NHOOPMAIMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 3KOHOMHYECKOH KOMUCCHH HA YCJIOBUS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenus Cosera
EBpa3uiickoil 3KOHOMHYECKOW KoMHcCMU «(O BHECEHHH W3MEHEHHUI
B IlpaBmiia peructpaium W SKCHOEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
MEIULIMHCKOTO TPUMEHEHUS»

1. [Ipobniema, Ha pelieHre KOTOPOi HampasieH npoekT pemeHus EQK

KitoueBpiMu mpobOsieMaMu, Ha pPEIICHHE KOTOPBIX HAMpPaBJICH MPOEKT
pelieHusi,  SBISIETCSA  HEOOXOJUMOCTh  OOecredyeHuss  JOCTaTOYHOIO
aCCOPTUMEHTA JIEKapCTBEHHBIX IIpENapaToB B TOCYJapCTBax — UIEHax
EBpa3uiickoro s5KOHOMHYECKOT0 COr03a (Jajnee — rocynapcra-uieHsl, Coro3)
¢ ¢apManeBTUUECKUM PHIHKOM MajOi €MKOCTH.

3asBUTENbHBI  NPUHIUII ~ PETUCTPALIMM  TO3BOJISIET  JIEPIKATEIIO
PErUCTPALIMOHHOTO YJIOCTOBEPEHUIO BBIOMpATh TOCyJapcTBa IMpPU3HAHUS B
KOTOPBIX OyJEeT OCYHIECTBISATHCA OOpallleHHE JIEKAPCTBEHHOrO Mpenapara.
[Ipu BBIOOpPE TOCYZapcTBa TMpU3HAHUSA JEpiKaTeldb PErUCTPALMOHHOTO
YAOCTOBEPEHUSI BIIPABE HE BKJIIOYATh B HETO TOCYJapCTBA-WICHbI, B KOTOPbHIE
OH HE TJIAaHUPYET MocTaBKU. [IpUuMHAMM TaKOTO HMCKIIOYEHHUS MOTYT OBITH
Kak (haKTOpbl HEAKOHOMHUYECKOTO Xapakrepa (Maasi 10715 NalueHTOB 11eJIeBOU
TpYIIbl HA JAaHHOW TEPPUTOPHUH, KCIONB30BAHME Mpenapara B MPOTOKOJAX
nedyeHus (OKa3aHusi MEAUIIMHCKON MOMOIIM) KaK PE3epBHOTO CPEACTBA), TaK U
SKOHOMHUYECKOE NPUYHHBL. Bce 3TO MPUBOAUT K COKPALIEHUIO BO3MOXKHOCTEM
JOCTyIla Ha PHIHOK KOHKPETHOTO rocynapcraa-uieHa Coro3a M OpraHu3aluu
OKa3aHUs  MEIMLUMHCKOM TOMOIINM  HACEJIEHUI0 C  HMCIOJIb30BAaHUEM
JIEKapCTBEHHBIX MpenapaToB, KOTOpble (AKTUYECKH YKe oOpallaiTcs B
COIO3BHOM CErMEHTe 10 NpPUYMHAM, CBS3aHHBIM HCKIIOUHUTEIIBHO C

3as4BUTCIIbHBIM IIPUHOUIIOM PEruCTpali JICKAPCTBCHHLIX IIPCIIAPATOB.



2.1lenp perynupoBaHus

[enb mpUHSTHS pelICHUs 3aKIIOYACTCS B YCTAHOBJICHHH IPOLETYPHI
MPU3HAHUS TI0 WHUIMATUBE YIOJIHOMOYEHHOTO OpraHa rocyAapcTBa-diieHa
pE3yJIbTaTOB PErucTpPallii JIEKAPCTBEHHBIX CPEJICTB JJS MEIULHUHCKOTO
NPUMEHEHHUS, 3apETUCTPUPOBAHHBIX B MHBIX IOCyJapCTBax-djieHax (gajiee —
npoueaypa pPEerucTpalud 10 WHULMATUBE YIOJHOMOYEHHOTO OpraHa).
[Ipouenypa perucTpanyii MO HWHUIMATUBE YMOJHOMOYEHHOTO OpraHa
KacaeTcs OCOOBIX CIly4aeB pETUCTPALMU JIEKAPCTBEHHBIX MpEnaparos,
BBIBEICHHE KOTOPBIX HA MaJIbIe PHIHKU TOCYJapCTB-UJICHOB C OJTHOM CTOPOHBI
HE HMEeT KOMMEpPYECKON MpPUBIEKATEIbHOCTH IS (hapMaleBTUYECKOTO
IPOU3BOJIUTENS U B 3TOM CBSI3U NMPOU3BOAUTENb HE MOAAET TaKUe Mpenaparbl
Ha PETUCTpaIi0 B O5TOM TOCYyJapCTBE-uleHE, C JPYroil CTOPOHBI —
JICKapCTBEHHBIC TpernapaThl HEOOXOAMMBI JJII CHUCTEMBI 3IPAaBOOXPAHECHMUS,
MOCKOJIBKY HCIIOJIB3YIOTCS JIMOO B HEOOJBIINX O0OBEMax, JIMOO HEYacTo, AJIs
OKa3aHUsl HEOTJIOXKHBIX BUI0B MEAUIIMHCKOM MTOMOIIIH.

3.'pynna nuu, Ha 3alIUTy HMHTEPECOB KOTOPBIX, HAMPABIEH IMPOEKT
pemenuss EQK

[TpoekT perieHuss HampaBieH MEPBYIO OYepeab Ha 3aIIUTy KU3HU U
3M0pOBbS  TalMeHTa (Kak KOHEYHOro TOTPEOWTENs JIeKapCTBEHHBIX
MpernapaToB), 3allldTy MHTEPECOB CHUCTEMbI  31paBOOXpaHEHUs  (Kak
MEPBUYHOIO MOTPEOUTENS JIEKAPCTBEHHBIX MPENapaToB.

4. Anpecatsl peryaupoBaHus, B TOM qyucie CyOBEKThI
NpeIIPUHIMATEILCKON JESTEIBHOCTH, U BO3JCHCTBUE, OKa3bIBAEMOE Ha HUX
pEryJIUpOBaHUEM.

Anpecatamu peryaupoBaHus SBIISIOTCS IPOU3BOIUTEIH
JICKapCTBEHHBIX MPEnaparoB, YIMOJHOMOYEHHbIE OpraHbl (IKCHEpPTHHIC

OpraHH3aliM) rocy1apcTB — ujaeHOB Cor03a, OCYIIECTBISIONINE PErUCTPALIUIO



JIEKApCTBEHHBIX NPENApaTOB M JKCIEPTH3Y MATEPUATIOB PETHCTPALMOHHOTO
J0ChE, YIIOJITHOMOYEHHBIE POU3BOIUTENIEM JIULA.

[IpunsiTe mNpoeKTa pElIeHHUs IO3BOJIUT YIOJHOMOYEHHBIM OpraHam
J000T0  TOCyAapCTBa-uj€Ha MPUMEHSATh MNPOLUEAYPY PErUCTpalUu IO
WHULIMATUBE YIIOJHOMOYEHHOIO OpraHa B LEJAX ONEpPaTUBHOTO JOCTyNHa Ha
PBIHOK JIEKAPCTBEHHBIX IMPENapaToB, B KOTOPBIX HYXKIAETCS CHCTEMA
3/IpaBOOXPAaHEHHUsI TOCYIapCTBA-UJICHA.

5. ComepkaHue yCTaHaBIMBAEMbIX JUIsl aJpECaTOB PEryJUpOBaHUs
orpaHrueHUM (00s13aTEIbHBIX MPABUI MOBEJCHMUS)

B pamkax mnpenmaraeMoro peryiaupoBaHUs MPEANOJIAraeTcsi BBECTHU
OpOLEAYPY PETUCTPALUH 110 MHUIIMATUBE YIIOJHOMOYEHHOI'O OpraHa.

6. Mexanusm  paspeuieHuss OpoOdeMbl W JIOCTHXKEHUS  LENH
peryjaupoBaHusi, MNPEayCMOTPEHHbIH mnpoekToM pemeHus EODK (omucanue
B3aMMOCBSI3M  MEXJy MpeIjaraéMbiM pEryjJupoBaHUEM U  peliaeMou
po0IEMOit)

JlocTrkeHHe 1eNnM  PEryJIMpOBaHUsl OCYLIECTBISETCA C IOMOILIBIO
BBEICHUS MPOUEAYPHl PErUCTPALMU [0 HHUIMATUBE YNOJIHOMOYEHHOIO
oprasa.

ITIpoexTom perieHus:

MPeIyCMOTPEHO AOOPOBOIBHOE MPUMEHEHUE MPOLEAYPbl pEerucTpaluu
110 MHUIIMATUBE YIIOJTHOMOYEHHOIO OpPraHa;

YUT€Hbl BCE MEXAaHHU3MbI, CBSI3AHHBIE C MPUMEHEHHEM YKa3aHHOU
pOLIETYPHI, KOTOpbIE MO3BOJISIIOT UCKJTIOUUTD NPUHYXKICHUE
YIOJHOMOYEHHOTO OpraHa TOCyAapCTBa-ujieHa K BBINOJHEHHUIO TaKou
MpOLIEAYPhl, B TOM YHUCJIE NPEAYCMOTPEHO COKpAILEHHE CpOKa JIEeUCTBUS
PErMCTPalMOHHOIO yIOCTOBEPEHUS JIEKapCTBEHHOTO npenapara,
3apErUCTPUPOBAHHOTO [0 MPOLIEAYPE PEruCTpali [0 HWHULMATHBE

YIOOJIHOMOYCHHOI'O OpraHa H IMIMPEKPaAIICHHC YKa3aHHOfI perucrpanuun Ipu



YCJIOBUM BBIXO/Ia HA PIHOK MHBIX AHAJIOTUYHBIX JICKAPCTBEHHBIX IMPENAPATOB
C TE€M K€ JCHUCTBYIOIIUM BEIIECTBOM,;

MPEyCMOTPEHO NPUMEHEHUE MTPOLIEAYPHl PETUCTPALUN 10 UHUI[UATUBE
YIIOJTHOMOYEHHOTO OpPraHa TOJBKO €CJIM 3Ta BO3MOKHOCTh IPEAYCMOTpPEHA
3aKOHOJATEIBbCTBOM T'OCYJapCTBA-UJICHA.

7.CBeneHMsI O pACCMOTPEHHBIX albTEPHATUBAX MPEIIaracMomy
PETYIUPOBAHUIO.

OTcyTcTBHE BO3MOYKHOCTH IMPUMEHEHUS MPOLEAYPbl PETUCTPALAH TIO
WHUIIMATUBE YIOJHOMOYEHHOTO OpraHa MOET MPUBECTU K JAePUIUTY WIH
OTCYTCTBHUIO  JICKAPCTBEHHBIX  CPEACTB B TOCYJapCTBE-WIEHE  C
(dapmMaleBTUUYECKUM PBIHKOM MaJIOd €MKOCTH, TMPEKPAIICHUI0 OKa3aHUs
HEOTJIOKHOW MEJUIIMHCKOM TOMOIIM, COKPAIIEHUIO MPOJIOJIKATEIBHOCTH
KW3HU HACEJICHUS TOCYAapCTB-YICHOB

8. HopMaTuBHO-TIpaBOBOE OCHOBAHUE JIJIsl MPUHSTUS MIPOEKTA PEIICHUS
EOQK

Crarest 30 [oroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
ot 29 mas 2014 roma, myHKT 2 ctathu 3, cTaThsi / CorjamieHus O €IUHBIX
NpUHLMINAX M TMpaBWiIax oOOpalieHus JEKApPCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro 3xoHOMH4YeCcKOro coto3a ot 23 aexadps 2014 roga, nyHkT 84
npuwioxkenus Ne 1 k Permamenty pabGotel EBpasmiickoit SKOHOMHYECKOM
KOMHUCCUM,  yTBepxkaeHHoro  Pemenwem  Bricmiero — EBpasuiickoro
SKOHOMHUYECKOro coBera oT 23 gexabps 2014 r. Ne 98 wu nyskr 1
pacnopsbkenusi  CoBera  EBpasuiickoil ~ SKOHOMHUYECKOW  KOMMCCHUH
ot 17 okTsi06pst 2022 1. Ne 34.

9. Chepa momaomounit EDK, Kk KOTOpOil OTHOCHTCS MPOEKT pEIICHUS

EOK
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PerynupoBanue oOpallleHusl JIEKapCTBEHHBIX CPEJICTB U (POPMHUPOBAHHE
obmiero peiHKa B pamkax (Coro3a, Ha OCHOBE €JMHBIX akTOB EBpazuiickoi
3KOHOMUYECKOU KOMHUCCHH.

10. ®uHAHCOBO-?KOHOMHYECKHE TMOCIEACTBUS  MPUHATUS  MPOEKTa
pemienust EDK aiisa cyObekToB npeAnpUHIMATENBCKON AESITEILHOCTH

[IpuHATHE TPOEKTA PEHIEHUS HE OKAXET OTPUIATEIBbHOIO BIMSHUS HA
(PMHAHCOBO-XO35ICTBEHHYIO NEATEIIBHOCTD (apMaleBTHUECKUX
IIPOM3BOJMUTENEH, TIOCKOJIBKY HE TIIOBJIEYET CO CTOPOHBI 3asABUTEICH
JNOTIOJIHUTENBHBIX PACXOJIOB CBSA3AaHHBIX C PETUCTPALMEN JIEKAPCTBEHHBIX
IIpEnapaToB 10 YKa3aHHOU MpoLeaype.

KonmnuecTBeHHass M KayeCTBEHHAsl OLEHKA COKpPAIICHUS OXKHIAEMBbIX
u3ziepKeK (MPSIMBIX U KOCBEHHBIX ) aJIpecaToB PEryJIMpOBaHus, UX JTUHAMUKA U
ydeTr npu (POPMUPOBAHMU CTOMMOCTH JIEKAPCTBEHHBIX IPENaparoB MOTYT
ObITb TPOBEACHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHCTBOBAHMS, JUOO
YIOJIHOMOYEHHBIM OPTaHOM IOCYJIapCTBa- WiIeHA B chepe IKOHOMUKHU.

JlaHHBIN BHU]I OLICHKH HE MOXET OBITh OTPaXE€H B HACTOSIICH CITpaBKe,
MOCKOJIbKY MPOBOJAMTCS Ha OCHOBAHMM JAHHBIX (DMHAHCOBOW NESITEIbHOCTU
OPEANPUATUSI, OTHOCSIIUXCA K KaTeropuu KoHGUICHIIMAILHON MH(OpMaIuu
(koMMepUecKas TailHa) M HE JOCTYIHBIX B OTKPBITBIX MCTOYHUKAX U 0azax
JTAHHBIX.

11. ITpeanonaraemblie CpoKHU BCTyIUIeHHs TpoekTa pemenus EJK B cuity

[To ucreyenun 30 KajeHIApHBIX JHEW C JaThl €ro O(UIMAIBLHOIrO
Oy OJTMKOBAHMSI.

12. OxxumaeMblid pe3yiabTaT PEeTyIMPOBAHMSI.

[IpenoTBpailieHrie  BO3SHUKHOBEHHS  JepUIMTa WIM  OTCYTCTBHS
JIEKApCTBEHHBIX CPEJCTB B TOCYJapCTBe-wieHe C (apMareBTUUECKUM
PBIHKOM  MajJoll €MKOCTM W MPEKPAIICHUS OKa3aHUs HEOTI0XHOU

MEIUIIUTHCKOMN ITOMOIIIH.



13. Onucanue ompiTa rocymapcTs —  uieHoB  EBpasmiickoro
SKOHOMHMYECKOTO COK3a M MEXKAYHApOJHOTO OIbITa PEryJupOBaHUS
OTHOIIECHUM,  SBIIOIIMXCA  IpeaMeroM  mpoekra  pemeHns  EOK
(c 000CHOBaHUEM €r0 MPOTPECCUBHOCTU U TPUMEHHUMOCTH )

3asBUTEIbHBIN MPUHIMI PETUCTPALMK TMPUBOJUT K COKPAIICHHUIO
BO3MOKHOCTEH JOCTyna Ha PHIHOK KOHKPETHOTO TOCYyJapCTBa-ujeHa U
OpraHM3aly  OKa3aHWs  MEJIUIIMHCKOM  TOMOIINM  HACEJICHUI0  C
WCIIOJb30BAHUEM JICKAPCTBEHHBIX IIPENapaToB, KOTOpblE (HaKTUUYECKH YKe
oOpamatorcs B COIO3HOM CEIrMEHTE.

[TogoOHas cutyalys BO3HUKANIa B IPYTUX PETHOHATBHBIX 00pa30BaHUIX
(manpumep, EBpomeiickom cotoze (EC), permonaibHOM OJIOKE TOCYAapCTB
Jlatunckoit Amepuku u Kapuodckoro 6acceitna (CEJIAK)) u pemianach mytem
BBEACHUS CICIUATBHOW MPOUEAYPhl — «PETUCTPALMU 110 HWHUIIMATUBE
perynstopa» (Hanpumep B JupektuBe EC 2001/83/EEC mnomoGHas
npoleaypa BBeJIeHa craTher 126 a).

Peructpanusi mo MHUIMATUBE PETYJATOpPA IIMPOKO HCIOJB3YETCS HE
TOJIKO B PErHOHAIBHBIX OOBEIWHEHUSX, HO U B paMKax B3aUMOJCHCTBUS
rocyJlapCTB ¢ OJM3KUMHU 10 IOPUCIUKIUIM (popMamMu pa3pelmrTeTbHbIX
cucrteM (Hampumep, PEruCTPpUPYIOIIMMU opraHamMu KaHanabl B OTHOIIEHUU
JIEKapCTBEHHBIX CPEICTB, HAXOAAIMXcs B oOparieHuu B CIII1A).

14. CBenmeHust O TIPOBEACHHUHM IMyOJIMYHOTO OOCYXKIEHUS IMPOCKTa
pemenusi EOK.

15. CBegenus 0 3aKJIIOYEHUU 00 OIICHKE PEryJIMPYIOIIEro BO3JEHCTBUS
Ha npoekT pemenust EOK.

16. nas napopmalys, OTHOCSIIAICS, M0 MHCHUIO aernapramenTa EOQK,
OTBETCTBEHHOI0 3a MOATOTOBKY MNpoekTa pemeHuss EDK, kK OCHOBHBIM

cBelleHUsIM 0 TipoekTe peienuss EQK u (unum) o ero noaroroBke
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[TpoekT pemieHuss paccMOTpPeH W OJOOpeH pabodel TIpynmnon 1o
(GopMHpPOBaHHMIO  OOLIMX TMOAXOJOB K  PEryJHPOBAHHIO  OOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHYECKOTO COH03a,
B COCTaB KOTOPOM BXOIAT TMPEACTABUTENNA YIOJHOMOUYEHHBIX OpPraHOB
rOCYJapCTB-WIEHOB M  TPEACTAaBUTENM  OM3HEC-COOOLIECTBA, a  TaKXKe

HaOmonarenu ot PecryOnuku Y3oekucran u Pecryommku KyoOa.



