3AK/IIOYEHUE

00 OLIeHKe peryJIUpyouero Bo31eiiCTBUA MPOEKTAa pPelIeHus
Cosera EBpa3uiickoil JKOHOMHUYECKOIl KOMUCCHH
«0O BHeceHMH M3MEHEHHUs B MOANMYHKT «a» myHKTa 1 Pemenusi CoBera

EBpasuiickoii 3xoHoMn4eckoii komuccuu ot 10 urons 2022 r. Ne 96»
ot 28 ssuBaps 2025 r. Ne 566

PaGouas rpynmna EBpa3uiickoil 53KOHOMHUYECKOW KOMHUCCHU TI0 TIPOBEICHUIO OIEHKH
PETYJMPYIOLIETO BO3JICUCTBUS MPOEKTOB pPEIICHUN EBpa3suuCKON 3KOHOMHYECKOU
KOMHCCHH (fanee — pabodas rpyIina) B COOTBETCTBUU ¢ MMyHKTOM 165 PernmamenTa paboTh
EBpazuiickoil S5KOHOMHYECKOM KOMHUCCHM (fanee cooTBeTcTBeHHO — Permament, EDK),
yTBepKaAeHHOro Pemennem  Bricmiero  EBpasmiicKOro  3KOHOMHYECKOTO  COBETA
ot 23 nmexabps 2014 r. Ne 98, paccmotpena mpoekT pemenusi Copeta EDK «O BHeceHun
M3MEHEHHS B MOANYHKT «a» nmyHkTa 1 Pemennss CoBeta EBpa3uiickoli 3KOHOMHYECKOMN
komuccun ot 10 wrors 2022 1. Ne 96» (manmee — MpOEKT peIlCHUS), HAIMPaBICHHBIHN
JlemapTaMeHTOM  TEXHHYECKOTO  PEryJupOBaHUS U  aKKpeauTanuu  (maigee  —
JenapTaMeHT-pa3padoTurK) JUIsl MOJATOTOBKH 3aKIIOUEHUS 00 OIEHKE PETyIHPYIOIIEro
BO3/IEICTBUS, U COOOIIAET.

[IpoekT pelieHus HampapieH JJid TOATOTOBKM 3aKIIOYEHUST 00 OIeHKe
PETYJIMPYIOLIETO BO3ICUCTBUS BIEPBHIE.

JlenapTaMeHTOM-pa3pabOTYMKOM MPOBEACHO IMYOIMYHOE OOCYXJACHUE IPOCKTa
pemieHrss 1 MHPOPMAITMOHHO-aHATMTHYECKON cripaBku B mepuop ¢ 4 nexabps 2024 .
o 3 ssaBaps 2025 roxa.

HNudopmanus o npoBeaeHUH MyOIUYHOT0 0OCYKIEHHS TPOEKTA PEIICHUs B paMKax
OpOLEAYpPhl OIEHKH PEryJIUpPYIOMIET0 BO3JCWUCTBUSA pa3MeElIeHa JIenapTaMeHTOM-
pa3paboTYuKOM Ha opUIHAIBLHOM caiiTe EBpa3uiickoro 3KOHOMHUYECKOTO COr03a (J1anee —

EADC) B uHbOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTn « IHTepHEeT» 1o aapecy:
http://docs.eaeunion.org/ria/ru-ru/0107096/ria_02122024.

[Io pesynmpraTaM pacCMOTPEHHUS YCTAaHOBJIEHO, YTO TMPHU MOATOTOBKE IPOEKTa
pelnieHus mpoueaypbl, TMpeaycMoTpeHHble nyHkTamu 154-161, 163 Pernamenra,
JenapTaMeHTOM-pa3paboTYNKOM €00.II0/1eHbI B MOJHOM 00beMe.

[Io pe3ynbpraram mpPOBEAECHUS OLEHKU PETYJIUPYIOMIETO0 BO3ACHCTBUSA NPOEKTA
perieHus padodasi rpyIina MpUIlia K CISTYIOIINM BIBOIAM.

IIpo6Gyema, B CBA3M ¢ HAJUYHEM KOTOPOii MOJATOTOBJIEH NMPOEKT pelleHus,
AenapTaMeHTOM-Pa3padoTYUKOM B 11€JI0M onpe/iesieHa TOUHO.

JlerapraMeHTOM-pa3pabOTYMKOM  OTMEUEHO, UYTO  KJIOYEBOM  MpoOsiemMoi,
Ha pelIeHWE KOTOpPOW HAMpaBlIeH TMPOCKT PpEHICHUsS, SBISICTCS  BEPOSTHOCTH
BO3HMKHOBEHUS JCPEKTYpHI JIEKAPCTBCHHBIX CPEACTB U CHIDKCHHS YPOBHS oOecreueHus
JIEKapCTBEHHOMW O€30IMMacHOCTH, a TakKe BO3HUKHOBEHHS TepeboeB B 00opoTe
JIEKapCTBEHHBIX cpeAcTB B paMkax EADC.
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Leapb peryJupoBanus JenapTaMeHTOM-pa3padoTYuKoM 0003HAYEHA BEPHO.

[lo wuHpopManuu genapTamMeHTa-pa3padOTUMKa, LEJIbI0 MPUHATHS [POEKTa
peuienus sBasercsa mpomienne ¢ 1 sHBaps 2025 r. mo 31 nmekabps 2027 r. cpoka,
B TE€UYEHUE KOTOPOTO YMOJHOMOYEHHBIE OpraHnl rocynapctB — wieHoB EADC Bmpase
yCTaHABJIMBATh BPEMEHHBI MOPSIOK OOpalleHusl JEeKAPCTBEHHBIX CPEACTB A
oOecrieueHus MpoIecca PerucTpaluy JeKapCTBEHHBIX CPEJICTB, B IEJISIX OXPAaHbl )KU3HU U
3I0pOBbsl HacedeHus rocyaapctB — uineHoB EADC, obecrnedeHust JieKapCTBEHHOM
6e3omacHocTH U OecriepedoitHOro odpaleHus TIeKapCTBEHHBIX cpeacTB B pamkax EADC.

[lo pe3ynbrataM paccMOTpEHHs IPOEKTa pelleHus pabodas Trpynna IMpuilia
K BBIBOJY O TOM, YTO NPOEKT pelleHus B NMPeACTABJICHHON peJaKIHH MOKeT 0Ka3aTh
NMO3UTHBHOE BJIMSIHME HA YCJOBHSl BeJeHUS] NPeANPUHUMATEIbCKON [1esiTeJIbHOCTH,
MOCKOJIbKY €ro TPUHATHE B I1E€JOM HAaMpaBJICHO Ha OO0eCleueHHuEe BO3MOXKHOCTU
VIOPOIICHUS PEryJIHpOBaHUs oOpalleHusi JEKapCTBEHHBIX CPEACTB B TOCYAapCTBax —
ywieHax EADC (Bkimrouas mpouenypbl pErucTpalvy JIEKapCTBEHHBIX IMpenapaTroB
Y BHECEHMSI U3MEHEHHM B PETUCTPALlMOHHBIE JOChE JIEKAPCTBEHHBIX MIPENApPaTOB).

[Tpunoxenue: Ha 2 1. B 1 3K3.

Hupexrop JlemaprameHTa pa3BUTUA
MPENPUHUMATENBCKOMN NEATEIIBHOCTH,
3aMECTUTEIb PYKOBOJIUTENSI paboueil rpynibl E.b. bakeHoB



[MPUJIOXEHUE
K 3aKJIIOYEHHUI0 00 OLIEHKE PEryJMPYIOIIEro BO3IEHCTBUS
npoekra pemieHus CoBera EBpa3uiickoil 93KOHOMUYECKOU
KoMmHccuu «O BHECEHUU U3MEHEHHUS B MTOAIYHKT «a»
nyHkTa | Pemenus CoBera EBpa3uiickoil 5JKOHOMUYECKON
komuccuu oT 10 utons 2022 r. Ne 96»

1. Uudopmanmsa o Hanu4yum (OTCYTCTBMH) B NPOEKTe pelleHUus] U30BITOYHBIX
o0s13aHHOCTeEI], OrpaHNYeHHU I 7 (nsim) 3anperoB I cy0beKTOoB
NpeINPUHUMATENbCKOH /1eATeJIbHOCTH, HEO0O0CHOBAHHBIX PacXol0B Cy0ObeKTOB
NpeINPUHUMATENbCKOH /IeATeJIbHOCTH, OapbepoB Aisi CBOOOJXHOIO IBUKEHUS
TOBAPOB, YCJIYI, KANUTAJIa U padodel CHJIbI HA TaMOKeHHO# Tepputopun EAJC.

B npoexkre penieHust n30bITOUHBIE 00A3aHHOCTH, OTPAHUYECHUS U (WJTK) 3alpeThl 115
CYOBEKTOB MPEANPUHUMATENBCKON JESTENIbHOCTH, HEOOOCHOBAHHBIE PacXo/bl CyOBEKTOB
IPEeIPUHUMATEIBCKON AESITENbHOCTH, Oapbephl s CBOOOIHOIO JIBUYKEHUS TOBAapOB,
yCIIyT, KanuTasia u paboueil cuiibl Ha TaMokeHHOU Tepputopuul EADC He BbIAIBJIEHBI.

2. I'pynna (rpynnsl) Jul, Ha 3aIUTY HHTEPECOB KOTOPbIX HANPABJIEH MPOEKT
peuieHus.

[TpoekT peleHUs HalpaBlIeH Ha 3alllUTy HWHTEPECOB: NalMeHTa (KaK KOHEYHOTO
MOTpeOUTENS JIEKAPCTBEHHBIX NPEMAapaToB); CUCTEMbI 3PABOOXPAHEHUS B LIEJIOM (Kak
MEPBUYHOTO noTpeOuTENs JIEKapCTBEHHBIX IpenaparoB); IPOU3BOAUTEIIEH
JIEKapCTBEHHBIX MPENapaToB; 3asiBUTEIICH.

[lepedens rpymnmn Jini, Ha 3aIIATY UHTEPECOB KOTOPBIX HAIIPABJIEH MPOEKT pEeUICHUS,
JenapTaMEHTOM-Pa3padOTUNKOM YKa3aH B IIOJIHOM o0beMme.

3. AnpecaTtbl peryJiMpoBaHusi, B TOM YHCJIe Cy0beKThbI NPeANPHHUMATEIbCKOM
NAeSTeIbHOCTH, U BO3ACHCTBHE, OKa3bIBaeMOe HA HUX PeryJJMpoOBaHHeM.

AJnpecatamMu peryJMpoBaHUsl NPOEKTa pELIEHUs SBIIOTCS. IPOU3BOAMTENN
JIEKApCTBEHHBIX IPENapaToB M YIOJHOMOYEHHBIE MMHU JIMLA; YIIOJHOMOYEHHBIE OPIaHbI
(3KCcIepTHBIC  OpraHu3anuu) rocyaapctB — uieHoB EADC, ocylecTBiIsionme
PETHCTPALIIO U 3KCIEPTHU3Y JIEKAPCTBEHHBIX MPENAPATOB.

JlenapraMeHTOM-Pa3pabOTYUKOM OTMEYEHO, YTO MPUHATHE MPOEKTa pPELICHUs
no3BoauT A0 31 nekabps 2027 r. ycTaHaBiIMBaTh B 3aKOHOJATEIbCTBE TOCYIApPCTB —
ywieHoB EADC BpeMeHHbI MOPSIAOK OOpallleHHsl JIEKApCTBEHHBIX CPEACTB, BKJIOYas
PErUCTpPaLMIO JIEKAPCTBEHHBIX MPENapaToB U BHECEHUE M3MEHEHUW B PETUCTPALIMOHHBIE
J0ChE€ JIEKAPCTBEHHBIX MPENapaToB.

[lepedyenb aapecaTtoB peryjidpoBaHUsl YKa3aH JIeMapTaMEeHTOM-Pa3zpaboTUYMKOM
B MOJHOM O0beMe, a BO3/1eliCTBHE, OKa3bIBAEMOE HAa HUX PErYJIMPOBAHUEM, ONMMCAHO
HAJIEKAIIUM 00pa3oM.

4. Conepxanne  yCTAHABJIMBAeMbIX /JI1  aJpecaToB  peryJiupoOBaHHS
orpaHuyeHui (00s13aTeJIbHBIX MPABUJI NOBEIEHUS).

CornacHo mH(popmaIuu aenapTameHTa-pa3paboTyrKa, B paMKax MpeaiaracMoro
pEryJIMpOBaHMs Tpeanoiaraercs npoumth a0 31 gexadbpst 2027 T. Cpok, B TeUEHUE
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KOTOPOI'O YIIOJIHOMOYEHHBIE OpraHbl rocyaapcts — uieHoB EADC BnpaBe ycTaHaBIMBATh
BPEMEHHBIN TOPSAIOK OOpalleHusl JEKAPCTBEHHBIX CPEJCTB Il OOecredeHus mpoluecca
pEruCTpallii JEKAPCTBEHHBIX CPEJACTB B ILIENIAX OXpaHbl U3HU U 3]I0POBbSl HACEIICHUS,
obecrieueHus1  JIGKAPCTBEHHOM  Oe3omacHOCTH U OecmepeOOMHOro  oOpaleHus
JIEKapCTBEHHBIX cpeAcTB B pamMkax EADC.

JlenapTaMmeHTOM-pa3padOTYNKOM HaJJIe:KalUM 00pa3oM OMKUCAaHO COAepKaHue
yCTaHABJIMBAEMBIX VISl aIpECATOB PETYIUPOBAHUS 00s13aTEIBHBIX IPABUII TOBEICHUS.

5. Mexanu3m paspenieHusi npodjeMbl M JOCTHKEHHUS WeJH PeryJupoBaHHA,
NpPeAyCMOTPEHHbIIi  NMPOEKTOM  pelleHUs  (ONMHCAHHE  B3aMMOCBSI3M  MEXKIY
npeaaraeMbIM peryJMpoBaHUEM U pelaeMou npooJiemMmoi).

JlemapTaMeHTOM-Pa3pabOTYNKOM OTMEUEHO, YTO JOCTHKEHHUE LEIH PEryIupOBaHUS
OCYIIIECTBIISIETCSl TTOCpeCTBOM mpoaiieHuss mo0 31 mexabpst 2027 r. cpoka, B TEUCHHUE
KOTOPOTO YIOJIHOMOYEHHBIE OpraHbl rocyaapctB — uieHoB EADC BmpaBe ycTaHABIMBATH
BPEMEHHBIN MOPSAJOK OOpalleHUs JIEKApCTBEHHBIX CPEICTB Ul OOecreueHus: mpouecca
pEruCTpallii JEKAPCTBEHHBIX CPEJACTB B IIEJIAX OXpaHbl KU3HU U 3]I0POBbSI HACEIICHUS,
oOecrieueHus  JICKAPCTBEHHOW  Oe3omacHOCTH H  OecriepeOOMHOro  oOpaleHus
JIEKapCTBEHHBIX cpeAcTB B paMkax EADC.

JlenapTaMeHTOM-pa3padOTYNKOM  HaJJIe:KAIUM 00pa3oM OMHCaH MEXaHU3M
JOCTKEHUS LIETTU PETYIUPOBAHUS, TPETYCMOTPEHHBINA TPOSKTOM PEIICHHUS.

6. CBenenust 0 PaccMOTPEHHBbIX aJIbTePHATHBAX npeajiaraeMomy
peryJiMpoBaHUIo.

B kadecTBe anbTepHATHBBI MpEAJaraéMoOMy PEryJIMPOBAHUIO  PACCMOTPEHO
COXPAHEHUE JEUCTBYIOUIETO PEryJIMpPOBaHUS, TO €CTh 3aBEPLIEHUE CPOKA MPUMEHEHHS
BPEMEHHON MEpPBI, MEPHOJ NEUCTBUSA KOTOPOH YIIOJHOMOYEHHBIE OpPraHbl TOCYIApCTB —
yieHoB EADC wumenu mpaBo yCTaHABIMBATH BPEMEHHBIN TMOPAIOK OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB.

Bwmecre ¢ Tem, mo MHEHUIO JenapTaMeHTa-pa3paboTInKa, OTCYTCTBUE BO3MOKHOCTH
YCTAaHOBJIEHUSI B 3aKOHOJATENBCTBE rocyaapctB — uieHoB EADC BpeMeHHOro mnopsiaka
oOpallleHus1 JIEKapCTBEHHBIX CPEIICTB MOXKET NPUBECTH K JACPUIUTY WIH OTCYTCTBHUIO
JIEKapCTBEHHBIX CPEACTB Ha PhIHKAX rocyaapcts — wieHoB EADC.

JlenapTameHTOM-pa3padOTYNKOM HA/IJIesKaAlAM o0pa3om pPaccMOTpeH
AJIbTEPHATHBHBIH BapUAaHT [peAJaraeMoMy  PEryJUpOBaHHI0O U 00OCHOBaHa
ONTUMAJIBHOCTH BApUAHTA PETYIUPOBAHUS, IPEAYCMOTPEHHOTO MPOEKTOM U3MEHEHHIA.

7. DUHAHCOBO-I)KOHOMHUYeCKHE MOCIeACTBUS MPUHATHS MPOEKTA pPelieHust AJs1
CyObEKTOB NPEeANPUHUMATEIbCKOM 1eATeIbHOCTH.

[lo wuHdopmanuu npenapraMeHTa-pa3pabOTUMKa, MPUHITHE MPOEKTa pEUICHUsS
HE OKaXET OTPHUIATEIbHOTO BIUSHUS Ha (PUHAHCOBO-XO3ANUCTBEHHYIO JEATEIHHOCTH
(bapmalleBTUUECKUX MPOU3BOAUTENICH.

IIpyHrMas BO BHMMaHHE [O3WUTHMBHYIO HAIIPABJIICHHOCTh IIPOEKTA pPEIICHUs,
noJiaraeM BO3MOKHBIM COIVIACHTBCH C YKa3aHHbIM BbIBOAOM /eNapTaMeHTa-
pa3padoTumka.



