NHOOPMAINMOHHO-AHAJIMTUYECKAS CIIPABKA

O TIOCJIEACTBUAX BIIUSHUSA MPOEKTA peLIeHUs EBpa3uiicKO SJKOHOMUYECKOU
KOMHUCCHHM Ha YCIIOBHUS BEACHUS NPEANIPUHUMATEIBCKOU IEATEIbHOCTU

HanmenoBanue mnpoekra pemenus: O mnpoekre pemrenuss Coseta
EBpaszuniickoil skoHOMHUYECKOM Komuccu «(O BHECEHUM HW3MEHEHUM B
TpeboBanuss K  MHCTPYKIIMUM O  MEIUIMHCKOMY  IPUMEHEHUIO
JIEKApCTBEHHOI'0 TIpernapara W oOIlel XapakTepUCTUKE JIEKAPCTBEHHOTO
npenapara Jijisi MeIMIIUHCKOTO TPUMEHEHU S

1. IlpoGnema, Ha pelieHre KOTOPOU HampaBiieH MpoekT pemenus EQK
KitoueBbiMu  TpoOJieMaMy, Ha pelIEHHWE KOTOPBIX HAMpaBIEH MPOEKT
peLIeHUs], SIBISIOTCA:

KitoueBoit mpoOneMoit Ha pelieHre KOTOPOM HaIpaBieH MPOEKT
pelieHusi, SBIsSETCA HEOOXOJUMOCTh aKTyaiau3aluu Tekcta TpeOoBaHMil K
UHCTPYKIUU MO MEUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOI'O IIpenapara u
oOlIel XapaKTepUCTUKE JIEKApCTBEHHOIO Impemnapara sl MEIULUHCKOTO
npumeHeHus (mamee — TpeOoBaHHs) € Y4eTOM MPaBONPHUMEHHUTEIBHON
MPAKTUKH YIOJHOMOYEHHBIX OpPraHOB I'OCYJIapCTB — 4JIEHOB EBpasuiickoro
PKOHOMHMYECKOI0 coro3a (manee — rocyaapcTBa-wieHbl, CoOr3), a Takxke
ONTUMU3ALMS TOJIXOJ0B K MPOBEACHUIO MOJIb30BATEIHLCKOTO TECTUPOBAHUS
UHCTPYKUMU N0 MEIUMLHUHCKOMY MPUMEHEHHUIO JIEKApCTBEHHOTO Mpenapara
(JIMcTKa-BKIabIIA) (J1ajiee — TUCTOK-BKIIAbII).

2. llenp perynupoBaHus

[{enb NpUHSTHUS IPOEKTA PEIICHUS 3aKIIOYAECTCS B:

akTyanuzanuu TpeboBaHUM C UX MPABONMPUMEHUTEIBHOW MPAKTUKH, a
TAaKK€ ONTHUMHU3ALMS TMOAXOJO0B K MPOBEIACHUIO IOJIb30BATEIBCKOIO
TECTUPOBAHUA B YacTM  HUCKIIOYEHUS  HM30BITOYHOrOo  oObeMa
N0JIb30BATEIBCKOIO  TECTUPOBAaHUS  NpPU  NOPOLUEAYypEe  NPUBEACHUS
PErHCTPALIMOHHOTO J0Che JIEKapCTBEHHOTO npenapara,

3apErUCTPUPOBAHHOIO IO HAIIMOHAIILHOW TIpoLEeaype B TOCyAapcTBax-
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HJICHAaX, B COOTBCTCTBHC C HpaBI/IJ'IaMI/I peructpaliii U 9KCIICPTHU3LI

JIEKapCTBEHHBIX CPEJCTB JUI MEJULMHCKOIO IPUMEHEHUS, YTBEPKICHHBIMU
Pemennem CoBera EBpasuiickoii 3KOHOMHYECKON KOMHCCHH OT 3 HOsIOps
2016 1. Ne 78) (mamee — MOpPUBEACHHE PETUCTPALIMOHHOTO JIOChE B
COOTBETCTBUE).

3. 'pynma nui, Ha 3alIUTy HWHTEPECOB KOTOPHIX, HAIMPABJICH MPOEKT
pemenust EDOK

[IpoekT pemieHuss HampaBi€H IEPBYIO OYEpPEIb Ha 3allUTY >KU3HU U
3I0pOBbSl  MalMeHTa (KaKk KOHEYHOIo MOTPeOUTEeNss JIEKapCTBEHHBIX
npenaparoB), 3allUTy HHTEPECOB  MPOU3BOAMUTENICH  JIEKAPCTBEHHBIX
IpenaparoB M YMNOJIHOMOYEHHBIX WMMHU JIMI, @ TaKXe 3allUTy HHTEPECOB
YIOJIHOMOYEHHBIX OPTaHOB (3KCIIEPTHBIX OpraHU3allHii) TOCYIapCTB-UJICHOB,
KOTOpPBIE  BBINOJHSAIOT MPOLEAYPY OLEHKH PETHCTPALMOHHOTO JI0ChE
JIEKapCTBEHHOI'0 MpernapaTa ¢ MO3MIMHU J10Ka3aTeIbCTBAa €ro 0e30MacHOCTH,
Hamydmied 3¢@(eKTUBHOCTH U oOecnedeHus: OJIarompusiTHOro mnpoduiis
COOTHOIIEHUS! TMOJb3bl M pPHUCKA NPU MPUMEHEHHUH JIEKAPCTBEHHOIO
npenapara B COOTBETCTBUM C MHCTPYKLUMEH II0 €ro MEIULIHUHCKOMY
IPUMEHEHHUIO.

4. AnpecaTtbl ~ peryaupoBaHusi, B TOM  4YHUCJIE€  CyOBEKTHI
IpeANPUHUMATENbCKON IEATEIbHOCTH, U BO3ACICTBUE, OKA3bIBAEMOE HA HUX
peryjaupoBaHUEM

Anpecatamu peryaupoBaHus ABJISIFOTCS POU3BOJUTENIH
JIEKapCTBEHHBIX IPENapaToB, YIOJHOMOYEHHBbIE OpraHbl (3KCIEPTHBIE
OpraHu3allli)  TOCYJIapCTB-YJIEHOB,  OCYUIECTBISIOIIME  PETUCTPAIUIO
JIEKapCTBEHHBIX TMPENapaToB M AKCIEPTU3Y MATEPUATIOB PETUCTPAIMOHHOTO
JI0ChE, YITOJTHOMOYEHHBIE MPOU3BOAUTENIEM JIUIIA.

[IpunsiTe mpoekTa pemieHus Oy1eT crnoco0CTBOBATh:
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ONTUMU3ALMK MPOBEJICHUS MOJIH30BaTEIbCKOTO TECTUPOBAHUS JTUCTKA-
BKJIQJIBIIIA 32 CUET HUCKIIOYEHHUS U30BITOYHOrO 00beMa TECTHUPOBAHMS TPH
polieype NpUBEACHUS PETUCTPALMOHHOTO JJOChE B COOTBETCTBUE;

aKTyalu3aldd [IA0JIOHOB 3allOJHEHUs OOIled  XapaKTepUCTUKU
JIEKapCTBEHHOIO MpErnapaTa v JUCTKa-BKIaAbIIa;

aKTyalu3alud MpeaynpeauTebHOM HUH(POpPMALUU JJIS MAalUeHTa O
COJIEpKaHUU B  JICKAPCTBEHHOM TMIperapare OINpEACICHHBIX  BHJIOB
BCIIOMOTaTEJIbHBIX BEIIECTB.

3. CopepkaHue yCTaHABIMBAEMBIX MJIA aJpecaToB PpEryJUpPOBaHUS
orpaHuueHu (00s13aTEIbHBIX MPABUII MIOBECHUS)

B  pamkax nmpegnaraeMoro  peryjiupoBaHHUS  MPEAIOJIaraercs
aKTyalnu3upoBaTh TpeOoBaHHA C yYETOM OIbITA MPABOIPUMEHUTEIHLHON
OpPakTUKH W  HUCKIIOYUTh HK30BITOYHBIA OOBEM  TOJIb30BATEIHCKOTO
TECTUPOBAHUS MPU MPOLEAYPE NPUBEICHUS PETUCTPAIMOHHOIO JIOChE B
COOTBETCTBHE,  AaKTyaJu3UpOBaTh  IIA0JIOHBI  3aMOJIHEHUS  OOIIe
XapaKTepUCTUKHU JIGKAPCTBEHHOTO TIpernapata W JIMCTKa-BKJIAJbIIa U
aKTyaTM3UpOBaTh MPEAYNPEAUTEIbHYI0 WH(pOpManuio O MalueHTa o
COJICp’KaHUU OMPEACIICHHBIX BUAOB BCIIOMOTaTEJIbHBIX BEIIECTB.

4. MexanuaM  paspeuieHuss OpoOJeMbl U JOCTHXKEHHUS LU
peryJMpoBaHus, MPEeayCMOTPEeHHBIM mnpoekTom pemienuss EDK (ommcanue
B3aMMOCBSI3M  MEXIy MpeajiaraéMblM PETyJIMPOBAaHUEM M  PeIIaeMoiu
poOIEMOiN)

VYka3aH B myHKTax 2 ¥ 5 HACTOSAIIECH CIIPABKH.

7.CBelleHMSI O PACCMOTPEHHBIX aJbTEPHATHBAX MPEAJIaraéMOMY
pEryJIupoBaHUIO

AJIbTEpHATUBOW HACTOSIIIEMY PETYJIUPOBAHUIO SIBIISICTCS:

COXpaHEHHME JeWCTByIOIeH penakuuu TpeOoBaHuM U 00BeMa

I10JIb30BATEJILCKOTO TECTUPOBAHUS JIMCTKA-BKJIAJbINIA. J[aHHBIM MOIAXO0T
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COIMPOBOXKAACTCA 3HAYUTCIIbHBIMU HCOITHMAJIBHBIMH C TOYKH 3pPCHUA

pacrpeiesieHus obbema paboTt 3aTparamMu Tpyaa
BBICOKOKBAIM(UIIUPOBAHHBIX ~ JKCIEPTOB  yIMOJHOMOYEHHBIX  OPraHOB
(3KCIEpPTHBIX  OpraHM3alui) TOoCyAapCTB-WICHOB, (apMaleBTUYECKHUX
IIPOU3BOIUTENECH U 3asiBUTEIIEH, CBsI3aHHBIC v IIOBTOPEHUEM
IIOJIb30BATENBCKOTO TECTUPOBAHUS HAa CKONMUPOBAHHBIC JIEKAPCTBEHHBIC
npenaparbl, a TakKe B3aMMOIPOTHBOPEYAIMMH YCIOBUAMHU IMOJTOTOBKH
JOKYMEHTAIMU, OTCYTCTBUEM B JINCTKAX-BKJIAbIIIAX JIJIS MALIUEHTOB BaXKHOMN
npeaynpeauTebHO HHPOPMALIMKM, B OTHOLUIEHUH HOBBIX BCIIOMOTATEIbHBIX
BEILIECTB.

8.HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJIsl MPUHATHUS MPOEKTA PELICHUS
EDK

Cratbm 4 m 8§ CornameHuss O €IMHBIX MPHUHIMIIAX W MpaBUiIax
oOpalieHusi  JIEKapCTBEHHBIX  CpPEICTB B  paMmkax  EBpasuiickoro
PKOHOMHUYECKOT0o coro3a oT 23 aexadps 2014 roga, nyHKT 98 npuiokeHus
No 1 x Permamenty paboThl EBpasuiickoli 3KOHOMHUYECKOM KOMHCCHH,
yTBEpKACHHOMY Pemenuem Beicmiero EBpasuicKOro 3KOHOMHUYECKOTO
coBeta ot 23 nexabps 2014 r. Ne 98.

9. Chepa nonnomounii EJK, k KOTOpOH OTHOCHUTCS MPOEKT pelICHUs
EDK

PerynupoBanue oOpailieHust JISKApCTBEHHBIX CPEJICTB U (POPMHUPOBAHUE
oOmiero peiHka B pamkax Coro3a, Ha OCHOBE eIMHbIX akToB Komuccum.

10. ®uHAHCOBO-3KOHOMHYECKHE TOCIEICTBUS MPUHATUS TPOEKTa
pemernst EDK niist cyObekTOB peANpUHUMATENBCKON A TEIHLHOCTH

B pe3ynprare NpUHATHS CO3MAKOTCS YCJIOBHS ISl CHMDKEHMS 3arpar
(dapmalieBTHYECKUX TPOU3BOAUTENECH Ha MPOBEACHHUE IMOJIb30BATEIHCKOTO

TCCTUPOBAHUAI.
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KonuuecTtBeHHass M KadyeCTBEHHAs OIlCHKA COKpamICHUA OXKHNIAACMbIX

u3JiepxKeK (MPSIMBIX U KOCBEHHBIX) aJIpecaToB PEryJIupoOBaHus, UX JTUHAMHUKA
U y4eT npu (HOpMUPOBAHUU CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB MOTYT
OBITh IIPOBENEHBI TOJBKO KOHKPETHBIM CYOBEKTOM XO3SMCTBOBaHHUS, JHOO
YIOJIHOMOYEHHBIM OPraHOM rocyjapctBa-uieHa Coro3a B chepe SJKOHOMUKH.

JlaHHBIN BUJI OLICHKU HE MOKET OBITh OTpaXeH B HACTOSAIIECH CHpaBKe,
MOCKOJIbKY MPOBOAMUTCS Ha OCHOBAHUM JAHHBIX ()MHAHCOBOW NESITEIILHOCTU
OpEeNNpUSATHS, OTHOCSIIMXCA K KaTerOpyun KOHPUIECHIUAIbHOU HHPOpMauu
(koMMepuecKkas TailHa) U HE JOCTYIIHBI B OTKPBITBIX MCTOYHMKAX U 0azax
JAHHBIX.

11. TlpennonaraemMble CpoKH BCTyIUleHUs mpoekta pemenuss EDK B
CUITY

[lo wucreuenun 30 KameHAApHBIX TMOCIE JaThl  O(DHUIIMATHHOTO
onyOJIMKOBaHMUS.

12. OxunaeMblii pe3yJIbTaT peryJIupOBaHUS.

B pe3synbrare perynupoBaHusi NPEANONaracTcss ONTUMHU3ALUS TOX0/10B
K  I0Jb30BaT€IIbCKOMY  TECTUPOBAHUIO,  PACIIMPEHHE  BO3MOYKHOCTHU
WCIIOJIb30BaHUSl CBA3YIOIIETO TECTHUPOBAHMS, WCKJIIOUEHHE MPOBEACHUS
MOBTOPHOTO TECTUPOBAHUS ISl CKONMPOBAHHBIX IMPENapaToB, aKTyalu3alus
npenynpeauTesibHol MHQOpMalud B JIMCTKE-BKJIAAbIIIE JUIsl HAlMEHTOB O
NOTEHIMAIbHO HEOE30MACHBIX BCIIOMOTaTEIbHBIX BEIIECTBAX.

13. Onmcanme ombiTa TOCyAapcTB — ujeHOB  EBpaswmiickoro
SKOHOMHYECKOTO COK03a M MEXKIYHapOJHOIO OIbITa PEryJupOBaHUs
OTHOLIEHUH,  ABISIIOUIMXCS — mpeamMeToM  mpoekta  pemenus  EDK
(c o00CcHOBaHUEM €r0 TPOTPECCUBHOCTH U IPUMEHUMOCTH )

He mpuMeHHMO B OTHONIIEHUHU OMBITa 3aKOHOAATENILCTBA T'OCYAApCTB-
YJIEHOB, MOCKOJBbKY WM3MEHEHHUs BHOCATCS B IPOLIECCHI, YCTAHOBJICHHBIE B

npaBe Coro3a, peryaupyroomue oOpalleHHe JCKapCTBEHHBIX CPEICTB.



6

N3menenuss B TpeOoBaHMS BHOCSATCA C YYETOM HAKOIUIEHHOTO ONBITa X
IPaBONPUMEHEHUS.

[Ipoekt pa3paboTaH Ha OCHOBE NPEMIOKCHUH YHOJIHOMOYCHHBIX
OpraHoB (3KCIIEPTHBIX OpraHu3aIuin) rOCy1apCTB-YICHOB,
(dapmanieBTHYECKOro OHu3HEeca U OOHOBIICHHOW peNakuuu TpeOOBaHUHN K
COCTaBJICHUIO OOLIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO Ipenapara v JUCTKa-
BKJIaJIbIIIa EBpOIIEMCKOro corosa.

14. CBeneHust O TPOBEACHUHM IMyOJIHMYHOTO OOCYXKIEHHUS IPOCKTa
pemenust EQK.

[IybnnuHoe 00CyKaeHne MPOEKTa PEIIEHUs] TPOBOINUIIOCH C 8 UIOJIS 11O
7 aBrycra 2024 rona.

[Ipoexkt  pemieHusi,  WHDOPMAIMOHHO-AaHATUTHYECKAs  CIpaBKa
U ONPOCHBIA JHCT ObUIM pa3MelieHbl Ha odunuanbHoM caiite Coro3a
B MH(OPMALIMOHHO-TEIIEKOMMYHUKALIMOHHOW ceTu HTepHeT.

15. CBeneHust 0 3aKJIFOUEHUH 00 OLIEHKE PEryIUpYIOIIEro BO3/IEUCTBUS
Ha rpoekT pemenns EOK

16. nas wundopmanmsi, OTHOCSIIAACSI, MO MHEHHUIO JernapTaMeHTa
EDK, oTBeTCTBEHHOr0 3a MOAroTOBKY IMpoekTa pemenuss EDK, Kk 0CHOBHBIM
cBesleHusiM o Tipoekte pemenus EQK u (uam) o ero moaroroBke

[IpoekT pelieHUss paccCMOTpeH U OJ00peH padodeil rpymnmnoi 1o
dbopMupoBaHUIO  OOLIMX TMOAXOJOB K  PEryJMpOBaHHUIO  OOpalieHHs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3zuilCKOro 3KOHOMUYECKOTO COK3a, B
COCTaB KOTOpPOM BXOAAT TNPEICTABUTENM YIOJIHOMOYEHHBIX OpPraHOB
rocyJapCcTB-4wJICHOB U TMPEACTABUTENM OW3HEC-cooOIlecTBa, a TakKke
HaOmonarensaMu ot Pecyonuku Y3oekucran u PecriyOnuku KyoOa.

Pepgakuust mpoekTa pelieHds MPOXOAUT TMapayieNbHYI0 OILICHKY B
pamMKax HOTH(UKauu¥ BceMHpHON TOpProBoW OpraHM3aluy W peanu3aluu

Memopanayma O B3aMMONOHUMAaHUM MEXAy EBpa3uiicKOd SKOHOMHUYECKOU
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komuccuert u EBporieiickum pernoHaibHbpIM 0r0po BeceMupHoW opranu3anuu

3IPaBOOXPAHECHHUSI.



