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N PUTOCAHUTAPHOMY HAI3OPY
(Poccenbx03HaA30p)

IIPUKA3

Ne 1287
30 mosb6pa 2020 roma MockBa

OG yTBep:KAEHHH NOPHAKA BbIAAYH H GOPMBI IOKYMEHTa, KOTOPbIH
NOATBEPKIAET, YTO JIeKapCTBEHHbIH Npenapar AJisi BeTepHHAPHOI0
npUMeHeHus AonyLieH K o0pamenuio B Poceniickoit @enepannu, 0 NOAJIEKHT
NpeACTABJICHHIO O TPeGOBAHMIO YIIOJIHOMO4YE€HHOI0 OPraHa cTpaHsbl, B
KOTOPYIO BBO3MTCS JIEKAPCTBEHHbIH Npenapart

B coorBerctBuM ¢ mnyHkToM 10.1 cratem 5 @enepanbHOro 3akoHa
ot 12 ampenss 2010 r. Ne 61-®3 «O6 obpamieHu# JEKapCTBEHHBIX CPEICTB)
(CoGpanue 3akoHOmaTenbcTBa Poccmiickonn ®enepanuy, 2010, Ne 16, ct. 1815;
2019, Ne 31, cr. 4456) u mommynkrtoM 5.2(1).37 mynkra 5 IlonoxeHus
o ®enepanpHoil Coyx0e 1O BETEPUHAPHOMY M (PUTOCAHMTAPHOMY HAI30pY,
yIBepXJeHHOro mnocraHoBneHneM IlpaputensctBa Poccuiickoit Penepanuu
or 30 wmromst 2004 r. Ne 327 (Poccwmiickas raszera, 2004, Ne 150; Cobpanue
3akoHOHaTenbpcTBa Poccuiickoii ®emepauwmum, 2020, Ne 14, cr. 2119),
IpUKa3bIBAIO:

1. YTBepaurs:

a) NOpAOOK BBIJAYM HOKYMEHTa, KOTOPBIA MOATBEPXXKAAeT, 4YTO
JTEeKapCTBEHHBIM IIpemapaT A  BETEPUHAPHOrO NPHMEHEHHs  JOINyLICH
K obpamenuto B Poccuiickoii ®enepaunu, ¥ MOIJIEXKUT MNPEACTABICHHIO IIO
TpeGOBaHMIO YHNOJHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCH
JNleKapCTBEHHBIHM Tpenapart (npuwioxkenue Ne 1);

6) gopMy HOKYMEHTa, KOTOPHIH IOATBEPXKAAET, YTO JIEKAPCTBEHHBIN
mpemapaT s BETEPMHAPHOTO TPHMEHEHMs JONylieH K  oOpalleHuo
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B Poccuiickoit ®epepaiy, ¢ TNOIJIEKHT MPESACTABICHUIO IIO TpeOOBAHHUIO
YIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOpYIO BBO3HTCH J€KapCTBEHHBIIA
npenapar (npuioxerue Ne 2).

2. Hacrosiumii nprKa3s BeTynaet B ciny ¢ 1 mapra 2021 r. u fefiCTBYET 10
1 mapta 2027 T.

PykoBonurens

/Z%A. JaHKBepT




[Tpunoxxenne Ne 1
YTBEPXXJIEHO
npukazoM DenepansHOM
CIy>XOBI I10 BeTEpUHAPHOMY H

¢dbuTOCAaHUTAPHOMY HAA30py
ot 30 Host6pst 2020 r. Ne 1287

ITopsAOK BbIa4H AOKYMEHTA, KOTOPbIi NOATBEePXKIAET, YTO
JeKapCTBEeHHBIH MpenapaTt AJisl BETePHHAPHOro NPHMEHEHHS 10Ny LIeH K
o6pamenuio B Poccuiickoii ®eaepannu, H NOAJIEKHT NPeACTABICHHIO N0

TpeGOBaAHHIO YOJTHOMOYEHHOr0 OPraHa CTPaHLbl, B KOTOPYI0O BBO3HTCH
JieKapcTBeHHbIH npenapar

1. Hactosimmii Iopsimok onpeenser IpaBuiia BeIAaYM JOKYMEHTA, KOTOpBIi
TTOATBEPXKAAET, YTO JIEKapCTBEHHBIN Tpenapar il BeTEPUHAPHOTO NPHMEHCHUA
(manee — JeKapcTBEHHBIH Npenapat) HOMYIUCH K obpaiieHnto B Poccuiickoi
defepaliii, ¥ TOMIEXHAT NPEACTABIEHHIO 110 TPEOOBAaHHIO YTOIHOMOYEHHOTO
OpraHa CTPaHbl, B KOTOPYIO BBO3UTCA JIEKAPCTBEHHBIH NpENapar (manee — A110).

2. JUIO Beigaercs @enepanbHOi CilyxO0od 1O  BETCPHHAPHOMY
¥ QUTOCAHUTAPHOMY HAI30py AEPXKATeNsIM HIH BIIAJIeblaM PErucTpardoHHBIX
YIOCTOBEPEHHUIA JTeKapCTBEHHBIX IMPENapaTos, MPOU3BOAMUTEIM JICKAPCTBEHHEBIX
CPEACTB [l BETEPMHAPHOIO MPHMEHEHHs, Ppa3paboTIMKaM JIEKaPCTBEHHBIX
CPe/ICTB il BETCPHHAPHOTO MPUMEHEHVS MO 3asBICHUIO HX YIOJIHOMOYECHHBIX
npescTaBuTenell (Janee — 3aABUTEND).

3. JIIO Bbimaetcs B OTHOIIEHMH JIEKApPCTBEHHBIX  IMpENaparos,
3aperrCTpUpOBaHHbIX B Poccuiickoit desiepaiiii B COOTBETCTBHH € ®enepallbHBIM
3akoHoM orT 12 ampems 2010 r. Ne 61-®3 «O6 ofpaiueHun JIE€KapCTBEHHBIX
CpPEACTB». ,

4. Jlns seigaum IO sasBuTens Hampasiser B PoccenpxosHamsop
sasBiienue o Beigade 110, B KOTOpOM yKa3biBarOTCA:

a) TOProBoe HaMMEHOBaHHUE JIEKAPCTBEHHOT'O Npemnapara,

6) T[oNHOe ~ HAMMEHOBaHME M HICHTH(UKALMOHHBIM  HOMEp
najoromiaTenpmmka (mantee — VHH)  nepxarend Wi Brajeinbla
PErMCTPALIAOHHOTO YAOCTOBEPEH S JIEKapCTBEHHOTO Npenapara,

B) TIOJIHOE W COKpalleHHoe (NpH HAJWYMHM) HaMMEHOBAaHMSA MPOM3BOAMTEIIS
JIeKapCTBEHHOT O Npenapara;

r) HOMep M JaTa JIMUCH3WM [POM3BOAMTENS Ha OCYLIECTBICHHE
JesSTeNPHOCTH II0 IMPOM3BOJICTBY JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
IIPUMCHEHUS,;

I) ajgpec B Ipejenax MecTa HaXOXICHHs IMPOM3BOIMTENS JECKAPCTBEHHOIO
nperapara; .

€) HANMEHOBaHHE M aJpeC NPOM3BOJCTBEHHOW IUIOIIA/KH, Ha KOTOPOH
OCYILECTBIISETCS IIPON3BOACTBO JIEKapCTBEHHOTO Mpenapara;

X) JIEKapCTBeHHas (hopMa JIEKapCTBEHHOTO Npernapara;

3) GOPMEI BBHIITYCKA JIEKAPCTBEHHOTO Mpemnapara;




1) HOMEpP PETHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Npernapara;

K) HaumeHoBanue 1 UIHH 3aasurens,

JT) HAUMEHOBAHUE CTPaHbI, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH Ipenapar.

5. JInna, AeHCTBYIOIIKE OT JIMLa 3asBHTEIIS, NOMOJIHUTEIBHO K 3asiBJICHUIO
oBbimaue JIIIO mpeACTaBIAIOT KOMHUIO MAOKYMEHTa, IIOATBEPXKAAIOIIEr0 HX
ITOJITHOMOYMS. '

6. B 3asBnenun o Beimaue JIIO ykaseiBaercs cmoco6 momydenus JIIO
(yBenomnenust o6 otkase B Beygade JII10): Bada NMpu JIMYHOM OOpalieHHH,
3aKa3HOe IOYTOBOE OTNpPABIEHME C YBEJOMIICHHEM O BpYHYEHHH, (aKc HIM
3JIEKTPOHHAs MOYTa. ‘

7. SasBnenue o Beigaue JAI1O mMoxeT OBITH MOAAHO HAa OyMa)KHOM HOCHTEJIE
7100 B DJIEKTPOHHOM BHIE. '

8. B Teuenne necaTH paboyuMx OHEH C JarTbl PETHUCTPAIMU 3asBIICHHA
o Beigade IO, yImOJHOMOYEHHOE MIODKHOCTHOE JHIO PoccensxosHanzopa
OCYILECTBIIAET TMPOBEPKY IPAaBHIBHOCTH €r0 3allOJIHEHHsS M JOCTOBEPHOCTH,
COIepKAlllUXCsl B HEM CBEIEHHi, ¥ NPHUHEMAaeT pelleHHe O Bbgaue (OTKase
B Beiaue) JT1O 1160 0 HanpaBIeHNH 3asBUTENIO YBEAOMIIEHHS O HEOOXOIUMOCTH
YCTpaHEHHs BBISBICHHBIX HapylleHHH M (MJIM) [PENOCTaBICHHS NOKYMEHTOB
(manee — yBemomiieHHE).

9. PelneHve O HampaBiCHUH 3asABHTENIO YBEAOMICHHMS IPUHHMAETCA
B CIEAYIOINX CIyqasX: .

a) HecooTeeTcTBHe 3asBieHus o Bbijade JIIIO Tpe6GoBanusaM myHkra 4
Hacrosmero [lopsiaxa; :

6) HENpeACTaBie€HHe KOMHM JOKYMEHTa, YKa3aHHOIrO B MyHKTe 5
Hactogmero Ilopsnka wid ero oQOpMIEHHE C HapylIeHHsAMH TpeOOBaHMi
3aKoHoJarenscTBa Poccuiickoit @enepauuu.

10. Pemenue 06 otkasze B Bbiade JIIO mpuHKMMaeTcs B CHEOYIOIIMX
Cy4asx:

a) HWIMYME B MpEICTaBleHHOM 3asBleHHMH o Bbigaue JIIO u (win)
B JOKyMEHTE HELOCTOBEPHBIX U (MJIH) MCKKEHHBIX CBENCHHUIA;

6) npencrasnenue 3asBieHus o Bbimade JIIO u (wim) mokymenra,
IpeyCMOTPEHHOro  IyHKTOM 5  Hacrosmero Ilopanka, oQOpMIIEHHBIX
c HapylleHHeM TpeOoBaHMH  3aKkoHojaTenbcTBa  Poccuiickodt ~ Dexpepaunu
1 HEeyCTpaHEeHHe YKa3aHHbIX HapyIICHUH B TEYCHHE TPHILATH KAJCHIAPHBIX JAHEH
CO JIHS TTOJIyUYEeHUs 3aiBUTEIIEM yBEIOMIICHHS,

B) pemeHne Poccelbxo3Han3opa O MPHOCTAHOBJIEHMH OOpalleHUs
JIEKapCTBEHHOrO Ipemapara, B TOM 4YHCJIE O IPHOCTAHOBJICHHH MNPUMEHEHUsI
1 peajii3aluy JIEKapCTBEHHOI'O Npemnapara,

r) OPHOCTAHOBIEHHE WM aHHYJIMPOBAHHE JIMIEH3UM TPOM3BOMAUTEIS
JIEKApCTBEHHOrO IIpernapaTa Ha IpPOHM3BOACTBO JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOT'O IPHMEHEHHS.

11. B Teuenue natud pabodux AHEH cO OHS NPUHATHS PELICHUSA O BBIAAYE
(orkaze B Boigage) JIIO  ynojHOMOYEHHOE  JO/DKHOCTHOE  JIMIO
Poccenpxo3Hanzopa olecrieunBaeT H3IaHWe IpHKa3a o Bbigade (00 oTkaze
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B Begaue) JIN1O u nognucanue JAI1O (yBenomnenus o6 orkase B Beinaye JI10).

12. YIOJIHOMOYEHHOE OOJDKHOCTHOE JIMIo Poccenbxo3Hamsopa B TCUCHHE
Tpex pabourx JHe# ¢ JaTsl oamucanus Bpydaer 3assuremo 10 (yBenomienune
06 orka3ze B Bblgade JII1O) uinu HampaBisieT €ro IMOYTOBBIM OTIIPABICHHUEM
C yBEXOMJIEHMEM O BPYYEHHH, WIH 1O BEIOOpY 3asBUTENs B ()OPME ICKTPOHHOIO
JOKYMEHTa, MOJAMMCAHHOIO YCHICHHOH KBaIH(MUMPOBAHHOH 3JI€KTPOHHOMU
noAmuckio PoccenbXxo3Han30pa, Crmoco0oM, 00ecneyrBalolMM IIOATBEPXKACHHE
TOTydYeHHs 3asBHUTENIEM TaKO¥ KONMH W TOATBEPXKAEHUE NOCTaBKM YKa3aHHOTO
JOKyMEHTA. :




IMpunoxenue Ne 2
VYTBEPXIEHO
npukazom DenepalbHOM
CITy>OBI ITO BETEPUHAPHOMY H
(GHUTOCaHUTAapHOMY HAI30py
ot 30 Hos6pst 2020 r. Ne 1287

®opma

DezepanpHas ClTyxk6a 10 BETePUHAPHOMY U GUTOCAHUTAPHOMY HAZ30Py

JJOKYMEHT,

KOTOPBIH TOATBEPIK/IAET, YTO JEKAPCTBEHHBIH IPENapaT s BETCPUHAPHOTO
IpUMEHEHHsI JOITYIIEH K 0OpalleHHIo B Poccuiickoit @enepaiiu, U MOJIJICKUAT
MPEACTABJIEHHUIO 110 TPEOOBAHHIO YIIOIHOMOYEHHOIrO OpraHa CTpaHel, B KOTOPYO
BBO3UTCS JIEKAPCTBEHHEIH NpenapaT

Ne

@enepanbhas  Ciyx6a 10 BeTepPHHapHOMY H (HTOCARHMTADHOMY HAI30py
[IOATBEPXKIAeT, 9TO JIEKAPCTBEHHBIA Ipenapar JUls BETEPMHAPHOTO MPHUMEHEHHA,

>

(TOproBo¢ HAaHMEHOBAHUC JICKapCTBCHHOTO ITpenaparta JUIS BETCpHHApHOTr o IIpI/IMeHCHI/Iﬂ)

(nexapcTBeHHas Gopma JTEKapCTBEHHOTO Mperapara /Uil BeTepHHAPHOro MIPUMEHCHUS)

(bOpMBI BHITYCKA TeKapCTBEHHOTO MpEnapaTa Juist BETepHHAPHOTO MPHMEHEHHS)

(HOMEp PerHCTPANMOHHOTO YIOCTOBEPEHHs JIEKAPCTBCHHOTO IperiapaTa i BETepHHapHOTO
[IPAMCHEHHS)

(nonnoe HaumeHopanue u THH nepixarens uiu

Blageiblia pCFPICTpaHHOHHOFO YAOCTOBEPECHHUA JICKapPCTBCHHOI'O npenapaTa)
[IPOM3BOJICTBO KOTOPOTO ~OCYIIECTB/ISETCA TPOM3BOAMTENEM JICKAPCTBEHHBIX
CPEJICTB Il BETEPHHAPHOTO NMPUMEHEHMU,

(IOIHOE M COKpAIeHHOe (IIPH HAMYHMK) HAHMCHOBAHHS IIPOA3BOKTCIL JICKAPCTBCHHOTO
npenapara 171 BETePHHAPHOIO NPUMEHCHHA)

(ampec B TIpeieNax MECTa HaXOM/ICHHAs IPOM3BOMUTE]IS JICKAPCTBEHHOTO Nperaparta U
BETEPHHAPHOrO IPHMEHEHUS)

(HAMMEHOBAHHUS U aJPEca MIPOU3BOICTBEHHBIX IIOIA0K IPOH3BOUTEIL JIEKapCTBEHHOI'O
fpenapara [y BETEPHHAPHOr0 NPUMEHEHHs], Ha KOTOPBIX OCYIIECTBIACTCS IPOM3BOACTEO
3a4BJIIEMOTO JIEKAPCTBEHHOTO MpeTnapara Uisi BETCpHHAPHOTO NpHMCHEHH)




(HOMep M JIaTa Mpe0CTaBICHNS JIMIICH3HH Ha NPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB JUIA
BETEPHHAPHOTO IPHMEHEHHS)

JIOIYIIIeH K oOpaiienuro B Poccuiickoit Qenepanui.

Hacrosiuit JOKYMECHT BBIJaH I10 3asiBJICHHIO

(naumenosanue v THH 3asButes)

Hacrosumii  JOKYMEHT  TOMJIEXHUT  MNPEACTABICHHIO 10  TpeGOBaHHIO
YIIONHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYHO BBO3UTCS JIEKapCTBEHHBIA
npenapar il BeTepHHAPHOTO IPUMEHEHHUS.

Wuas wuHdopManuss mo TpeOOBaHMIO YMOJHOMOYEHHOTO OpraHa CTpaHbl,
B KOTOPYI0  BBO3UTCS  JICKApCTBEHHBIH  @pemapar Uil  BETEPHUHApHOIO
NpUMEeHEeHHU,

(dbammins, ©Msi, OTIECTBO (MPH HATHYMH), JOJDKHOCTD) (moamnucek)

Jlata BbI1aun M.II. (TIIpH HAJIMYKH)




