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O6 yTBepxeHHM OPAIKA IPEAOCTABIIEHH, COCTaBa U 00beEMa CBEICHMIA O
CepuAX, IAPTHAX JIEKAPCTBEHHBIX CPEACTB IS BETEPMHAPHOTO0 IPHMEHEHHH,
DOCTYINAIOIIMX B rpaxkJaaHckuit o6opot B Poccuiickoit dexeparnuu

B cootseTcTBHH € 9acThIO 2 cTaThu 9.1 denepansHOro 3akoHa ot 12 ampens
2010 1. Ne 61-®3 «O6 obpameHuH IeKapCTBEHHBIX CPEACTBY» U MOAITYHKTOM 5.21.40
myakta S5 Ilonmoxenns o  denpepanbHo#t  coyx0e 110 BETEPHHAPHOMY
¥ GUTOCAaHUTApDHOMY HAA30pY, YTBEPXKICHHOIO IOCTAHOBICHHEM IIpaBHTENILCTBA
Poccniickoit Oenepammm ot 30 urons 2004 r. Ne 327, tpu K a3 b B a I0:

1. YTBEpAMTh IpUNAracMbli TOPANOK IPEIOCTABIECHHS, COCTaBa H
00BbeMa CBEACHHH O CEPHAX, TAPTHAX JIEKAPCTBEHHBIX CPEACTB JUIS BETEPUHAPHOTO
OPUMEHCHHS, MOCTYNAIOMIMX B rpaxk1aHckui 060pot B Poccuiickoit @enepamum.

2. Ilpnka3 Bctymaer B cumy 1 cenrsOps 2025 r. um peiictByer mo

1 cenrsa6ps 2031 r.

PyxoBoauTes % HaHnkBept




YTBepXKaeH
npuka3zoM PenepaitbHO# CITy OBl IO
BETCPHHAPHOMY H (GUTOCAHHTAPHOMY

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

ITopsgox
IPEe0CTaBIECHUS, COCTaBa U 00bEMa CBEJICHHIA O CEpHAX, MAPTUAX
JICKapCTBEHHEIX CPEJICTB JIJil BETEPHHAPHOI'O IPUMEHEHHUS, OCTYMAKOIIHX B
rpaxxaadckuil o6opot B Poccuiickoit denepanun

1. IIpoM3BOOWMTENsIMH JEKapCTBEHHEIX CPEACTB U BETEPUHAPHOTO
NpUMEHEHH (Jajee — JIEKapCTBEHHOE CPEICTBO) M OpraHH3allUsIMH,
OCYLIECTBIIAIOMINMH BBO3 (IEPEMEIIICHHUE) JIEKAPCTBEHHBIX CPEACTB B Poccuiickyro
Qenepaumio (mamee — OpraHM3allM{, OCYINECTBIAIONIME BBO3 (HEpeMENIECHHE),
NPEAOCTABIAIOTCSA CBEACHHS, YKa3aHHBIE B IyHKTaX 2—4 Hactosiero Ilopsiaka, B
QenepalbHyl0 TOCYAapCTBEHHYI0 HMH(DOPMAIMOHHYIO CHCTEMYy B 0OIacTH
BeTepuHapun' (nanee — BetlC).

2. IlpousBoauTeneM JEKapCTBEHHOTO CpEeACTBA I€pel MOCTYIUICHHEM B
TPaXNaHCKuid 00GOPOT KaXJAOH CepHUM, IAapTHH JIEKAPCTBEHHOIO CpPEACTBA
npenocrasisitorcsa B BetHC:

2.1. CpezieHns 0 JIEKapCTBEHHOM CPEJICTBE U IPOU3BOIUTEIIE JIEKAPCTBEHHOTO

CpenacTBa:
a) OTHECEHHE JIEKAPCTBEHHOIO CPENCTBA K JIEKAPCTBEHHOMY IIPENapary Iy
BCTCPUHAPHOTO IPHMECHCHHWsS (Jajliee — JIGKapCTBCHHBIA Ipemapar) HIH

(apManeBTHYCCKOM CyOCTaHIMY;

06) ToproBoe HaMMEHOBaHHUE JIEKAPCTBEHHOTO CPE/ICTBA;

B) hapmMaKoTepaneBTHIECKas IPYIIa JIEKAPCTBEHHOIO CPE/ICTBA;

r) MEXITyHapOJHOE HEMATeHTOBAHHOC HAWMEHOBAHME JIEKAPCTBEHHOTO
CPEACTBA (WM IrPYIIIMPOBOYHOE, HIM XUMHYECKOE HAMMEHOBAHHE);

J) HOMEDP PETHCTPAIIHOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOrO IIPeNapaTa WK
vH(bOpMaNKs O BKIIOYEHHH (HapMareBTUIECKOM CyOCTaHIMH, POU3BEACHHOM I
peammsanuu’, B TIOCYAaDCTBEHHBI PEECTP JEKAPCTBEHHBIX CPEACTB VIS
BETPUHAPHOTO IIPHMEHEHHS;

! Iynkr 6 Ilpasun cosnaHus, pasBUTHA M 3KcIUTyaTanmu DefepalbHOd rocyNapcTBEHHOM HHGPOPMAUHMOHHOM
CHCTeMBl B 00/IacTH BeTEpHHApHM, YTBEPXKICHHBIX IOCTaHOBIeHHeM IlpapuremscTBa Poccuiickoii Oeaepauyu
or 7 Hos6ps 2016 1. Ne 1140. B cooTBeTCTBHM C MyHKTOM 5 IIOCTaHOBNEHAA [IpasuTenscTea Poccmiickoii Penepaumu
JaHHED! akT AedcrByer no 1 mapra 2028 .

2 Cratsu 34 @enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 O0OpaIcHNN TEKAPCTBEHHEIX CPECTR»
(naee — OepepaibHbii 3akoH Ne 61-03),

? Crarea 33 DepepansHoro 3akona Ne 61-03, [TOpsI0K BE/IEHHSA rOCY 1aPCTBEHHONO PeecTpa 1eKapCTBEHHBIX CPEJCTB
U1 BETCPHHAPHOTO NPUMEHEHMs, YTBEPXKACHHBIA IpuKa3oM Muucembxo3a Poccun ot 9 mrons 2017 r. Ne 280
(3apeructpuporan MumioctoM Poccum 25 aBrycra 2017 r., perucTpaupoHHENE No 47952), ¢ u3MeHeHUAMH,
BHECCHHBIMH Npuka3oM Muncensxo3a Poccrm ot 20 cerTabps 2024 r. Ne 543 (3aperucrpuposar Mumoctom Poccan
12 noa6psa 2024 r., pernctpammonnsii Ne 80133),
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¢) HANMEHOBAHHUE TIPOM3BO/JATENS JEeKAPCTBEHHOTO CPECTBA;

’K) HOMEP CEpPMH, IAPTUHM JICKAPCTBEHHOTO CPEACTBA,

3) CPOK I'OTHOCTH JIEKAPCTBEHHOTO CPENCTBA,

H) J1aTa BBy CKa (JUIL HMMYHOJIOTMYECKHX JIeKAPCTBEHHBIX IIpenaparos);

K) 00bEM IIPOM3BEICHHOMN CEPUH, IAPTHH JIEKAPCTBEHHOTO CpeIcTBa;

JT) 06BeM MOCTYNArOMIEro B 0G0POT JNEKapCTBEHHOTO CPECTBA,

M) KOJIMYECTBO BTOPHUYHBIX ([OTPEOGUTENBCKHMX) YHMAKOBOK, MOCTYTAOIIHX
B IPaXKAAHCKOH 000pOT;

H) €/IAHUIB H3MEPEHHS IPOM3BEIEHHOTO JIEKAPCTBEHHOTO CPEICTBa;

0) KOJIMIECTBO 03 B YIIAKOBKE (111 MMMYHOGHOIOTMYECKHX JIEKAPCTBEHHBIX
MpernapaTos); |

1) dacoBka, OMCaHHE XaPAKTEPHCTHK U CBOMCTB YIIAKOBOYHBIX MaTepHAJIOB
Y YKyTIOPOYIHBIX CPEJICTB;

p) laTa MPOM3BOICTBA JIEKAPCTBEHHOTO CPEACTBA,

C) agpec CKIaga, Ha KOTOPOM OCYIIECTBIAETCS XpaHEHWE TMapTHUH
JCKAPCTBEHHOIO CPEACTBA TMIOCNE TOATBEPKACHHA YIMOJHOMOYEHHBIM JIAIIOM
MPOM3BOANTEII JICKAPCTBEHHBIX CPEJCTB COOTBETCTBYA JIEKAPCTBEHHOTO CPEACTBA
TpeOOBaHMAM,  YCTAHOBNEHHBIM  MpH TOCyapCTBEHHOM  perucTpaLuu
JIEKapCTBEHHOTO CPEICTBA,

T) CTpaHa MPOM3BOCTBA;

y) /iaTa MOJauH CBEACHHMH O ICKAPCTBEHHOM cpeactse B BetlC;

¢) naTa u HoMep NHUUEH3MM HA MPOM3BOACTBO JIEKApCTBEHHBIX CPEICTB JHUOO
AOKYMEHTA O COOTBETCTBHM IPOU3BOAUTEIA JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
TIpaBHJI HAJUISKAIIEH NPOU3BOACTBEHHOM IPAKTHKU”,

2.2. Ceenenms, comeprkamuecs B JOKYMEHTaXx, IIPE Ty CMOTPEHHBIX CTaTheH 522
®enepansHOro 3akona Ne 61-M3, a uMeHHO:

a) JaTa ¥ HOMEDP MPOTOKOJA HCIBITAHMN O COOTBETCTBHMH cepuii, mapTum
JICKapCTBCHHOTO  Tperapara  I[0KA3aTelAM  KadecTBa,  IIPEedyCMOTPCHHBIM
HOPMATHBHbIM JIOKYMEHTOM (Ianee — MpPOTOKOJN HKCMBITAHMI), IPOBOMAMBIX
AKKpEIUTOBAHHBIMM B  COOTBETCTBHUM C 3aKOHOZATEIBCTBOM POCCHMCKOLM
Qenepaiit 00 aKKPEAWTAMM B HALMOHAIBHOM CHCTEME AKKpeIUTALK
MCIBITATEIBHBIMU  J1a0OpaTOpPHAMHK  (LeHTpamMu) (s TepBBIX JBYyX Cepui
JICKapCTBCHHOTO ~ Mperapara, BHOEPBBIE NPOM3BEACHHOIO B  Poccuiickoit
Denepanun),

6) nmata M HOMEp NOKYMEHTAa MPOM3BOMHTENA JICKapCTBEHHBIX CPEJICTB,
TOATBEPIKAAIOMIMH  COOTBETCTBME ~ KA9€CTBA  JIEKAPCTBEHHOTO  IIPEMapara,
BBOIIMMOT0 B TIPAXIAHCKH O00OOPOT, TPEOOBAHMAM, yCTAHOBNEHHBIM IPH €ro
rOCYTapCTBEHHOM PErMCTPALMK;

B) JlaTa ¥ HOMEp MOATBEP)KICHHS YIIOJHOMOYEHHOTO JIMIA IPOU3BOAUTENIS
JICKapCTBCHHBIX CPENICTB COOTBETCTBHUS JICKAPCTBEHHOTO MPETAPATa TPEGOBAHMAM,
YCTaHOBJICHHBIM IIPH €0 TOCY JaPCTBEHHOM PETHUCTPALIMH.

4 Crarpa 45 DepepanbHoro 3akoHa Ne 61-03.




3. OpraEmzammei, OCymeCTBIIOMEN BBO3 (mepemeinenue), mepen
MOCTYTUICHUEM B TPaKAAHCKMA 00OPOT KaXKIOM CepuM, HapTHU JIEKAPCTBEHHOTO
CPeACTBA, C WENbIO BBOAA B TPAKIAHCKHM 06GOPOT KaXKHTOM CEpHH, MapTHH
JICKapCTBEHHOT'0 CPEACTBA NpeaocTasisaiorcs B BetHC:

3.1. Cpenenms 0 IeKapCTBEHHOM CPECTBE:

a) OTHECEHHME JIEKAPCTBEHHOIO CPEACTBA K JIEKAPCTBEHHOMY Iperapary Wid
dapManeBTHIECKOM CyOCTaHLMH,

6) TOpProBoe HAMMEHOBAHKE JIEKAPCTBEHHOTO CPE/ICTBA;

B) (papMaKoTepaneBTHUECKas TPy NA TEKAPCTBEHHOTO CPEICTRA;

r) MEXIyHApOJHOE HENATCHTOBAHHOE HAMMEHOBAHHUE JIEKapCTBEHHOTO
cpezcTBa (WIK TPy MIUPOBOYHOE, HIIM XUMHIECKOE HAMMEHOBAHIC);

) HOMEP PETUCTPALMOHHOIO y0CTOBEPEHHS JICKAPCTBEHHOTO IIperapara Wi
uHbOpMaNHA 0 BKIIOYCHHN (apMaleBTHIeCKOM Cy6CTaHIMH, TIPOU3BENICHHOM IS
peanusanyy, B TOCYJapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB I
BETEPHHAPHOTO MPUMEHEHMS

¢) HANMEHOBAHUE MPOM3BOAUTENS TEKAPCTBEHHOIO CPE/ICTBA,

) HOMED CEPHH, IaPTHH JEKAPCTBEHHOTO CPEICTBA;

3) CPOK FOZHOCTH JIEKAPCTBEHHOTO CPENCTBA,

¥) N1aTa BTy CKa (U1 MMMYHOJOTMIECKHX JTeKAPCTBEHHBIX TPEenaparoB);

K) 00BeM BBe3eHHOHM (IepeMelneHHOH) cepuy, TapTUH  JIEKAPCTBEHHOIO
CPEICTBa;

1) 00BEM NOCTYTIAKOMET0 B 060POT IEKAPCTBEHHOTO CPEACTBA,

M) KOJIMHYECTBO BTOPHYHBIX (NOTPEGUTENBCKUX) YIIAKOBOK, HNOCTYTIAOIINX B
rpaXKJaHCKOH 060poT;

H) SAMHHLBI H3MEPEHMSs IPOM3BEAEHHOTO JIEKAPCTBEHHOTO CPE/ICTBA;

0) comepkanue (KOHIEHTPALW) ACHCTBYIOIIETO BEINECTBA JIEKAPCTBEHHOTO
CpelCTBa HA €MHHMITY Beca WK 00beMa (11 papMakoIOruaeckux JIeKapCTBEHHBIX
CPEACTB);

I1) KOTMYECTBO JI03 B YIIAKOBKE ([T MMMYHOGHOIOTHIECKHX JIEKapCTBEHHBIX
IIPENapaToB);

P) hacoska, OmMCaHHE XAPAKTEPHCTHK U CBOMCTB YIIAKOBOYHBIX MaTEPHAIOB
Y yKYTIOPOYHBIX CPEJICTB;

C) JaTa BBO3a, NMEPEMEIICHHs JIEKAPCTBEHHOIO CPECTBA (mara BBIyCKa
[IAPTHH ICKAPCTBEHHOTO CPECTBA TAMOKEHHBIMH OPTaHAMH );

T) 1aTa IPOU3BOJICTBA JIEKAPCTBEHHOTO CPE/CTBA;

y) anpec ckinana (aapec o6bekTa, Ha KOTOPOM OCYIIECTBIIETCA XPaHEHHE
NaPTHH JIEKAPCTBEHHOTO CPEJICTBA MOCIIE BIMyCKa TOBApa®);

) cTpaHa MPOMCXOXKICHNA TEKAPCTBEHHOTO CPEACTBA,

3 HouyHkT 6 mynkTa | cTaThy 2 TaMOXEHHOTO Kojekea EBpasniickoro 3k0HOMIeCKOTo cor03a, COAepKAIErocs B
upunoxeruu Ne 1 k Jlorosopy o TamoxeHHOM Kojiekce EBpasuifckoro 5KoHOMHYECKOro coosa oT 11 anpens 2017
r., ABIseTCs 0643aTenbHBIM [t Poceuitckolt Meiepali B COOTBETCTBHH ¢ DenepanbHEIM 33KOHOM OT 14 HOSGPS
2017 . Ne 317-@3 «O paru¢uxammu Jloroopa o TamoxeHHEOM KoJiexkce EBpasuiickoro 5KOHOMHYECKOTO COI03a.
Berymun B ety s Pocentickoit @eneparmu 1 auBapg 2018 r.




4

X) AaTa Mojaqy CBECHHH O JIEKAPCTBEHHOM CpeacTse B BetHC;

1) 1aTa ¥ HOMEP 3aKIII0YEHHUSA O COOTBETCTBHH IPOH3BOTUTEIS JIEKaPCTBEHHBIX
CPeaCTB TPEOOBAHMAM NPABIII HATEXKAMNIEH MPOU3BONCTBEHHOM MPAKTHUKH ¢ THOO
CepTH(HKATA COOTBETCTBHA POU3BOACTBA BETEPHHAPHEIX JIEKAPCTBEHHBIX CPEeACTB
TpeboBanuam [IpaBun Hagexamed MPOM3BOACTBEHHOM npakTuku EBpaswmiickoro
3KOHOMHYECKOT0 COK03a’ (B OTHONICHHMH JTeKAPCTBEHHBIX IIPETapaToB).

3.2. Ceenenus, conepkaipecs B JOKYMEHTAX, IIPEIy CMOTPEHHBIX CTAaTheH 522
®enepanbHOro 3akoHa Ne 61-O3, a uMeHHO:

a) Jmarta M HOMEP MPOTOKOJA WCIBITAHMHM O COOTBETCTBHH cepui
JICKapCTBCHHOIO  TpEriapaTa  [OKAa3aTeqsiM  KadecTBa,  MPeXyCMOTPEHHBIM
HOPMATHUBHBIM JOKYMEHTOM, IIPOBOJUMBIX aKKPEAMTOBAHHBIMHM B COOTBETCTBHH C
3aKOHOJATENbCTBOM Poccutickoit Denepaimm 06 akKpeaUTALM B HAMOHATBHOM
CHCTCME aKKPCIMTALWM HCIBITATCIIbHBIMA  NlabopaTopmwimu  (ueHTpamm) (i
IePBLIX  NIBYX CEPHH JICKAPCTBEHHOrO I[PENapara, BHEPBbIE BBOZEMOTO
(mepememaemoro) B Poccuiickyio ®eneparro);

0) mata W HOMEp JOKyMEHTa HPOH3BOIMTES JICKapCTBEHHBIX CPEICTB,
TIOATBEPHIAOIMETO  COOTBETCTBME  KA4eCTBA  JIEKAPCTBEHHOTIO  Mperapara,
BBOJMMOIO B IPAXKIAHCKMH OOOpOT, TPeOGOBAaHMSM, YCTAHOBJIEHHBIM IIPH €ro
rOCYAapCTBEHHOM PEeTUCTpaluHy;

B) laTa U HOMEP HOATBEPKACHHA JIMLA, YIIOMHOMOYEHHOTO JepKaTeIeM WIH
BIANICNbIEM  PETHCTPALMOHHOTO YAOCTOBEPEHMS JICKAPCTBEHHOTO Mperapara,
COOTBETCTBHA JICKAPCTBEHHOTO IIpenapara TpeGOBaHMAM, YCTAHOBIECHHEIM [IPH €ro
rOCYAapCTBEHHOM PETUCTpaLUHy.

4. Exeronno He mosgHee 1 (eBpams NpoM3BOmMTENIMM JIEKAPCTBEHHBIX
CPEACTS WM OPraHW3alMAMM, OCYIIECTBIAOMMMH BBO3 (IEpEMEIICHHe),
npenocrasisiorcs B BetTC nara u Homep mpotokona ucnsiranmii MOCTYIUBIIETO
B TCYCHHE rofd B rPXIaHCKHA 000POT JEKAPCTBEHHOrO MPENapaTa KOHKPETHOTO
NPOM3BONMTENA (HAa OXHY CEPHIO K&KIOTO TOPTOBOrO HAMMEHOBAHHS, KAKIOMN
JIEKAPCTBEHHOM (YOPMBI, & TaKKe KaXKAOHW JOSHMPOBKM MM KOJHYECTBA 103 B
ymakoBke (I8 MMMyHOGHOJNOTHYECKOTO  JIEKAPCTBEHHOTO rpenapara),
[IDOBOTUMBIX ~ aKKPEIUTOBAHHBIMM B COOTBETCTBHHM C 3aKOHOIATETHCTBOM
Poccuiickoit  @emepamt 06 aKKpeIMTAIMM B  HAIMOHANBHON  CHCTeMe
aKKPCAUTALMHA MCTIBITATEIIHBIMH Tab0paTopusaMu (LeHTpamMu)®,

5. Ilpenocrasnenue cBeneHmi, peay CMOTPEHHBIX MyHKTaMH 2—4 HACTOATIErO
Iopsinxa, He TpeOyeTcs B OTHONIEHHM JIGKAPCTBEHHBIX IPEapaToB, YKa3aHHLIX B
dactu 13 crateu 522 Menepansroro 3akona Ne 61-03.

S Ctatba 45 Depepansuoro 3axona Ne 61-D3,

7 Homyrkr «6» mynkra 9 IlpaBun perynupoBaHus oOpameHus BeTePHHAPHBIX JIEKAPCTBEHHBIX CPEeACTB Ha
TaMOXEHHO! TeppHTOpHH EBpasHitcKoro 3koHOMHUECKOTO COI03a, YTBepkACHHBIX pemeHueM CoBera EBpasuiickoit
9KOHOMEIeCcKoi koMuccnu oT 21 sHBaps 2022 r. Ne 1. JIanHBIH akT SBIsETCs 06K3aTCTbHEM g Poccuiickoi
Dejiepalliil B COOTBETCTBHH C Horosopom o EbpasuiickoM sKkoHOMHYecKoM comoze or 29 mas 2014 r.,
patuurmpoBaHEM DeJepalbHbBIM 3aKOHOM OT 3 okrs6ps 2014 r. Ne 279-@3 «O paruduxanuu Horosopa o
EBpasuiickoM 5KOHOMHIECKOM COIO3e» ¥ BCTYIIHBIIAM B cuy g Poceutickoit Oenepamum 1 saBaps 2015 .

8 Yactp 7 crarsu 522 Depepanproro 3axona Ne 61-03.




