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POCCUMCKON ®EJEPALIUU

OENEPAIBHASA CIIYXKBA 10 BETEPUHAPHOMY
N ®UTOCAHUTAPHOMY HAJI30PY
(Poccenbxo3HaA30p)

IMIPUKA3

oT 12 ceursa6pa 2023 roma Ne 1122
MockBa

06 yTBepIKIeHHH OPS/IKA BbIIAYH H (JOPMBI IOKYMEHTa, KOTOPBIH
NOJTBEPHKAAET, YTO JJeKaPCTBEHHbIH Npenapar AJisi BETepHHAPHOI0
npUMeHeH s JonymeH K oopauenuio B Poccuiickoi @eaepanuu, H NOMJICHKHAT
NpeICcTABJIEHUIO 0 TPEGOBAHHIO YNIOJHOMOYEHHOI0 OpraHa CTPaHbl,

B KOTOPYIO BBO3HTCH JieKapCTBEHHBIH npenapaT

B coorBerctBuM ¢ nyHktoM 10.1 cratem S5 @efepaibHOro 3aKoHa
or 12 ampens 2010 r. Ne 61-@3 «O6 oOpaleHnn JICKApCTBEHHBIX CPENCTBY,
moxnynkroM 5.2(1).37 myskra 5 Tlomoxenms o Penepanbnoil ciyxbe 1o
BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAI30DY, YTBEPKIAECHHOIO MOCTAHOBICHHEM
IlpaBurensctBa Poccuiickoir ®epepamu oT 30 wmons 2004 r. Ne 327,
NIpHUKa3BlBalo:

1. YTBepauts:

TIOPAZIOK BBIAYH JOKYMEHTa, KOTOPBIH IOJATBEPIKIAET, YTO JIeKapCTBEHHBIH
TIpenapar I BETEPUHAPHOTO IPUMEHEeH)s JomylleH K obpanieHuio B Poccutickoi
denepalyiy, ¥ IOJIEXHT MPEACTABIEHUIO IO TPeGOBAHWIO YIOJHOMOYECHHOTO
opraHa CTpaHbl, B KOTOPYIO BBO3WTCS JIEKApPCTBEHHBIM IIpenapar, COINacHO
npuioxeHuto Ne 1 K HacTosIeMy IpUKasy;

opMy TOKYMEHTa, KOTOPBIH NOATBEPXkAET, YTO JIEKAPCTBEHHBIN Ipenapart
AN BETEPMHAPHOrO MpHUMEHEHMs JomylieH K ofpamendio B Poccuiickoi
Qepnepaliy, ¥ TOMIEKHUT NPEICTABICHUIO O TPEOOBAHUIO YIOIHOMOYECHHOTO
opraHa CTpaHbl, B KOTOPYIO BBO3HTCS JIEKapCTBEHHBIA IpenapaT, COIIaCHO
IpUIOXKeHUIO Ne 2 K HACTOSIIIEMY TPUKA3y.
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2. TlpusHare yTpaTHBIIMM cwily npuka3 @exepanbHoi CiayxObl 10
BeTepHHApHOMY W (¢uTocaHuTapHoMy Ham3opy oT 30 nHosOps 2020 r. Ne 1287
«O6 yTBepKJE€HMH [IOpsAAKa BBZA4d K (OPMBI JOKYMEHTa, KOTODBIH
IOATBEPXKIAET, YTO JICKApCTBEHHBIN Npenapar Uil BETEPUHAPHOIO IPUMEHEHHs
JOMyIIEeH K obpamenuto B Poccuiickoit ®enepaliyu, U MOMJIEKUT NPEACTABICHUIO
1m0 TpeGOBaHUIO YIOJIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCH
JIEKapCTBEHHBIHN npernapar» (3aperucTpupoBaH MuHrocToM Poccuu
22 suBaps 2021 r., peructpaundoHHbId Ne 62187).

3. Hacrosmmii npvka3s BerynaeT B cuily ¢ 1 ceHTsiOps 2024 r. ¥ AeHCTByeT
1o 1 centsdpsa 2030 r.

PykoBoaurens C.A. lankBept




Ipunoxxernue Ne 1

K npuka3y denepanbHoit CiryXO5I
10 BETEpUHAPHOMY U
(bHUTOCAHUTAPHOMY HAI30PY

oT «12» ceHTsa6ps 2023 r. Ne 1122

IMopsigox
BBIA2YH JOKYMEHTA, KOTOPBIi MOATBEPKAAET, YTO JeKapcTBeHHbIH npenapar
JJIf BeTEPHHAPHOTO NPpUMEHEHHs JonmynieH Kk oopamenuio B Poccuiickoii
denepannn, H MOMJIEKHT MPEICTABIEHHIO 10 TPeOOBAHHIO YIIOJIHOMOYEHHOI0
OpraHa CTpaHbl, B KOTOPYI0 BBO3HTCSH JIeKapCTBEHHBIH npenapar

1. JIOKyMeHT, KOTOpBIi ITOATBEPKAAET, YTO JICKAPCTBEHHBIA IIpenapar il
BETEpPHHAPHOTO MPHMEHEHHs JOIYILEH K obpaienuio B Poccuiickoit Pepepanu, u
NOJJIEKHT MPEACTABICHHUIO 110 TPeOOBAHHIO YIIOJHOMOYEHHOTO OpPraHa CTPaHsI, B
KOTOPYIO BBO3HTCS JIEKapCTBEHHBIN Ipemnapar (Aajee — JeKapCTBEHHBIH Mpernapar,
JIIIO cootBercTBeHHO) Bhigaercs DemepaibHON CIyX00H MO BETEPHHAPHOMY
U (QuTOCAaHWUTApHOMY HAI30py 1O 3asBICHHIO JAcp)Karells HIH BiaJelbla
PETHCTPALMIOHHOTO yIOCTOBEPEHHs JIEKapCTBEHHOI'O IIperapara, MPOH3BOAMTEI
JIEKapCTBEHHBIX CPEACTB /Il BETEPHHAPHOIO IIPHMEHEHHs, pa3paboTuyMKa
JIEKapCTBEHHBIX ~ CPeACTB I BETEPHHAPHOTO INpPHUMEHEHHs JHbO  ero
YIIOJHOMOYEHHOTO NPEACTaBUTENA (fajiee — 3asBUTEIB).

2. JIIO Beigaercs B OTHOLICHWHM JIGKApCTBEHHBIX  IIPENaparosB,
3aperucTpupoBanHbIx B Poccuiickoii denepanny B COOTBETCTBHH ¢ DenepalbHEIM
3akoHOM oT 12 ampens 2010 r. Ne 61-®3 «O6 oOpameHHH JI€KapCTBEHHBIX
CPEICTBY.

3. M Bergaun JI1O 3asBuTens HampasisieT B PoccenbXxo3Haa30p 3asABICHUE O
Bbigade 110, B KOTOpOM yKa3bIBaroOTCS: ,

a) TOproBoe HAMMEHOBaHHUE JIEKAPCTBEHHOI'O NpeIapara;

6) nonHoe U cokpalieHHoe (Ipu Hainuuny) HaumeHoBanud 1 MHH nepxarens
WIH BIIaJIeJbla peruCTPalMOHHOr0 yAOCTOBEPEHH: JIEKAPCTBEHHOIO IIpenapara;

B) NOJIHOE M COKpalleHHOe (IpH HAIWYMK) HAMMEHOBAaHHUS NPOHM3BOAUTEIA
JIEKapCTBEHHOTO Ipenapara;

T') HOMEP M JaTa NpeJoCTaBICHHs JIMLECH3UH Ha IPOU3BOACTBO JICKaPCTBEHHbIX
CPeICTB AJI1 BETEpUHAPHOIO IPUMEHEHUS;

1) aJpec B mpejaejiax MecTa HaxXOXACHWUS NPOH3BOAMTENA JIEKApCTBEHHOTO
Ipernapara;

€) ‘HauMeHoBaHHe (HaWMEHOBaHWMA) M aapec (aipeca) B Ipeleiax Mecra
HaxXOXJICHUs IIPOM3BOJACTBEHHOM (IPOM3BOACTBEHHBIX) IUIOMAAKK (IUIOMIAZO0K)
NpOM3BOAMTENSL  JIEKAPCTBEHHOIO  IIpemapara, Ha  KOTOPOH  (KOTOpBIX)
OCYILIECTBIIAETCSA IPOU3BOACTBO COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO Ipemnapara,

X) JleKkapcTBeHHas GopMa JIeKapCTBEHHOIO IIpenapara,

3) ¢popMa BHIITyCKa JIEKapCTBEHHOIO NIpernapara,

1) HOMep PEruCTPalOHHOIO YOCTOBEPEHHUS JIEKApCTBEHHOTIO Mpenapara,

K) MOJIHOE M COKpallleHHoe (py Haim4guK) HanmeHoBaHus 1 MHH sassutens;

JI) CTpaHa, B KOTOPYIO BBO3UTCS JIEKapCTBEHHBIN Mpenapar.




4. 3asBnenne o Bbigade JIIO HanmpaBnsgeTcs 3asBUTENEM 4Yepe3 JIMUHBIN
KaOWHET B ¢elepabHOM rocyJapCTBEHHOH HHpOpMaIMOHHOM cucteMe «EauHBIN
TIOPTAJ FOCYAapCTBEHHBIX H MyHHIMNANBHBIX yeruyr (QyHkuumit)»' (qanee — EITY),
3JIEKTPOHHYIO 04Ty Poccenbxo3Han3opa Wid 3aKa3HbIM II0YTOBBIM OTIIPaBICHHEM
C YBEIOMJIEHHEM O BPY4YEHHH.

5. B cnyuyae HampaBieHHs 3asBieHus o Bbiade /IO ynonHOMOYEHHBIM
NpEICTABUTEIEM JAOMOJHHUTENBHO K 3asBieHuio o Bbigade JIIO mpunaraercs
IOOKYMEHT, IIOATBEPXKAAIONIHI ITPaBo JIKIAa ACHCTBOBATh OT HMEHH 3asABHTENIA.

6. B zasBnenmm o Beimaue JIIO ykaswiBaetcs cmoco6 mnomydenus MHIIO
(yBemoMneHus o6 orkase B Boijaue J[[10):

a) 3aKa3HBIM [TOYTOBBIM OTIIPABIIEHHEM C YBEIOMJICHHEM O BPYUYECHHH,

0) Ha 3JIEKTPOHHYIO MOYTY 3asABHTEIA (IPH HAJTMYKN);

B) uepe3 nuuHbIH kabuner Ha EITTY.

7. Cpoxk Beiaauu JIITO (yBemomnenus o6 otkase B Beigaue JI10) He momkeH
IPEBHIIIATH IATH paGounX JHEl CO OHS perucTpaluy 3assieHus o Beigaue JI10.

8. B Teuenne ogHOro pabodero OHS CO OHS pETUCTpaLMy 3asBICHHMS O BbIIa4e
AI1O Poccenbxo3Haa30p aHANM3UPYET JOCTOBEPHOCTh CBEACHHM, COACPXKAILMXCS B

3asjBJICHHUH, Ha OCHOBaHHH JaHHBbIX, IMOJIYY€HHBIX mocpeaACTBOM
MEXBCAOMCTBEHHOI'O B3aHMOJIEHUCTBHS H BHYTPHUBEOIOMCTBEHHOTO
B3aHMOJECHCTBHS.

9. Pemenne o Beimaue JIIO (06 otkasze B Bhimaue JIIO) odopmiercs
npuka3zoM Poccenpxo3Hanzopa.

10. Pemenne 06 otkase B Beiaue J{I10 npuaumaeTcst Poccenbxo3Haa3o0poM B
CIIEIYIOIHUX CITyJasnx:

a) HalMYMe B MpeACTaBleHHOM 3aspieHud o Beigave IO u (mmm)
B TOKyMEHTe, YCTAaHOBJIEHHOM ITyHKTOM 5 HACTOSIIEro NOps/IKa, HEAOCTOBEPHEIX U
(MM) MCKaXXEHHBIX CBEJICHHIA;

6) mnpexacraBienue 3asBieHdd o Bbigade JIIO m (mWmM) JOKyMeHTa,
NPEeAyCMOTPEHHOTO  IIYHKTOM 5  HACTOSLIEr0  MHOpAAKa, OQOPMIIEHHBIX
C HapyiIeHHeM TpeOoBaHMii 3aKoHOAaTeNbCTBa Poccuiickoi Meneparum;,

B) nnpuHATHE POCCelIbX03HaA30pOM peLIeHHs O IPHOCTaHOBIEHHH OOpaIleHHs
JIeKapCTBEHHOTO Mpemapara, B TOM 4YHCJle O IPHOCTAHOBJIECHHHM IPUMEHECHUS
¥ peayid3alliy JIeKapCTBEHHOTO Mpenapara;

I') IPHOCTAHOBJICHHE ACHCTBUSA JIUICH3UH HWIHM aHHYJHMPOBaHME JIULCH3HU Ha
IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB Ul BETEPHHAPHOIO IIPUMEHEHH.

11. Tlpu OTCYyTCTBMH OCHOBaHMM, yka3aHHhIX B myHKTe 10 HacTosAlIero
niopszka, Poccensxo3Haa3opoM nmpuHUMaeTcs pemenye o Boigade JI10.

12. B TeueHne ogHOrO pabodero AHA CO JHA IPHHATHSA PEIICHHS O BblAa4e
JIIO (06 otkase B Beigade JIITO) ynonmHoMo4eHHBIM JHLIOM Poccenbxo3Haasopa
ocymectpiserca noanucanue IO (yBemomienus o6 otkase B Beijaue [II10),
KOTOPOE HAIPaBIAETCS 3aBUTEIO CIIOCOOOM, yKa3aHHEIM B 3asBJIEHMH COTJIACHO
IMYHKTY 6 HaCTOSIIEro MopsKa.

! Tonoxenne o ¢enepaibHON rocyaapcTBeHHOM HHPOpMaMOHHONH cHcTeMe «ENHHBIA NMOpTan rocyaapcTBEHHBIX
¥ MyHUIMNATBHBIX yCITyT (yHKIUMIA)», yTBEpXKAeHHOE NMOcTaHOBIeHHeM [IpaBuTenscTBa Poccutickoit ®enepaimu
ot 24 okts0ps 2011 r. Ne 861.




ITpunoxenue Ne 2

K npuka3y degepaibHO# CITyx 051
10 BETEPHHAPHOMY H
(bHUTOCAaHUTAPHOMY HaJ30py

oT «12» centa6pa 2023 r. Ne 1122

dopMma
denepanpHas ciiyx06a 110 BeTepHHApHOMY U GHTOCaHUTapHOMY HaI30py

AOKYMEHT,

KOTOPbIii HOATBEPXKIAET, YTO JEKAPCTBEHHbIH NPenapar AJisi BeTepHHAPHOI0
nNpHMeHeHHs JonymeH K oopamennio B Poccniickoii @enepaunu, 4 NOAJIEXKHT
NpeacTaBJIEeHHIO 0 TPEOOBAHHIO YIIOJTHOMOYEHHOI0 OPraHa CTpaHsl, B
KOTOPYIO BBO3HTCH JieKapCTBeHHbIH npenapar

No

®enepanpHas Ciayx06a M0 BeTepHHApHOMY H (HTOCaHMTapHOMY HaI30py
TIOATBEPXK/IAET, UTO JIEKAPCTBEHHBIN NpenapaT Ui BETEPUHAPHOIO TPHUMEHEHHUS

b

(TOproBoe HAMMEHOBAHHE JIEKAPCTBEHHOTO MPENApara 718 BETEPUHAPHOTO IIPUMEHEHHS)

(nexapcTReHHas GOpMa JIEKaPCTBEHHOTO NPENapara /Ui BETCPHHAPHOTO MPMMEHEHH)

(dopma BEITYCKa JIEKAPCTBEHHOTO NPENapara [ BETCPHHAPHOTO IPUMCHEHHS)

(HOMED PETHCTPAIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO MPENapara /Ul BETEPUHAPHOTO IIPHUMEHEHNA)

(nonHOE M CokpameHHoe (MpH HanwukH) HanmeHopanusa 1 MTHH nepxarens wmu

BIAJIENBIA PETHCTPAHOHHOrO YAOCTOBEPEHHUA JICKApCTBEHHOrO Mpenapara)

MPOU3BOACTBO KOTOPOro OCYIIECTBIACTCA IIPOU3BOJUTEIIEM JIEKAPCTBCHHBIX
CpEICTB AJi1 BCTCPUHAPHOT'O NPUMEHCHUS

2
(no/HOE ¥ COKpAmEeHHOE (IIPH HAIMTHH) HAMMEHOBAHH NIPOU3BOJMTEA JICKaDPCTBEHHOTO IpenapaTa Al BETEPHHAPHOTo

NPHUMEHEHHS)

(a.upec B Mpeaesiax MECTa HaXO0XICHUSA IPOU3BOJUTENA ICKapCTBCHHOTO npenapara 1jis BETSpUHapHOTO HpP[MCHeHPIX)

2
(HauMeHOBaHME (HAMMEHOBAHKS) H afipec (anpeca) B MPEIETaX MECTa HAXOMACHHs! [IPOM3BOLCTBEHHOM (TIpOU3BOACTBEHHBIX)

TI0MAnKY (TIOMAL0K) IPOH3BOAMTENS IEKAPCTBEHHOO MpEnapaTa /IS BETEPUHAPHOTO NPHMEHEHHS], Ha KOTOPOH (KOTOPAIX)

OCYIIECTBIAETCA MPOM3BOCTBO COOTBETCTBYIOMIETO JIEKAPCTBEHHOTO TPENapaTa JUIs BETEPMHAPHONO PUMEHEHNS )

)
(HOMCp M JlaTa NPEAOCTABIICHHS JTHICH3WH Ha MPOU3BOACTBO JICKAPCTBCHHBIX CPEICTB A BETCPHUHAPHOTO HpHMCHCHﬂﬂ)

aomnyieH k obpamenuio B Poccuiickoii Penepaunu.
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Hacrosmuii JOKyMeHT BbIIaH 110 3asBJICHHIO

(nonHoe H cokpaleHHoe (py HanuyuK) HauMeHoBanus ¥ UHH opranusanuu-3assuTens)

Hacrosmmii HQOKyMEHT MOMICKHT NPEACTABICHUI0 10 TpeOOBaHUIO
YIIOJTHOMOYEHHOT'O OpraHa CTpaHbl, B KOTOPYIO BBO3HTCS JIeKapCTBEHHBIH Npenapar
JUISI BETEPUHAPHOTO MPUMEHEHHS.

Wuas uHpopManmus Mo TpeGOBaHHIO YMOJHOMOYEHHOTO OpraHa CTpaHBl,
B KOTOPYIO BBO3HMTCS JIEKQpPCTBEHHBIH Ipenapar il BETEPHHAPHOTO IIPUMEHEHHS:

(XOMKHOCTS YIIOJIHOMOYEHHOTO na Poccensxo3Hanzopa) (mozmce) (pamumns, uMs, OTIECTBO (IIPH HATHYHH)

(mara BeyIaTH)




