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MHUHUCTEPCTBO CEJIBCKOI'O XO3ANCTBX
POCCHUUCKOU ®EJEPALIMHN

®EJEPAJIBHASA CI1YKBA 10 BETEPUHAPHOMY
A ®PUTOCAHUTAPHOMY HA30PY
(Pocceabxo3Haa30p)

NMPUKA3

30 nHosb Ne 1287
0 wmosab6pa 2020 roma Mocksa

OG yTBep:KIeHHH NOPSIKA BLIIa4YH H (popMBbI I0KYMEHTa, KOTOPbIH
NOATBEPKIAET, YTO JeKAPCTBEHHbIH Npenapar AJis BeTepHHAPHOIO
npHMeHeHHs JonyuieH K o6pamenuio B Poccuiickoil @enepanny, H NOAJIEKHAT
NpeACTABJIEHHIO N0 TPeOOBAHHIO YNIOJHOMOYEHHOI0 OPraHa CTpaHbl, B
KOTOPYIO BBO3HTCS JIEKAPCTBEHHBIH Npenapar

B coorBerctBuu ¢ myHkrom 10.1 cratem 5 @elepaibHOro 3aKOHA
or 12 anpensa 2010 r. Ne 61-®3 «O6 obpaiieHud JEKapCTBEHHBIX CPEICTB)
(Cobpanme 3axoHomatenbcTBa Poccuiickonn Deneparnm, 2010, Ne 16, cr. 1815;
2019, Ne 31, cr. 4456) u mnoamynkroM 5.2(1).37 mymkra 5 Ilonoxenus
o ®enepanbHOli Cyx0Oe O BETEPHHAPHOMY M (DPUTOCAHHUTApHOMY HaJI30pYy,
yTIBepXKIEeHHOro TocTaHoBIeHHeM IIpasutensctBa Poccuiickod ®@enepanun
or 30 wmrons 2004 r. Ne 327 (Poccmiickas raszera, 2004, Ne 150; Cob6panue
3akoHomaTelbcTBa Poccuiickoit @epmepaumu, 2020, Ne 14, cr. 2119),
MPUKaA3bIBaAIO:

1. YTBepauTh:

a) TOpAMOK BBINA4M JOKYMEHTa, KOTOPHIH TIOATBEPXKIAeT, 4YTO
JEKAapCTBEHHBIA mperapar Ui  BETEPUHAPHOrO NMPHUMEHEHUs  JOIYIIEH
K obpamennio B Poccuiickoil ®Denepaiin, ¥ TMOJUICKUT NPEACTABICHUIO II0
TpeOOBaHMIO YNOJHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3HUTICH
JNleKapCTBEHHBIH npenapart (mpuioxenue Ne 1);

6) ¢opMy IOKyMeHTa, KOTOPBHIH NOATBEPXKIAET, YTO JIeKapPCTBEHHBIH
mperapaT Ui BETEPMHAPHOTO IPHMEHEHMs JOmymieH K  OOpalleHHo
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B Poccmiickoit ®emepanuy, M TOMICKHUT MPEACTaBICHUIO IO TpeOOBaHUIO
YIIONHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYKO BBO3UTCA JIeKapCTBEHHBIHA
npenapar (npunoxenue Ne 2).

2. Hacrosumii npuKa3 BeTynaet B ciy ¢ 1 mapra 2021 r. ¥ IeHCTBYET 10
1 mapra 2027 .

PykoBonuresn

/%A JlaHKBEpT




[punoxenue Ne 1
YTBEPXJIEHO
npukazom DenepanbHOM
CIy>OBI 10 BETEPUHAPHOMY H

bHTOCAHUTAPHOMY HAI30PY
ot 30 Host6ps 2020 r. Ne 1287

ITopsiioK BbiIa4H AOKYMEHTa, KOTOPbIi NOATBEPKIAET, YTO
JleKapcTBEHHbIH Mpenapar AJsi BETePHHAPHOI0 NPHMEHEHH 10Ny LIeH K
o6pamenuio B Poccuniickoii ®@exepannu, H NOMJICKHUT NPEICTABICHHIO N0

TPeGOBAHHIO YIIOJTHOMOYEHHOIrO OPraHa CTPaHbl, B KOTOPYI0 BBO3HTCSH
JieKapcTBEeHHbIH Npenapar

1. Hactosumii [Topsinok onpenensdeT MpaBuiia BbIAAYM JIOKYMCHTA, KOTOPbI
TOATBEPXKAAET, YTO JIGKapPCTBEHHBIA Mperapar Ul BETEPUHAPHOTO NPHMEHCHUA
(manee — JeKapCTBEHHBIH IIpemapar) AOMYIIEH K obOpaienuio B Poccuiickoit
defepalyy, U TOMIEXHUT NPECTABICHUIO N0 TPEOOBaHHIO YNOJIHOMOYECHHOTO
OpraHa CTpaHEl, B KOTOPYIO BBO3MTCS JIEKapCTBEHHBIH Npenapar (manee — J1110).

2. JUIO Bmpgaercs @enepalbHOM Cilyxk00od 1O  BETEPHHAPHOMY
¥ QUTOCAHWTAPHOMY HaJ30py HEpKaTelsiM WM BHaAesblaM PerucTpardoHHBIX
YIOCTOBEPEHHI JIEKAPCTBEHHBIX MPENapaToB, NPOM3BOIUTEISIM JICKapCTBECHHbIX
CPENCTB JJs BETEPUHAPHOTO TPUMEHEHUS, pa3paboTunKaM JIEKapCTBEHHBIX
CPeZCTB Ijisi BETEPHHAPHOTO NMPUMEHEHUS IO 3aABJICHUIO UX YHOTHOMOYCHHBIX
Tpe/icTaBuTENEH (anee — 3asBUTENb).

3. JIIO BsBeimaetcs B OTHOLIGHMH JIEKapCTBEHHBIX — TIpENapaTos,
3aperncTprpoBaHHBIX B Poccuiickoit Pezepaiivi B COOTBETCTBHH C QenepasbHBIM
3akoHoM oT 12 ampems 2010 r. Ne 61-®3 «O6 ofpameHuH IE€KapCTBEHHBIX
CPELCTBY.

4. Jtns Bemaum  JIIO 3asBuTens Hampasiser B PoccembXo3Hamsop
3asBienue o Beraade 110, B KOTOpOM yKa3bIBatOTCS:

a) TOProBoe HalIMEHOBaHKE JIEKAPCTBEHHOTO NPENApaTa;

6) TmomHOe  HAaWMECHOBAaHME M  WJCHTH(UKAIMOHHBIA  HOMEp
Hajoromnarensmuka  (manee — WHH)  nepxarens wim  BiIazensla
PETMCTPALOHHOTO YAOCTOBEPEHH JIKapCTBEHHOrO TIpenapaTa,

B) MOJIHOE M COKpAICHHOE (IpU HAIWYHK) HaUMCHOBAHUSA IPOM3BOJNTEIL
JIeKapCTBEHHOTO TIperapara;

r) HOMep H JaTa JHMIEH3MM [POWU3BOJUTENd HA OCYLIECTBICHHE
JeATeIbHOCTY 10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB VIS BETCPHHAPHOIO
IPUMEHEHHUS;

1) ajpec B Npeleiax MECTa HAXOXIECHWS TPOU3BOMUTENSA JEKAPCTBEHHOTO
npernapara; -

€) HANMEHOBaHWE W ajJpec MPOM3BOJACTBEHHOM IUIOMWA/KH, Ha KOTOPOH
OCYILECTBJISETCS MPON3BOJCTBO JIEKAPCTBCHHOTO NTpenapara;

) JIeKapcTBeHHas (popMa JIEKapCTBEHHOTO Npenapara;

3) (JOpPMEI BBHIITYCKa JIEKAPCTBEHHOTO Tpenapara;




1) HOMEp PErHCTPAlMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Tpernapara;

K) HauMeHoBanue 1 MHH 3assutens,

J1) HaMEHOBAHKE CTPaHbi, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Mpenapar.

5. Jluna, JeUCTBYIONIME OT JMLA 3asBUTENs, JOIOJHHUTENIBHO K 3asABICHHUIO
o Bbimaue JIIIO mpencTaBisiOT KOMMIO [JOKYMEHTa, IIOATBEPKAAIOIIETO HX
ITOJTHOMOYHSI. '

6. B 3asenenuu o Beimaue JITO ykassiBaetcs crioco6 nomydenus JIIO
(yBemomnennss 00 otkase B Beiaade JIIO): Bbigaya mpu JTHYHOM oOpareHuy,
3aKa3HOE IIOYTOBOE OTIPABIEHHE C YBEJOMIICHHEM O BpydeHMH, (aKc HIM
3JeKTPOHHAS MOYTa.

7. SasBienue o Beygade JITO mMoxeT OBITh MOAAHO Ha OyMa)KHOM HOCHTEINE
7100 B 3JIEKTPOHHOM BHJIE. '

8. B teueHme mecaTu pabouux IOHEHW C IaTbl PETHUCTPALMU 3asBJICHUA
o Beigage JIIO, ymojaHOMOYEHHOE MIOMKHOCTHOEe Iuno Poccenbxo3zHanzopa
OCYILECTBJISIET TPOBEPKY IPABUIBHOCTH €ro 3amOJHeHHS M JOCTOBEPHOCTH,
COEepXKaIMXCs B HEM CBEICHWH, W NPHHUMaeT pelleHHe O Bhbifave (OTKase
B Beage) JIT1O nu6o o HanpaBlIeHUH 3asBUTENIO YBEIOMIIEHHUS O HEOOXOIMMOCTH
yCTpaHeHHs BBISBICHHBIX HapylleHMH M (WIM) MNpeloCTaBleHus ITOKYMEHTOB
(manee — yBeIOMIICHHE).

9. PenleHWe O HampaBiICHUM 3asABUTENIO YBEJAOMJICHHUS [PUHUMACTCS
B CJIEIYIOIINX CIIy4asx:

a) HecoorBercTBue 3aspieHus o Bbimaue JI[IO TpeGoBanusm myHkra 4
Hacrosiero Ilopsnka;

6) HENpeACTaBIEHHE KONMMM JOKYMEHTa, YKAa3aHHOrO B MyHKTE 5
Hacrosmero Ilopsaka wmx ero odopMieHHE ¢ HapylIeHHSIMH TpeOOBaHuUM
sakoHozarenbcTBa Poccuiickoit @enepauuu.

10. Pemenue 06 orkase B Beigaue JII[IO mpuHHMaeTcs B CIEAYIOIINX
Cyvasx:

a) HaAWYhe B IPEACTaBleHHOM 3asBleHMd o Bblgaue JIIO u (win)
B IOKyMEHTE HEJOCTOBEPHBIX U (UIIK) NCKAXKEHHBIX CBEIACHHH,

6) npencrasienue 3asBieHus o Bbigaue JIIO um (umm) noKymeHra,
IpelyCMOTPEHHOro ~ IyHKTOM 5  Hacrosmero Ilopsaxa, oQopmiieHHBIX
c HapylleHHeM TpeGOBaHWIl  3aKOHojaTenscTBa  Poccuiickod — @Denepanuu
1 HeyCTpaHeHe yKa3aHHBIX HapyIIeHUH B TEYEHHE TPUALATH KallCHIapHBIX THEH
CO JHS TOJIyYeHUs 3asBUTEIIEM YBEIOMIICHHUSI,

B) pemenue Poccenpxo3Haq3opa O MPHOCTAHOBICHHHM OOpallleHHs
JIeKapCTBEHHOTO Mperapara, B TOM 4YHCJIE O MNPHOCTAHOBICHMH IPHMEHEHH
U peayii3aliy JIEKapCTBEHHOTO Npernapara;

I) MNPHOCTAHOBIICHWE WIHM AaHHYJIMPOBAaHWE JIMUEH3MH TPOHU3BOAUTENS
JIEKapCTBEHHOrO TMperiapara Ha IIPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB Ui
BETEPUHAPHOrO IPUMEHEHHUS.

11. B Teuyenne natd paboumx AHEH CO AHA NPUHATHS PELIEHH O BblAAue
(otrkaze B Bhlgaue) JIIIO  ynosHOMOuYeHHOE — TOJDKHOCTHOE  JIMIIO
Poccenpxo3Han3opa obecrnednBaeT W3JaHWE IpUKa3a O Bblgade (00 oTkasze
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B Beiaue) JI10 u nogmucanue IO (yBenomnenus o6 otkase B Beinade JI10).

12. YmoJHOMOYEHHOE JODKHOCTHOE NUIo Poccenbxo3Haa3opa B TEUCHHE
Tpex pabounx mHeli ¢ AaThl mognucanus Bpydaer 3assutenio IO (yBegommenue
06 otkaze B Bblgade JI1IO) wnu HanpaBiseT €ro IMOYTOBBIM OTIPaBICHUEM
C YBEIOMJIEHAEM O BPYy4YEHHH, HJIH 110 BEIOODY 3asBUTENS B (hOPME IIIEKTPOHHOIO
JOKYMEHTa, TOJNMCAHHOIO YCHIICHHOH KBAIM(UUHUPOBAHHON 3JIEKTPOHHOM
MOAMKCHI0 Poccenbxo3Han3opa, Crnoco0oM, 00eCIeYHBaroliiM IOATBEPXKICHUE
TOJTy4eHHs 3asBHTENEM TaKoOH KONMM M TOATBEPXKACHHE JOCTAaBKH YKa3aHHOTO
JOKYMEHTA.




Ipunoxxenue Ne 2
YTBEPXIEHO
npukazoM OenepaabHOM
CITyObl TI0 BeTEpHHAPHOMY U
(bUTOCAaHUTApHOMY HAI30pPY
ot 30 HosOpst 2020 r. Ne 1287

dopma

®eepanbHas CIyXK0a 10 BeTePUHAPHOMY ¥ PUTOCAHUTAPHOMY HAA30pY

JOKYMEHT,

KOTOPBIH TIOATBEPXKIAET, YTO JIEKAPCTBEHHbIH Mpenapat 1yl BETSPHHAPHOTO
pUMeHEHHs IOMyIIeH K obpamenuto B Poccuiickoil Denepalmy, 1 MOATEKHUT
MpPeJICTABIEHHUIO 110 TPeOOBAHHIO YIIOTHOMOUEHHOTO Oprala CTpaHbl, B KOTOPYO
BBO3MTCS JIEKAPCTBEHHBI! Npemapar

Ne

denepanpHas clyx0a M0 BETEpUHAPHOMY H duTOCaHUTApHOMY HAJI30py
IOTBEPXK/IAeT, 4TO JIeKapCTBEHHBIN Mperapar s BETEPMHAPHOTO NPUMEHEHUA,

>

(TOProBoc HAMMCHOBAHNC JIEKapCTBCHHOIO IIpeIiapara JJI BETCPUHAPHOIO HpI/IMCHeHI/Iﬂ)

(J1ekapCTBEHHAs q)opMa JICKapCTBEHHOT'O npenapara Uil BETCPHHAPHOI'O HpI/IMeHCHI/Iﬂ)

(bOpMBI BBIYCKA JICKAPCTBEHHOTO MpenapaTa s BETCPUHAPHOTO HpPHMEHEHUS)

(HOMEp PETHUCTPAIMOHHOTO yIOCTOBEPEH S JICKapCTBCHHOTO NpeIapaTa Ul BETEPUHAPHOTO
[IPUMEHEHHS)

(momnoe HaumeHosanue u VIHH nepxatens uiu

BJIajie Iblia PETHCTPALHOHHOTO YIOCTOBEPCHHUS IEKAPCTBCHHOTO mpemnapara)
[IPOU3BOACTBO KOTOPOro  OCYIIECTBILICTCA TIPOU3BOJUTENIEM JIEKAPCTBEHHBIX
CpeACTB AJIs BETEPUHAPHOI0 MPUMEHCHHUA,

(IOTTHOE M COKPAIEHHOE (IIpH HANYYAN) HAUMCHOBAHHS ITPOM3BOIUTEILL JIEKapCTBEHHOT'O
Tpernapara jyis BETePHHAPHOTO IPAMCHCHHU)

(azpec B TIpEZENax MeCTa HAXOK/IEHHS POM3BOIMTENIS JIEKAPCTBEHHOTO Mpeliapata Mt
BETEPUHAPHOTO TIPUMEHEHHS)

(HaI/IMeHOBaHI/ISI H ajapeca Npou3BOJACTBCHHBIX ILIOINAAOK MPOU3BOAUTCIIA JICKApCTBCHHOT'O
mnmpenapara Ajsl BCTCPHHAPHOI'O NIpUMCHEHUS, HA KOTOPBIX OCYIIECTBISACTCA HpOHU3BOACTBO
3asBJISIEMOT0 JICKapCTBECHHOT'O Ipernapara A BCTCPUHAPHOI'O IIpHMeHeHI/ISI)




(HOMep M JlaTa peoCTaBICHUs JIMLCH3MH Ha IIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB I
BETEPUHAPHOTO IPUMEHEHNS)

JOIyIlieH K oOpaieHuto B Poccuiickoit ®denepauuu.

HacTosmmit JOKyMEHT BBIAAH 110 3aSBICHHIO

(naumenosanune u UHH 3asButes)

Hacrosumii  DOKYMEHT  TNOMJIE)KMT  HPEACTAaBIEHHIO 10  TpeGOBaHHUIO
YIIONHOMOYEHHOTO OpraHa CTIpaHbl, B KOTOPYIO BBO3UTCS JIEKapCTBEHHBIN
Ipenapar Uil BETepUHAPHOTO IIPHMEHCHUSL.

MHas wuHbopMalMs 0O TpeOOBAHHIO YIOJIHOMOYEHHOTO oOpraHa CTpaHBl,
B KOTOPYI0  BBO3MTCS  JIGKapCTBEHHBIM  Ipemapar Uil BETEpPUHAPHOrO
NpUMeHEeHMs,

(dpammins, ¥Msi, OTIECTBO (IIPH HAIMYHH), JOIDKHOCTD) (moanuck)

JlaTta BpI1aYn M.II. (TIpY HAJINYHH)




