NHOOPMAINNMOHHO-AHAJIMTUYECKASA CITPABKA

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

HanmenoBanue mnpoekra pemenus: O mnpoekre pemenuss Coseta
EBpa3ulickoil SKOHOMHUYECKOW KOMHCCUM «(O BHECEHWH W3MEHEHHUU B
[IpaBuna mpoBeaeHUs UCCIEAOBAaHUN OMOAKBUBAJIECHTHOCTH JIEKAPCTBEHHBIX
IpenaparoB B pamkax EBpa3zuiickOro 3JKOHOMHUYECKOTO COI03a»

1. [Ipo6nema, Ha perieHUE KOTOPOM HarpasieH NpoekT pemeHus EDK

KitoueBpiMu mpoGieMamMu, Ha PEIICHHE KOTOPHIX HAMPABJICH MPOEKT
pelIeHUs], SIBISIOTCS:

HEOOXOAMMOCTh ONTHMM3ALMU TPOLEIypbl BbIOOpa pedepeHTHOro
npenapara B CBA3M C BO3HHUKAIOIIMMH  CJIOKHOCTSMH  BBI3BaHHBIMHU
OTCYTCTBHEM OPHUTMHAJIILHOTO JIEKAPCTBEHHOIO Ipernapara B OOpallleHuHu Ha
TEPPUTOPHUMU TOCYIJAPCTB — YJICHOB EBPa3suMNCKOr0 3KOHOMHYECKOTO COI03a
(manee — rocynapcrBa-wieHbl, COr03) WK €ro OTCYTCTBMEM B OOpaIlleHUH Ha
peiHKE TpeTbux cTpaH (nmyHKT 18 IlpaBun mnpoBeneHust wuccieqOBaHUN
OMOSKBUBAJICHTHOCTHU JIEKAPCTBEHHBIX MpENapaToB B paMkax EBpazuiickoro
’KOHOMMYECKOT0 coro3a (nanee — [IpaBuna));

HEOOXOAMMOCTh  aKkTyanusanuu  TpeOoBaHuii B  OWOBEiBepy,
OCHOBAaHHOMY Ha OuodapmalieBTUUECKONM CcUCTeMe  KJaccudukauu
(mpunoxenue Ne 4 x IlpaBumam) (mamee — TpeOoBaHus Kk OuOBelBepy) ¢
Y4E€TOM MPaBONPUMEHUTEIBLHON MPAKTUKU U MEPEAOBOTO MEXKyHAPOIHOIO
ombITa B OOJACTHM TMPOBEACHMUSI HUCCIENOBAaHUN OHOAKBUBAJIEHTHOCTH
UCCIIETyeMbIX U PePEPEHTHBIX JEKAPCTBEHHBIX MPEnapaToB Mo OMoBeiiBepy,
OCHOBaHHOMY Ha OmodapMaleBTUUECKON crucTeMe KiaccuUKaluu.

2. Ilenb perynupoBaHus

Ontumuzanus BbiOOpa pedepeHTHOro Mpenapara AJjis MNPOBEACHUS

HUCCJIEI0OBAHUN OMODKBUBAJIEHTHOCTH.
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Axtyanuzamusi TpeOoBanuii k OHMOBEHMBEpPY C Y4E€TOM TIEPEIOBOIO
MEXAYHAPOAHOTO OMmbITa JJIsi O00ECHEeYeHHUs] BO3MOXKHOCTH IPOBEACHUS
UCCJEI0BaHUN OHMOAKBUBAJIEHTHOCTH IO OHOBEHBEpPY, OCHOBAaHHOMY Ha
onodapmalleBTUYECKOH  cUCTeME  KiacCu(UKauuMM U [OCIeAyIolIee
MPU3HAHUE UX PE3YJbTATOB YIOJIHOMOYEHHBIMU OpPraHamMu TOCYyAapCTB —
yieHoB Coro3a.

3.I'pynmna nui, Ha 3alUTy UHTEPECOB KOTOPHIX HAMPABICH MPOEKT
pemenust EOK

[IpoekT pelieHus: HaMpaBlIeH B MEPBYIO OUEpeAb Ha 3aIIUTY JKU3HU U
3M0pOBbs  NalMeHTa (KaKk KOHEYHOro MOTPEOUTeNs JIeKapCTBEHHbIX
[IPEnaparoB), 3alIUTy UHTEPECOB CHUCTEMBI 3APABOOXPAHEHUS B LEIOM (Kak
NEPBUYHOTO TMOTPEOUTEN JIEKAPCTBEHHBIX MPENapaTroB) MOCPEICTBOM
oOecreueHrs UCIOJIb30BaHUs JOKa3aHO paBHOA(P(EKTUBHBIX U O€30MacCHBIX
BOCITPOM3BE/ICHHBIX JIEKAPCTBEHHBIX IMpEenapaToB. A TakkKe Ha 3alllUTy
UHTEPECOB IIPOU3BOAUTENEH BOCIIPOU3BEICHHBIX JIEKapCTBEHHBIX
IpernapaToB, yNOJHOMOYEHHBIX  MPOU3BOAMUTENEM JIML  (CyOBEKTOB
(dapMaleBTUUECKOr0 pBhIHKA, KOTOpPbIE 3aHUMAIOTCA KOMILJIEKTOBAHUEM
PErUCTPAIMOHHOTO  JIOChE), YIOJHOMOYEHHBIX OPraHoB (SKCHEPTHBIX
OpraHu3alMii), KOTOPbIE BBHIMOJIHSAIOT MPOLEAYPY OLIEHKH PETUCTPALMOHHOTO
JOChE JIEKAPCTBEHHOIO IMpernapara C IMO3MIMH JI0KA3aTEIbCTBA €TI0
0€30MacCHOCTH, COOTBETCTBUSI 3aJJaHHOTO CTaHJApTa KauecTBa, HaWIydlle
3 PekTUBHOCT W OJAaronmpusiTHOro Mpoduis COOTHOIICHUS TMOJIb3bl U
pucka.

4. Anpecatbl  peryJMpoBaHMs, B~ TOM  4HClie  CYOBEKTHI
IpEeANPUHUMATEIBCKON NEATEIbHOCTH, U BO3JCHCTBHE, OKa3bIBAEMOE Ha HUX
peryaupoBaHuEM

Anpecaramu peryJampoBaHus SBIIIOTCS IPOU3BOJUTENH

BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX [peraparos, HCCIICA0BATCIIBCKUC



OpraHH3alNH, OCYILIECTBJISIOIINE MIPOBEJICHUE KIIMHUYECKUX
(OMOPKBUBAJICHTHBIX) HCCIEAOBAaHUM, a TakKe YIOJHOMOYEHHBIE OPIaHbl
(3KCIepTHBIE OpraHu3aluu) B chepe 3[paBoOXpaHEHHUs TOCYJAPCTB — YJICHOB
Coro3a.

B pesynbTaTe npeanaraeMbIix HOpM pETyJIUPOBAHUSA

BBOJISITCA  JIOTIOJHUTENIbHBIC aJIbTEPHATUBHBIE BapUaHThl BbIOOpA
pedepeHTHOTO JIEKapCTBEHHOI'O Ipenapara, MO3BOJIAIONINE YIPOCTUTh €ro
npuoOpeTeHne MW JIOCTaBKy B  LENSAX IPOBEICHUA  HUCCIEAOBaHUMN
OMOAPKBHBAJICHTHOCTH;

OyoyT HCKIIOYEHBl Oapbepbl Uil JOCTyHa MPOAYKIMH HA
dbapmaleBTUUECKUl ~ PBIHOK,  OOECIeYeHO  MpPU3HAHHME  PE3yJIbTaToOB
UCCJEOBaHUSl B TPETbUX CTpaHax, ONTUMU3MPOBAHA M pacCIIUpEHa
npolenypa — UCCIENOBaHMW 1O  OMOBEHBEPY  BOCIPOM3BEACHHBIX
JIEKapCTBEHHBIX IMPENapaTroB, a TakKkKe HCKIIYeHa HeoOXOJAUMOCTb
OyOIMpOBaHus UCCIIEJOBAHUM MPOU3BOAUTEIIEM TUX IPYII JEKAPCTBEHHBIX
IpenapaToB, YTO OyAET CONMPOBOXKIATHCS CHUYKEHUEM 3aTpPaT, CBA3AHHBIX HUX
pa3pabOTKOM.

5. CopepxaHue yCTaHaBIMBAEMBIX [UIsl aApPECAaTOB PEryJUpPOBaHUSA
orpaHu4eHuil (00s3aTeNIbHBIX PABUI MIOBEICHMS)

B pamkax npeanaraemMoro peryJnpoBaHHUs IPEAI0IAracTcs:

aKTyallu3upoBaTh CIWHBIM MMOJAXO0A K BBIOOPY pedepeHTHOro
npenapara;

aKTyanu3upoBaTh TpeOoBaHusi K OHOBEBEpy C yyeToM S5-TH JIeTHEU
NPaBONPUMEHUTEIBHON MPAKTUKUM W U3MEHEHUM B 00JacTH TEXHOJOTHM
NPOBEJICHUSI  WCCJIENOBAaHMM  OMOSKBUBAJICHTHOCTH 10  OHOBEHBepy,
OCHOBAaHHOMY Ha OModapMaIieBTHICCKON CHCTEME KiTacCU(DUKAIIH.

6. Mexanu3m  paspemieHus OpoOseMbl UM JOCTHXKEHUS  LeNu

peryJupoBaHus, MPeAyCMOTpeHHBIN mnpoekToM pemeHus EDK (omucanue



B3aUMOCBSI3HU MEXITY peasiaraeMbIM peryaupoBaHuEM
U perraeMoi mpooJiemMoi)

B pamkax perynupoBaHuUsl MPEANONIaraeTcsi yCTAaHOBUTh CUCTEMY Mep,
KOTOpasi MO3BOJIUT 00ECTIEYUTh MPOU3BOJCTBO JICKAPCTBEHHBIX IMPENapaToB
CO CTaOMJIBLHBIMU 3aJJaHHBIMM TIapaMeTpaMu paBHOW 3(GPEKTUBHOCTH W
0€301acHOCTH, YIPaBIATh PUCKAMH B OTHOIIEHUH 3S(PGHEKTUBHOCTH H
0€30MacCHOCTH MPOAYKIIMH U KOHTPOJIMPOBATH IPOU3BOJICTBEHHBIN MPOIECC C
TOYKH 3pEHHUS TNPEAYNpPEexJACHUs BBIMYCKa HEPaBHOAIP(HEKTUBHOW WU
HEPaBHOOE30MACHON MPOYKIIUH.

7/.CBefeHuss O PACCMOTPEHHBIX aJdbTEpHATHUBAX MpeJjIaraeMoMy
peryaupoBaHUIO

B kauecTBe anbTepHATUB JaHHOMY PETYJIUPOBAHUIO PACCMOTPEHBI:

1) coxpanenue aeiicTByromel penakiuuu nyHkra 18 IlpaBui. B stom
cllydae y MpOU3BOJAUTEICH BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEMapaToB
BO3HHUKAIOT MpoOiemMbl BbBIOOpa pePepeHTHOro mpemapara, MOCKOIbKY
YCTaHOBJICHHAsl JIEUCTBYIOIIEW penakuuen mnyHkra 18 IlpaBun cucrema
BbIOOpa 00s3bIBAET MCIIOIB30BATH B JIIOOOM cilyuyae pepepeHTHbIN mpemnapar,
3apeructpupoBannbiii ¢ Coro3e WM B TPEThHX CTpaHaX, JaKe €CIU 3TOT
npemnapat He oOpamaeTcs Ha peiHKe COr03a UM TPEThUX CTPaH.

2) coxpaHeHHE ACHCTBYIOIICH pemakiuuu TpeOoBaHuil K OHOBEUBEPY
COKpAI[aeT MepedyeHb JIEKApCTBEHHbIX (OpPM U JACHCTBYIOIIMX BEIIECTB
JICKapCTBEHHBIX MPEMApaToOB B OTHOIIEHUU KOTOPHIX MOXKET OBITh MPUMEHEH
ouoBeliBep, OCHOBAHHBIH Ha ounodapmareBTHIECKOM CUCTEME
KJIacCUUKAIIMM, CYKAeT JIONMYCTUMBIE BHIbI OOOCHOBAHMS BBICOKOMN
POHUKAOIIEH CIIOCOOHOCTH JEUCTBYIOIINX BEIIECTB TOJIBKO
UCCIIEIOBAaHUSIMU C Y4YaCTHEM UeJOBEeKa, YTO B MTOre MPUBOIAUT K
HEOOXOJIMMOCTH TIpOBeJeHUss Oojiee 3aTpaTHBIX JUIsl  MPOU3BOJIUTENS

UCCIIEIOBAHM.
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8. HopmaTuBHO-TIpaBOBOE OCHOBAHUE ISl IPUHATHS TIPOEKTa PEIICHMUS
EDK

Cratess 30 JloroBopa o EBpa3suicKOM 3KOHOMHYECKOM COIO3€
oT 29 mas 2014 ronma, nyHKT 2 crateu 3, crathd 6 CornameHus O €IUHBIX
OPUHIMIIAX M MpaBWiIaxX oOOpalleHus JEKAPCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro skoHOMHUYECKOro coro3a ot 23 aekadbps 2014 roma, myHKT 86
npuwioxeHuss Ne 1 k Permamenty pa®otrel EBpa3uiickoli 3KOHOMUYECKON
KOMUCCUM,  yTBepkaeHHoro  Pemenuem  Beicmiero — EBpasuiickoro
PKOHOMMYECKOT0 coBeTa oT 23 nexadbpst 2014 r. Ne 98.

9. Chepa monmnomounit EDK, Kk KOTOpOil OTHOCHUTCSI MPOEKT PEIICHMUS
EDK

PerynupoBanue oOpallieHus JIEKapCTBEHHBIX CPEJICTB U (POPMUPOBAHUE
oOwiero peiHKa B pamkax Coro3a, Ha OCHOBE eIMHbIX akToB Komuccuu.

10. ®uHAHCOBO-2KOHOMUYECKUE TOCIEJACTBUSL TMPUHATUS TPOEKTA
pemenust EDK niis cyObekTOB npeAnpruHIMATENBCKON AESITEIbHOCTH

B pe3ynbTaTe NpuHSTHS pEUIEHUS CO30AI0TCS YCIOBUS JJIS:

yCTAHOBJICHUS OoJjiee THOKOro MexaHu3ma JJisl TMOJATBEPKIACHUS
NpaBUJILHOCTH BbIOOpa pePepeHTHOro mpemnapara B LENAX TPOBEACHUS
UCCleI0BaHU OMOIKBUBAJIEHTHOCTH;

CHUKEHUS 3aTpaT U BpeMeHH (apMaIeBTUUECKUX MPOU3BOIUTENEH Ha
pa3paboTKy BOCIPOM3BEAEHHBIX JIEKAPCTBEHHBIX MPENapaToB, 4TO OOJETYUT
JOOCTYH NAlMEHTOB K YKa3aHHOM IPYIIIE JEKapCTBEHHBIX MPENApPaTOB.

KonuyecTBeHHass U KayeCTBEHHAsi OLIEHKA COKPAILCHUS OKHUIaeMbIX
U3JIEPKEK (MPSIMBIX U KOCBEHHBIX) aJIpecaToB PEryJIUPOBAHUS, UX JUHAMHUKA
U y4eT mpu (POpMHUPOBAHWN CTOMMOCTH JICKAPCTBEHHBIX MPENapaToB MOTYT
ObITh MPOBEACHBI TOJIHLKO KOHKPETHBIM CYOBEKTOM XO3SIMICTBOBAaHUS, JHMOO

YIIOJTHOMOYEHHBIM OpTraHOM rocyaapcra-daieHa Corsa B chepe SKOHOMHUKH.
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JlaHHBIN BUJ OLIEHKH HE MOKET OBITh OTPA’KEH B HACTOSIIEH CIIpaBKe,
MOCKOJIbKY MPOBOAMUTCS HA OCHOBAaHUU JaHHBIX (PUHAHCOBOM JEATEIBLHOCTH
OPEANPUATHS, OTHOCSAIIUXCA K KAaTErOpuu KOH(PUICHIIMAIbHON UHGOPMALIUU
(komMMepuecKkass TallHa) U HE JIOCTYNEH B OTKPBITHIX HCTOYHUKAX M 0azax
JTAHHBIX.

11. IIpennonaraemble CpOKH BCTyIUIeHUs npoekta pemeHus EDK B
CUILY

[To wucreuenmm 30 KajneHAApHBIX JHEW C JaThl OQUIMAIBLHOTO
onyOJIMKOBaHMS.

12. Oxxupmaemblii pe3yibTaT peryIuPOBaHUS.

[Ipumenenue B pamkax Coro3a:

€AVHBIX TpaBWJ BbhIOOpa pedepeHTHOro Impenapara B ILEJSIX
IPOBEACHUS UCCIIETOBAHUI OMOIKBUBAJIEHTHOCTH;

eauHbix TpeOoBaHuii Kk OWOBeliBepy B ILeISIX POBEACHUS
UCCJICIOBaHN OMOPKBUBAJICHTHOCTA BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
npenaparoB (KpUTepuu MpUMEHEHUs OuoBeliBepa, OmodapmareBTudecKas
cucteMa  Kjaccu(ukauuM — JEHCTBYIOIIMX  BELIECTB,  OMNpEJEJeHUe
NPUTOJHOCTH  JIEKQPCTBEHHOTO  Mpemnapara i OuoBeliBepa) W
JOKYMEHTUPOBAHUSl pPe3yJbTAaTOB YKA3aHHBIX MCCIEIOBAHUN, HCKIIOUYEHHUE
HEOOOCHOBAHHOTO AyOIUPOBAHUS TAKWUX HCCIEIOBAHUN, CTUMYJIHUPOBAHUE
Pa3BUTHUSL CHUCTEMBI Pa3padOTKM M W3YYEHUS HOBBIX BOCIPOM3BEIECHHBIX
JIEKApPCTBEHHBIX MPENAPATOB.

13. Onucanue ombiTa TrOCYyIapcTB —  WIEHOB  EBpasuiickoro
PKOHOMHUYECKOTO COI03a W MEXKAYHApOJAHOrO ONBITa PETyJIUPOBAHUS
OTHOLICHHWM,  SBISIIOIIMXCSA  NpeaMeToM  npoekra  pemenHus  EOJK

(c 000CHOBaHMEM €T0 TPOTPECCUBHOCTH 1 MTPUMEHUMOCTH )



[Ipennaraemas penakuus TpeboBaHuii K OunoBerBepy
rapMOHU3MpPOBaHA C AaKTyallbHOM pepakuueidl buodapmareBTuyeckoit
KiIaccupuKallMd Ha OCHOBE cHCTeMbl OuoBeliBepa (Biopharmaceutics
Classification System-Based Biowaivers) (M9) MexayHapogHOro COBETa 110
rapMOHHU3AIMU TEXHUYECKUX TpeOOBaHUM K apMaleBTUUECKUM Ipenaparam
it Meauiuackoro npumenenus (ICH).

14. CBeneHust 0 MPOBENECHUHM MYyOJIMYHOIO OOCYXACHUS IPOEKTa
pemenust EQOK.

15. CBeneHust 0 3aKJIIOYEHUU 00 OLIEHKE PEryJIUPYIOIIEr0 BO3AEHCTBUS
Ha rpoekT pemrennss EQK

16. Unas wmHdopmanusi, OTHOCAIIAACS, O MHEHHUIO JernapTaMeHTa
EDK, 0TBETCTBEHHOIr0 3a MOATOTOBKY NpoekTa pemenus EDK, k ocHOBHbIM
cBelleHusiM o Tipoekte pemeHus EDK u (uam) o ero moaroToBke

[IpoexT pemenusi Komriccun BHECEH Ha paccMOTpeHre MUHHUCTEPCTBOM
3apaBooxpaHeHuss Poccuiickont @eneparuu. [Ipoekt pemeHus paccMOTpPEH U
omoOpeH paboueld Tpynmol 1o (HOPMHUPOBAHWIO OOMMX MMOJXOJOB K
pPEryJIMPOBaHUIO  OOpallleHus1  JICKAPCTBEHHBIX  CPEJICTB B paMKax
EBpa3uiickoro 3KOHOMHMYECKOIO COK03a, B COCTaB KOTOPOM  BXOIAT
MPEJICTABUTEIN  YMOJIHOMOYEHHBIX  OPraHOB  TOCYIApCTB-WIEHOB U
MIPEICTaBUTEIN OM3HEC-COOOIECTBa, a Takke HabmomarensiMu oT Pecyommku
VY36ekucran u Pecriyonuku Kyoa.

Penakius mpoekTa NPOXOAUT MapauIeNIbHYI0 OIICHKY B paMKax
HoTu(ukarmu  BceMupHOW  TOProBod  OpraHu3alii W pealld3aliu
Memopanayma O B3aMMONOHMMAHMM MEXAY EBpasMHUCKOW 3KOHOMHYECKOW
KoMmuccued u EBponeiickuMm pervoHalibHbIM Oropo BcemupHoil opranuzaiuu

31PaBOOXPAHEHMUSL.



