NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJICICTBUSIX BJIUSIHUS NMPOEKTA PelleHUus
EBpa3uiickoii 73KOHOMHYECKOM KOMUCCHH HA YCJIOBHS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KoMHccUU «(O BHECEHUM HW3MEHEHUU

B Pemenne  CoBera  EBpa3uiickoi  3KOHOMHYECKOM  KOMHUCCHH
oT 3 Hos10ps 2016 1. Ne 78»

1. [Ipo6nema, Ha penieHrEe KOTOPOM HampasieH npoekT pemieHus EQK

KitoueBoit mpoOiiemoi, Ha pEIICHHE KOTOPOM HAMpaBIeH MPOEKT
pelIeHUs], SIBISETCS YPEryJIMPOBAHUE PA3IMYHBIX MOAXOA0B K ONPEIAEICHUIO
BO3MOKHOTO 00bE€Ma BHOCHUMBIX H3MEHEHUH B PETUCTPALMOHHOE JOChE
JIEKapCTBEHHOI'0 Mperapara, 3aperuCTPUPOBAHHOrO A0 BCTYIUIEHUS B CUILY
CornaiieHus o €IMHBIX MPUHIUINAX U TMpaBUIaX OOpaIleHus JIeKapCTBEHHBIX
cpeacTB B pamkax EBpa3zuiickoro sKOHOMHYECKOIO coro3a OT 23 nexadps
2014 roma u B mepuoa mo 31 nexabpst 2020 r, KOTOPBIM MOJaeTcs Ha
npolenypy NpUBEIEHUs B COOTBETCTBUE ¢ TpeboBaHusmu Coro3a (nanee —
npoluenypa npuBeAeHuss B cooTBerctBue) mno pasneny Xl Ilpasun
pErucTpallii M SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB AJISI MEIUIIMHCKOTO
npuMeHeHusi,  yTtBepxkAeHHbIXx  Pemenuem  CoBera  EBpaswuiickoii
SKOHOMHYECKON komuccuu ot 3 Hos0pst 2016 r. Ne 78 (manee — IlpaBuna
pEruCTpaLni).

B cootrBerctBUM ¢ myHKTOM 172 ykazaHHoro paszaena IIpaBuin
pErucTpaluy MpU BBHINOJIHEHUU MPOLIEAYPhl MPUBEACHUS B COOTBETCTBHUE
JOMYCKAeTCsl BHECEHHE W3MEHEHUH B PETUCTPAMOHHOE JOChE, B TO K€
BpeMs B COOTBETCTBUU C 4acThi0 BTOpoi myHkta 171 IlpaBun perucrpanuun
Opyu 3TOM 3asIBUTEII0 HEOOXOAMMO TMOJATBEPAUTH, YTO CpPABHUBAEMOE
PErHCTPALIMOHHOE JI0ChE€ B paMKax MPOLEAYpPbl MPUBEACHUS HICHTHUYHO IO

COACPIKAHUIKO JAaHHBIM PEIrUCTPAllMOHHOIO A0CBEC 3apCrUCTPHUPOBAHHOIO
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JIEKAPCTBEHHOI'O MPENapaTa U HE COJEPHKUT U3MEHEHHUIN PErUCTPALMOHHOTO
JIOCh€, BIHUSIONMX HAa KayecTBO, 3(PPEeKTUBHOCTh, OE30MACHOCTh WU
COOTHOIIIEHUE «I10JIb3a — PUCK» JIEKAPCTBEHHOTO IIpernapara.

Beoaumoe nonosnenue VI k npunoxenuto Ne 19 [lpaBun perucrpauuu
COJICP)KUT TMEPEYEHb IMO3ULUUA W3 JONOJIHEHHUS V 3TOro MPUIIOKEHUS,
KPUTEPHUEB JJISI UX BBINOJIHEHUS M yKa3aHUW oObeMa MPeaoCTaBIIIEMbIX 00
U3MEHCHUSX CBEJCHUM B MOIYISX 1-5 B TakOM MPUBEIACHHOM JOChE IS
JIEKApPCTBEHHBIX MPENAPATOB, KOTOPBIM COOTBETCTBYET U3MEHEHUsIM Tumna |A-
IB, He mNpUBOASIIMM K H3MEHEHHUIO JIaHHBIX IO OIIEHKE COOTHOIICHUS
«I0JIb3a — PUCK» ISl IEKAPCTBEHHOIO Mpenapara.

Takke MPOEKT COAECPKUT IMEPEUYECHb TEXHUYECKUX IPABOK B TEKCTE
[IpaBun perucrpauv W CBA3AHHBIX [PUIOKECHUW, HAIIPABJICHHbIA Ha
UCKJIFOYeHHE cO0eB U AyOJMpPOBaHUS HyMEpalluK, BBEICHUE €JMHO0OPA3HOTO
yYKa3aHHWs HAaNMEHOBAHUM pa3AesoB Jocke B npuiioxkeHusx Ne 1, 4, 5 u
CBSI3aHHBIX C HUMH MHBIX NPHIOKEHUSIX.

2. llens perynupoBaHus

Ycrpanenue paznuuuil B TpeOOBaHUSAX YIHOJHOMOYEHHBIX OpPraHOB
(3KCMEPTHBIX OpraHU3allMil) MpU OIIEHKE O00beMa M3MEHEHUM W BajuJalluu
PErUCTPAIlMOHHOTO JIOCh€ TOJAHHOTO Ha TMPONEAypY MpUBEACHUS B
COOTBETCTBHUE, KOTOPHIE MOTYT MPHUBOJAUTH K HECOTJIACOBAHUAM 3KCHEPTHBIX
OTYETOB TOCYJapCTBAMU MPU3HAHUS.

3. 'pynna nui, Ha 3alIUTy MHTEPECOB KOTOPHIX HAIPABICH MPOCKT
pemenust ESK

[IpoekT pemieHusi HampaBjeH Ha 3alUTy MHTEPECOB MPOU3BOAUTENCH
JICKapCTBEHHBIX MpernapaTtoB (CyObEKTOB (apMarieBTUYECKOTO PBHIHKA,
KOTOpbIE 3aHUMAIOTCS KOMIUJIEKTOBAHUEM PETUCTPALMOHHOTO JI0ChE) H
YIOJHOMOUYEHHBIX ~ OpPraHoOB  (3KCHEPTHBIX  OpraHu3alnuil), KOTOpbIE

BBITIOJIHAIOT IMPOLCAYPY OLCHKHU PCTUCTPAIMOHHOIO AOCHE JICKAPCTBCHHOI'O
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npernapara ¢ TMO3WMLMU JOKa3aTelbcTBa €ro 0e30MacHOCTH, COOTBETCTBUS
33JJ]aHHOTO  CTaHJapTa KadecTBa, Hawiydlied 3(QPeKkTuBHOCTH U
0JIaronpUATHOTO PO COOTHOIIEHUS MOJb3bI U PUCKA.

4. Aapecatel  peryJdpoBaHusi, B~ TOM  YHCIE€  CYOBEKTHI
NPEAPUHUMATEIBCKON AEATENHOCTH, U BO3JAEHCTBUE, OKA3bIBAEMOE HA HUX
pEryJIMpOBaAHUEM

Anpecaramu peryJIMpoBaHus SBJISIIOTCS MIPOU3BOAUTEIN
JIEKApCTBEHHBIX  MpernapaToB, a TakKXke YIOJIHOMOYEHHBIE  OpraHbl
(3KCIEpTHBIE OpraHU3alun) rocyaapcTB — wWieHoB Coro3a, OCYIIECTBIISIIONINE
PETUCTpaAllUI0 JIEKAPCTBEHHBIX MpPENapaTtoB W 3KCIEPTHU3Y MaTepHUasoB
PETUCTPALIUOHHOTO J1I0ChHE.

5. CoaepxaHue yCTaHABJIMBAEMbBIX ISl aJpPECcaToOB peEryJUpOBaHUS
orpaHu4yeHuil (00s3aTeNIbHBIX PABUII IIOBEICHMS)

B pamkax mnpenjmaraeMoro peryjJdpoBaHUsS ISl MPOU3BOAUTEICH
JIEKAPCTBEHHBIX CPEACTB MPEIIOIAracTcs yCTAHOBUTh €IUHBIA IEPEUYEHb
no3uiui u3 gonoigHenuss V npuioxenus Ne 19 IlpaBun peructpanuu,
KPUTEPUEB JIJII UX BBIMOJHEHUS U yKa3aHUM 0O0beMa MPEIOCTaBISIEMBbIX 00
U3MEHCHHSX CBEACHUW B MOAyJIsAxX 1-5 B TakoM MpHUBEIACHHOM
PErUCTPAllMOHHOM JIOCh€ JUIsl JICKAPCTBEHHBIX MpEnapaToB, KOTOPBIN
COOTBEeTCTBYET M3MeHeHusaM Ttuna |A-1B, He mpuBomsmuM K H3MEHEHHIO
JAHHBIX MO OIIEHKE COOTHOUIEHUS «I0JIb3a — PUCK» ISl JIEKAPCTBEHHOTO
mpernapara, 4YTo  IO3BOJIUT  OOECHEYUTb  €IWHOOOPa3HBIM  TMOIXO]
YIOJTHOMOYEHHBIX OpraHoB rocyaapcTB — uneHoB Coro3a B cdepe
3IpaBOOXpPAaHEHUS] K  BaJIMJAlMd W TPOBEACHUIO  DKCIEPTHU3BI
PETUCTPALIUOHHOTO J10ChHE.

6. MexaHu3M  pa3pemlieHus MOpoOJaeMbl W JOCTYIKCHHS  IEIH

peryJiupoBaHusi, NpeaycMOTpeHHbIH mnpoekToM pemieHus EDK (onucanue



B3aUMOCBSI3H MEXKITY npearacMbiM peryampoBaHueM
U perraeMoi mpooJiemMoi)

JlocTH)KEHME LEeNu PEryJIMPOBAaHUS OCYLIECTBISAECTCA C IMOMOIIBIO
YCTAHOBJICHUS] €IUHBIX MOJXOJI0B, JIETATLHO PErIAMEHTUPYIOIINX MEPEUYCHB
no3uiui u3 gonosHeHuss V npunoxkenuss Ne 19 IlpaBun perucrpanum,
KPUTEPHEB I WX BBIMIOJIHEHUS M YKa3aHUH oObeMa IMPEeIOoCTaBIsIEMBIX 00
U3MEHCHUSX CBEACHUA B MOAYyJIaX 1-5 B TakoM NPUBEICHHOM
PErUCTPAllMOHHOM JIOCbE€ I JIEKAPCTBEHHBIX IPENaparoB, KOTOPBIU
COOTBETCTBYeT M3MeHeHusiM Tumna |A-1B, He nmpuBOAIIUM K H3MEHEHUIO
JAHHBIX MO OLEHKE COOTHOIICHHS «I0Jb3a — PUCK» JJISI JIEKAPCTBEHHOTO
npermnapara.

7/.CBelleHHsT O PAcCCMOTPEHHBIX aJbTEpPHATHUBAX MpeJIaracMoMy
PETYJIMPOBAHUIO

AnbTepHATUBOM HACTOAILEMY peryJIMpOBAHUIO SIBJISICTCS
MPEJOCTABICHHE YMNOJHOMOYEHHOMY OpraHy (3KCHEpTHOM OpraHU3alinH)
KKJIOr0 TOCYyJlapCTBa-4wjieHa MPUHUMATh CHUTYAal[MOHHBIE pPELICHUS B
OTHOIIIEHUU 00bEMa BHOCHMBIX MU3MEHEHUH MPU MOJa4€ PErUCTPAIMOHHOIO
JIOChE HA MPOUEAYPY NMPUBEAECHUSA B COOTBETCTBUE. TaKOM IOJIXO/ MPUBEAET
K HECOIVIACOBAaHUIO TOCyAapCTBaMHU-TIPU3HAHUS JKCHEPTHBIX 3aKITHOUYCHUIM
peepeHTHBIX TOCYIApCTB U TMOSBJICHUIO OaphepoB MJIA OOpAICHHS TaKHUX
JIEKapCTBEHHBIX MPENApaToOB Ha €AMHOM phiHKE Coro3a.

8. HopMatuBHO-TIpaBOBOE€ OCHOBAHME JIsl IPUHSITUS IPOCKTA PEIICHUS
EDK

Cratess 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COHO3€
oT 29 mas 2014 roga, nmyHKT 2 ctatbu 3, cTaThsi 6 CorjameHus O €IUHbBIX
NpUHLMOAX M TpaBWiax OOpallleHUs JIEKApCTBEHHBIX CPEJCTB B paMKax
EBpa3niickoro s3KOHOMHYECKOTO coro3a oT 23 nexkadps 2014 roga, myHKT 86

npuwioxenus Ne 1 k Pernamenty pabotbl EBpasuiickoil 3KOHOMUYECKOH
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KOMUCCUM,  yTBepxkIAeHHOro  Pemenuem  Beicmiero — EBpasumiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadpst 2014 r. Ne 98.

9. Cepa monnomounit EJK, k KOoTOpoil OTHOCUTCS MPOEKT pELICHUS
EDK

PerynupoBanue oOpaiiieHust JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oO1rero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHBIX akToB Komuccuu.

10. ®uHAHCOBO-9KOHOMHYECKUE TIOCICJACTBHS TPHUHATUS IPOCKTA
pemienust EQK niist cyObeKTOB npeInpUHUMATEIbCKON AeSTEIbHOCTH

[Ipenmnonaraercs COKpaIIEHUE U3IEPKEK MPOU3BOIUTENN CBSA3AHHBIX C
MOBTOPHOM MOJAYENl PErHCTPAIMOHHBIX I0ChE HA MPOLIEAYPY NPUBEICHUS B
COOTBETCTBME TMpPU HE NPOXOKIECHUH ISTUMH JIOChE BalUJalMU B
YIOJTHOMOUYEHHBIX OpraHax (9KCIEpPTHBIX OpraHu3alusXx) TroCcyaapCcTB —
yieHoB Coro3a.

11. Ilpennonaraemble CpokH BCTyIUleHUs mpoekta pemenus EOK B
CUITY

Yepes 1 mecsin mocine gaThl 0(QUIMATIBHOTO OMyOIMKOBAHUS.

12. Oxunaemblii pe3ysibTaT PeryJIupOBaHHUS.

[Ipumenenne B pamkax Coro3a €IMHOTO TIEPEYHs IMO3HMIUN U3
nonosHenus V npunoxenuss Ne 19 k IlpaBunam perucrpauuu, KpUTEpUEB
JUTSl UX BBIMIOJTHEHUS M YKa3aHU 00beMa MPEeI0CTaBIIEMbIX 00 U3MEHEHHSIX
CBEICHUN B MOAYJISAX -5 B TAKOM IMPUBEACHHOM JOCHE IS JIEKAPCTBEHHBIX
npernapaTroB, KOTOPbIA COOTBETCTBYyeT u3MeHeHusiM tuna |A-1B, ne
MPUBOASAIIAM K M3MEHCHUIO JAHHBIX IO OLIEHKE COOTHOIIEHUS «I0Jb3a —
PUCK» ISl JIeKapCTBEHHOTO npemnapara. O01ias peraaMeHTalus SKCIepTHBIX
NpOLEAYP B paMKaxX MPOILEAYpbl MPUBEACHUSI B COOTBETCTBUE, UTO OOJIETYUT
BBIXOJI HAIMOHAJIbHBIX MPOU3ZBOAUTENECH JIEKAPCTBEHHBIX CPEJACTB Ha
BHEIITHWE PHIHKHU, UCTIONIB3YIomHe (hopmMaT 00IIero TeXHUIECKOTO TOKYMEHTa

(CTD-dopmaT) perucTpalliOHHOTO J0Che, HPHUHATHIA MeXayHapoIHOM
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koH(pepeHiuei mo rapmonu3aiuu (ICH).

13. Onucanue ombiTa TOCYJAapcTB —  wWieHOB  EBpasuiickoro
PKOHOMHUYECKOTO COH3a U MEXAYHApOJAHOTO ONbITa PEryIupOoBaHUs
OTHOLIECHUM,  SBISIOMIMXCSA  OpeaMeToM  npoekra  pemenus  EOK
(c o0oCcHOBaHUEM €T0 TPOTPECCUBHOCTH Y IPUMEHUMOCTH )

B  HanuMoHaNBHBIX  MpoUEaypax  PETHCTpAMU  JIEKAPCTBEHHBIX
npenaparoB rocyAapcTB-wieHOB (Coro3a MPUBEICHUE PETUCTPALMOHHOTO
JI0ChE B COOTBETCTBUE C [IpaBOM coro3a He MpeyCMOTPEHO.

14. CeneHust 0 MOPOBENECHUM MYyOJIMYHOTO OOCYXACHUS MPOEKTa
pemenus EDK.

[Iybnuunoe  oOCyXJeHHE  TPOEKTa  pEHIeHHs  MPOBOIMIOCH
¢ 12 urong 2019 ronga o 11 asrycra 2019 rona.

[Ipoexkt  pemienus,  HUHPOPMAIIMOHHO-aHATUTUYECKAs]  CIpPaBKa
Y OMPOCHBIN JIUCT ObUIH pa3MelleHbl Ha opuLnanbHoM caiite Coro3a.

[Io pe3ynbrataM myOIMYHOTO OOCYXACHHSI MOCTYMWIM 3aMeyaHus
or 3 yvactHukoB (JlemapTameHT pa3BUTUS MPEANPUHUMATEIHCKOM
JEeSTEIbHOCTU EBpa3suiicCKOl 3KOHOMHUYECKOM KOMHMCCHUM, MPEACTABUTEIIA OT
Poccuiickoit ®enepanun).

N3 199 noctynuBmINX 3aMedaHuil yuyTeHo 22.

15. CBeneHus 0 3aKIIFOYEHUH 00 OLEHKE PEryJIMPYIOIIEr0 BO3AECHCTBUS
Ha npoekT pemrennss EQK

16. Mnas wuHdopmManus, OTHOCAILIAACS, MO MHEHUIO JenapTaMeHTa
EDK, 0TBETCTBEHHOr0 3a MOATrOTOBKY mnpoekTa pemieHns EDK, k ocHOBHBIM
cBeZieHusIM o mipoekTe pemenust EOK u (uam) o ero noaroroBke

ITpoekr pemenus Komuccnn BHECEH Ha paccMOTpeHrne MUHUCTEPCTBOM
3apaBooxpaHeHust Pecryonmuku bemapyck mopa®otan M ogoOpeH CO3IaHHOM
npu Komnernn Komwmccun paboduedd rpynmodd mo (GOpMHPOBAHHUIO OOIIMX

MMOoAX0A0B K PETYJIIMPOBAHUTO 06paIJ_ICHI/I$I JICKAPCTBCHHBIX CPECACTB B pPaAMKaAX



EBpa3I/II>'ICKOTO S3KOHOMHYCCKOI'0O COm3a, B COCTaB KOTOpOﬁ BXOOAT
MpeacCTaBUTCIIN YHOJIHOMOYCHHBIX OpraHoB rocyaapCrB-4JICHOB n

NPEACTAaBUTENN OU3HEC-COO0IIECTRA.



