NHOPOPMALHNOHHO-AHANIUTHYECKASA CIIPABKA
0 IOCJIEACTBUAX BIMAHUA NMPOEKTA pemieHus EBpasuiickoit
IKOHOMHUYECKON KOMHMCCHHU HA YCJI0BUA BeJACHUSA
NpeANPUHUMATEIbCKON AeATeJIbHOCTH

HanmenoBanne mnpoekra pemeHus: «O BHECEHHMM W3MEHEHHUM
B  Pemenne  CoBera  EBpa3uiickoi  3KOHOMHYECKOH  KOMHUCCHH

oT 3 HOs10pst 2016 1. Ne 78 (manee COOTBETCTBEHHO — MPOEKT PEUICHUS).

1. ITpoOnema, Ha pelieHre KOTOpOil HanpaBlieH NpoekT pemenus EOK:

KiroueBbiMHu ipoOJieMaMu, Ha PEIIEHUE KOTOPBIX HAMPABJICH MPOEKT
peLIeHHUs], SIBIIIETCS:

U3MEHEHHE JaThl OKOHYAHUS MEPEXOJHOr0 NEepuoaa, B TEUYEHUE
KOTOPOTO  3asBUTENIb MPHU T[OJladye 3asBJICHUS HA  PErUCTpPaIUIo,
MOATBEPIKICHUE perucrpanuu (mepeperucTpaiiuio), MIpUBEICHUE
PErUCTPALlMOHHOTO J0ChE JIEKAPCTBEHHOrO IIpenapara B COOTBETCTBHE C
TpeboBanusiMu EBpasuiickoro skoHomuyeckoro coroza (mamee — Coro3)
BIIPABE  MPEJICTABUTHh  JOKYMEHT, MOJTBEPKAAIOUIMNA  COOTBETCTBHE
TpeOOBaHMUSAM HaJUIeXKallel MPOW3BOJCTBEHHONW MPAKTUKH, BBIJIAHHBIN
MPOU3BOUTENIO JIEKAPCTBEHHOTO TIpernapara YMoJHOMOYEHHBIM OpPTraHOM
rocynapctBs — uieHoB Coroza, ¢ 31 nekabps 2018 roma na 31 mexabps
2020 roma. B cBsizm ¢ TEM, YTO €AWHBIA PBIHOK JICKAPCTBEHHBIX CPEIICTB
Havyan padotry ¢ 6 mas 2017 roma, mocie paTudUKAIMU TOCYydapCTBaAMU-
YyjieHaMd HOPMAaTUBHOM 0a3bl PEryJupoBaHMsl OOpallleHUs JICKAPCTBEHHBIX
cpeactB B Coro3e, a Takke B CBS3M C OTCYTCTBHEM BO3MO>KHOCTH
peructpanoHHbIx aerctBuid 10 31 nexadbpst 2017 rona 3assBUTENb HE MOXKET
IpU  pEerucTpauuud JEeKapCcTBEHHOro mpemnapata B pamkax Corwsza u
NPEACTABIIATh HAIIMOHAIBHBIE JTOKYMEHTHI TocylaapcTtB — ujeHoB (Co1o3a,
MOITBEPIKIAIOIITNE COOTBETCTBHUE TpeOOBaHUSIM HaJJIeKaIen

HpOPI3BOI[CTBCHHOI>i IMPAKTHUKMU. 910 NPUBCACT K YBCIMYCHHUIO HAI'PY3KHU Ha



(dhapMarieBTUUECKHE HHCTIEKTOPATHI TocyiapcTB — uieHoB Coro3a B 2018 rogay
MU K HEBO3MOXHOCTHM BBINIOJHEHUS HHCHEKIIMOHHBIX MPOLEIYpP B
YCTaHOBJICHHBIE CPOKH C YYETOM IPOIYCKHOM CIIOCOOHOCTH HMEIOIIETOCs
ITaTa UHCTIEKTOPOB;

yCTpaHEHUE paznuuuit B TpeOOBaHUSIX, PEbSBIISIEMBIX
K (h)OPMHUPOBAHUIO PETUCTPAIMOHHOIO JJOChE U BHECEHUIO U3MEHEHUN B HETO
Ui 0cO00#l  Tpynmbel  JIGKQPCTBEHHBIX MpENnapaToB — BaKIUH IS
OpOPUIAKTAKM TpUINA. ITO CBSI3aHO C TEM, YTO BBHUJY BBICOKOU
M3MEHYMBOCTH BHpYyCa T'pUIMIa MPOU3BOJUTENH JICKAPCTBEHHOIO IMpenapara
BBIHYXKJICH PETryJSIPpHO M3MEHSATHh IITAMMOBBIM COCTaB BakIWH  JUIs
npodUIaKTUKH TPUIIA, & TAK)KE PETUCTPUPOBATH BAPUAHTHI MMAHIEMUYECKUX
U TpenaHIeMUYeCKUX BaKIUH JIsI TPO(UIAKTUKY TPUIINA B 3aBUCUMOCTU
OT CKJIaJIbIBAIOIICUCS SMUIEMUYECKON CUTYaIlNY;

YCTAHOBJICHUE  COKpAIIIEHHBIX  CPOKOB  PAacCMOTPEHUSI  3asIBOK
Ha PETUCTPALMIO TAKUX JIEKAPCTBEHHBIX MPEMapaToB U BHECEHUSI U3MEHEHUM
B MX JIOChE, UTO OOYCJIOBJICHO MOSIBJIEHHEM HH(OpMAIIMK O THUIIE IITaMMa
BHUpYCa TPUIIA €KETOJHO B MapTe€ U HEOOXOAMMOCTHIO Ha4aTh MPUMEHEHUE
3apEruCTPUPOBAHHON BAaKIIMHBI KaXKIBIA TOJ HE TMO3[HEE OKTAOps, IS

oOecreueHrs He00X0IUMOTrO YPOBHSI UMMYHUTETA.

2. llens perynupoBaHus:

[{enb MpUHATHS TPOEKTA PEIICHUS 3aKITI0YACTCS

B MNPOJJEHUU CpOKAa MEPEeXOAHOr0 TMepuoAa, YCTaHOBJIEHHOIO
nyaktamu 29, 30 [IpaBui perucTparii U SKCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB MJII MEIUIIMHCKOTO TPHMEHEHHS, YTBEPXKIEHHBIX PereHuem
Cosera EBpa3zuiickoit a3xoHOMHYECKO Komuccuu oT 3 Hosiops 2016 r. Ne 78
JUISE  TIPpEICTaBIICHUS  JOKYMEHTa, TIOJTBEPXKIAIONIETO  COOTBETCTBUE

MIPOM3BOJICTBA TPEOOBAHUAM HAJJICKAIECH MPOU3BOJACTBEHHONW IPAKTUKH,



BBIJJAHHOT'O MPOU3BOAUTENIO JIEKAPCTBEHHOIO TIperapara yrnoJHOMOYEHHBIM
opranoM rocyaapctB — wieHoB Cotro3a 110 31 nexaops 2020 roga;

B YCTAaHOBJICHWHU EIUHBIX IIOJXOJOB K COJICPKAHUIO JIOKYMEHTOB
PETUCTPAIMOHHOTO 1I0ChE JJISI POTUBOTPUIIIIO3HBIX BAKIUH;

B ONpPEACIICHUU E€IUHBIX TpeOOBaHUN K COCTAaBy JOChE U MOPSIKY
BHECEHUSI W3MEHEHUN B PETUCTPALMOHHBIE JOKYMEHTHI TMPU H3MEHEHUU
IIITAMMOBOTO COCTaBa BAaKIMH JUIsI POGUIAKTUKN TPUIIA M0 YCKOPEHHOM
nporeaype (To ecTb ¢ COKpaIleHHBIMH CpPOKaMH PACCMOTPEHHS), a TaKKe
perucTpallii W BHECEHUI0O U3MEHEHHIl B PErUCTPAllMOHHOE JOChE
MaHJIEeMUYECKUX U MPEeNaHAEMUUECKUX BaKIUH JIJIs1 NPpO(PUIAKTUKUA TPUIITA B

paMkax EBpa3uiicKoro 3KOHOMHUYECKOTO COH03a.

3. I'pynna nui, Ha 3aIIuTy MHTEPECOB KOTOPHIX HAIMPABJICH IPOCKT
pemenus EQK:

[IpoekTt pelieHus HaIlpaBJICH B MIEPBYIO ouepeib
Ha 3alUTy 3/I0POBbsI MalMeHTa (Kak OO0BbEKTa BaKIMHAIMK U CO3JaHUS
3alUTHOTO MMMYHHUTETA), 3alIUTy HWHTEPECOB CHUCTEMBI 3]IPABOOXPaHEHUS
B IeJoM (KaK CHCTeMbl MPOTHUBOJCHCTBUS BO3HUKHOBEHHUIO HSMHUIECMUI
U maHgeMui rpurma). KpoMe Toro, mpoeKkT pelicHus HapaBicH Ha 3allUTy
UHTEpecOoB (hapMalleBTUUECKUX MPOU3BOJIUTENICH Npu  (POPMUPOBAHUU
PErUCTPAllMOHHOTO JIOCh€ B  YacTH TMOATBEPXKACHUS  COOTBETCTBUS
MPOU3BOJICTBA  JICKAPCTBEHHBIX  CPEJACTB  TPEOOBAaHUSIM  HaJJICKAILCH
MPOM3BOJCTBEHHOM TPAKTHUKH, IIPOM3BOJMUTENICH BakIMH (CyOBEKTOB
(hapManeBTUYECKOTO pPBIHKA, KOTOPHIC 3aHMMAIOTCS KOMIUICKTOBAHHUEM
PErUCTPAIMOHHOTO JIOCh€) M YIOJHOMOYEHHBIX OPraHOB (DKCIEPTHHIX
OpraHu3alliii), KOTOPHIC BBIMOJHSIIOT MPOLEAYPY OIECHKH JICKAPCTBEHHOTO
mpernapara ¢ IO3UIMK JOKa3aTelbCTBA €ro 0e30MacHOCTH, COOTBETCTBUS

3aJJaHHOMY CTaHAapTy KauecTBa v 3(PPEeKTUBHOCTH.



4. Anpecatbl ~ peryJMpoBaHMs, B~ TOM  4YHUClI€  CYOBEKTHI
IpeaPUHUMATENIbCKON 1€ATEIbHOCTH, U BO3EICTBUE, OKa3bIBAEMOE Ha HUX
pEryIupOBaHUEM:

AJnpecaTamu peryJIupOBaHUS SIBISIOTCS:

MPOU3BOJUTENN  JIEKAPCTBEHHBIX IPENaparoB, YHOJHOMOYEHHbBIE
opranbl  (PKCIEPTHBIE  OpraHu3auud  rocygapcTtB-wieHoB  Corosa,
OCYIIECTBIISAIOIINE PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB U HKCIEPTUIY
PErUCTPAILMOHHOTO JOChE;

pa3pabOTYMKM U NPOU3BOAMTENIM  CE30HHBIX  BaKIUH IS
OpOPUIAKTUKY TPUIINA, A TaKXKE MaHIAEMHYECKUX MU MpenaHIEeMUYECKHUX
BaKIUH JJIs1 NPOPUIAKTUKY TPUIIA, YIIOJHOMOUYEHHbIE OPTraHbl (IKCIEPTHHIE
OpraHM3alii) rocyJapCTB-wWICHOB B cdepe oOpalleHusi JeKapCTBEHHbIX
CPEICTB, OCYIIECTBIIAIOLIME PErUCTPALMI0 ATUX BAaKUUH MW 3KCIEPTU3Y

MaTCprajIoB PCTUCTPAIMOHHOI0 JOCHE, a TAKIKC JOITYCK BAKIIMH Ha PLIHOK.

5. ConepkaHue yCTaHAaBIMBAEMBIX I aApPECaTOB pEryJIMpOBaHUs
orpaHuyeHui (00sA3aTeNbHBIX TPABUII OBEACHUS):

B pamkax npeanaraemMoro peryJnpoBaHUs IPEAI0IAracTcs:

YCTAaHOBUTDH €IMHbIE TPEOOBAHUA K CTPYKTYypeE, COAEepKaHUI0, popMaTy
U 00bEMY PpETHUCTPALMOHHOIO JO0ChE, NPOLEAYypaM BHECEHUS B JIOChE
U3MEHEHUH, 3KCHEPTU3bl PETUCTPALMOHHOTO JOChE, a TaKXKe CpoKaMm
pPaccMOTpPEHHUs 3asBJIICHUI Ha PErUCTPALIUIO;

IPOMJUTh CPOK MPEJICTABICHUS JTOKYMEHTOB, ITOATBEPKIAOIINX
COOTBETCTBHUE MPOU3BOJICTBA TPEOOBAHUSAM HaJJIeKaIEl POU3BOJACTBEHHON
NPaKTUKH, BBIJAHHBIX MPOMU3BOJUTENIO  JIEKAPCTBEHHOTO  Mperapara
YIOJHOMOYEHHBIM OpraHoM rocyaapcts — uneHoB Coro3za Ha 2 rojga —

10 31 nexadbpst 2020 roxa.



6. MexanusMm  paspelieHds HOpoOJieMbl W JIOCTHXKEHUSA  LEu
pEeryJMpoBaHus, MPEeayCMOTpPEHHbIM mpoekToM pemeHus EDK (onucanue
B3aMMOCBSI3M  MEXKJy MpEeIIaraéMbIM PErYJUPOBAHUEM H  PEIIAEMOM
npoOaeMoi):

JIOCTHKEHNE LIENIN PETYIUPOBAHUSA OCYLIECTBIISIETCS C TOMOIIBIO!

YCTAQHOBJICHUSI €AUHBIX MOJAXOJ0B K IPOLEIYPE BHECEHHS] M3MEHEHUU
B PETHCTPAILMOHHBIE JIOKYMEHTHI MPH W3MEHEHHHM IITaMMOBOI'O COCTaBa
CE30HHBIX BAKIMH JIsI MPOGUIAKTUKN TPUIINA MO YCKOPEHHOUN MpoLeaype,
a TaK)Ke PEerucTpalud NaHAEMUYECKHX M MPENaHIEMUYECKHX BaKIUH IS
NPOPUIAKTUKY TPUIITIA,;

MPOMJIEHUSI CPOKA NPEACTABICHHUS JOKYMEHTA, ITOATBEPKIAOLIETO
COOTBETCTBUE MPOU3BOACTBA TPEOOBAHUAM HajJexkallleld IPOU3BOJICTBEHHOM
IPAKTUKW, BBIJIAHHOIO IPOU3BOJUTENI0  JIEKAPCTBEHHOIO  Iperapara

YIOJTHOMOYEHHBIM OpTraHOM rocyaapcTB-uwieHoB 70 31 aexadpst 2020 roxa.

7.CBefeHuss O pPACCMOTPEHHBIX aJIbTEPHATUBAX MPEIIAra€MOMY
PETYJIMPOBAHMUIO.

[Tonoxennamu CornameHuss O €AUHBIX MNPUHLWIAX W IpaBUiax
oOpamieHusi  JIEKapCTBEHHBIX  CPEACTB B paMKax  EBpa3uiickoro
HKOHOMHUYECKOTO coto3a oT 23 aexadps 2014 roga nonmyckaercs NpuMeHEHUE
OOBIYHOW  MpOLIEAYpPhl  PACCMOTPEHMs]  3asBJICHUM Ha  PErHCTPALIUIO
U BHECEHHE M3MEHEHUH ISl TaKOW TPyNIbl JIEKAPCTBEHHBIX MPENapaToB.
[Tpu 5TOM OyieT HEBO3ZMOKHO OOECIEUNTh Hayalo BaKI[MHAI[MN HACEJICHUS B
CPOKM  HEOOXOAMMBIE  JJI1  CO3JaHUS  3alIUTHOIO  MMMYHHUTETa
Y TIPEIOTBpALEHUS SMUAEMUN U MaHIeMHUM TpUnma.

OTka3 OT [OpOAJIEHHS  CPOKa  MPEICTABIEHUS  JOKYMEHTOB,
MOATBEPKJIAIOIINX COOTBETCTBHE MPOU3BOACTBA TPEOOBAHUSAM HaJIexKallen

HpOI/IBBOI[CTBeHHOﬁ IIPAKTHUKH, BbIAAHHBIX ITPOU3BOAUTCIIIO JICKAPCTBCHHOI'O



npenapara yIoJHOMOYEHHBIM OpPraHOM rocyaapcts — wieHoB Coro3a u
TpeOoBaHUE O0O0S3aTEIILHOCTH MPOXOXKACHHUS BCEMHU NPOU3BOJUTEISIMHU B
teueHue 2018 roga MHCHEKIMA BCEX CBOMX MPOM3BOACTBEHHBIX ILIOIIA0K
Ha COOTBETCTBUE TPEOOBAaHUAM HAJJIEXKAIIEH MPOU3BOJCTBEHHON MPAKTUKU
NoBJIEYET 3a co00il oOpa3oBaHHME oOdYepe/eld HAa WHCIEKTUPOBAHUE, CPBIB
CPOKOB  pEruCTpallii  JIEKQpCTBEHHBIX IpenapaToB M  HapylleHUE

JICKApCTBCHHOT'O oOecmneuenus HaceaeHus Corosa.

8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE JJISl IPUHATHS TIPOCKTA PEIICHUS
EOK:

Cratebss 30 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COO3€
oT 29 masa 2014 ropa, crateu 4 u 7 CorjameHus O €AUHBIX MPHUHIUIIAX
U TpaBujax oOpalleHus JEKapCTBEHHBIX CPENCTB B pamkax EBpasuiickoro
PKOHOMHMYECKOT0 coro3a oT 23 nekabps 2014 roma, a Takke nyHKT 84
npuinoxeHus Ne 1 k Pernmamenty pa®otbl EBpa3uiickoii 3KOHOMUYECKOH
KOMHUCCUM,  yTBEepkJAcHHbIM  Pemenuem  Beicmero — EBpasuiickoro

YKOHOMHYECKOT0 coBeTa oT 23 nekadps 2014 r. Ne 98.

9. Chepa mnonnomouuit EDK, K KOTOpOl OTHOCHUTCS MPOEKT
peuenus EDK:

PerynupoBanue obparieHust JIeKapCTBEHHbBIX CPEACTB U POPMUPOBAHUE
oO1Iero pbIHKA JIEKAPCTBEHHBIX CPeACTB B pamkax Coro3a Ha OCHOBE €IMHbIX

akToB EDK.

10. ®uHAaHCOBO-9KOHOMHYECKUE TIOCICACTBHUS TMPHUHATUS IPOCKTA
pewienust EQK miist cyObeKTOB npeInpUHUMATENbCKON AeSITETbHOCTH:

IlepecMOTp CpPOKOB NEPEXOAHOr0 MEPHOJA B CTOPOHY YBEIUYEHUS,
obecnieynuT  TUIABHBIM  MEpexXoJi OT  HAIMOHAJIBHBIX  JOKYMEHTOB,
MOATBEPIKIAIOIINX COOTBETCTBUE MPOM3BOJACTBA TPEOOBAHUAM HAJIJICKAIICH

MPOU3BOJCTBCHHOM MPAKTUKH, BbIIAaHHBIX 10 2017 roa co CpokoM IEHCTBUS



10 2020 roga x eguHbIM JOoKymMeHTaM Coro3a U MOMOKET MPOU3BOAUTEISIM
JIEKapCTBEHHBIX MPEMApaTOB MaKCUMaIbHO KOMGOPTHO aAanTHUPOBATHCS K
HOBBIM TPEOOBAHUSIM.

Jlomyck  ¢dapMaleBTHUECKUX  NPOU3BOAUTENCH  BakmUH  JUIS
NpO(QUIAKTUKYN TPUIIIIa Ha PHIHOK rocyAapcTB-wieHOB Coro3a, a Takke Ha
BHCIIHWE PBIHKKM CTPaH, UCHOJB3YIONUX  AHAJOTHYHBIC  IOJXOJbBI
K TpeOOBaHUSM B YacTH KauecTBa, 23 (PEKTUBHOCTU U 0€30MaCHOCTH BAaKIIMH
U (POpMHUPOBAHUIO PETUCTPAIMOHHOIO J0Che BaKIMH B (dopMare oOIIero

TCXHUYCCKOT'O JOKYMCHTA.

11. Ilpennonaraemble CpPOKM BCTyIUIEHHMs mpoekta pemeHuss EOK
B CHIIY:

[To ucreuenunn 6 MecseB mocie 0QUIIMATIBHOTO OIMyOJIMKOBAHUS

12. Oxxupmaemblii pe3yabTaT PeryJIMpPOBAHMUS:

[Ipumenenne B pamkax Coro3a e€AUHBIX TpPeOOBaHM K COAEPKAHUIO
PETUCTPALlMOHHOTO JI0Ch€ BAaKUMH W MPOUEAYpPE BHECEHHS HW3MEHEHHM
B HEro, NpM M3MEHEHHWHM IITAMMOBOIO COCTaBa CE30HHBIX BAKIUH IS
NpOPUIAKTAKN TPUIINA, a TaKKE PETUCTpallid W BHECCHUIO W3MEHEHUU
B TMaHACMHUYECKHE U TMPENaHIeMUYECKUE BaKIUHBI 75 MNPOOUIAKTHKA
rpunna. I[IpoBeneHue KamMmaHuld 1O BaKUMHALUWKA HACEJECHUS, B CPOKH
peayCMOTPEHHBIE HEOOXOIUMOCTHIO (DOPMUPOBAHUSI TTPOTUBOTPUIIIOZHOTO
UMMYHUTETA W NOPEAOTBPALICHUA OJNUAEMHU W NaHAEMUAW TpUMIA.
[IpenoTBpamienne mnocTyryieHUsT Ha ¢apmaneBTuueckuii peiHOK  Corosza
HETOOPOCOBECTHBIX MPOU3BOJAUTENIEH U TOCTABIIMKOB BAaKIIMH, BBIXO[
HAallMOHAJIbHBIX MPOU3BOAUTENEH BAKIIMH HA BHEIIHUE PBHIHKU.

ITocreneHHas 3aMeHa HALMOHAIBHBIX JTOKYMEHTOB IMOATBEPKIAIOIINX
COOTBETCTBHUE MPOU3BOJICTBA TPEOOBAHUSAM HaJUIeKaIEH TTPOU3BOACTBEHHON

MPAaKTUKH, BbIJaHHBIX 10 2017 roga co cpokom aeinctBua a0 2020 romga 1o



Mepe OKOHYaHus ux JerctBus gokymeHtamu Coro3a. [IpuBegeHue qaHHOTO
MOJIOXKEHUS B COOTBETCTBHE ¢ TpeOoBaHusmu Pemenus Cosera Komuccuu ot
3 nosi0opst 2016 roga Ne 93 «O npu3HaHUU Pe3yJIbTATOB MHCIEKTUPOBAHUS
MPOU3BOJICTBA  JICKAPCTBEHHBIX  CPEACTB» B  4YaCTH  HAIMOHAIBHOM

perucrpanunu JICKapCTBCHHLIX IIPCIIApPATOB.

13. Onucanue ombiTa TOCYJapcTB —  wWieHOB  EBpasuiickoro
DKOHOMHYECKOTO COI03a H MEXIAYHApOJHOIO OIbITa PEryJIUpOBaHUS
OTHOIIEHUM, ABISIIONIMXCS TpeaMeToM Tpoekta pemenus EJK (c
000CHOBaHUEM €T0 MPOrPECCUBHOCTH U MPUMEHUMOCTH):

B Hacrosimee BpemMs ToOCyIapCTBa-wiIEHbl HMMEIOT HAUIWOHAIBHBIE
JOKYMEHTBI, MOATBEPKAAIOIINE COOTBETCTBUE HAIMOHAIBHBIM TPEOOBAHUAM
HaJUJIC)KAIIEH IPOU3BOJICTBEHHOM IIPAKTUKHA, B PA3JIMYHOM  CTEIEHU
FapMOHHU3HUPOBAHHBIE C MpaBUiIaMu EBPa3HMCKOTO 3KOHOMHUYECKOTO COH03a,
EBpomeiickoro coro3a u BcemupHo# opranu3anuu 34paBOOXPAHECHUS.

B rocymapcrBax-wienax Cor3a B HACTOSIIEE NPUMEHSIIOTCSA
HallUOHAJIbHBIE TPeOOBaHUS K BakKIMHAM [JIsi TPOGUIAKTUKU TPUIIa
OTJIMYAOIIMECS OT MEKAYHAPOAHBIX MOAXOAO0B. llpemmaraemas pemaxkuus
MpOEKTa  SIBNsAETCS ~ Hawbojee  JACTAIM3UPOBAHHBIM  PYKOBOJICTBOM,
peanr3yONUM NPUHIHIBL

YOPABJICHUS] PUCKAMU JUIsl 00eCieueHHs] BOCIIPOU3BOIMMOIO KauyecTBa
BaKIIUH JIJIs MPODWIAKTUKY TPUIITIA;

AMUIAEMUOJIOTHIECKUX TPeOOBaHUU NJisi oOecriedeHus: (popMHUpOBaHMUS
HEOOXOAMMOTO KOJUJIEKTHBHOTO HWMMYHHUTETA B OTHOIIEHUW DJMHACMHUIN
M TaHAEeMUWA Tpunna M MCHOJIb30BaHUSA JUIsi  3TOro  0Oe30macHBIX

U 3G (HEKTUBHBIX BAKIIMH.

14. CeneHust 0 TPOBEACHUM IMYOJIMYHOrO OOCYXKIEHUS MPOEKTa

pemenust EOK:



15. CBeneHust 0 3aKIIIOUEHUN 00 OLIEHKE PETYIUPYIONIEro BO3ACHCTBUS

Ha rpoekT pemenus EQK:

16. nass wHdopmalus, OTHOCSIIAsACA, MO0 MHEHHIO JenapTaMeHTa
EDK, 0TBETCTBEHHOI0 3a MOATOTOBKY npoekTa pemenus EOK, k ocHOBHBIM
cBeJeHusAIM o nipoekTe pemenust EOK u (nnum) o ero moaroroBke:

[Ipoext pemennst CoBera pazpadoTan U 0J00peH padouel IpymIibl Mo
dbopMUpOBaHHIO OOIIMX MOAXOAOB K  PEryJIUpPOBAHUIO  OOpaIieHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3umiickoro sKOHOMHMYECKOI'O COH03a,
B COCTaB KOTOPOH BXOASAT TMPEACTABUTENN YIOJTHOMOYEHHBIX OpPraHOB
rocyaapcTB-ujieHoB Coro3a 1 mpeAcTaBuTENN OU3HEC-COOOIECTRA.

Bomnpoc 00 yBennueHUH Cpoka MEPEXOJHOTO MEPUOJa PACCMOTPEH HA
3acelaHuu paboueid Tpymmbl MO (POPMUPOBAHUIO OOMIMX TMOAXOJIOB K
PEryIMPOBAaHUIO 0OpaIeHUs JIEKapCTBEHHBIX CPEICTB pamkax EBpaszuiickoro

PKOHOMMYECKOT0 coro3a 15 — 16 aBrycra 2107 roaa.



