NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

0 MOCJIEICTBUSIX BJIUSIHUS MPOEKTA PelleHUus
EBpa3uiickoii 3KOHOMHYECKOH KOMUCCHH HA YCJIOBUS BeACHUS
NpeANPUHUMATEILCKOM eI TeJIbHOCTH

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3uiickoil 3KOHOMHYECKOW KomHcCUM «(O BHECEHWH W3MEHEHUI

B Pemenne CoBera EBpa3zuiickoii SKOHOMUYECKOW KOMHUCCHUU OT 3 HOAOps
2016 1. No 78»

1. ITpoGnema, Ha pelieHre KOTOPOM HampaBiieH MPoekT pemenus EOK

KitoueBpiMu mpoGieMamMu, Ha PEIICHHE KOTOPHIX HAMpPABJICH MPOEKT
pelIeHusl, SIBJISFOTCS:

MpaBoBas HEOIPEJIECICHHOCTD craTtyca pErucTpaluOHHBIX
YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, BBIJAHHBIX B COOTBETCTBUU C
3aKOHOJATEIBLCKOM TOCYJIapCTBa — ujieHa EBpa3uilckoro 3KOHOMHYECKOIO
coro3a (nanee — rocyaapcTBo-uiieH, Coro3) Ipy 0TKa3€ WM OT3bIBE 3asIBJICHUS
O TMPUBEJCHUU PETUCTPALMOHHBIX JOChE JIEKAPCTBEHHBIX MpenapaToB B
COOTBETCTBHE C TpeOoBaHusIMU EBpa3uiicKOro 3KOHOMHUYECKOTO COH3a
(majee — mpuBeIEHNE J0ChE B COOTBETCTBHE);

PUCK  TPOUENYPHBIX  3aJE€PKEK  CO  CTOPOHBI  3asBUTEINIECH
(HECBOEBPEMEHHOE MPEIOCTABICHUE NHCIIEKIIMOHHBIX OTYETOB);

U30bITOYHAS PETyJISITOPHAS Harpy3ka Ha MPOU3BOJUTENICH MPU CMEHE
HEKPUTUYHBIX TPOU3BOJICTBEHHBIX ILIOMIAAOK (CKJIajabl, YIAKOBKAa) U
OOHOBJICHUU aHAIMTUYECKUX METOIUK.

2. llens perynupoBaHus

[{enb NpUHATUSA POEKTA PEIICHUS 3aKIIOYAECTCS B!

MOBBIIIEHUH CTAOMJIBLHOCTH JIEKAPCTBEHHOI0 00ECTIEUeHUs] Ha PhIHKAX
roCcyJ1apCTB-YJICHOB;

COKpalIiCHUN aﬂMHHHCTpaTHBHOfI Harpy3KHt Ha 6I/IBH€C;
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ONTUMM3ALUM  PETUCTPALIMOHHBIX  TPOUEAYp U  JACTalu3aluu
KJIacCu(pUKAUK W3MEHECHHMH, BHOCHUMBIX B PETHCTPAIlMOHHOE JIOChE
JIEKapCTBEHHOTO TIperapara B IeJIsX COKpAIIeHUsI CPOKOB BBIBOA MTPEIIapaToOB
Ha PBHIHOK;

UCKJIIOUCHUM PHUCKOB TMPEKpaleHUus JCHUCTBUS PETUCTPALIMOHHBIX
YAOCTOBEPEHUI JIEKAPCTBEHHBIX MPENAPATOB MO POPMaTbHBIM OCHOBAHUSIM.

3. I'pynna nui, Ha 3alUTy WHTEPECOB KOTOPBIX, HAMPABJICH IPOCKT
pemenus EOK

IIpoekT pelieHus HaNpaBi€H MNEPBYHD OYEpeb Ha 3alIUTY >XU3HU
U 3J0pOBbs TalMEHTa (KaK KOHEYHOI'O IOTPEOUTENST JIEKAPCTBEHHBIX
npenaparoB), 3alllUTy HWHTEPECOB  IMPOUZBOJUTENEH  JIEKAPCTBEHHBIX
npenapaToB M YMNOJHOMOYEHHBIX HMMHM JIMI, a TAaKXKE 3alllUTy HHTEPECOB
YIIOJTHOMOYEHHBIX OPraHoB (PKCIEPTHBIX OpraHU3alvii) roCy1apCTB-YJICHOB.

4, AnpecaTl  peryJqMpoBaHWs, B  TOM  4YHCIE€  CYOBEKTHI
NpeANPUHUMATETBCKON JEATeIbHOCTH, U BO3JIEUCTBUE, OKA3bIBAEMOE Ha HUX
peryJmpoBaHuEeM

AnpecaTamu peryupoBaHus SABJISIOTCS MIPOU3BOJIUTEIHN
JIEKapCTBEHHBIX TMpenapatoB (a TakKe UMX YHIOJIHOMOYCHHBIE JIHUIIA),
YIIOJTHOMOYCHHBIE OpraHbl (3KCIEPTHBIE OpraHu3allii) rOCyJapCTB-UYJICHOB,
OCYILIECTRIISIONINE PETUCTPAIUIO JICKAPCTBEHHBIX MpenapaToB U SKCIEPTU3Y
MaTepUasioB PEruCTPAIMOHHOTO JOChE.

B pesynbrare npeaimaraeMbpix HOPM PETYIUPOBaHHS OyAeT 00ecIedeHo
CO3/IaHUE CTAOWJIbHOM peryiasaTopHou cpenbl. s Ou3Heca 3TO O3HAYaeT
Mepexo/Jl OT MOJICTIN «KKPUTHYECKOTO pUCKay (1r00as 3a/Iep>KKa BEJIET K OT3bIBY
YAOCTOBEPEHHUS) K MOJEIU «IPOIEeCCYyalbHOM KOoppeKTHOCTH». CyObeKTam
peaIPUHUMATEILCTBA MPEIOCTABIISIETCS BPEMEHHOM pe3epB ISl yCTPaHEHHUS
3aMe4YaHUN IKCIIEPTOB U JOPAOOTKH PETUCTPAITMOHHOTO JI0ChE, UTO MTO3BOJIUT

HCKIIIOYNUTH OCTAHOBKY INTOCTABOK JICKAPCTBCHHLIX ITPCIIAPATOB.
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5. CozepkaHue YCTaHABIMBAEMbIX ISl aJApEcaToB PETyJIUPOBAHUS
orpaHnueHu (00s13aTEeIbHBIX TTPABUII IOBEACHUS )

B pamkax npeanaraeMoro peryJnpoBaHus MPEaoIaracTcs:

HE MPUMEHATh MEXAHU3M MPHUOCTAHOBKH JCHCTBHS PETHCTPALMOHHOIO
YAOCTOBEPEHHUS JIEKAPCTBEHHOr'0 Mpenapara BbIJJAHHOTO B COOTBETCTBUU C
3aKOHOJATEILCTBOM rOCyAapCcTBa-ujeHa MPU O0TKA3€ WU OT3bIBE 3asBJICHUS O
MPUBEJICHUH I0ChE B COOTBETCTBUE (COXpaHEHUE MpaBa oOpaIieHus B TCUCHUE
2 nier);

U3MEHEHHE HCUMCIIEHUS MPOLECCYaJbHBIX CPOKOB C KaJICHAAPHBIX Ha
pabouue 1HU;

BBEJACHUE  MPOLEAYphl  NPOJJECHUS]  CPOKa  MPEIOCTABJICHUS
HWHCIICKIIMOHHOTO oT4eTa a0 180 paboumx gHEH ¢ HCKIIOUYEHHEM JTOTO
nepuo/ia u3 O0IIEro CPoKa MPOBEACHUS IKCIIEPTUSHI;

BBEJICHHE YKa3aHWS O TMPOBEJICHUWU IUIAHOBOW (apMarieBTUIECKOn
WHCIICKIIMM OJIUH pa3 B 3 rojia Mocie 3aBEpIISHUs MPOLEeAyphl perucTpaluu
JIEKapCTBEHHOIO Mpenapara;

MCKJIIOYEHHUE aHATTUTUYECKUX METOJMK KOHTPOJISl KAUeCTBa U omnepanui
10 BBIMYCKY (yIMaKOBKEe) CEpUil W3 MEpPeuHs KPUTHUYCCKHUX H3MEHCHHH
MPOU3BOJCTBEHHOW  IUIOMIAJKH IS  CTEPWIbHBIX  HEOMOJIOTHYECKHUX
JIEKaApCTBEHHBIX TPEIapaToB.

6. Mexanuam  pazpenieHudss NOpoOjJeMbl W JOCTHIKCHHS  IETU
peryJiupoBaHusi, NpeaycMOTpeHHbI mnpoekToM pemieHus EDK (onmucanue
B3aUMOCBSI3U MEXKTY npeiaraéMbimM peryJnpoBaHUEM
U perraeMon mpooIeMoit)

JIOCTMKEHHUE LENH PETYJIUPOBAHUS OCYIIECTBISECTCS C ITOMOUIBIO
BHeceHUs u3MeHeHni B [IpaBuia peructpanuu u 5KCEPTU3bI JIEKAPCTBEHHBIX

CpCACTB AJIsI MCOAUITUHCKOTO ITPUMCHCHHA, YTBCPKACHHLIC Pemenuem CoBera
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EBpa3zuiickoil skoHOMu4ecKoi Komuccuu oT 3 Hos0pst 2016 r. Ne 78 (nanee —
[IpaBuna perucrpaiun).

MexaHu3M peanu3aiy BKIIOYaeT B ce0s CIEAYIONINE MEPHIL:

BBEJCHUE JBYXJIETHETO IMEPEXOJHOr0 IMEpPUOJAa — HCKIIOYAET PHUCK
MpeKpalleHus oOpaleHus] JEKapCTBEHHBIX IIPENnapaToB Ha pPbIHKE MOpH
3aJIep>KKaxX CPOKOB MPOBEJICHUS TTPOIIEAYPHI TPU3HAHUSA;

KOPPEKTUPOBKA KJIaCCHU(PUKAIIMM — COKpamiaeT o0beM 3asBUTEIbHOU
paboThI (CHIKAET KOJTUYECTBO MOJaBaeMbIX 3asBieHuH no tuy Il (3Haunmbie
U3MEHEHHS), TIEPEBOJA  JIOTUCTUYECKHME  OINEpallii B  KaTErOPHIO
YBEJIOMUTEJIbHBIX WK He3HaUUMBbIX (IB);

YTOUHCHUE HCUUCIICHUS TMPOIECCYalbHBIX CPOKOB oOOecrneYnBaeT
CUHXPOHU3AIUIO aIMUHUCTPATUBHBIX IUKJIOB 3asIBUTEJS U YIIOJTHOMOYEHHOTO
opraHa (3KCIepTHOM opraHu3aiyn) pedhepeHTHOTO TOCyAapCTBa.

7/.CBelleHHsI O PACCMOTPEHHBIX AalbTEPHATHUBAX MPEIJIAracMOMY
pPETYJIMPOBAHUIO

AJIbTEpHATUBOM HACTOSIIEMY PETYJIMPOBAHUIO SIBIISIETCA COXPAHEHUE
neuctByromed IlpaBun peructpanuu. OnHakKo JaHHAas aJbTEpPHATHBA
OpUBEIET K COXPAHCHHWIO CYIIECTBYIONIUX MPOOIEeM, CBSI3aHHBIX C
HapacTaroIMM KOJIMYECTBOM OTKAa30B B MPOLEAYypax NPUBEACHUS TOCHE B
COOTBETCTBUE M BO3HHUKAIOIIUX BOMPOCOB O MPABOMEPHOCTH MPUOCTAHOBKHU
JNEUCTBUSL PErUCTPAIMOHHBIX YJIOCTOBEPEHHUH JICKAPCTBEHHBIX MpenapaTos,
BBIJJAHHBIX B COOTBETCTBUU C 3aKOHOJATEIHCKOM TOCYAapCTBa-uJieHa, YTO
HETaTUBHO CKaXXETCI Ha O0ECNeYeHWH JOCTYIMHOCTH JIEKapCTBEHHBIX
MpenapaToB JJIs1 HACEJICHUS TOCYyAapCTB-YICHOB.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE VISl IPUHATUS TTPOEKTA PEIICHUS
EDK

Craress 30 J[loroBopa o EBpa3uilcCkOM 53KOHOMHYECKOM COIO3E

oT 29 mas 2014 ropa, nmyHKT 2 ctatbu 3, craths 7 CorjameHuss 0 €IUHbBIX
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NpPUHLMIAX W TpaBUiiax OOpaIlleHUs] JEKAPCTBEHHBIX CPEJCTB B paMKax
EBpazutickoro skoHOMH4ecKoro corosa ot 23 nekabps 2014 roma, myHKT 84
npwioxenus Ne 1 k Permamenty paGotel EBpazuiickoii 3KOHOMUYECKOMH
KOMHUCCHUH,  yTBepxkJAeHHOro  Pemenmem  Beicmiero — EBpasuiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadpst 2014 r. Ne 98.

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

PerynupoBanue oOpaiiieHust JIeKapCTBEHHBIX CPEJCTB U (popMUpOBaHUE
obmero peiHKa B pamkax Coro3a, Ha OCHOBE €IWHBIX aKTOB EBpasuiickoii
AKOHOMHUYECKOW KOMHUCCHH.

10. ®uHAHCOBO-2KOHOMUYECKUE TMOCIEJACTBUSl TPHUHITUS MPOEKTa
pemenust EDK niig cyObeKTOB peAnpUHUMATENBCKON ACSTEIHbHOCTH

[IpunsiTHE MPOEKTA PELICHUS HE OKAXKET OTPULIATEIBLHOTO BIIMSHUS Ha
(1HAHCOBO-X035HCTBEHHYIO NEATENbHOCTD (dapmareBTUIeCKIX
MPOU3BOIUTENCH, TTOCKOJIBKY OyJET CIOCOOCTBOBATh CHIKCHHUIO 3aTpaT Ha
BO300HOBJICHUE MPEPBAHHBIX MPOILEAYP PETUCTPALMU U TTOBTOPHYIO OILIATY
roCyIapCTBEHHBIX MOUUINH, MPEIOTBPALICHUE TOTEPh BBIPYUYKH, CBSI3aHHBIX C
MOTCHUMAJIIBHBIM  IIPEKPAlICHUEM peallu3aluy  IMPOAYKIMA HA PBIHKE
rocyJlapcTBa-ujicHa B TMEpHOJl JOpaOOTKH PETUCTPALMOHHOTO JOChE,
COKpAIIICHUIO CTOMMOCTH BHECEHHSI U3MEHEHHI B PETUCTPAIITMOHHOE JOCKHE 32
CYET VYIPOLICHUS MNOPOLEAYp IMPU CMEHE CKIAQACKUX TMOMEIIEHUN U
nabopaTopuii KOHTpOJisi KadecTBa. COBOKYIHBIN A((PEKT OIEeHUBAETCS Kak
MOJIOKUTEIBHBIM W CIIOCOOCTBYIOIIMI  TOBBIIIECHUIO  (MHAHCOBOU
YCTOMYMBOCTH (papMalleBTHUCCKUX MPEATPHUATHH.

KonnuecTBeHHass M KayecTBEHHAs OIIEHKA COKPAIICHUS OYKHJIA€MbIX
u3ziepKeK (MpsIMBIX U KOCBEHHBIX) aIpecaToOB PETyJIUPOBAaHUS, UX TUHAMUKA

U y4eT mpu (POpMHUPOBAHUU CTOMMOCTHU JIEKAPCTBEHHBIX MPENapaTroB MOTYT
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OBITh IPOBEACHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SIMICTBOBaHHUS, JHOO
YIOJIHOMOYEHHBIM OPTaHOM TOCYIapCTBa-uwieHa B cepe IKOHOMUKH.

JlaHHBIN B OLICHKHW HE MOYKET OBITh OTPAKEH B HACTOSIIEH CIIpaBKe,
MOCKOJIbKY MPOBOAMUTCS HA OCHOBAaHUU JIaHHBIX (PUHAHCOBOM JEATEIBLHOCTH
OPEANPUSITHS, OTHOCSIIUXCA K KaTeropuu KoH(puaeHnaibHou nHdopmanuu
(koMMepuecKkas TailHa) U HE JIOCTYMHBIX B OTKPBITHIX MCTOYHHUKAX M 0azax
JTAHHBIX.

11. Ilpennonaraemple CpOKM BCTYIUIEHHS mpoekTa pemieHus EODK
B CHITY

[lo wucredennn 30 KajgeHAApHBIX JHEW ¢ JAaThl OQUUIHUAIBHOIO
onyOJIMKOBaHMS.

12. Oxxupaemblii pe3yiabTaT peryIUPOBaAHMUS.

Peanu3anus npoekra pelieHHs CO34acT YCIOBHUS JUIsl TOBBILICHUS
onepanMoHHON 3(P(GEKTUBHOCTH YHOJHOMOYEHHBIX OPraHoB (PKCIEPTHBIX
OpraHu3alMii)  rocyJlapCTB-YJI€HOB,  COKPAaTHUT  CpelHEe  BpPEMEHS
pPaccMOTpPEHHMs 3asBOK Ha BHECEHHWE U3MEHEHUN B PErUCTPAIMOHHOE JOChE,
CO34acT MpO3payHble YCIOBHS JUI IUIAHMPOBAHMS JKW3HEHHOTO IIMKJIA
JIEKapCTBEHHBIX NIPENapaTOB MPOU3BOIUTEISMHU.

13. Onucanme ombITa TOCYyIapCTB —  WICHOB  EBpa3uiickoro
HSKOHOMHUYECKOTO COH3a W MEXAYHApOAHOTO ONbITa PEryJIupoBaHUs
OTHOLIEHUH,  SABJISIONIUXCS — HpeaMeroM  mnpoekta  pemenHus EOJK
(c obocHOBaHUEM €ro MPOTPECCUBHOCTU U MPUMEHUMOCTH )

He npumMeHMMO B OTHOILIEHHH ONBITA 3aKOHOAATENIHCTBA T'OCYAAPCTB-
YJIEHOB, MOCKOJBKY HM3MEHEHUs BHOCATCS B IPOLIECCHI, YCTAHOBJICHHBIE B
npase Coro3a, peryiaupyroiiue oopaiieHue JeKapCTBEHHBIX CPEICTB.

[IpoekT pa3paboTaH C y4YEeTOM MPABONPUMEHUTEILHON MPAKTUKH,
KOTOpasi TMoKa3ajga, 4To TpeOoBaHus JedcTByromed pemakuuu [IpaBun

perucrpaii K KaJCHIAPHbBIM CpOKaM KW KPHUTHYHOCTH BCCX CTaI[I/If/’I
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IIPOM3BOJICTBA CTEPHUIIBHBIX HEOHMOJIOTMUECKHX JICKAPCTBEHHBIX MpPENapaToB
CO3/aBaji UCKYCCTBEHHBIE Oaphephl AJIS BEIBOA JIEKAPCTBEHHBIX MPEMapaTOB
Ha peiHOK Coro3a.

Takke mnOpoekT pa3pabOTaH C YYETOM MEXKIyHApPOJHOTO OIIbITA,
NPUMEHEHHE KOTOPOro 000CHOBAaHO HEOOXOJIMMOCTHIO TAPMOHU3AIIMN AKTOB
opranoB Coro3a B cepe 0OpallieHus: JIeKapCTBEHHBIX CPEJICTB C EPEIOBBIMU
PEryIsaTOPHBIMU MTPAKTUKAMU — MeEXTyHApOIHOTO COBETA MO TapMOHU3AINH
TEXHUYECKUX TPEeOOBAHUU K PETUCTPAIlUU JICKAPCTBEHHBIX MPENapaToB s
meaunuHckoro npumenenus (ICH) wu  EBpomefickoro areHTcTBa 10
JIEKapCTBEHHBIM cpeacTBam (EMA), B EeJsIX obecrnieyeHus
KOHKYPEHTOCIIOCOOHOCTH OTEYECTBEHHBIX TMPOM3BOAUTENICH Ha PBIHKAX
TPETHUX CTPaH U W30€KaHUs TyOIHPOBAHUS MPOBEPOK.

14. CBenenusi 0 TPOBEACHHUM IMyOJIHMYHOTO OOCYXKIEHUS IPOCKTA
pemenus EOK

[Ty6nmuHOE 00Cy XK IeHUE MPOEKTa PEIISHUs] TPOBOIUIOCH ¢ 21 ceHTsIOps
o 21 okts6ps 2026 rona.

[Ipoexkt  pemieHusi,  WHPOPMALMOHHO-AaHATUTUYECKAss  CIIpaBKa
U ONPOCHBIA JUCT ObUIM pa3MenieHbl Ha odunuambHoM caiite Corosa
B MH(POPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHON ceT HTepHeT.

15. CBeneHust 0 3aKJIIOYEHUU 00 OLIEHKE PEryIHPYIOIIEro BO3AEHCTBUS
Ha rpoekT pemrennss EOK

16. Unas uadopmarus, OTHOCAIIASACS, 10 MHEHHUIO faenaptamenta EDK,
OTBETCTBEHHOI'0 3a IIOJArOTOBKY IpoekTa pemeHuss EODK, Kk OCHOBHBIM
cBelieHusiM o ipoekte pemenust EQK u (unm) o ero noaroroBke

[Ipoekt pemeHuss paccMOTpeH W 0a00peH paboued rpynmod 1o
dbopMupoBaHUIO  OOLIMX TMOJXOJOB K  PETYJIHPOBAHHIO  OOparieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiicKoro 3KOHOMHYECKOTO COH03a,

B COCTaB KOTOpOﬁ BXOAAT IMPCACTABUTCIIA  YIIOJJHOMOYCHHBIX OpPIraHOB
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rocyzapcts — ujieHoB Coro3a M MpeACTaBUTENN OM3HEC-COOOUIECTBA, a TAKXKE
HaOmonarensiMu oT Pecryonuku Y36ekucran u Pecyonuku Ky0a.

Pepakuyag mpoekTa NPOXOAUT MApAJUICIBHYIO OLEHKY B paMKax
HoTu(ukarmu  BcemMupHOM  TOproBoM  OpraHuM3aliii MW pean3aliuu
MeMopanayma O B3aMMOIIOHMMaHUM MEX1y EBpa3suilckoil 3KOHOMHUYECKOU
xoMuccuel u EBpomnelickuM perrnoHalibHbIM Oropo BcemupHo# opranuzanuu

3PABOOXPAHEHUSI.



