YTBEPKXJIEH

Pemennem Komneruum

EBpa3zuickoi 53KOHOMHUYECKOW KOMUCCUU
oT 30 mas 2023 1. Ne 71

HOPAAOK
NPUCOEeIMHEHNS K 001IeMYy Ipoueccy
«DopMHpOBaHKE, BeleHHEe U UCII0/Ib30BAHUE ¢JUHOI0 peecTpa
NMPOU3BOAUTE/ICH BETEPUHAPHBIX JIEKAPCTBEHHbIX CPEACTB,
NMPOU3BOICTBO KOTOPHIX NPU3HAHO COOTBETCTBYIOIIUM TPEOOBAHUAM
IIpaBua HaasIexKalell NPOU3BOJACTBEHHOM NPakTUKUA EBpa3uiickoro
IKOHOMHMYECKOI'0 COI03a»

|. O01ue monoxeHust

1. Hacrosimmii [lopsimok pazpadoTaH B COOTBETCTBUH CO CIEIYIOMIUMHU
MEXKIYHAPOJAHBIMUA JOTOBOPAMM M  aKTAMH, COCTAaBJISIOIIMMHU  IIPABO
EBpaszuiickoro skoHoMuueckoro coro3a (jaaiee — Coros):

JoroBop o EBpazuiickoM 3koHOMHYECKOM coto3e oT 29 mas 2014 roxa;

Pemenne  CoBera  EBpa3uiiCkOli  3KOHOMHYECKOM  KOMHCCHUHU
or 3 HostOpst 2016 T. Ne77 «OO6 yrBepxknaenuu IlpaBun Hammexamnen
MIPOM3BOJICTBEHHON IPAKTUKU EBPa3HiCKOTO 3KOHOMUYECKOTO COKO3a;

Pemienne  CoBera  EBpa3uiickoil  3KOHOMHUYECKOM  KOMHCCHUU
or 21 smBaps 2022r. Nel «O IlpaBunax perynupoBaHus OOpalieHus
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB Ha TaMOXXEHHOW TEPPUTOPUU
EBpa3uickoro 3kOHOMHUYECKOTO CO03a»;

Pemenne Kosuterun  EBpa3suiickodi 3KOHOMUYECKOM  KOMMCCUH
or 6Hosa0ps 2014r. Ne200 «O TEXHOJOTMYECKHX JIOKYMEHTAaX,
perIaMeHTHPYIOMNUX HWHPOPMAIIMOHHOE B3aUMOJCHCTBUE MPU peaTU3allun
CpelCTBaMU HMHTETPUPOBAHHON HMHGOPMAIIMOHHOM CHUCTEMBl BHEUIHEH

1 B3aUMHOM TOProBJIn O6H_[I/IX IPOLECCOBY,



Pemienne Komnernn  EBpasuiicKOM  3KOHOMHYECKOW  KOMHMCCHH
or 14 anpens 20151. Ne29 «O mnepeuHe OOMMX MPOIECCOB B paMKax
EBpa3uiicKoro 3KOHOMHUYECKOI'0 COK3a U BHECEHUU M3MEHEHUs B PermieHue
Komnerun EBpasuiickol 3xkoHOMHUYecKOM komuccuu ot 19 aBrycra 2014 r.
Neo 132x;

Pemenne Komnernm EBpa3suiickoi 3KOHOMHUYECKOM  KOMHCCUH
or 9mwmoHa 2015r. Ne63 «O Meroguke aHaau3a, ONTHUMH3AINH,
rapMOHU3AIMKM M OIMHCAHUS OOLIMX MPOIECcCOB B pamkax EBpasuiickoro
YKOHOMHMYECKOTO COK3a»;

Pemenne Komternm  EBpa3uiickodi 3KOHOMHUYECKOM  KOMHCCUH
or 18 asrycra 20151. Ne96 «O MeEXrocyaapCTBEHHbBIX HCIIBITAHUSIX
WHTETPUPOBAHHON HWH(OPMAIIMOHHON CHUCTEMBl BHEIIHEH U B3aUMHOUN
TOPTrOBJINY;

Pemenne Komnernm  EBpa3uiickoi 3KOHOMHUYECKOW  KOMHCCUH
or 19 nexabps 2016 1. Ne 169 «O0 yrtBepxnaenuu llopsigka peanuzainuu

oOIIMX MPOoIecCcOB B pamkax EBpazuiickoro 3KOHOMUUYECKOTO COI03a.

I1. OGnacTs npuMeHEHUs

2. Hacrosmmit [Topsimok OmpeaeIsieT TpeboBaHuUs
K COCTaBY U COJEPKaHHIO MPOIIEAYp BBEACHM B JEHCTBHE 00IIEro mpolecca
«DopMHUpOBaHUE, BEACHHE W  WCIOJb30BaHWE  EIUHOTO  peecTpa
IIPOM3BOAUTEIICH BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB, IMPOU3BOJICTBO
KOTOPBIX MPU3HAHO COOTBETCTBYIOMMM TpeboBanusM [IpaBwmin Hammexamiei
MIPOM3BOJICTBEHHON MPAaKTUKU EBPa3suUCKOro SKOHOMHYECKOTO COH03a»
(P.SS.15) (mamee — oOmuii mporecc) ¥ MPUCOCIUHEHUS HOBOTO yYacTHHKA
K o0IeMy TmpoIeccy, a Takke TpeOOBaHUS K OCYIIECTBIIEMOMY MPH HX

BBITIOJIHCHHUH I/IH(I)OpMaI_II/IOHHOMy B3aUMO/ICHCTBHUIO.
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I11. OcHOBHBIE OHATHUS

3. Jns ueneit nacrosmero [lopsaka UCTIONIB3YIOTCS MMOHITHS, KOTOPHIE
O3HA4aroT CIEeAYoLIEe:

«JIOKYMEHTBI, NMPUMEHSEMbIE MpPU O0ECreYeHUU (PYHKIUOHUPOBAHUS
UHTETPUPOBAHHONW  MH(POPMAIMOHHOM  CHUCTEMB» —  TEXHUYECKHUE,
TEXHOJOTHYECKHE, METOAWYECKUE W  OpPraHU3alHOHHBIE  JIOKYMEHTHI,
pa3pabareiBaeMble W yTBep)kaaemble EBpasuiickol  3KOHOMHUYECKOM
KoMHccuert B coorBeTcTBUM ¢ TyHKTOM 30 IIpoTokosna 06 uHpopMaImioHHO-
KOMMYHUKAIIMOHHBIX TEXHOJOTHUAX M HHPOPMALMOHHOM B3aUMOJACHCTBUU
B pamkax EBpasuiickoro skoHoMHYecKoro coro3a (mpuiioxenue Ne 3
k [Jorosopy o EBpazuiickom 3xoHOMHU4eckoM Coroze ot 29 mas 2014 roxna);

«TEXHOJIOTUYECKUE  JOKYMEHTBI» —  JOKYMEHTBI, BKJIIOYCHHBIC
B TUIIOBOM IE€PEYEHb TEXHOJIOTMYECKUX NOKYMEHTOB, PEIIIaMEHTHUPYIOIIUX
UH(GOPMALIMOHHOE B3aMMOJCHCTBUE MpHU peanu3aluu o0Ilero mnporecca,
npenycMoTpeHHbii  nmyHkToM 1 Pemenns Komnermn — EBpasuiickoit
IKOHOMUYECKOM KoMuccuu oT 6 Hosa0pst 2014 r. Ne 200.

WHble oHATHSA, UCIIONB3YEMbIE B HacToseM llopsaake, mpuMeHsroTCs
B 3HAUCHUAX, ompeaeleHHbIX B nyHkTe 4 IlpaBun wuHOOPMAIMOHHOTO
B3aMMOJICUCTBUA  IIPM  pealu3aluyd  CPEACTBAMM  HMHTETPUPOBAHHOU
uH(}OpPMaLIMOHHOMN cucTeMbl EBpa3uiicKoro 3KOHOMHUYECKOTO COI03a OOIIEro
nponecca «DopMupoBaHuEe, BEAECHHUE W HCIOJb30BAHUE EIUHOTO pEECTpa
IIPOM3BOJIMTENIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOJCTBO
KOTOPBIX MPU3HAHO COOTBETCTBYIOUIMM TpeOoBaHusM [IpaBun Hajexariei
MMPOM3BOJICTBEHHON NPAaKTUKU EBpPAa3UiiCKOTO0 HSKOHOMHUYECKOIO COH3a»,
yTBepkAcHHbIX Pemennem Kosmernn EBpasuiickol  3KOHOMHYECKOU
komuccuu oT 30 mast 2023 1. Ne 71 (manee — IlpaBuna uHpOpMaIMOHHOTO

B3aUMO/ICUCTBUA ).
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V. YyacTauku B3auMoaeiiCTBUS

4. Ponn y4YacTHMKOB B3aMMOJICUCTBUA TIPU  BBINOJHEHHUH HWMH

Ipouenyp, NOpeAyCMOTPEHHBIX  HacrtosmuM  llopsakoM, 1puBEAEHBI

B TaOmue 1.
Tabnuua 1
Ponu yyacTHUKOB B3anMOJIEUCTBUS
Ne YyacTHUK,
HaumenoBanue Omnucanue
n/m BBITTOJTHSAIOIIUN POJIb
1 | [IpucoenuHsIIOUIUICS | BBIMOJIHAET MPOIEAYPHI, YIIOJTHOMOYEHHBIN
YYaCTHHUK OOIIIEero MPEAYyCMOTPEHHBIE HACTOS UM opraH rocyaapcTaa —
rporecca [Topsaxom wieHa EBpa3uiickoro
SKOHOMMYECKOTO
coro3a (nanee
COOTBETCTBEHHO —
YIIOJTHOMOYEHHBIN
opras, Tocy1apcTBO-
YJICH)
2 | AaMuHHCTpaTOp KOOPAMHUPYET BBINOJIHEHUE Ipouenyp, | EBpasuiickas
MPEAYCMOTPEHHBIX HACTOSIIINM DKOHOMHMYECKAS
[TopsinkoMm, ydacTByeT B TECTUPOBAHUM | KOMHUCCHS (Jajnee —
nHpopmanroHHoro B3anmozeicTeus ¢ | Komuccus)
MPUCOETUHSIOIUMCS YIYACTHUKOM
o0miero mporecca
3 | YuactHuk o0miero OCYULIECTBJISIET B3aUMOJICUCTBUE B YIIOJITHOMOYEHHBIN
npoiiecca COOTBETCTBUH C TEXHOJOTHYESCKUMU opraH, Komuccus
JTOKYMEHTaMH ¥ y4acTBYET B
TECTUPOBAHUHU WH(OPMAITHOHHOTO
B3aMMOJECHCTBHS C
MPUCOCTUHSIONTUMCS YIaCTHUKOM
oO1ero mporecca

V. BBenenue o0iiero mpoiiecca B ICUCTBUE

5.C parel BecrymieHus B cwiny Pemennss Komternn Kowmmuccuu
or 30 wmas 2023 1. Ne/l «O TEXHOJOTMYECKHX JTOKYMEHTaX,

periaMeHTUPYIOMUX HHPOPMAIIMOHHOE B3aUMOJCHCTBUE TMpHU peann3aluu
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CpelICTBaMH HMHTETPUPOBAHHON HHGPOPMAIIMOHHOW cucTeMbl EBpazuiickoro
PKOHOMHUYECKOTO coro3a obmiero mnporecca «DopmupoBanue, BeicHUE
U UCIIOJb30BAHUE €IUHOIO peecTpa MPOU3BOAUTEICH BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEICTB, MPOM3BOJICTBO KOTOPBIX MIPU3HAHO
COOTBETCTBYIOIUM TpeOoBaHusM [IpaBui Hajjexamnieid mpou3BoICTBEHHON
IIPAKTUKNA EBpPa3suiiCKOro 3KOHOMHUYECKOI'O COK3a» IOCYAapCTBA-WICHBI IIpU
KoopauHauuu Komuccuun npucTynaroT K BBIIIOJIHEHHUIO ITPOLEYPHI BBEICHUS
B JICWCTBHE OOIIIETO IMpoIiecca.

6. s BBEJICHUS B NeUCTBUE o011ero npoiecca
rocyJlapCTBaMU-YIC€HAMHU  JIOJKHBI ~ OBITh  BBITIOJHEHBl  HEOOXOJHUMBIC
MEpONPUATHS, ONPENCIICHHBIC MPOILEAYPON MPUCOCTUHEHUSI K OOIIeMy
Ipoleccy B COOTBETCTBUH € paznenoM VI Hactosmero [opsinka.

/.Ha oOCHOBaHMM pEKOMEHAAIIMM KOMHCCHU TI0 IPOBEJCHUIO
MEXIOCYJapCTBEHHBIX HUCIBITAHUNA HMHTETPUPOBAHHON HH(POPMALIMOHHON
CHUCTEMBbI BHEIIHEN U B3auMHOM ToproBiu Komnerus Komuccuu npuHumaet
pacnopsbKeHHe O BBEICHUH B JIEMCTBUE 0O0ILIEro Mmpouecca.

8. OcHOBaHWeM Il  TPUHATHS ~ PEKOMEHAAIIMH  KOMHUCCUU
[0 TPOBEACHUID MEXKTOCYJIAPCTBEHHBIX HCIBITAHUA HWHTETPUPOBAHHOU
MH(OPMALIMOHHON CHUCTEMbl BHEUIHEH M B3aMMHOM TOProOBIM O FOTOBHOCTHU
oOLIero mpouecca K BBEICHHIO B JIEMCTBUE MOTYT SIBISTHCA PE3YJbTAThI
TECTUPOBAHUS WH(POPMAITMOHHOTO B3aUMOJICHCTBUS MEXTY
WH()OPMAIIMOHHBIMU CHUCTEMaMH KaK MHHHUMYM JIBYX TOCYJapCTB-WICHOB
MeXAy coOOH, a Tak)Ke TECTUPOBAaHMS WH(POPMAIIMOHHOTO B3aWMOICHCTBUS
MexAy HWH(DOPMALMOHHOM CHCTEMOM OJHOTO U3 TOCYAapCTB-UJICHOB
u Komuccun.

O.Ilocne BBemeHuWss B JAEHCTBUE OOINEro mpolecca K HEMYy MOTYT
MPUCOCAUHATLCA HOBBIE YYAaCTHUKM IIyTEM BBINOJHEHUS MPOLEAYPHI

IPUCOEIUHEHUS K 0011IeMY ITpoLieCCy.
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V1. Onucanue npoiieaypsl NPUCOEANHEHUS

10. Jlnsg mpucoeauHeHUs] K OOIIEMYy IPOIECCY MPUCOSTUHSIIONIIMCS
Y4aCTHUKOM OOIIeT0 Mpoliecca JOMKHBI OBITh BBIMOJHEHBI TPEOOBAHUS
JOKyMEHTOB, TPHUMEHIEMBIX TIpH oOOecnedeHUH (PyHKIIMOHUPOBAHUS
WHTETPUPOBAHHOW  WH(GOPMAIMOHHOW  CHCTEMBI,  TEXHOJIOTHYECKHUX
JOKyMEHTOB, a TaKXe TpeOOBaHMs 3aKOHOJATEIhCTBA TOCYJAapCTBa-UJICHA,
perinaMeHTupyromue UHOOPMAIIMOHHOE  B3aUMOJIEHCTBHE B paMKax
HAIIMOHAJIBHOTO CErMEHTAa rocyaapcTBa-4yjcHa.

11. BeimonHeHHe MPOIEAYyphl TPUCOCIWHECHHUS HOBOTO YyYaCTHHKA
K 00I11eMy MPOIIECCY BKIIOUYAET B CEOs:

a) "H(GOPMUPOBAHHE rOCyJapCTBOM-WICHOM Komuccnn
O TPUCOEIMHEHUH HOBOT'O yYaCTHHKA K 0OOIIeMy Mpoleccy (C yKazaHHeM
YIOJIHOMOYEHHOTO oprasa, OTBETCTBEHHOTO 3a oOecrieueHue
UH(GOPMAIIMOHHOTO B3aUMOJIECHCTBHS B paMKax OOIIEro mpolecca);

0) BHECEHHE B HOPMATHBHBIC IPABOBbIC aKThl TOCYJapCTBa-4yJICHA
W3MCHEHUH, HEOOXOMMBIX /IS BBITTOTHEHUS TPEOOBAHMM TEXHOJIOTHICCKUX
JTOKYMEHTOB (B TCUCHHE 2 MECSIIEB C AaThl Hadajia BBITTOJIHEHHS MPOLIETYPHI
MPUCOETUHEHMUS );

B) pa3paboTKy (mopabOTKy) MpH HEOOXOAMMOCTH HHGOPMAIIMOHHON
CUCTEMBbI TIPUCOCAMHSIIONIETOCS yYacTHHKA OOIIero mporecca (B TEUYCHUE
4 MecsIeB ¢ JaThl Havajia BBITIOJIHCHHS TIPOIIECTyPhl TPUCOCTHHCHMS );

T) MOAKIIOYCHUE HWH(POPMAITMOHHOW CHCTEMBI TPUCOCTUHSIONMETOCS
yY9acTHHKA OOIIEro mpoiecca K HaIMOHATLHOMY CETMEHTY TOCyaapCTBa-
YJICHA, €CIM TAKOE MOJKIIOUYCHUE He OBLJIO OCYIIECTBICHO paHee (B TeUCHUE
6 MecsIIIeB ¢ AaThl HaYasia BRITIOJHEHUS MPOIEYPhl IPUCOSTUHCHHUS );

1) MOJYyYCHHE TPHCOCIUHSIONIMMCS YYaCTHHKOM OOIIEro mpoiiecca
pacpoCTpaHsIeMbIX aIMUHACTPATOPOM CIPABOYHHUKOB M KIACCH(DHUKATOPOB,

yka3aHHbIX B [IpaBunax nHOOPMAIIMOHHOTO B3aUMO/ICUCTBUS;
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¢) mepegavya MPUCOCTUHSIONIMMCS YYaCTHUKOM OOIIEro mpoiecca
opopMIIEHHBIX B cooTBeTcTBUM ¢ OnucaHueM QOpMATOB U CTPYKTYpP
ANEKTPOHHBIX JTOKYMEHTOB W CBEJIEHUH, HUCIIOIb3YEMBIX ISl pEAU3alUU
CpelCTBaMU HMHTETPUPOBAHHON HH(POPMAIIMOHHOW cuUCTeMbl EBpa3uiickoro
PKOHOMHUYECKOIO coro3a oobmero mnpouecca «DopMupoBaHue, BeIeHUE
U HCHOJIb30BAHUE E€IMHOIO PEECTpa IMPOU3BOAUTEIEH BETEPUHAPHBIX
JIEKAPCTBEHHBIX CPEACTB, MIPOU3BOJICTBO KOTOPBIX MPU3HAHO
COOTBETCTBYIOIIMM TpeOoBanusM [IpaBun Hajiexaied mpou3BOACTBEHHON
NPAaKTUKH  EBpa3MilCKOTO 3KOHOMHMYECKOTO  COK03a»,  YTBEPKICHHBIM
Pemennem Komnernn EBpasuiickoii sKOHOMHUYECKOW kKomuccuu oT 30 mas
2023 1. Ne 71, cBeaeHuidl U3 HAIMOHAIHLHOTO HMHGOPMAIMOHHOTO pecypca
aAMUHHUCTPATOPY [UIA IIEPBOHAYAJIBHOIO BKJIIOYEHUsS B EIUHBIA PEECTp
IIPOM3BOJMTEIIEM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOJCTBO
KOTOPBIX MPU3HAHO COOTBETCTBYIOIIMM TpeOoBaHusM [IpaBun Haanexanien
IIPOM3BOJCTBEHHON NPAKTUKU EBPa3HCKOrO0 3KOHOMHUYECKOIO COK03a, U
onyOnukoBanusi Ha wuHopManmoHHoM mnoprtaige Coro3a (B TedYeHHUE
9 MecsLeB ¢ AaThl Havasla BBIMOJHEHUS TPOLEAYPhl IPUCOECTUHEHUS);

K) TECTUPOBaHHE  WH(POPMAIMOHHOTO  B3aUMOJICHCTBHS  MEXIY
UH()OPMALIMOHHBIMU CHCTEMaMU TMPUCOCTUHSIOMIMXCS YYaCTHUKOB OOLIEro
mpoliecca M yY4acTHUKOB — OOHIEro  mpolecca, a TakkKe  MEXIy
UH(OPMALIMOHHBIMU CHCTEMaMU TMPUCOCTUHSIOMINXCS YYaCTHUKOB OOLIEro
mpolecca M aAMHHUCTpAaropa Ha  COOTBETCTBHUE  TpeOOBaHUAM
TEXHOJIOTHYECKUX JOKYMEHTOB (B TeueHHMEe 9 MecsleB C JaThl Havasa

BBITIOJTHCHUA ITPOUCAYPhI HpI/ICOSI[I/IHeHI/IH).




