecTsisercs nyTeM
U3y4YeHUS TPUIaraeMbiX MAaTE€pPHANOB, [OATBEPXKAAIOIIMX (AaKThl HApYIICHHS
TpeOOBaHUI K TPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB, Ha OYMaXHOM HOCHTENIE HIIU
B (hopMe DIIEKTPOHHBIX JOKYMEHTOB.

B cioydyae mOATBEpXKOEHHS  OCHOBAaHUS IIPHOCTAHOBIEHUS  IPUMEHEHMS
JIEKapCTBEHHOTI'O NpenapaTa B COOTBETCTBUH C IMyHKTOM 2 Ilopsaka 10DKHOCTHOE JTHIIO
B TeYeHHe Tpex pabouux AHel co AHA mocTymieHus B Poccenpxo3nansop Mupopmanuu
IIOIOTaBIMBAET MPOEKT MpHKa3a Poccenbxo3Han3opa 0 NIPHOCTaHOBIIEHUU peallu3aluu
¥ TPUMEHEHHs JIEKApCTBEHHOTO Ipenapara M IpPEACTaBIsSET €ro Ha pPacCMOTPEHHE
U TIOJIIHCaHKNe 3aMECTUTENO pyKoBoauTens Poccenbxo3naazopa.

[lpuka3 O MPHOCTAHOBIEHHWM pealu3allid U MPHUMEHEHHUs JIEKapCTBEHHOTO
mperapaTa MOJIMCHIBAETCS — 3aMECTHTeNleM pyKoBoauTens PoccenbXxo3Hansopa
B TeUeHHe ABYX pabounx qHeH cO AHS ero NpeACTaBIeHUs Ha IO/IHCE.

B ciyuae HemoATBEepXKAeHHs NpeAcTaBleHHOH WHQopmanuy, ykasblBaiolled Ha
HaJlM4YMe OCHOBAHMIi Il NMPHUOCTAHOBJIEHHS B COOTBETCTBUM ¢ MyHKTOM 2 Ilopsika,

? [lpuka3 Munnpomropra Poccun or 14 mions 2013 r. Ne 916 «O6 yreepxnenuu IIpasun
HaJUIexallell NpoM3BOACTBEHHON mpaktuku» (3aperucTpupoBano Mumnioctom Poccum 10.09.2013,
peructpauuonnbii Ne 29938); Pemenne Cosera EBpasmiickodi skoHOMMYeCKOH Komuccuu ot 03
HosOps 2016 r. Ne 77 «O6 yrBepxacHum IlpaBun Hajexamed NOPOW3BOACTBEHHONW IMPaKTHKH
EBpasuiickoro 5KOHOMHYECKOTO COI03ay (ABNtomeecs obs3arensHbM st Poccutickoi denepanyu B
coorserctBuH ¢ JloroBopoM o0 EBpasuiickoM 3KOHOMHYECKOM coroze oT 29 mas 2014 r.,
parndunuposanHbiM DenepanbHbM 3aK0HOM 0T 3 okTaOps 2014 r. Ne 279-@3 «O parudukaunu
JloroBopa o EppasmiickoM 3KkoHoMH4ecKkoM corose» (CobpaHue 3aKkoHOAATENbCTBA Poccuiickoit
Deneparuu, 2014, Ne 40, c1. 5310).
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pellleHHe O MPHOCTAHOBICHUU HE IIPHHUMAETCs. YBeAOMIICHHE 00 3TOM C yKazaHUWEM
O00OCHOBaHHH  TMPHUHATOTO  pEIICHUs  HaANpaBleTCs  JOIDKHOCTHBIM  JTHIIOM
B TEpPUTOPHANIbHBIN oprad Poccenpxo3Hanzopa.

6. Ilpuka3 Poccenbxo3Han3opa O NPUOCTAHOBIEHHM PeAIM3allid U NPUMEHCHUS
JIEKapCTBEHHOT'O IpenapaTa JOJDKEH COEepKaTh CIEAYIOIIHME CBEICHHUS:

1) nata u HOMep npUKa3a;

2) ToproBoe HaMMEeHOBaHUE JIEKApCTBEHHOIO [Ipernapara;

3) MexXAyHapOIHOe HEMaTeHTOBaHHOE (IIPU €ro OTCYTCTBUM I'PYIIIUPOBOYHOE HIIH
XHMHYECKOE) HauMEHOBaHUe JIEKapCTBEHHOTO IIpernapara; _

4) nexapcTBeHHas (popma U JO3UPOBKA JIEKAPCTBEHHOTO IIpeTapara,

5) HamMeHOBaHME W aJpec B IpeAe]ax MecTa HaXOXKICHHS JepxaTels HIx
BJIaeJIbIa PETHCTPAIMIOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOI'O Nperapara;

6) HaHMEHOBaHHE U aJpeC MPOU3BOICTBEHHOM IUIOLIAJIKH;

7) HOMED | JIaTa PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIPenapara;

8) marta mprOCTAHOBJICHHS peaJIn3allvy U IPHMEHEHHs JIEKapCTBEHHOIO TIpemapara
U Ccpok (mepuoi), Ha KOTOpBIM INPHOCTAHABIMBAIOTCS pealu3alus M TMPHMEHEHHE
JIeKapCTBEHHOTO Ipenapara;

9) ocHOBaHHE NPHUOCTAHOBIEHHUS peau3allid U IIPUMEHEHHUs JIEKapCTBEHHOI'O
npernapara.

7. B TedueHnme [Byx pabouux [JHEH co JAHA NOANMCAHUS IIpUKasa
Poccenpxo3Haa3opa 0 MPUOCTAHOBIICHUN pealu3aliy U NPHMEHEHHS JIEKapCTBEHHOIO
npemnapara JAODKHOCTHOE JIMLO0 0(QOpMISIET U HalpaBisieT AEPKATEIIO MM BIANCIbILY
PETUCTPAIMIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOIO IMpenapara M IPOM3BOIAMTEINO
JIEKapCTBEHHOIO Mpemapara YBEIOMJICHHE C INPUIOKEHHEM KOIMHH IpHKas3a
(pacTiopsDKeHHs]) O NMPHOCTAHOBICHUHM peaN3al¥d M NPHUMEHEHHS JIEKApCTBEHHOTO
npenapara.

8. Mudopmaiivis 0 mpUOCTaHOBIICHUH peaIn3allii ¥ NPUMEHEHHS JIEKAPCTBEHHOTO
mpernapara B Te€UeHHe JBYX pabodux AHEH CO JHs NOANMCAHHA YKa3aHHOTO PCILeHHS
pasMeiiaeTcsi Ha o¢unuanbHoM caiite Poccenpxo3Hagzopa B ceTH «HHTepHET»
(https://fsvps.gov.ru).



ITpunoxenue

K TTopsAKy IpHOCTaHOBJICHHUS pealu3alii
1 MIPUMEHEHUS JIEKapCTBEHHBIX
IpenapaToB JJIsi BETEpUHAPHOTO
IIPUMEHEHUS, YTBEP)KICHHOMY IIPUKa30M
denepanpHOit CITyKOBI 1O
BETEpUHAPHOMY U (PUTOCAHHUTAPHOMY
Haa3opy oT 22 mapta 2021 roaa Ne 282

PexoMeHnayemblii o0pasery

TeppurtopuanbHblii oprad OeepaibHON CITy>KObI 110 BETEPUHAPHOMY U
(GUTOCAHUTAPHOMY HaA30py

« »

20 T.

HNudopmarius
O NIPOM3BOJCTBE JIEKAPCTBEHHBIX MTPETIapaToB, IPHYMHUBIIMX HIH CIIOCOOHBIX
IPUYHHKUTE BpeJ XU3HU WIH 3J0POBBIO JKUBOTHBIX

1. | ToproBoe HauMeHOBaHHE
JIEKapCTBEHHOTO Mpernapara

2. | CBenenws o JeKapCTBEHHOH Gopme U
TO3UPOBKE JIEKAPCTBEHHOTO
npernapara

3. | Jlata 1 HOMEp PErHCTPALHOHHOTO
yJIOCTOBEPEHUS IEKAPCTBEHHOIO
npenapara

4. HaumenoBaHue 4 aapec
TIPOU3BO/ICTBCHHOM IIOLIAIKH

5. | OcHOBaHUE NPUOCTAHOBICHHUS

[IPUMEHEHUS JIEKApCTBEHHOTO
npernapara B COOTBETCTBHH C
myHkTOoM 2 Hactosmero Ilopsaaka
(HOMep M J1aTa aKTa IPOBEPKH,
HWHCIIEKIIMOHHOTO OTYETA)

PykoBoautens TeppUTOpHAITBHOTO OpraHa
depnepanbHO CITy>KOBI 10 BETEPUHAPHOMY
¥ QUTOCAHUTAPHOMY HaJ30py

damuus, UMsl, OTYECTBO (IPH HATHYHH)

(ITonmuce)




