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NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

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

HanmenoBanue  mpoekta  pemieHus:  PykoBoncTBO 1m0 Baldganuu
AHAIIMTUYECKUX METOINK

1. TIpoGnema, Ha penieHrue KOTOPOW HampasiieH MpoekT pemenuss EDK

PyKkoBOJACTBO MO BajMIalliy aHATUTUYECKUX METOIWK HAIPaBJICHO Ha
penieHre MmpoOJIeMbl, CBSI3aHHOM C yCTpaHCHHEM Pa3JIMYHBIX TOAXOJ0B MpPHU
pa3paboTKe  JIGKapCTBCHHBIX  TMpemapaToB W OIEHKe  (IKcmepTuse)
PETHCTPAIMOHHBIX J0ChE B YacTH TMPOBEICHUS BaIUAAMU AHATUTUYECKUX
METOMIUK, CYMIECTBYIOIIUX MEKIY YIOJHOMOUYCHHBIMH OpraHAMH TOCYAApCTB —
yieHOB EBpa3uiickoro SKOHOMHYECKOTO COK3a (Jajee COOTBETCTBEHHO —
rocynapctBa-wieHbl,  Coro3).  PykoBOACTBO  TO3BOJISIET  YCTAHOBHUTh
eTMHOOOPA3HBIN MMOIXO/T B YaCTH:

a) YCTaHOBJICHUS €IMHON TEPMUHOJIOTHUH;

0) yCTaHOBJICHMS] €IMHOW METOMIOJIOTMM TIPOBEJCHUS BaJIMJAIIUU
AHATMTHYECKIX METOJIHK;

B) YCTAHOBJICHHS CIWHBIX KPUTEPHEB IPHEMIIEMOCTH aHAIMTHYCCKUX
METO/IUK.

B nacTosimiee BpeMs B rocyapcTBax-4ieHax TpeOOBaHUS K BaIUIAIIAN
AHAJIMTUYECKMX METOAWK OIPEACNICHBl B HAIIMOHAIBHBIX TEXHUYCCKUX
HOPMATHBHBIX  TMPABOBBIX  JOKyMEHTax (OTpacieBBIX  HOPMATHBHBIX
JTOKYMEHTaX, TOCYJapCTBEHHBIX CTaHAApTaX | Jp.), UCIOJIB3YETCS pa3inyHasl
TEPMUHOJIOTHSI, YTO MOXET CO3[aTh MPOOJIEMBl TPHU OIICHKE KadecTBa
JICKapCTBEHHBIX TMPENapaToB B paMKaxX PETHCTPAIMOHHOTO Mpoliecca M Mpu
MOHUTOPUHTE KadecTBa JICKAPCTBEHHBIX  MpEMapaToB Ha  EIUHOM

(dbapMalneBTUUECKOM PhIHKE.
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2.  llenb perynupoBaHus

Onpenenuth €AUHBIE TOAXOABl K  YCTAHOBJICHUIO  PA3JIMYHBIX
XApPaKTEPUCTUK AHAIUTUYECKOM METOAMKH, MOUICKAIIMX OLIEHKE IIpH
BAIMJIALIUM METOAUK M BKJIFOUYEHHUIO B PETMCTPALIMOHHBIE J1OCHE, MOIaBAEMbIC
B  YINOJHOMOYEHHBIE OpraHbl TOCYAApCTB-WICHOB TNIPH  PETUCTpAIUU
JIEKAPCTBEHHBIX CPEACTB, a TAKXKE IPHU OCYIIECTBICHUHA KOHTPOJIS Ka4ecTBa
JIEKapCTBEHHBIX IpenaparoB  (apMaleBTUUECKUMH  POU3BOAUTEISIMU U
YIOJIHOMOYEHHBIMH JTAOOPATOPUSAMHU 110 KOHTPOJIIO KAYECTBA.

3. I'pynna nuu, Ha 3alIMTy UHTEPECOB KOTOPBIX HAMPABIECH MPOEKT
pemenus EOK

JlaHHBIM TPOEKT pemeHus EBpa3suicKkorM 3KOHOMHUYECKOM KOMHCCHUH
(manee — KomMuccus) HampaBlieH B MEPBYIO OYepeb Ha 3alIUTy WHTEPECOB
NalMeHTOB (KaK KOHEUHBIX MOTpeOUTENIel JICKApCTBEHHBIX IpEeraparoB), a
TaK)K€ CHUCTEMBI 3JpaBOOXPAHEHUS B LIEJIOM (KaK MEPBUYHOrO MOTpeOUTENs
JIEKapCTBEHHBIX IMPEMapaToB) IOCPEACTBOM KOHTPOJIA U oOecredyeHus
BBIITYCKa U UCIIOJIb30BaHUs JIEKAPCTBEHHBIX MPEMApaTOB, YAOBIECTBOPSIIONINX
MPU3HAHHBIM (YCTAHOBJICHHBIM) €IMHBIM CTaHJapTaM KayecTBa.

4.  Agnpecarbl  peryjJdpoBaHUs, B TOM  UHCJI€  CYOBEKTHI
IpeANPUHUMATENBCKON NEATeTbHOCTH, U BO3JCHCTBHE, OKa3bIBAEMOE Ha HUX
peryJnpoBaHUEM

Anpecaramu peryJiInupoBaHus SABJISIFOTCS POU3BOIUTENH
JIEKapCTBEHHBIX CPEACTB B IIEJIOM, a TAKXKE Ja00OpaTOpPUM KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX MPENapaToB U OTJEJbl 00ECIeUeHUs KauyecTBa, B YACTHOCTH;
(dapMaleBTUUECKUE HHCIEKTOPAThl TOCYAApCTB-UJIEHOB OCYILIECTBIISIFOLINE
WHCIIEKITMU  (papMaIieBTUUECKUX MPOU3BOACTB M TMOATBEPXKIAIOIINE UX
CHOCOOHOCTh K OCYILECTBIECHUIO BBITYCKAa CTA0MJIBHO KauyeCTBEHHOM
MPOAYKIIUH.

B pamkax peryinpoBaHus IPEAONaracTcs:
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— JUIsl TIPOM3BOAMTENIEH JIEKAPCTBEHHBIX CPEICTB — YCTAHOBIICHUE
CAMHOM TEPMHUHOJIOTMM W €IUHBIX OOIIMX TMOJXO00B K MPOBEICHUIO
BaJUAIMU aHATUTUYECKUX METOIUK;

— s (apManeBTHYCCKUX WHCIIEKTOPATOB U YIOJTHOMOYEHHBIX
ma0opatopuii 1O KOHTPOJIO Ka4decTBa  JIEKAPCTBEHHBIX CPEACTB  —
YCTAaHOBJICHUE E€JIMHBIX KPHUTEPUEB K pa3palOTKE YYBCTBUTEIbHBIX,
crenu@UIHbBIX, TOYHBIX U BOCIPOW3BOJAMMBIX METOJMK KOHTPOJISI KadecTBa
JICKapCTBEHHBIX CPEACTB W OOECMEYeHUs JaHHOTO KadecTBa B paMKax
Ha/30pa 3a oOpalieHneM JIEKapCTBEHHBIX MPETapaToB.

5.  CopepxkaHue yCTaHaBIMBAEMBIX [JISl aJpECcaTOB PEryJIWpPOBAHUS
orpaHudeHul (00s3aTENIbHBIX PABUI IIOBEICHHS)

B pamkax perynmpoBaHHMS TpeArojiaracTcs YeTKOe OIpeaesieHre
TpeOOBaHUIN K TOPSAIKY MPOBEACHUS M 00BEMY BAIMIAINK aHATUTHYSCKHUX
METOIHK.

KoHeunbiM moTpeOuTeneM yKa3aHHBIX CBeIEeHUW OyAyT BBICTYIATh
dbapmareBTUUEeCKUE MPOU3BOJIUTENIN TOCYJApPCTB-WICHOB, 3apyOeKHbIC
dapmarieBTHUeCKie MPOU3BOIUTENH, MTOCTABIISIONINE TTPOIYKIIMIO HA PHIHOK
Coto03a, 1 yIOJIHOMOUYEHHBIE OpTaHbl TOCYIaPCTB-WICHOB, OCYIIECTBIISIONINE
PETHCTPAIIHIO JICKAPCTBEHHBIX CPEJICTB, B COOTBETCTBUH C TpaBuiamu Coro3a
¥ KOHTPOJIb 00pallieHrs JEKapCTBEHHBIX CPeACTB Ha pbiHke Coro3a.

6. MexaHu3sM pazpemieHus NpoOJeMbl W JOCTKECHUS LETu
pETYIMpPOBaHMS, MPETyCMOTPEHHBI TIpoekToM pemenus EODK (omucanue
B3aMMOCBSI3U MEXTY npeaiaracMbIM peryaupoBaHueM
U perraeMoi mpooJieMoin)

B pamkax perynupoBaHHsS MpeANoiaracTcsi yCTAaHOBUTh CHCTEMY Mep,
KOTOpasi MO3BOJUT 00ECTICUNTh MPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB CO

CTaOMJILHBIMU 3a/ITaHHBIMHU IMapaMCTpaMn KadCCTBa, YHPABIIATHL PUCKAMHU B



86

87

88

89

90

91

92

93

94

95

96

97

98

99

100

101

102

103

104

105

106

107

108

109

110

111

112

113

4

OTHOIIEHUM KAayecTBA MPOAYKUMH M KOHTPOJUPOBATH IPOU3BOJICTBEHHBIN
MPOLIECC C TOYKH 3PEHUS TMPEAYNPEKICHUS BBITYCKA HEKAYECTBECHHOMU
MPOAYKIIUH.

7. CBenmeHHsT O PacCMOTPEHHBIX albTEpPHATHUBAX IMPEIJIAracMOMY
pEryJIMPOBaHUIO

B xauecTBe anbTEpHATUB JAHHOMY PETYJIUPOBAHUIO PACCMOTPEHBI:

— cucrema JNEKJIAPUPOBAHUS MIPOU3BOJIUTEIEM KayecTBa
JIEKApCTBEHHOr0 mpenaparta sl  (GapMaleBTUUYECKOTO MPUMEHEHUS W
MCIIOJIb30BaHUSI IPOMBIIUIEHHBIX TEXHOJOTMYECKUX MHCTPYKIHUN B KAUECTBE
OCHOBHBIX JOKYMEHTOB KOHTPOJISI CTAOMIHBHOCTH MPOIIECCa;

— KOHTpPOJb KauecTBa C HCHOJIb30BAHUEM HEBAIMAUPOBAHHBIX
METOJIMK C HEYCTAHOBJIEHHBIMU XapaKTEPUCTUKAMMU.

B ommume ot nOpemaraeMoro  BapuMaHTa — PEryJUpOBaHUS,
HAIPABJIEHHOTO Ha KOHTPOJIb Ka4€CTBA MCXOJHOIO CHIPhS, MPOMEKYTOUHBIX
MPOAYKTOB, TOTOBBIX  JICKAPCTBEHHBIX  IPENaparoB €  IOMOULIBIO
BAJINIUPOBAHHBIX METOAUK YKA3aHHBIE HOPMBI ITO3BOJISIFOT OTCJEKUBATH
JUIIb OOIME HECOOTBETCTBUS IOKa3aresied KayecTBa MPOAYKUHUHU TMOCIIe
BBIITyCKa cepuu (MapTum), SBISIOTCS 0oJiee 3aTpaTHBIMU, MOTYT BBI3bIBATH
HEOJHO3HAYHYK0 (HEpaBHYI0) OILIEHKY KauecTBa  YIOJIHOMOYEHHBIMU
1a060paTOpPUSIMH IO KOHTPOJIIO Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB TOCYIapCTB
— YICHOB, IPUBECTHU K OCIMAPUBAHUIO PE3YJIbTATOB U3MEPECHUMN MOJYYCHHBIX
Ha HEBOCITPOU3BOJUMBIX (HEBAJIHUIUPOBAHHBIX) METOIMKAX.

8. HopMatuBHO-TIpaBOBOE€ OCHOBAHME JIsl IPUHSITHUS TIPOCKTA PEIICHUS
EDK

Crates 30 JloroBopa o EBpa3uilcCkOoM 3SKOHOMHYECKOM COIO3€
oT 29 mas 2014 r u nmyskrt 2 crateu 3 CoryameHust 0 €AUHBIX MPUHIHUIAX
U TpaBwiIax oOpalieHus JIEKapCTBEHHBIX CPEICTB B pamkax EBpaszuiickoro

PKOHOMHUYECKOTO coro3a oT 23 nekadbps 2014 roma, MyHKT 2 mepedHsl akTOB
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EBpa3uiickoil 3KOHOMHUYECKOM KOMHCCHHM II0 BOIIPOCaM PEryJIUPOBAHUS
OOLIMX PHIHKOB JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX M3EIHI B paMKax
EBpazmiickoro skoHOMHuUeckoro cowsa Ha 2017 — 2019 rogsi,
YTBEPKIACHHOTO pacnopsbkeHueM CoBera EBpazniiCKOM 3KOHOMHYECKON
komuccun «OO0 aktax EBpa3suiickol SKOHOMHUYECKOW KOMHUCCHUU IO
BOIIPOCAM PEryJMPOBaHUA OOIIMX PBHIHKOB JIEKAPCTBEHHBIX CPEIACTB U
MEIMIMHCKUX U3AEIUMNA B paMKax EBpasuiCKOro 3KOHOMHYECKOTO COO3a»
oT 17 mast 2017 t Ne 15.
9. Cdepa nonnomouunii EJK, Kk KOTOpOil OTHOCUTCSI MPOEKT pEelICHUs
EDK
PerynupoBanue oOpaiiieHust JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oO1wiero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHbIX akToB Komuccuu.
10. ®uHAaHCOBO-?3KOHOMHUYECKUE TOCIAEACTBUS NPUHATHUA  IPOEKTa
pemiennst EOK niis cyObeKTOB peANpUHUMATENBCKON ACSTENbHOCTH
Jlommyck ¢apMaleBTHUECKUX MPOU3BOAMUTENCH HAa PHIHOK TOCYIapCTB-
YJIE€HOB, @ TAaK)X€ HAa BHEUIHWE PBIHKH CTPaH, BXOJAIIUX B CHCTEMY
YIOJIHOMOYEHHBIX JIa0OpaTOpuil MO KOHTPOJIIO KadecTBa MEAUIMHCKOU
npoaykiuu (OMCL), ucronb3yrolnyo aHaJIOTHYHbIC TTOAXO0bI K BaJIUIAI[UH
AHAIMTUYECKUX METOJIUK.
11. Ilpennonaraemble CpOKH BCTyIUIeHUSI mpoekTa pemieHuss EDK B
CUITY
UYepes 6 mecsiieB nocie 1aThl 0QUIHaIbHOTO OMyOJIMKOBAHUS.
12. Oxxupnaemblid pe3yiabTaT peryJIupOBaHUS.
Buenpenue equHON TEPMUHOJIOTMU U €IMHBIX MMOJXO0JI0B K BaJIUJAllUU
AHATUTHYECKUX METOJUK, TPHUBJIICUCHHE Ha (apMareBTUYECKU PBIHOK
Coroza HOBBIX  3apyO€XHBIX YYaCTHUKOB, BBIXOJ  HAIlMOHAJIBHBIX

HpOHBBOI{HTGJ’IGﬁ JICKAPCTBCHHLBIX CPCACTB HAa BHCIITHKC PBIHKH.
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13. Onucanue ompiTa TrOCYyIapcTB —  WIEHOB  EBpasuiickoro
PKOHOMHUYECKOTO COI3a M  MEXKIYHApOJHOrO0 ONBITa PETYyIUPOBAHUS
OTHOIIICHUM, SIBISIOMIMXCS MpeaMeToM Tmpoekta pemeHus EOJK (¢
000CHOBaHUEM €T0 MPOrPECCUBHOCTH U MPUMEHUMOCTH)

l'ocynmapcTBa-ujieHbl B HACTOSIIEE BpPEMS HMMEIOT HalMOHAJIbHbBIE
TpeOOBaHUSI K BaTMJAIMK AHAIMTUYECKUX METOJIUK, B Pa3HOM CTENEHU
rapMOHM3UpPOBaHHbIE € IpaBuiamu EBporeiickoro corosa. IIpennaraemas
penakuus MpOEeKTa TapMOHU3MpOBaHa ¢ PyKOBOJACTBOM 1O BajluJalnuu
AHAIMTUYECKUX METOAUK MEXIyHapoJHOIO COBETa IO TapMOHHU3AIUU
TEXHUYECKUX TPEOOBAHUU K PETHCTPAllUU JICKAPCTBEHHBIX MPENapaToB s
YEeJI0BEKa M COOTBETCTBYHOIIMM PykoBoacTtBom EBpomneinckoro corwsa u
ABIIAE€TCS HauOoyiee JETAIM3UPOBAHHBIM PYKOBOACTBOM, PEANTU3YIOLIUM
NPUHIUIIBI KOHTPOJISl KaueCTBa JIEKAPCTBEHHBIX MPENapaToB.

14. CeeneHust 0 MPOBENCHUM MYyOJIMYHOIO OOCYXACHUS MPOEKTa
pemenus EDK.

Cpox nipoBefieHuUs1 MyOInyHOTO 00CyX)AeHuUs: 60 THEH.

Crioco0 mpeacraBieHusl NpeAIOKEHN K TpoekTy pemieHuss Komuccun
Y MHQOPMALIMOHHO-aHAJIMTUYECKOM CIpaBKe, a TAK)KEe 3allOJHEHHs] ONMPOCHOIO
JMCTA: C UCHOJb30BAHUEM COOTBETCTBYIOIIETO CepBUCa O(ULIMATBHOIO caiTa
Coro3a; myTeM 3allOJIHEHUS] ONPOCHOIO JMCTA HAa OyMa)KHbIX HOCHUTENSIX, W
(vn) MOCPEICTBOM AIIEKTPOHHOU TIOYTHI Ha anpec:
dept techregulation(@eecommission.org.

15. CBeneHust 0 3aKJIIOYEHUU 00 OIIEHKE PEryJUPYIOLIEro BO3AEHCTBUS
Ha rpoekT pemrennss EOK

16. nas wH(opmMaIrus, OTHOCSIIASACA, 1O MHEHHIO JenapTaMeHTa
EODK, 0TBETCTBEHHOTO 3a MOATOTOBKY MpOeKTa pemennus EDK, Kk OCHOBHbIM

cBelleHusiM o ripoekte pemenus EQK u (unm) o ero noaroroBke
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ITpoext pemenuss Komuccun paspadoran u omodpen Pabodeit rpymmoit
no (GopMHpOBaHHIO OOIIMX TOAXOAOB K PEryJupOBaHUIO OOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMKax TaMOXXEHHOro corw3a W EnmHOoro
SKOHOMHUYECKOTO  MPOCTpaHCTBa,  copmupoBanHoil  npu  Komnerun
EBpa3suiiCKOoli SKOHOMHUYECKOW KOMHCCHM, B COCTaB KOTOPOM  BXOHST
NPEICTABUTENN  YNOJIHOMOYEHHBIX  OpPraHoOB  TOCYIApCTB-WICHOB U
Mpe/ICTaBUTENN OM3HEC-CO00IEeCcTBAa. YPOBEHDb MPUHATHS JAHHOTO JIOKyMEHTa

oTpesielicH wieHaMu padouel rpymnmnbl kak Pemienne Komuccun.



