NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

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

HammMenoBanue mpoekrta pemieHus: «O0 yTBepxkaeHun PykoBojcTBa 1O
YCTAHOBJICHHUIO JIOIYCTUMBIX NPEIEIOB BO3JIECUCTBUSA HA 3J0POBBE C LEIIBIO
UJCHTU(UKAIIMA PUCKOB TMPHU MPOU3BOJCTBE PA3IUYHBIX JIEKAPCTBEHHBIX

CpCaACTB HA OAHOM YUYACTKEC»

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

KiroueBoit mpobiiemoi, Ha pEIICHHE KOTOPOM HAmMpaBIeH MPOEKT
peuieHusi, sBIsSEeTCs 00€CIeuYeHHe EIWHBIX TMOAXOJOB K  OYHCTKE
MPOU3BOJICTBEHHBIX JIMHUK  (apMaleBTUUYECKUX  MPOU3ZBOAUTENCH  OT
OCTaTKOB  JICKAPCTBEHHBIX MpEmapaToB, MPOU3BOAUMBIX B  paMKax
NPEANIECTBYIOINX  MPOW3BOACTBEHHBIX  IIUKIOB  JUIi  OOECTIeYeHHs
0€30MaCHOCTH MAllMeHTOB, KOTOpPbIE MOIYT MOABEPTHYTHCS BO3AECUCTBUIO
OCTaTOYHBIX KOJIMYECTB JACHUCTBYIOUNIMX BEIIECTB (KOHTAMUHAHTOB) 3THX
JIEKapCTBEHHBIX MPENapaToB.

2. Llens peryaupoBaHus

YcraHoBneHUE €AMHBIX MPaBUI ONPEACIICHUS] YPOBHS JOCTATOYHOCTH
OYMCTKHU TTPOU3BOACTBEHHBIX JIMHUM (papMaIeBTUUECKUX MPOU3BOAUTENEH OT
KOHTAMHUHAHTOB C YYETOM JIOMYCTUMBIX MPEIEIIOB BO3JACHCTBHS HA 3JJ0POBbE
4eJIOBEeKa, BAJIUJIALUKA ATOTO YPOBHS JIOCTATOUHOCTH OYUTKHU U MOJXOJIOB K
€ro OLICHKE YIIOJTHOMOYEHHBIMU OpraHaMU (IKCIEPTHHIMU OPTraHU3alUsIMU) B
chepe oOpallleHHs JIEKAPCTBEHHBIX CPEACTB U (papmaleBTUYECKUMU
MHCIIEKTOpaTaMy rocy1apcTB-wieHoB Coro3a.

3. 'pynma nur, Ha 3amUTy WHTEPECOB KOTOPBIX HAMPABIEH IMPOCKT
pemenust ESK

HpOGKT pCUICHUA HAIIPABJICH HA 3allIUTY HHTCPCCOB HpOHSBOHHTCHCﬁ
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JIEKapCTBEHHBIX TMPENapaToB M YIHOJHOMOYEHHBIX OPraHoB (IKCHEPTHBIX
opraHuzaiuii), a Takke (apMalEeBTUYECKUX HWHCIEKTOPATOB, KOTOPHIC
BBITIOJIHSIOT MPOLEAYPY OLEHKU PETUCTPAIIMOHHOTO J10ChE JEKAPCTBEHHOIO
mpenapata M HMHCIEKIMA TPOU3BOJCTBEHHBIX IUIOMIAO0K C TO3UIUU
obecrieueHuss 0€30MacHOCTH MOTPEOUTENICH JIEKapCTBEHHBIX MpernapaToB OT
MOCTYIUIEHUST B HMX OpPraHU3M OCTaTKOB  JCHCTBYIOIIMX  BELIECTB
JIEKApCTBEHHBIX MpernapaToB, MPOU3BEACHHBIX B paMKax MPEIIeCTBYIOIINX
MIPOU3BOJICTBEHHBIX ITUKJIOB.

4. Aapecatel  peryiMpoBaHus, B~ TOM  YHCJI€  CYOBEKTHI
NpEANPUHUMATENBCKON AEATEIbHOCTH, U BO3JAECHCTBUE, OKa3bIBAEMOE HA HUX
peryJIMpoBaHUEM

Anpecaramu peryJIMpoBaHus SBJISIFOTCS MIPOU3BOAUTEIU
JIEKApPCTBEHHBIX  MpernapaToB, a TakXke YIOJIHOMOYEHHBIE  OpraHbl
(9KCIIepTHBIC OpraHU3aIiHN ) rocyaapcTB — YJIEHOB Coro3a,
dbapmaleBTUUEeCKUE  WHCIEKTOpPAThl, OCYHICCTBISIONIUE  PETHUCTPALHIO
JIEKAPCTBEHHBIX MpenapaToB M SKCIEPTU3Y MATEPUAIOB PErUCTPALMOHHOIO
JIOChE, a TaK)KE€ MHCTEKIIMU MPOU3BOJICTBEHHBIX IUIOMIA0K TPOU3BOIUTEIICH
JIEKApPCTBEHHBIX TMpENapaToB, Ha COOTBETCTBHE TpeOoBaHusiM [IpaBun
Hapnexaien npou3BOACTBEHHON NMPAKTUKX EBPAa3niCKOro SJKOHOMHUYECKOTO
COH03a.

5. CopepkaHue YyCTaHABJIMBAEMbIX ISl aJpPECaTOB PEryJUPOBAHUS
orpaHuueHuil (00s13aTeNbHBIX MTPABUII MIOBEACHUS).

[IpoekT ycTaHaBIMBaET:

mpaBuUia pacdyeTa MaKCHUMAaJbHO JIOMYCTUMOTO YPOBHS KOHTaMUHAITUU
MPOU3BOJCTBEHHOM JIMHUM OCTaTKaMHM JCHUCTBYIOIIUMX  BEIIECTB, HE
BBI3BIBAIOIIETO KAKOr0-IM0O HEraTUBHOTO BO3JCHUCTBUSL HAa 3/I0POBHE H

OJiaronoyydue noTpeduTelien JIeKapCTBEHHBIX MpenapaTos;
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MOJIXOJbI K OIlCHKEe O€30MacHOCTH BO3ACHCTBUS Ha 3II0POBbHE
noTpeOuTeneli KOHTAMHUHAHTOB JUIsi BBHIOOpAa MCXOMHBIX 3HAYCHHM BCEX
pacyeTHBIX  IMapaMeTpoOB C  y4eTOM  MOTCHIMAJIBHOM  OMACHOCTHU
KOHTaMHHAHTa, MEXBHJIOBOTO IEPEHOCA TOKCHKOJIOTMYECKUX TaHHBIX, a
TaK)Ke WHBIX (DAKTOPOB BKIIIOYEHHBIX B CTPATETHIO YIPABICHUS PUCKAMHU TIPU
MUHUMU3AIANA PUCKA KOHTAMUHAIIHH.

6. MexanusMm  paspemieHuss TpoOJeMbl ¥ JIOCTHXKCHUS  IEJH
pEeTyJIMpOBaHus, MPEITyCMOTPEHHBIH TpoekToMm pemeHus EODK (omucanue
B3aMMOCBSI3U MEXTY npeaiaracMbIM peryIupoBaHUuEM
U perraeMon mpooieMoit)

JlocTibkeHne 1eNu PEryJIHpOBaHUS OCYIIECTBISIETCS C TOMOIIBIO
YCTAaHOBJICHUS €IMHBIX TOJXO0JI0B, K ONMPEACICHUIO YPOBHS JOCTaTOYHOCTH
OYHCTKH TIPOU3BOJICTBEHHBIX JTUHUN (PapMaIleBTUICCKUX TTPOU3BOIUTENCH OT
KOHTAaMHHAHTOB C YYETOM JOIMYCTUMBIX MIPEACIIOB BO3CHCTBHS Ha 3JI0POBHE
YeJIOBEeKa, BAMJAIUUA ITOTO YPOBHS JOCTATOYHOCTH OYUTKU M TMOAXOJOB K
€ro OLICHKE YIOJTHOMOYEHHBIMU OpraHamMu (SKCHEPTHBIMU OpPTaHU3AIMSIMU)
B cdepe oOpamieHusi JIEKApCTBEHHBIX CPEICTB U (apMalleBTUUECKUMHU
WHCIIEKTOpaTaMu rocyaapcTB-wieHoB Coro3a.

7.CBeneHusT O PACCMOTPEHHBIX aJbTEPHATHBAX IMpEIaraéMoMy
pEeryaupoBaHUIO

AnbTEpHAaTUBOM  PACCMOTPEHHOMY  PETyJIHUPOBAHUIO  SIBISIETCS
NPEACTABICHUE WHIUBUAYATLHOTO OOOCHOBAaHWS YpPOBHS OYHCTKH I10
KOKIOMY OTAEITHLHOMY IPOM3BOAUTENIO JUIsl JIGKAPCTBEHHOTO Iperapara.
Takoit momxom OyaeT HPUBOAUTL: 1) K HEPABHBIM YCIOBHSAM BEICHHS
XO03SMCTBEHHOW JESITEIBHOCTH, CBI3aHHBIM C BO3MOXXHOCTBIO YCTAHOBJICHUS
pasnmuyHOM 1O TAyOWMHE OYHUCTKM TPOU3BOACTBEHHBIX JIMHUA W,
COOTBETCTBEHHO, PA3JIMYHBIX 3aTpaT MPOU3BOAUTEINCH; 2) K HEONPABIAHHOMY

MOBBIIICHUIO PHUCKA YIPO3bl 3I0POBBI0 MMOTpeOUTENEH, CBA3aHHOMY C



OTCYTCTBHMEM Y4YETA MOPSIKA CMEHBI JIEKAPCTBEHHBIX IMPENApPaTOB B pamMKax
OJIHOM MPOMU3BOACTBEHHOW IUIOMIAJKN Y KaXJ0ro u3 (apmareBTHYECKUX
IIPOU3BOJUTEIIEH.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJISl IPUHATHS TIPOCKTA PEIICHUS
EDK

Cratebss 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
oT 29 mas 2014 rona, nyHkT 2 crateu 3, crathd 6 CornameHus O €IUHBIX
NpPUHLMIAX M TpaBUiiax OOpallleHUsl JIEKApCTBEHHBIX CPEJCTB B paMKax
EBpazuiickoro skoHOMHU4eCcKoro corosza ot 23 aekadps 2014 roxa, nmyHKT 86
npwioxenus Ne 1 k Permamenty pabotel EBpasuiickoli 3KOHOMUYECKOMH
KOMHUCCUM,  yTBEpkIAeHHOro  Pemenumem  Beicmiero — EBpasumiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadpst 2014 r. Ne 98.

9. Chepa nmonnomounit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PELICHUS
EDQK

PerynupoBanue oOpaiiieHust JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oO1mrero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHBIX akToB Komuccumu.

10. ®UHAHCOBO-2KOHOMUYECKUE TOCIEJACTBUSL TMPUHATUS TPOEKTA
pemenust EQK mjist cyObeKTOB npeInpUuHUMATEIbCKON AESTETbHOCTH

[Ipunstue npoekra pemenuss Komuccum OyaeT NDPUBOIUTH K
COKpAaIlICHUIO M3JIEPKEK MPOU3BOJIUTENCH, CBSI3aHHBIX C 3aTparaMyd Ha
oOecrieueHre HEOMpaBIaHHO BBICOKOTO YPOBHS OYHCTKH WJIU TPOBEICHHUS
MOBTOPHOM OYMCTKHU MPOU3BOJICTBEHHBIX JIMHUI NPU HEMPU3HAHWUU YPOBHS
OYMCTKU O€30MacHBIM CO CTOPOHBI (PapMaleBTUYECKOr0 HHCIIEKTOpaTa |
OpraHoB Ha/A30pa rocygapcTB-uieHoB Coro3a.

11. Ilpennonaraemele CpOKH BCTymieHUsI mpoekTa pemieHuss EDK B
CUITY

Yepes 6 MecsitieB mociie 1aThl OPUITHaATBHOTO Oy OIMKOBAHMS.

12. Oxunaemblil pe3ysibTaT PeryJIupOBaHHUS.



13. Onucanue ompiTa TrOCYyIapcTB —  WIEHOB  EBpasuiickoro
PKOHOMHUYECKOTO COI3a M  MEXKIYHApOJHOrO0 ONBITa PETYyIUPOBAHUS
OTHOLIEHUM,  SBISIOINIMXCSA  OpeaMeToM  npoekra  pemenus  EOK
(c 0b0CHOBaHUEM €ro MPOTPECCUBHOCTU U TPUMEHHUMOCTH).

B nHacTosimee BpeMs B 3aKOHOJATENbCTBE rocyaapcTB-wieHOB Coro3a
HE YCTaHOBJICHBl HAIMOHAJIbHBIE MOJXO/Abl K OLIEHKE JOCTATOYHOCTH YPOBHS
OUMCTKM  TPOMU3BOJICTBEHHBIX JIMHMM W  HUCHOJB3YEeTCS  MEXaHU3M
WHJUBUIYyaIbHOTO ~ HOPMHUPOBAHMS  3TOTO  YpPOBHS, MPHUBOAAIIANA K
BBINIOJIHEHUIO TIOBTOPHBIX (PApMalleBTUYECKUX MHCHEKIMI MPOU3BOIUTENEH
JIEKapCTBEHHBIX MPENapaToB.

[Ipenyaraemprii IIPOEKT pelieHus Komuccun YUYUTBHIBAECT
MEXAYHAPOAHBIA OMBIT HOPMUPOBAHMS, U3JI05KEHHBI B PYKOBOJICTBAX CEPUU
«Q» MexayHapoHOM KOMHMCCHUM 1O TapMOHM3allMM TpeOOBaHUM K
perucCTparyy JICKapCTBEHHBIX MIPEmapaToB Jjis YejaoBeka 1 skuBoTHBIX (ICH).

14. CeneHust O TPOBENCHUHM MMYyOJMYHOTO OOCYXKIEHHS IPOCKTa
pemenus EDK.

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

16. Mnas wuHdopmManus, OTHOCALIAACS, MO MHEHUIO JenapTaMeHTa
EDK, oTBETCTBEHHOr0 3a MOArOTOBKY npoekTa pemenus EDK, k ocHOBHbIM
cBelleHusIM 0 TipoekTe peutennss EQK u (unum) o ero noaroroBke

[Ipoekt pemennst Komuccun BHECEH Ha paccMOTpeHrMe MHUHHUCTEPCTBOM
NPOMBILIUIEHHOCTH U Toprosiu Poccuiickoit @enepaimu 1opabotan U ogo0peH
coznanHoi nipu Komernun Komuccun paboueid rpynmnoit mo (hopMUpOBAHHUIO
OOIIMX MOAXO0JI0B K PEryJIHPOBAHUIO OOpaIeHUs JIEKAPCTBEHHBIX CPEICTB B
paMkax EBpa3uilcKOro 3KOHOMHYECKOIO CO03a, B COCTaB KOTOPOM BXOZST
NPEACTABUTEIN  YIOJHOMOYEHHBIX  OpPraHOB  TOCYIApCTB-WIEHOB U

MpeICTaBUTEIN OM3HEC-COO0IIECTBA.



