3AK/IIOYEHUE

00 OLICHKe peryJIUpyouero Bo3aeiicTBus
npoekrta pemennst Copera EBpa3niickod 3KOHOMHYECKON KOMHUCCHU
«O BHecennu n3meHenus1 B IloJio:xkenne o exnHOM MopsiAKe
OCYyIIECTBJICHHSI BETEPUHAPHOI0 KOHTPOJIA (HAA30pa)
HA TaMOKeHHOU rpanuue EBpa3zuiickoro dJKOHOMUYeCKOro cor3a
U HA TAMOKEHHOU TeppuTopuu EBpasuiicKoro 3KOHOMHUYECKOr0 COK03a»
ot 1 uronst 2024 r. Ne 534

Pabouas rpynna EBpasuiickoil SJKOHOMHYECKON KOMHUCCHH TIO0 TIPOBEIACHHUIO OIICHKU
PErYJIMPYIOWIETO  BO3JACHUCTBUSL NPOCKTOB pelIeHU EBpa3uiiCKOM  3KOHOMUYECKOU
KOMHCCHHM (fasiee — pabouas Tpyrmma) B COOTBETCTBUU C IMMyHKTOM 165 Pernmamenrta paOoThl
EBpasuiickoii sKOHOMUYECKOM KOMHUCCHUHU (nanee cooTBeTcTBeHHO — Permament, EODK),
yTBepKJIeHHOro  Pemienuem  Bricmiero  EBpa3uiickoro  3»KOHOMHYECKOTO  COBETa
ot 23 nexabpst 2014 r. Ne 98, paccmotpena npoekT pemeHusi Cosera EJK «O BHecenuu
n3MeHeHnil B [lonoxkeHne o eIMHOM MOPSIKE OCYIIECTBIEHUS BETEPUHAPHOTO KOHTPOJIS
(Ham3opa) Ha TaMOXEHHOM TpaHuile EBpa3suiickoro SKOHOMHMYECKOTO  COMO3a
M Ha TaMOXXEHHOM Tepputropuu EBpa3uiickoro 5SKOHOMHYECKOTO COIo3a» (nasee
COOTBETCTBEHHO — TMPOEKT pelieHus, l[lomoxkeHue), HampaBieHHbIM JlemapraMeHTOM
CaHUTAPHBIX, (PUTOCAHUTAPHBIX U BETEPUHAPHBIX MEP (Jayee — AenapTaMeHT-pa3paboTIHK)
JUTA TTIOATOTOBKH 3aKJIIOUEHUS 00 OIIEHKE PEryIMPYIOIIEro BO3AEUCTBUS, U COOOIIAET.

[IpoekT pemieHus HampaBieH g [OATOTOBKH 3aKIOYEHUsT 00 OLEHKe
PEryJIMPYIOIIEro BO3/ACHCTBUS BIIEPBHIE.

JlenapTaMeHTOM-pa3pabOTYMKOM MPOBEACHO IMYOIMYHOE OOCYXKIACHUE IPOCKTa
pemieHrss 1 HHPOPMAIIMOHHO-aHATTUTHYECKO cripaBku B mepuoA ¢ 21 mapra mo 20 mas
2024 rona.

Nudopmarus o npoBeaeHUN MyOIUYHOTO 0OCYKICHUS MTPOEKTa PEIICHUs B paMKax
OpoLUEAYphl OLIEHKH PEryJUpYIOIIero BO3AEUCTBUS pa3MeElleHa JenapTaMeHTOM-
pa3paboTuynKoM Ha oduIHaIbHOM caiiTe EBpa3uiickoro 3KOHOMHUYECKOTro coro3a (faee —

Coto03) B nHGOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTh « HTepHeT» 1o ajpecy:
https://docs.eaeunion.org/ria/ru-ru/0106540/ria_21032024.

[lo pesynmpTraTaM pacCMOTPEHUS YCTAHOBJIEHO, YTO MPU MOATOTOBKE IPOEKTA
perieHus: mpoueaypbl, npeaycMorpeHHsie myHktamu 149, 150 u 163 Pernamenra,
JeNapTaMEeHTOM-Pa3paboTYNKOM COOJIIOIeHbI B IIOJIHOM 00beMe.

[Io pe3ynpTaTaM NpPOBEACHUS OLEHKU PETYJHPYIOIIETO BO3JEUCTBUS NPOEKTa
penieHus paboyast rpyIina Npuiuia K CIeIyOIIMM BbIBOIAM.

IIpo6siema, B CBSI3U ¢ HAJIMYMEM KOTOPOH MNOJATrOTOBJIEH NPOEKT pelleHusl,
AenapTaMeHTOM-pPa3padoTYUuKOM OMpe/iesieHa TOYHO.

B kadectBe omucaHus MpoOJieMbl, B CBSI3M C HAJIMYUEM KOTOPOM MOATOTOBJICH
MPOEKT PEIICHUs, JeNapTaMEeHTOM-pa3pabOTUMKOM OTMEUYEHO, YTO TyHKTOM 3.13
[TomoxeHnusi, ompeaeneHo, 4YTO BBO3, MepeMelieHue (MepeBo3ka) W HCIOIb30BAHUE
BETEpUHAPHBIX JICKAPCTBEHHBIX IMPENApaToB Ha TaMoOKeHHOW Tteppuropun EADC
OCYILIECTBJISIETCA TPU YCIOBUUM HUX PETUCTPALMHU  YINOJHOMOYEHHBIMU OpTraHaMu
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rocygapctB  — wieHoB EADC, koropasg OCyIIECTBISIETCI B  COOTBETCTBUHU
C HalMOHAJIBHBIMM IIPOLELypaMH, a rocyaapcrsa — wieHsl EADC B3aMMHO NpPHU3HAOT
PE3yNbTaThl PETUCTPALIMU BETEPUHAPHBIX JICKAPCTBEHHBIX IIPENAPATOB.

Pemienniem CoBeta EDK ot 21 suBapsa 2022 1. Nel yrBepxnensl IlpaBuna
peryvpoBaHusi oOpallleHUsT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HAa TaMOYKEHHOU
TeppuTopuu EBpa3uiickoro sKOHOMHUYECKOro coro3a (aajnee cooTBeTcTBeHHO — [IpaBuia,
Pemenne Nel), xotopsle ycrtanaBiuBaioT B EADC enuHblii MOPSIOK pErucTpanuu
BETEPUHAPHBIX JICKAPCTBEHHBIX MTPENapaToB.

[Ipu sToM Pemenunem Ne 1 onpeneneHsl CpOKM OKOHYAHMS IEUCTBUS NIEPEXOAHOIO
epuojia, B TEUYEHUE KOTOPOro JEHCTBYET B3aMMHOE IPU3HAHUE PErHCTpaluu
BETEPUHAPHBIX JIEKAPCTBEHHBIX [pENapaTroB, OCYIIECTBIEHHOM B  COOTBETCTBUU
C HAlIMOHAJIBHBIMU MTPOLIETYPAMH.

Takum oOpa3om, MO MHEHHIO JeNapTaMeHTa-pa3padoTuMKa, HOpMa IyHKTa
3.13  IlonoxkeHus, MNpEeAyCMAaTPUBAIOIIAsl  B3aWMHOE IPU3HAHWE  PETUCTpALUU
BETCPUHAPHBIX JICKAPCTBEHHBIX IIPENapaTroB, OCYIIECTBICHHOM B  COOTBETCTBUU
C HAIMOHAJBHBIMM IMPOLEAYpPaMH, HE MMEIOLAs CpoKa JEHCTBHS, IPOTUBOPEUMT
IIOJIOKEHUSAM TOJAIYHKTOB «a» M «B» nyHKTa 2 Pemenus Ne 1. Kpome Toro, ITpaBoBeiM
nenaprameHToM EOK Taxke oOpalieHO BHUMAaHHWE Ha HEJOIMYCTUMOCTb BO3HUKHOBEHUS
JBOMHOTO pEryJupoOBaHUsl MPAaBOOTHOIIEHUNH B cdepe oOpalleHus BeTEpUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB.

Ileap peryJupoBaHus AenapTaMeHTOM-pa3padoTyuKoM 0003HAYECHA BEPHO.

B kauecTBe L€ NMPUHATHS NPOEKTA PELICHUS JAEMapTaMEHTOM-Pa3paboTUYMKOM
yYKa3aHO MCKIIIOYEHHE JABOMHOIO PEryJIHpOBaHMs MPABOOTHOLIEHUH B cdepe oOpalieHus
BETEPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB.

[Io pesynpraram pacCMOTpEHHs MPOEKTa pelleHus pabouas Trpynna MpuUia
K BBIBOJIY O TOM, UTO MPOEKT pellieHHs B MPeJCTABJICHHON pelaKIui MOKeT 0Ka3aTh
NMO3UTHBHOE BJIMSIHME HA YCJIOBHUAl BelleHHS NMPeINPUHUMATEIbCKON AesITeJIbHOCTH,
MOCKOJIBKY €r0 TPUHSTHE TO3BOJIUT OOECTIEUYUTh MPABOBYIO OIPEACICHHOCTh TIPH
pPEryJIMpOBaHUM OOpallleHusT BETEPUHAPHBIX JICKAPCTBEHHBIX TPEMapaToB B paMKax

EADC.

OAHOBpPEMEHHO  JleMapTaMEeHTYy-pa3paboTuMKy  pPEKOMEHIyeTcs  JopaboTaTh
WH()OPMAITMOHHO-aHATTUTHYECKYI0 CIPAaBKy C YyYE€TOM TPEIJIOKEHHs, YKa3aHHOTO
B MPUJIOKEHUHN K HACTOSIIIEMY 3aKITFOUYEHHUIO.

[Tpunoxxenue: Ha 3 1. B 1 9K3.

Hupexrop JlenaprameHTa pa3BUTHs
MPEANPUHUMATEINBCKON AEATEIIBHOCTH,
3aMECTHUTEINIb PYKOBOUTENS pabodel rpymibl E.b. bakenos



[MPUJIOXEHUE
K 3aKJIIOYEHHUIO 00 OLIEHKE PETYJIUPYIOIIEro BO3IEHCTBUS
npoekra pemieHus CoBera EBpa3niickoil SKOHOMUYECKOM
komuccun «O BHeceHUU n3MeHeHnil B [lonoxenue
0 €IMHOM MOPSAJIKE OCYLIECTBICHUS BETEPUHAPHOTO
KOHTpOJIs (HaA30pa) HAa TAMOKEHHOM TpaHulIe
EBpa3uiickoro 5KOHOMHYECKOTO CO03a
Y Ha TAMOYXEHHOU TEPPUTOPUH
EBpa3suiickoro 5KOHOMHYECKOTO COK03a»

1. Uudopmanmsa o Hanu4yum (OTCYTCTBMH) B NPOEKTe pelleHUus] U30BITOYHBIX
o0s13aHHOCTeI, OorpaHHYeHu 7| (niin) 3alpeToB I cy0ObeKTOB
NpeINPpUHUMATENbCKOH /1eATeJIbHOCTH, HEO00CHOBAHHBIX PacX0l0B Cy0ObeKTOB
NPeINPHHUMATENbCKOM /IeATEJbHOCTH, OapbepoB /JjiIsl CBOOOJHOIO BHMKECHHS
TOBAapoOB, YCJIYI, KAIMTAJIA U pa0dodeld CHJIbI HA TaMOkeHHOU Tepputopuu EADC.

B npoekTe periennst u30bITOUHbIE 003aHHOCTH, OTPAHUYEHUS U (UJIH) 3alpeThl IS
CYOBEKTOB MPEANPUHUMATENBCKON JESTENIbHOCTH, HEOOOCHOBAHHBIE PacXobl CyOBEKTOB
NpEeINPUHUMATEIbCKON AESITENBHOCTH, a TaKke Oapbhepbl Ui CBOOOJHOTO JBUKECHUS
TOBapoOB, YCIyr, KamuTaia MU paboyell cuiibl Ha TaMmoxeHHOM Tepputopun EADC
HE BbISIBJICHBI.

2. 'pynna (rpynnsl) Jdil, Ha 3alIUTY HHTEPECOB KOTOPBIX HANPABJIEH MPOEKT
pelieHusl.

JlenapTaMeHTOM-pa3pabOTYMKOM B KayeCTBE TPYyMNI JIMI[, 3aUHTEPECOBAHHBIX
B MPUHSTUHU MPOEKTA PEIICHUs, YKa3aHbl IOHKHOCTHBIC JIMIA YIIOJHOMOUYEHHBIX OPraHOB
rocynapctB — uiaeHoB EADC, cyObeKkThl BHEIIHEIKOHOMHYECKOW JEeATEeIbHOCTH,
CyOBEKThl TIPEANPHUHUMATEIBCKON JIEATEILHOCTH TrocymapctB — uineHoB EADC,
OCYILIECTBIISIFOIINE MPOU3BOJICTBO, BBO3, INEpEMEIICHHE (NIEPEBO3KY) U HCIOJIb30BAHUE
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.

[lepeueHb rpynmn Jull, Ha 3alIUTy UHTEPECOB KOTOPHIX HAIMIPABIICH MPOEKT PEIICHHUS,
JenapTaMeHTOM-pa3pad0OTYNKOM yKa3aH B MOJHOM o00beMe.

3. AnpecaTtbl peryJidpoBaHusi, B TOM YHCJIe Cy0beKThbI NPeANPHHUMATEbCKOM
AeAITeJIbHOCTH, H BO3/ACHCTBHE, 0KA3IBAEMOE HA HUX PeryJIupoOBaHHEeM.

JlenapTaMmeHTOM-pa3padOTYNKOM B KAUECTBE aIpECaTOB PETYIUPOBAHUS YKa3aHbI:

- YIOJTHOMOYEHHBIE OPraHbl, OCYLIECTBIIIOIIAE KOHTPOIb (HAaA30p) 3a BBO30OM
Ha TaMOXeHHYIO Tepputoputro EADC, mnepeMemieHMEM MEXAY TEPPUTOPUIMU
rocynapctB — wieHOB EADC 1 uCnonb30BaHUEM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB;

- CyOBEKThI BHEITHEAKOHOMUYECKOU JeATENHHOCTH;

- CyOBEKTBl MPEANPUHUMATENICKOM JESTENIbHOCTH, Y4YacTBYIOIIME B 000poOTe
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB.

[IpuHATHE TPOEKTAa PEUICHUS IIO3BOJIAT HCKIIOYUTH IPOTUBOPEYHE HOPM
Ilonoxenns ¢ Hopmamu IlpaBusm B yacTH B3aMMHOIO IIPU3HAHUS PETUCTpALUU
BETEPHUHAPHBIX JIEKAPCTBEHHBIX ITPENIapaTOB.
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JlemapraMeHTOM-pa3pa0OTYMKOM  yKa3aH TMOJHBIH  IepeyeHb  ajJpecaToB
peryJiupoBaHMs, a TaKKe HaJJIesKAHM 00pa3oM ONHMCAHO BO3/1eiicTBHE, OKa3bIBAEMOE
PETYIMPOBAHUEM Ha €0 aJPEeCcaToB.

4. Conepskanve  YCTAaHABJIMBAaeMbIX JIIsl  aJpecaToB  peryJiMpoBaHUsA
orpaHuyeHuii (00s13aTeJIbHBIX NPABUJI NOBEICHUS).

JlenapramMmeHTOM-pa3pabOTYNKOM OTMEYEHO, YTO NMPOEKT u3MeHeHui B [lonoxenue
HE yCTaHAaBJIMBAET JOMOJHUTEIbHBIX OTPaHUYECHUN M (M) 00A3aTENbHBIX MpaBWI MpPU
OCYILIECTBJICHUM BETEPUHAPHOIO KOHTPOJsS (Haa30pa) Ha TamoxeHHOM rpanuiie EADC
U Ha TamoxkeHHON Teppuropur EADC B OTHOIIEHMHM BETEPUHAPHBIX JIEKAPCTBEHHBIX
IpenaparTos.

Bmecte ¢ TeM B COOTBETCTBYIOIIEM paszfene HHPOPMAIMOHHO-aHATUTHUYECKON
CIOpaBKH JleMapTaMEHTy-pa3paboTuuKy MpeAJaraerci MNpuBecTH HHGOPMALHIO
00 onucaHum KOppeKTHpPOBKH mnyHKTa 3.13 IloJio:keHusi, mpexycCMOTpPEHHOI
NPOEKTOM peLICHUs.

5. Mexanu3m paspenieHusi npoodJjieMbl M JOCTH/KEHHUSI LeJU PeryjupoBaHus,
npeaycMoOTpeHHbId mnpoexkToM pemeHuss EJK (onmmcanue B3aUMOCBSIZH MeEXKIAY
NnpeaiaraeMbIM peryJiMpoBaHUEM U peliaeMou nmpooJiemMoii).

JlenapTamMmeHTOM-pa3pabOTYNKOM OTMEUEHO, HCKIIoYeHue HopMbl [lonoxenus
0 B3aMMHOM INPHU3HAaHUM TrocyaapcTtBamu — wieHamu EADC perucrpanum BeTEpUHAPHBIX
JIEKApCTBEHHBIX TMpenapaToB TMO3BOJUT H30€XaTh pPHUCKA BO3HUKHOBEHHUS IPABOBOM
koJutu3uM B npaBe EADC B Bulle ABOWHOTO PEryJIupOBaHUs MPABOOTHOIIEHUN B cdhepe
oOpallleHHs] BETEepUHAPHBIX JICKAPCTBEHHBIX CPECTB.

MexaHu3mM JNOCTHKEHHS LENU PETYJIUPOBAHUSA, MPEAYCMOTPECHHBIM MNPOECKTOM
pELIeHMs], pACKPBIT I€aPTaAMEHTOM-Pa3padOTUMKOM HAIJIEKAIHM 00pPa3om.

6. CBenenust 0 PacCMOTPEHHBIX AJIbTEPHATHBAX npeagaraeMomy
peryJMpoBaHHUIo.

JlenaprameHT-pa3pabOTYMK  OTMETWJ, YTO B  KauecTBE  aJbTEPHATHUBbI
[IPEJIaracMOMy PETYJIUPOBAHUIO PACCMAaTPUBAJICS BapUaHT COXPAHEHHMS JEHCTBYIOLIEH
penaxkuuu [lonoxenus.

Bmecte ¢ TeM Hanmuuue NpOTMBOPEUYMII B HOPMAaTUBHBIX NpaBOBbIX akrax EADC
CO3/1a€T PUCKU BO3BHUKHOBEHUS CIIOPHBIX CUTYyallui MEXKIY YIOJIHOMOYEHHBIMU OpraHaMu
rocygapctB — uieHoB EADC u, kak ciuenctsue, 0apbepoB BO B3aUMHOW TOProBIE
BETEPUHAPHBIMU JIEKAPCTBEHHBIMU CPEJICTBAMU.

Hcxons W3 W3I0KEHHOTO, JIeapTaMeHT-pa3paboTYMK CUMTAET, YTO B HACTOSIIEE
BpeMs TMpeasiaraeMblii mpoekT wu3MeHeHud B IlonokeHue SBISIETCS ONTHUMAJIbHBIM
BapUAHTOM PETYJIMPOBAHUS JJI PEIIeHUs] 0003HaYEHHOM BbIIIE MPOOIEMBI.

JlenapraMeHTOM-pa3pabOTYUKOM  000CHOBAaHA  ONTHMAJBLHOCTHL  BapHUaHTa
pPEryJIMpOBaHMs, MPEAYCMOTPEHHOIO IPOEKTOM pEHIEHUS, a TaKXKe HaJJIesKalmuMm
00pa3oM paccMOTPEH AJIbTEPHATUBHBIN BaApUAHT NPEIIaraéMOMY PEryJIHPOBAHUIO.
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7. DUHAHCOBO-IKOHOMHUYECKHE MOCTeACTBUA NPUHATHSA MPOEKTA PelIeHns 1JIA
Cy0bEKTOB NPeANPUHUMATEIbCKOM 1eATeJIbHOCTH.

[To uHboOpManuu NenapTameHTa-pa3paboTYrKa, UCIOJHEHUE TMOJIOKEHUN MPOEeKTa
pEIICHUS HE MOBJIEUYET JOTOJHUTENBHBIX PACXOJO0B JJI CYOBEKTOB MPEATPUHUMATEIHCKOM
NEATEIIbHOCTH, IIOCKOJIBKY HE W3MEHSET JEWUCTBYIOIIMN MOPSAOOK OCYLIECTBICHUS
BETEPUHAPHOTO KOHTPOJIS (HaJ30pa).

[IpyHrMass BO BHMMAHUE HANPABIECHHOCTh IIPOEKTA PELICHUS HA YCTPAaHEHUE
BO3MOXXHOTO JyOJIMPOBAaHMS B PEryJIUpPOBAaHUM U MPABOBOM HEONPEIEICHHOCTH,
NMPEACTABJIAETCH BO3MOKHBIM COIVIACUTHCH € YKA3aHHBIM BBIBOJOM JIeNAPTAMEHTA-
pa3padoTumMKa.



