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O6 yTBepKIeHUH MOPAIKA [IPENOCTABIEHH S, COCTaBa M 00BEMa CBEICHHI O

CEpHUAX, MAPTHAX JEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOr0 IPUMECHEHH,
DOCTYHAIONINX B rpaxkJaHCcKuil 060poT B Poccuiickoii Dexepanuu

B coorBeTcTBHH € 9acThio 2 craThu 9.1 ®enepanbHoro 3akoHa ot 12 ampens
2010 r. Ne 61-®3 «O6 obpammeHnH IeKapcTBEHHBIX CPEACTB» U IOMITYHKTOM 5.21.40
myakta S5 Ilomoxemms o  ®denepanbHo#t ciyx0e 0 BETEPHHAPHOMY
4 GUTOCAHATapHOMY HAI30pYy, YTBEPXKICHHOIO MOCTaHOBIEHHMEM IIpaBHTENBCTBA
Poccuiickoit @enepamum ot 30 urons 2004 r. Ne 327, tpu K a3 BI B a 10:

1. YTBEPAUTh NPHIAracMblii NOPANOK INPEHOCTABICHMS, COCTaBa H
00BbeMa CBEICHUH O CEPHAX, TAPTHAX JIE€KAPCTBEHHBIX CPEACTB ISl BETEPHHAPHOTO
IIPUMEHCHHS, TIOCTYMAIONIMX B IpakaaHCcKui 060pot B Poccuiickoii ®enepanum.

2. ITpnka3 BcTymaer B cumy 1 cemrsabps 2025 r. u geiictByer mo

1 centsa6psa 2031 1.
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YTBEpKACH
npuka3zoM PenepanbHoM CIry X051 o
BETEPHHAPHOMY U (UTOCAHHUTAPHOMY

Ha/130py
ot 30 saBaps 2025 r. Ne 83

ITopsnox
IIPEe0CTaBIEHHS, COCTaBa H 00bEMa CBEJICHUMN O CEPHAX, TAPTUAX
JCKapCTBEHHRIX CPEJCTB JJI BETEPHHAPHOIO IPUMEHEHHUS, MOCTYNAIOIHX B
rpaxaaHckuil o6opot B Poccuiickoii denepanuu

1. IlpoM3BomWTENAMH JEKApPCTBEHHBIX CpEICTB I BETEPHHAPHOTO
OpUMEHEHHs (Hajee — JIEKapCTBEHHOE CPEACTBO) M  OPraHH3allUsIMH,
OCYUIECTBILIIONIAMH BBO3 (IIEPEMEILCHNE) TEKApCTBEHHEIX CPEACTB B PoccHiicKyro
Qenepaumio (Hamee — OpPraHM3allMH, OCYIIECTBIAIOMME BBO3 (HEpeMeNIeHHE),
IIPEAOCTABIIIOTCS CBEACHHUA, YKa3aHHBIC B IIyHKTaX 2—4 Hactosmero Ilopsaka, B
QenepalbHyl0 TOCY[apCTBEHHYI0 HHGOPMALMOHHYIO CHCTEMYy B 00IacTH
BeTepuHapuu’ (nanee — BetlC).

2. IlpousBoauTeneM JEKaPCTBEHHOTO CPEACTBA IlEpeN IOCTYIICHHEM B
TPOXIAHCKHH O0OpOT KakA0H CEpHH, NAapTHH JIEKAPCTBEHHOIO CpPEACTBA
npenocrasirirores B BetHC:

2.1. CpezieHns 0 IEKapCTBEHHOM CPEACTBE U IPOM3BOJHUTEINE JIEKAPCTBEHHOTO

CpeAcTRa:
a) OTHECEHHE JICKAPCTBEHHOTO CPEACTBA K JICKAPCTBEHHOMY IPENApPaTy JUIA
BCTCPUHAPHOTO INIPUMEHCHMS (Janee — JIGKApCTBEHHBIA Iperapar) MM

(apManeBTHYECKOM CyOCTaHIHM;

0) ToproBoe HaUMEHOBaHHUE JIEKAPCTBEHHOTO CPEJICTBA;

B) $apmMaKoTepaneBTHIECKAs IPYIIIa JEKAPCTBEHHOTO CPEICTBA;

I) MEXIyHapOAHOE HENAaTeHTOBAaHHOE HAWMMEHOBAHHE JIEKAPCTBEHHOTO
CPEACTBA (WM IPYIIIHPOBOYHOE, HIIH XHMHIECCKOE HAUMCHOBAHME);

/1) HOMEp PETHCTPAIIHOHHOTO YIOCTOBEPEHUs JIEKAPCTBEHHOTO [IPETIapaTa HH
uH(pOpMaIHs 0 BKIIOYECHHH (papMaleBTHIeCKOil CyOCTaHIHM, IPOU3BEASHHOM I
peanmsanyu’, B TOCY/apPCTBEHHEIA DEECTp JEKAPCTBEHHEIX CPEICTB  JUIS
BETPHUHAPHOTO IPHMEHEHHS;

! Ilynkr 6 Ilpaun cosjaHmua, pasBUTHA M aKcruryaranud PepepanbHON rocyRapCTBEHHON HH(POpMaHOHHOM
CHCTEMH B O0/acTH BETEDUHADHH, YTBEPXICHHBIX NOCTaHOBIeHHeM IlpapuremscTBa Poccuiickoit Oeaepaumu
or 7 HonOpa 2016 T. Ne 1140. B cooTsetcTsHH C mMyHKTOM 5 IOCTaHOBIeHAA [IpasuTenscTea Poccmiickoit deneparmn
JaHHEIH akT AeicrByet go 1 mapta 2028 r.

2 Crarsu 34 ®enepansnoro 3axoHa or 12 ampens 2010 r. Ne 61-®3 «06 ofpaleHny JIEKapPCTBEHHEIX CPEACTEY
(naree — PenepanbHriii 3ak0H Ne 61-D3).

? Crarps 33 Depepansaoro sakona Ne 61-®3, [lopsiok Be/IeHHS rOCYJaPCTBEHHONO peecTpa 1eKapCTBEHHBIX CPEACTB
Al BeTEPHHAPHOTO MPUMEHEHMs, YTBEPXICHHBIA NpHKa3oM Muncemsxo3a Poccun ot 9 mions 2017 r. Ne 280
(3apeructpuposan MumroctoM Poccum 25 aBrycra 2017 r., percrpaumoHmnif Ne 47952), ¢ W3MeHeHHAMH,
BHECCHHLIMH NpukasoM Muncemsxo3a Poccu ot 20 cerrabps 2024 r. Ne 543 (3aperucrpuposa MumiocToM Poccru
12 nos6ps 2024 r., peructparmuonHsii Ne 80133).
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¢) HAMMEHOBAHKE NIPOM3BO/ATENS IEKAPCTBEHHOTO CPECTBA;

7K) HOMEP CEPHUH, ITAPTHH JIEKAPCTBEHHOTO CPECTBA;

3) CPOK T'OJJHOCTH JICKADCTBEHHOTO CPEJICTBA;

H) [1aTa BBITYCKa (/11 HMMYHOJOTHYECKHX JICKAPCTBEHHBIX Npenaparos);

K) 00beM MPOM3BEICHHOM CEPHM, IAPTHH JIEKAPCTBEHHOTO CpeIcTBa;

JT) 00BeM MOCTYMAomEero B 0G0POT JEKAPCTBEHHOTO CPE/ICTBA,

M) KOJIMYECTBO BTOPHYHBIX (IIOTPEOHMTENBLCKHX) YMAKOBOK, MOCTYTIAIOIIHUX
B IPaKJaHCKOM 060poT;

H) €/IMHUIIBI M3MEPEHHs IPOM3BEIEHHOTO JTeKAPCTBEHHOTO CpencTBa,

0) KOJIMYECTBO 03 B YIAKOBKE (IUI MMMYHOGHOIOMMIECKIX JIEKapCTBCHHBIX
MPENaparoB); |

1) $acoBka, ONMHCAHMEe XaPAKTEPUCTHK M CBOMCTB YIIAKOBOYHBIX MaTepHaioB
¥ YKYIIOPOYHBIX CPEJICTB;

p) Z1aTa MPOM3BOICTBA JIEKAPCTBEHHOTO CPEACTRA,

C) aJpec CKIana, Ha KOTOPOM OCYINECTBISETCS XpaHEHHE MAPTHH
JEKAPCTBCHHOIO CPEICTBA IOCNE TOATBEPKACHUS YIIOJHOMOYEHHBIM JIHIIOM
MPOU3BOMTENIA JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBHA JIEKAPCTBEHHOTO CPEICTBA
TpeOOBaHUAM,  YCTAHOBNEHHBIM  IIPH TOCyJapCTBEHHOM  permcrpaunvu
JIEKapCTBEHHOTO CPEACTBA,

T) CTPaHa MPOU3BOACTBA;

y) laTa Moja4v CBeNECHMI O IEKAPCTBCHHOM cpeactse B BetlC;

¢) naTa u HoMep JIMUEH3MHM HA TIPOHM3BOACTBO JIEKAPCTBEHHBIX CPEICTB JIMOO
AOKYMCHTa O COOTBETCTBHHY NPOU3BOMTENA JICKAPCTBEHHBIX CPE/ICTB TPEOOBAHUAM
TIPaBMJI HA/UTXKAMIEN MPOU3BOACTBEHHOM MMPAKTUKH®,

2.2. CeneHns, comepikammecs B JOKyMEHTaXx, IIPEe Ty CMOTPEHHBIX CTaThel 522
@enepanpHOro 3akona Ne 61-M3, a uMeHHO:

a) laTta ¥ HOMEp IPOTOKONA WCIBITAHHH O COOTBETCTBHH CepHi, mapTHH
JICKapCTBCHHOIO  MpEMapaTa  IIOKA3aTeNaM  KAdeCTBA,  NPEXyCMOTPEHHBIM
HOPMATUBHBIM JIOKYyMEHTOM (Iasieeé — TPOTOKOJ HCMBITAHMI), HPOBOIMMEIX
aKKpCOMTOBAHHBIMA B  COOTBETCTBHHM C 3aKOHOAATENBCTBOM POCCHIICKOM
Qenepaiii 06 aKKpeOWTAIMM B HALMOHATHHOH CHCTEME AKKpPEIUTAIIH
UCIBITATENIBHBIME  1abopaTopuamMu  (LeHTpamMu) (WA NePBBIX IBYX cepui
JICKapCTBEHHOI'0  IIpeTiapaTa, BIEPBBIE NPOM3BEAECHHOIO B  Poccuiickoit
Denepanun);

6) nmata m HOMEp HOKYMEHTAa MPOU3BONMTENA JICKapCTBEHHBIX CPEJCTB,
MOATBEPKAAIOIMIMA  COOTBETCTBHE  KAa4eCTBA  JICKAPCTBEHHOIO npemnapara,
BBOIHMOTO B IPAKINAHCKMH 00OPOT, TpeOOBAHWIM, yCTAHOBNEHHBIM IIPH €TO
rOCyTapCTBEHHOM PErmMcTpalium;

B) JlaTa ¥ HOMEp MOATBEPIKICHHS YIIONHOMOYEHHOTO THILA IIPOU3BOIUTENA
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBHS JIEKAPCTBEHHOTO MPENapaTa TpeboBaHMAM,
YCTaHOBIICHHBIM IIPU €TI0 rOCYapCTBEHHOM PErUCTPALIMH.

4 Ctarpa 45 DenepanbHoro 3akona Ne 61-O3,




3. OpraHusaumed, OCyImECTBIAIOMEH BBO3 (mepememenue), mepen
HOCTYTJIEHUEM B IPAXKAAHCKMH 00OPOT KaXIOM CepuM, MAPTHH JEKAPCTBEHHOTO
CPCACTBA, C LENbIO BBOJA B TPAKAAHCKMH OOOPOT KaXIOM CEpwH, NapTHH
JIEKapCTBECHHOI'0 CPeACTBA npeaocTasarorcs B BetUC:

3.1. Ceenenms 0 IeKapCTBEHHOM CPECTBE:

a) OTHECEHHE JICKAPCTBEHHOIO CPEICTBA K JICKApCTBCHHOMY TIPETapaTy WX
dapManeBTHIECKOM CyOCTaHIMH,

6) TOProBoe HAMMEHOBAHHUE JIEKAPCTBEHHOTO CPELCTBA,

B) (papmakoTepaneBTHYCCKas IPyIa IEKAPCTBEHHOTO CPEICTRA;

I) MEXAYHapPOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHHUE JIEKAPCTBEHHOTO
CpezcTBa (WIX IPYTIMPOBOYHOE, MIIH XMMHYECKOE HAUMEHOBAHIC);

A) HOMEP PETHCTPALMOHHOIO Y IOCTOBEPEHHS JICKAPCTBEHHOTO IIpeTapara wuin
HHGbOPMALWS 0 BKIIOYCHAHN (hapMalleBTHUECKOM CyOCTa MY, TIPOU3BEACHHOM I
peanusaliii, B TOCYJJAPCTBEHHBIM DPEECTP JICKAPCTBEHHBIX CPEACTB LIS
BETEPHHAPHOTO IIPUMEHEHMUS;

€) HAMMEHOBAHHE POHM3BOAUTENS JIEKAPCTBEHHOIO CPE/ICTBA;

’K) HOMEP CEPHH, [TAPTHH JIEKAPCTBEHHOTO CPEACTBA,

3) CPOK T'OTHOCTH JICKAPCTBEHHOTO CPEICTBA,

H) 1aTa BTy CKa (11 IMMYyHONOTHHYECKHX JIEKAPCTBEHHBIX IIPErapaToB);

K) o0beM BBE3CHHOM (IIepeMENEHHOH) cepuu, TIAPTUH JIEKAPCTBEHHOIO
CPeICTBa,

1) 00BEM NIOCTYTIAIOMEr0 B 060POT JEKAPCTBEHHOIO CPEICTBA,

M) KOJIMY€CTBO BTOPHYHBIX (MOTPEOHMTENECKHX) YIIAKOBOK, HNOCTYTAOIKUX B
rpaXkAaHCKOH 000poT;

H) €IMHHIIB] H3MEPCHHs IPOU3BEIEHHOTO JIeKAPCTBEHHOTO CpeICTBa,

0) comepkanue (KOHIEHTPAIHS) ACACTBYIOLIETO BELIECTBA JIEKAPCTBEHHOTO
CpeICTBa Ha EMHUITY Beca WM 00beMa (111 (papMaKoIOrHueCKIX TeKapCTBEHHBIX
CpPEACTB);

I1) KOJIMECTBO J03 B YIIAKOBKE (LIS MMMYHOGHONIOTHIECKHX JIEKapPCTBEHHBIX
IIPENIapaToB);

p) acoska, onmcaHHe XapPaKTEPUCTHK M CBOMCTB YIAKOBOTHBIX MaTEPHAaJIOB
W YKYTIOPOYHBIX CPEICTB;

C) Jata BBO3a, MEPEMEMIEHHUS JIEKAPCTBEHHOIO CpeacTBa (Imara BBIMYCKa
IIAPTHAH JIEKAPCTBEHHOTO CPEACTBA TAMOKCHHBIMH OPTaHAMH);

T) 1aTa MPOM3BOICTBA JIEKAPCTBEHHOTO CPE/ICTBA,

y) ampec ckiana (aapec 06beKTa, HA KOTOPOM OCYIIECTBISIETC XPaHEHHE
IapTHM JIEKAPCTBEHHOTO CPEICTBA TI0CIIE BAIMyCKa TOBApa’);

¢) cTpana NPoHCXOXKAEHHA TEKAPCTBEHHOTO CPEICTBa;

’ Hoamyskr 6 nyHKTa 1 craThii 2 TaMOXEHHOTO KOekca EBpasuiickoro 5K0HOMIYECKOTO COM03a, COEPKAIIETocs B
npunoxeruu Ne 1 x Jloroopy o TamoxeHHOM Kofekce EBpasmifckoro 3K0HOMHUECKOTO coio3a oT 11 anpens 2017
T., ABIseTCs o0s3aTenbHBIM A Pocemiickolt Deiepaliiu B COOTBETCTBHE ¢ DesepanbHBIM 3aKOHOM OT 14 HOSGpS
2017 . Ne 317-®3 «O paruduxamuu Jlorosopa o TamoxeHHOM KoJlekce EBpasuiickoro S5KOHOMHYECKOTO CO03ay.
Berymun B cuty ana Pocentickoit ®enepanmn 1 saHBaps 2018 .
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X) AaTa Mo/IauM CBEACHUH O JIEKAPCTBEHHOM cpeacTse B BetlC;

1) 1aTa ¥ HOMEP 3aKIIOYEHHUA O COOTBETCTBHH IIPOU3BOTHTEIS JEKAaPCTBEHHBIX
CPCACTB TPEOOBAHMAM TIPABIII HAINIEXKAIIEH MPOU3BOACTBEHHOM MIPAKTHUKH ¢ JTHOO
CcepTu(UKaTa COOTBETCTBHS POU3BOACTBA BETEPHHAPHBIX JIE€KapCTBEHHBIX CPECTB
TpeboBanuam IIpaBun Hamtexamei nIPOM3BOACTBEHHOM MpakTUKH EBpasuiickoro
SKOHOMHIECKOTO COK03a’ (B OTHOIECHUM JICKAPCTBEHHBIX MIPETIapaToB).

3.2. Ceenenus, comepamuecs B JOKyMCHTAX, IIPEAY CMOTPEHHBIX CTaThel 522
®enepanpHOro 3akoHa Ne 61-03, a umMenHO:

a) Jara M HOMED MNPOTOKONA MWCIBITAHMHM O COOTBETCTBHH cepui
JICKapCTBEHHOrO  MpETapaTa  MOKa3aTeNsAM  KadecTBa,  IIPedyCMOTPEHHbIM
HOPMATUBHBIM JTOKYMEHTOM, IIPOBOJUMBIX aKKPEAMTOBAHHBIMU B COOTBETCTBHH C
3aKOHOATENBCTBOM Poccuiickodt Qenepauuu 06 aKKpeUTalMHM B HAIMOHATBHOMN
CHUCTEMC aKKPCAWTALWMHA HCIIBITATEIBHBIMA JTa0opaTopusiMu  (UeHTpaMu) (st
NePBLIX  NIBYX CEPHH JICKAPCTBEHHOTO IIPENApaTa, BHEPBHE BBO3AMOTO
(mepememaemoro) 8 Poccuiickyro ®eneparmro);

0) mata M HOMED IOKyMEHTA MPOM3BOMUTENS JEKapCTBEHHBIX CPEJICTB,
TIOATBEPXKIAOIECTO  COOTBETCTBHE  KA4€CTBA  JIEKAPCTBEHHOTO  IIperapara,
BBOJMMOIO B IDAXIAHCKHA O0OOPOT, TPEOOBAHMAM, YCTAHOBIEHHBIM IPH €rO
rOCYAapCTBEHHOM PETUCTPALIMK;

B) 1aTa M HOMEP IOATBEP;KACHHS JIHIA, YIIOMHOMOIEHHOTO JIepKaTeIIEM WK
BIANIENbIEM  PETUCTPALMOHHOIO  YAOCTOBEPEHHS JICKAPCTBEHHOTO Mperapara,
COOTBETCTBHA JICKAPCTBEHHOTO HPENapaTa TPeOOBAHMAM, yCTAHOBIEHHEIM IIPH €0
rOCYNapCTBEHHOM PETUCTPALIUH.

4. Exeromno me mosgmee 1 despans mpoussommurensvu JIEKapCTBEHHBIX
CPEACTB WM OPTraHW3aUMAMH, OCYIIECTBJAOMMMH BBO3 (TIEpEMEIICHHCE),
npefoctasisiorcs B BetlC nara u Homep mpoTokona HCHBITAHMI MOCTY IMBLIETO
B TCYCHHUE roJa B rPAKIAHCKHHA 000POT JIEKAPCTBEHHOTO IIPENAapaTa KOHKPETHOTO
IPOM3BOIMTENS (HA ONHY CEPHIO KXKIOTO TOPrOBOTO HAMMEHOBAHHA, KAKIOM
JNIEKAPCTBEHHOM (hOPMBI, a TAKKE KKIOM JOMPOBKM MM KOJTHIECTBA 103 B
YUaKkoBKe (11  MMMYHOOHOIOTMYECKOTO  JIEKAPCTBEHHOTO rpernapara),
[IPOBOJMMBIX  aKKPCIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOIATEIHCTBOM
Poccuiickodt  Denepamet 06 aKkpemWTAIMH B HANMOHATIBHON  CHCTEMe
aKKPCAUTALMH MCTILITATEILHBIMM TabopaTopusmu (LeHTpamu)®,

5. Ilpenocrasiienue cBeeHMIA, PEyCMOTPEHHBIX IyHKTaMH 2—4 HACTOATIETO
Hopsnka, He Tpebyercs B OTHOMEHHH TeKAPCTBEHHBIX NPENapaToB, YKa3aHHBIX B
qactu 13 crateu 522 OenepansHoro 3akona Ne 61-03,

5 Cratnbs 45 enepansHoro saxona Ne 61-D3.

7 Toanynkr «6» mymkra 9 ITpasmi Pery/poBanys oOpalleHus BETEPUHAPHEIX JIEKAPCTBEHHKX CPEJICTB Ha
TaMOXeHHO# TeppuTopuu EBpasuitckoro 5KOHOMHYECKOTO COM03a, yTBepxkAeHHbIX pemeHueM Copera Eppasutickoit
OKOHOMHUYECKOM koMucchu oT 21 smBapst 2022 r. Ne 1. JlaHHDBIA akT SBIsETcs OGS3aTe/ILHEM g Poccuiickoi
Dejeparu B cOOTBETCTBHH ¢ JloroBopoM o EppasmifckomM skoHoMmueckoM corose or 29 mas 2014 T,
patuduupoBaHasM DeepalbHEIM 3aKOHOM OT 3 okrsabps 2014 1. Ne 279-@3 «O parudukanun Horoeopa o
EBpasuiickoM SKOHOMHIECKOM COI03e» M BCTYIHBIIAM B cunty st Pocemitckolt Meneparum 1 sapaps 2015 1.

8 Yacts 7 cTarem 522 ®epepanbaoro 3akoHa Ne 61-O3,




