NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA
0 MOCJIEACTBUAX BIMAHHUSA NPOCKTA pelieHus
EBpa3uiickoil JKOHOMHUYECKON KOMHCCHU HA YCIOBHS BeACHUA
NPeANPUHUMATEIbCKON AeATeJbHOCTH

HanmenoBanne mnpoekra pemenus: O mnpoekre pemenus Cosera
EBpa3uiickonl dKOHOMHMYECKOW KomuccuH «O BHECEHMM U3MEHEHUS
B IlpaBuna Hajnexamen MIPOU3BOJCTBEHHOW NPAKTUKA EBpa3uickoro
SKOHOMMYECKOI'O COI03a»

1. [Ipo6riema, Ha perieHrne KOTOPOH HampasieH npoekT pemieHus EQK

BBICOKOTEXHOJIOTUYHBIE JIEKAPCTBEHHBIE MpENaparbl MPEACTaBISIOT
co00M BaXKHEHIITYIO0 COCTaBJISIIOIIYIO COBPEMEHHOM MEAUIMHBI, 00ecTeunBast
JICYCHHE CIIOKHBIX 3a00JICBaHUMN M YIy4IlIEHUE KaueCcTBa >KM3HU TMAIlMEHTOB.
[Tpor3BOICTBO TaKKX MpenapaToB TpedyeT 0co00ro BHUMaHMSI K BOIIPOCAM UX
6e3omacHOCTH, Y(PPEKTUBHOCTH U KaYECTBA.

KitoueBoil mpoOnemMoil Ha pelieHue KOTOpPOM HampaBieH MPOEKT
pellieHuss SIBISIETCSI YCTAHOBJICHHE OOIIMX IMOJXOAOB K MPOU3BOJACTBY
BBICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX MPENapaToB, C yU€TOM IEPEIOBOTO
MEXIyHApOJHOTO OIbITa, 00ECMEUYUBAIOLIUX CTAOUIBHO BBICOKHI YpOBEHBb
KauecTBa IIPH MPOU3BOJICTBE YKA3aHHOW TPYTIIBI JICKAPCTBEHHBIX MTPENapaToB.

2. llenb perynupoBaHus

[lenp TPUHATHS TMPOCKTA PEIICHHUS 3aKJII0YAeTCI B YCTaHOBJICHHUH
00X TpeOOBaHMH K MTPOU3BOICTBY BHICOKOTEXHOJIOTMYHBIX JICKAPCTBEHHBIX
IpernapaToB, COOTBETCTBYIOIIMX  MEXKIYHAPOJHBIM  CTaHAapTaM IS
oOecrieueHrs CTa0MILHOTO KadecTBa IMpoIlecca MPOU3BOJCTBA YKa3aHHOMN
Ipynmbl MpenaparoB B IEISX CBOCBPEMEHHOTO BBISBICHUS OTKIOHEHHIM
IIPOM3BOJICTBEHHOTO TMPOIlecca, B pe3yabTaTe KOTOPHIX TOTOBAs MPOTYKIIHSI
OyZeT npu3HaHa HEKauYeCTBEHHOM.

3.T'pynmna nui, Ha 3alUTy UHTEPECOB KOTOPBIX HAMpaBIEH MPOEKT

pemenus EQK



HpOGKT PCUICHUA HAIIPABJICH Ha 3allIUTY HHTCPCCOB HpOPIBBO,Z[I/ITGHGfl
BBICOKOTCXHOJOTHUYHBIX JICKAPCTBCHHBLIX IIPCIIapaToB I MCIUIHUHCKOI'O

IIPUMEHEHUS, TPOU3BOAUTEIECH AHAJOTMYHBIX TIPYHI  BETEPUHAPHBIX

JIEKAPCTBEHHBIX  IPENapaToB, (hapMaleBTUUECKUX  HWHCIIEKTOPATOB
rocyaapcTB — 4JieHOB EBpa3uiicKOro 53KOHOMHYECKOTO coro3a (maee
COOTBETCTBEHHO — rocyAapcTBa-4JIeHbI, Coro3), ITPOBOJSAIINX

(dapmalleBTUUYECKHE HWHCHEKLIHUHU, a TaKXe YIOJHOMOYEHHBIX OPraHoB
(3KCIIEPTHBIX OpraHu3aluil), KOTOpbIE BBINOJIHSAIOT MPOLUEAYPY OLEHKH
MOZYJIsl 3 PErUCTPALIMOHHOTO J0ChE JIEKAPCTBEHHOIO Mpenapara ¢ NO3ULUU
J0Ka3aTeNnbCcTBa €ro O€30MaCHOCTH, COOTBETCTBUS 3aJaHHOIO CTaHAapTa
KauecTBa, Hawilydmed 53¢p(eKTUBHOCTH U  OJaronpusaTHoro npoduis
COOTHOUIEHUS MOJIb3bl U PUCKA.

4. AnpecaTbl  peryjaupoBaHMs, B TOM  4YHUCJIE€  CYOBEKTHI

HpeI[HpHHHMaTeHBCKOﬁ ACATCIIBHOCTH, U BOSﬂeﬁCTBHe, OKa3bIBACMOC HAa HUX

pEryJIMPOBAHUEM

Anpecaramu pEryJIMpOBaHUs SABJISIIOTCS IPOU3BOIUTENH
BBICOKOTEXHOJIOTMYHBIX JIEKapCTBEHHBIX IpenapaToB (BKIIFOUAst
IIPOU3BOJIUTENIEU BETEPUHAPHBIX JIEKapCTBEHHBIX npenaparos),

(dhapMalleBTUUECKHUE HWHCIEKTOPAThl TOCYJIApPCTB-UJICHOB, OCYIIECTBIISIIOIINE
WHCTICKIIMHU (DapMaleBTUYECKUX MPOU3BOJICTB, a TAKXKE YMOJIHOMOUYCHHBIC
opraHbl (PKCIEPTHBIE OPTraHU3alMK) TOCYJAPCTB-UJICHOB, OCYIIECTBIISIONINE
pPErUCTpalliIO JIEKAPCTBEHHBIX MpEnapaTtoB M 3KCIEPTU3Y MaTepuajioB
PErUCTPALIMOHHOTO JIOCKE.

[TocpencTBoM TpUHATHS pelieHUs OyJIyT YCTAHOBJICHBI OOIIWE
MOAXOJbl K  TPOU3BOJCTBY  BBICOKOTEXHOJOTUYHBIX  JICKAPCTBEHHBIX
mpernapaToB ¢ y4eTOM TEePeOBOTO MEXKIYHAPOJAHOTO OIMbITa B IEIAX
oOecrieyeHUsT KOHKYPEHTOCIIOCOOHOCTH YKa3aHHOW TpyHmbl Mpenaparos,

MPOM3BOJIUMBIX HA TAMOKEHHOU Tepputopun Coro3a, Ipu SKCIOPTE B TPEThU



CTpaHbI ¥ JOCTYyIIAa Ha PIHOK COr03a BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX
[IpenapaTroB COOTBETCTBYIOLIEIO KAauyeCTBa, ITPOU3BEICHHBIX HA TEPPUTOPUU
TPETBUX CTPAH.

5. ComepkaHue yCTaHABIMBAEMBIX JUISI aApecaToB pEryJupOBaHUs
orpaHu4eHuil (00s3aTeNIbHBIX PABUII IIOBEICHMS)

[locpencTtBoM NpHUHATUS pElIEHUS OyIyT YCTAHOBJIEHBI OOIIHE
TpeOOBaHMs K  @polleccaM  IPOU3BOJACTBA  BBICOKOTEXHOJIOIMUHBIX
JIEKapCTBEHHBIX MPENAapaToB, BKIIOYAs MPOLEAYPbl KOHTPOJS KayecTBa
ChIpbs, MPOU3BOJCTBEHHBIX IPOLIECCOB, XPAHEHUS U TPAHCIOPTHUPOBKHU
OPOAYKIMH, YTO IO3BOJUTHh OOECHEYUTh BBICOKOE KAue€CTBO KOHEUHOIO
IPOJIYKTa U OE30MaCHOCTh MOTPEOUTEIIEH.

DTO NO3BOJIUT:

YCTPAaHUTh Pa3auyusl B MOJAXOJAaX K BBIIOJHEHHI OLEHKH,
IPOU3BOJACTBA  BBICOKOTEXHOJOTMYHBIX  JIEKAPCTBEHHBIX  IMPENapaToB
(bapMaleBTUUYECKUMU MHCIIEKTOPATAMH IOCY/1apCTB-YJIEHOB;

YCTPAHUTh pa3/Inuvsg B MOAXOJAX K BBIMNOJHEHHUIO KBAIH(pUKAIMU U
BaJIMJalMU TPOU3BOJCTBA YKAa3aHHOM IPYyNIIbI IPENapaToB;

o0ecrevynTh COXpaHEHHWE B3AMMHOIO MPU3HAHUS HWHCIEKTOPCKUX
OLICHOK TOCYJIapCTBaMM-UJI€HAMU M SKCHEPTHBIMU OpraHu3alusiMU IpU
aHanu3e MOAYJsl 3 PErucTpPalMOHHBIX JOChE BBICOKOTEXHOJIOTMYHBIX
JIEKapCTBEHHBIX MPENapaToB.

6. Mexanu3m  paspemieHus OpoOieMbl UM JOCTHXKEHHUS — LIeNU
peryaupoBaHus, MPEeAyCMOTPEHHBIM mpoekToM pemieHus EDK (ommcanue
B3aUMOCBS3HU MEXIY npeasiaracMbIM peryaupoBaHuEM
U peliaeMon mpo0eMoit)

JlocTikeHre 1eld PEeryjaupoBaHusl OCYIIECTBISAECTCS C IMOMOIIBIO
YCTaHOBJIEHUSI OOIIMX MOJAXOJOB K IPOU3BOACTBY BBICOKOTEXHOJIOTMYHBIX

JICKAPCTBCHHLIX  IpPCIaparoB W  YCTPAHCHUIO paBJII/I‘-II/Iﬁ B OICHKC



HECOOTBETCTBUM €O  CTOPOHBI  (hapMalleBTUYECKMX  HMHCIIEKTOPATOB
rOCy/apCTB-4JIEHOB MpPU MPOBEACHUU (HApMALEBTUUECKON HMHCIEKIUU U
NOJTBEPKACHUU CTAOMIIBHOCTH Ka4eCcTBa BBIITYCKAa€MOM MPOIYKIUH.

/.CBengeHuss O pPACCMOTPEHHBIX aJbTEPHATUBAX MpeIaraeMoMy
pEryJIupoBaHUIO

B  kadectBe  anbTepHATHUBBI  MNPEAJIAra€MOMY  PEryJHMPOBAHUIO
PacCMOTPEH BapHUAHT COXPAHEHMS CYLIECTBYIOIIUX OTAEIBHBIX MOJIXOJ0B K
IIPOU3BOJCTBY BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPEMAPATOB KaXI0I0
rocyaapcrBa-uiieHa. OHAaKO TakOW BapuaHT sIBIAETCS MeHee 3((EKTUBHBIM
U CIHOCOOCTBYET CHIKEHHIO KOHKYPEHLUMU M YXYJLIEHUIO JOCTYMHOCTHU
KaueCTBEHHBIX IpenapaTroB Ha peiHKe Coro3a.

Tako# moaxoa NpUBEAET K HOBBILICHUIO PUCKA:

HENPU3HAHMUS ~ WHCIIEKTOPAaTaMH  TOCYAapCTB-WICHOB  B3aMMHBIX
pe3yNbTaTOB (bapMaleBTHUYECKUX MHCIIEKIU I IPOU3BOUTENEH
BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX MPENapaTosB;

HEMPU3HAHMUS OLIEHOK COOTBETCTBUSI TMPOU3BOACTBA TPEOOBAHUAM
paBuJj NPOU3BOJICTBEHHON MPAKTUKH CO CTOPOHBI TPETHUX CTPaAH, B KOTOPHIE
OCyIIECTBIIsI€TCA AKCmopT ¢apmareBTuueckoir mnpoaykiuuu Coro3a #
POBEACHUIO BHEUIHUX MHCIEKIUN CO CTOPOHBI YIOJIHOMOYEHHBIX OPTraHOB
3TUX CTpaH, 4YTO Oylner SBIATbCA (PUHAHCOBBIM OpemMeHeM ISt
dapmaneBTrueckux — mpousBogutTenet  Corws3a u OyAeT  CHUXaTh
KOHKYPEHTOCIOCOOHOCTh UX MPOAYKIUY;

OTPULIATENIbHBIX OLEHOK PEruCTPALMOHHBIX JOChE U OTKAa30B B
NPU3HAHUM PErUCTpallM, a KaK CIEJICTBHE — K MOSBICHUIO Oapbepa s
HapylieHuss (QyHIaMEHTAIbHOM CBOOOJBI OOIIEro pbhlHKA — CBOOOIBI

JIBIDKEHUSI TOBApOB (JIEKAPCTBEHHBIX IMpernapaTtoB) Ha peiHke Coro3a.



Taxxe, OTCYTCTBUE€  HOPM  PETYJIUPOBAaHHS  IPOU3BOACTBA
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MTPENapaToB MPUBEIET K IpodIeMam,
CBSI3aHHBIM C OapbepaMu MpHU MOCTaBKe MPOAYKIIMU Ha 3apyOeKHbIC PHIHKHU.

8. HopMaTuBHO-TIpaBOBOE OCHOBAHME JIJISl IPUHATHS MTPOEKTA PEUICHUS
EQK

Craress 30 J[loroBopa o EBpa3uiiCKOM 3KOHOMHYECKOM COIO3€E
oT 29 mas 2014 ronga, myHKT 2 ctatbu 3, ctaThs 6 CornaiieHus O €IMHBIX
OPUHIMIIAX M TMpaBWIaxX oOOpaleHus JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro skoHoMu4eckoro corosa ot 23 aexadbps 2014 roxa, myHKT 86
npuwioxeHus Ne 1 k Pernmamenty pa®orel EBpa3uiickoii 3KOHOMUYECKOH
KOMUCCUM,  YTBepKIeHHOMY  Pemenuem  Bricmiero — EBpasuiickoro
PKOHOMHYECKOT0 coBeTa oT 23 nekadbpst 2014 r. Ne 98.

9. Chepa monnomounit EDK, Kk KOTOpOl OTHOCUTCSI MPOEKT PEIICHUS
EOQK

PerynupoBanue oOpailieHust JIEKapCTBEHHBIX CPEACTB U (popMUpOBaHUE
oO1ero peiHKa B pamkax Coro3a, Ha OCHOBE eAMHbIX akToB Komuccuu.

10. ®uHAaHCOBO-9KOHOMHYECKUE TIOCIEACTBHS TMPUHITHUS IPOEKTa
pemenust EOK ais cyObeKkTOB peAnpuHIMATENBCKON AeATeTbHOCTH

KonTtposb npoiiecca IIPOU3BOJICTBA BBICOKOTE€XHOJOTUYHBIX
JIEKAPCTBEHHBIX MTPENAPATOB MO3BOJUT CBOEBPEMEHHO BBISBIIATH OTKJIOHEHUS
MIPOU3BOJICTBEHHOT'O MPOILIECCA, B PE3yJbTAaTE€ KOTOPBIX TOTOBAas MPOAYKLHS
OyZeT npu3HaHa HEKaueCTBEHHOM, YTO CHU3UT 3aTpaThl MPOU3BOAUTENEH 1O
CPaBHEHMIO C 3aTpaTaMM Ha OCYLIECTBICHUE KOHTPOJIA IIPU BBIITYCKE TOTOBOU
OPONYKIMHM, a Takxke OyneT CnocoOCTBOBATH YIYUIIEHUIO 3KCIOPTHBIX
BO3MOYXHOCTEH M CHIKEHHUIO 0apbepoB TOProBiau BHyTpu Coro3a

KosnuecTBeHHass M KayeCTBEHHAs OLIEHKA COKPALIECHUS OKUIAAEMBIX
U3JIepKeK (MPSAMBIX U KOCBEHHBIX) aJIpECATOB PETYIUPOBAHUS, UX JTUHAMUKA

U y4eT npu GOpPMUPOBAHUM CTOMMOCTH JIEKAPCTBEHHBIX MpEenapaToB MOTYT



OBITh MPOBENIEHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SHCTBOBAaHMS, JHOO
YIOJHOMOYEHHBIM OPTaHOM TOCY/IapCTBa-uwieHa B chepe IKOHOMUKH.

JlaHHBIN BHUJI OIIEHKH HE MOXKET OBITh OTPa)K€H B HACTOSAIICH CIpaBKe,
MOCKOJIbKY MPOBOJUTCS HAa OCHOBAHUU JIAaHHBIX (PMHAHCOBOU JEATEIbHOCTH
NPEANPUATHS, OTHOCSIIUXCS K KATErOpruU KOH(DUACHIIMATbHOU HH(OpMALIUU
(komMMepuecKkas TailHa) U HE JIOCTYIHOM B OTKPBITBIX MCTOYHUKAX M 0azax
JAHHBIX.

11. Ilpennonaraembple CpOKM BCTYIUIEHHS mpoekTa pemieHus EODK
B CUITY

I[To wucreuennn 30 KkaneHAapHBIX JHEW C JaThl OQUIIMATBLHOTO
onyOJIMKOBaHMS.

12. Oxxumaemblii pe3yabTaT PEeryJIMpPOBAHMUSL.

[Ipumenenne B pamkax Coro3za oO0IIEro MOAXO0Ja K MPOU3BOJCTBY
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPEMApaTOB 00ECIEYUT MOBBIIICHHUE
KaueCcTBa BBIMYCKAEMOUN MPOIYKIIMH, COKpAIEHHE KOJUYECTBA HAPYIICHUM
MIPOU3BOJICTBEHHOTO MPOIECCa, YBEIUYEHUE HKCIIOPTA BHICOKOKAYECTBEHHBIX
JICKapCTBEHHBIX TMPENapaToB, YKPEIUICHHE TMO3UIUN (papMarieBTUYECKUX
MPOU3BOIUTENEN TOCYIapCTB-WICHOB HAa MEXAYHAPOJIHOM PBIHKE, Pa3BUTHE
WHHOBAIIMOHHBIX TEXHOJIOTUH B 00JaCTH (DapMaIieBTUKH.

13. Onucanue ombiTa TrOCYyIapcTB —  WIEHOB  EBpa3uiickoro
SKOHOMHUYECKOTO COI3a W  MEXAYHApOJAHOTO ONbITa PEryJupoBaHUs
OTHOLICHHMM,  SBISIIOIIMXCSA  NpeaMeToM  mnpoekrta  pemenus  EOK
(c obocHOBaHMEM €0 MPOTPECCUBHOCTH U MPUMEHUMOCTH )

B  mHacrosmiee BpeMss  MPOU3BOACTBO  BBICOKOTEXHOJIOTHYHBIX
JIEKAPCTBEHHBIX  OCYIIECTBIISIETCSI B  COOTBETCTBUM C TpPEeOOBAHUSIMHU
3aKOHOJIaTeNIbCTBA TrocynapcTB-wieHoB. [Ipennmaraemas pemaxkuusa I[IpaBuin
rapMOHU3MpPOBaHA C aKTyaldbHOM penakuuen IlpaBun Hamnexaien

MPOU3BOJICTBEHHOW  TpakTuku  EBpomeiickoro  cow3a, 4YTo  OyjAeT



CIIOCOOCTBOBATH TMOBBIIICHUIO YPOBHS 3IPaBOOXPAHEHUS B T'OCYIapCTBAX-
YJIEHaX U KOHKYPEHTOCIIOCOOHOCTH OT€UECTBEHHBIX MTPOU3BOIUTENCH.

14. CeeneHust 0 TNPOBEACHUM IMYyOJIMYHOTO OOCYXKIEHHUS IPOEKTa
pemenust EOK

[Ty6nuuHOE 00CyXIeHUE MPOEKTa PEIICHUs] MPOBOAWIOCH C 10 HOSIOpsI
o 10 nexabps 2025 rona.

[Ipoexkt  pemieHusi,  MHPOPMALMOHHO-AaHAJIUTHYECKAs  CIIpaBKa
U ONPOCHBIA JHUCT ObUIM pa3MmenieHbl Ha odunuanbHoM caite Corosa
B MH(OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOW ceTu HTepHeT.

15. CBeneHust 0 3aKIIOYEHUN 00 OLIEHKE PEryJIHPYIOIIEro BO3AEHCTBUS
Ha rpoekT pemenns EOK

16. Mnas nadopmanus, OTHOCAIIACS, TT0 MHEHHIO AenapTaMmenTa EDK,
OTBETCTBEHHOI'O0 3a NOATrOTOBKY IIpoekTa pemeHus EDK, k 0OCHOBHbIM
cBesieHusiM o ipoekte pemenus EDK u (wm) o ero moaroroBke

IIpoekt pemenns Komuccun BHECEH Ha paccMOTpeHrE MUHUCTEPCTBOM
IPOMBIIUIEHHOCTH W ToproBiau Poccuiickoii ®Denepauuu, aopadoTaH u
oI00peH pabodeil rpynmol mo (GOPMHUPOBAHUIO OOMIUX TOAXOJ0B K
perynupoBaHuio  oOpaiieHusi JIEKapCTBEHHBIX CPEIACTB B paMKax
EBpa3uiickoro 3KOHOMHYECKOTO COKO3a, B COCTaB KOTOPOM BXOIAT
NPEACTABUTENN  YINOJHOMOYEHHBIX  OPraHOB  TOCYIAapCTB-WIEHOB U
IpeICTaBUTENN OU3HEC-COOOIIECTBA a TaKkKe HabmoaarensiMu ot PecniyOnuku
VY30ekuctan u Pecriyonuku Kyb6a.

Penakuust mpoekTa pemeHus npoluia napajuiesibHyI0 OLEHKY B paMKax
HOTU(UKaMK BceMupHONW  TOpProBoM opraHu3alud M peaiu3aluu
Memopanayma O B3aMMOINIOHMMAHUU MEXIAY EBpa3HMCKOM 3KOHOMHYECKON
xomuccuet u EBponeiickum pernoHaibHbiM 010po BeceMupHoit opranuzanuu

37PaBOOXPAHCHHUSL.



