EBPA3UMCKASI SKOHOMUHYECKASI KOMUCCUS
COBET

PEINEHUWE

«22» mas 2025 r. Ne 34 r. MockBa

O BHecenun usMeHenuii B Pemenne Cosera EBpasuiickoii
IKOHOMUYECKOH KoMHccuu oT 3 HosiOpsa 2016 r. Ne 78

B coorBercTtBuM co cTathedt 7 CornameHus O €IMHBIX IIPUHLIMIAX
¥ npapuiax oOpallleHus JIEKapCTBEHHBIX CPEeJICTB B pamKkax EBpasuiickoro
SKOHOMHMYECKOro coro3a ot 23 nexabps 2014 roga u nyHktom 84
npunoxenuss Ne 1 k Permamenty pabotel EBpazuiickoil 3KOHOMUYECKOM
KOMHCCHHM,  yTBep:KiAeHHOMY  Pemenuem  Bricmiero  EBpasuiickoro
SKOHOMMYECKOro coBera oT 23 nexabdbpsa 2014 r. Ne 98, Coser EBpaswuiickoii
SKOHOMHYECKOW KOMUCCHH P e LI M JI:

1. Buectu B Pemienune Copera EBpasuiickoit 53KOHOMUYECKONH KOMUCCHH
or 3 Hos0ps 2016 1. Ne 78 «O IlpaBunax perucTpaldi U OSKCIEPTU3LI
JIEKAPCTBEHHBIX CPEACTB i1 MEOUIUHCKOIO IPUMEHEHUsS» HW3MEHEHUs
COIJIACHO MPUIIOKEHUIO.

2.Hacrosimee  PewreHwe  BcTymaer B CUY TI0  HCTEUEHMMU
30 KaJIeHAapHBIX JTHEH c JaThl ero oUIUATBEHOrO
ONyOIMKOBaHUS. [Tonoxxenus, Ipe1yCMOTPECHHBIE NOAMYHKTaMH

«BY»,  «I», «e», «», «p» U «C»  TyHKTAa 2 W3MEHEHM



(mpuyiockeHre K HacToslleMy — PelleHuro), pacnpocTpaHsioTcs  Ha

[IPaBOOTHOLIEHUS!, BO3HUKIIME ¢ 1 stuBapst 2024 1.

Yaensl Cosera EBpasuiickoil 2KOHOMHYECKOH KOMHCCHM:




[MTPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 22 mast 2025 1. Ne 34

N3IMEHEHMUNA,
BHocuMbIe B Pemenune CoBera EBpasuiickoit
IKOHOMHYECKON KoMUcCCHHU OT 3 HOs10pst 2016 r. Ne 78

1. B myHkTe 2:

a) MOJAMYHKT «I» JIOTOJHUTH CIOBAMHU «C HMPUMEHEHUEM MPOLEAYPHI,
ycra"oBieHHoU pasnenom XIII Ipasuiy;

0) MOJMYHKT <«J1» U3JI0KUTh B CIAEAYIOIIEH pelaKIiu:

«J1) pETUCTPALlUOHHBIE YJAOCTOBEPEHUS JIEKAPCTBEHHBIX IPENApaTOB,
BBIJIAHHBIE B COOTBETCTBUHM C 3aKOHOJATEJIILCTBOM TOCYAApCTB-WICHOB,
JNEUCTBUTEIBHBI 0 OKOHYAHUs CpOKa HUX JCUCTBHUS, NPELYCMOTPEHHOTO
MOJIIMTYHKTOM «B)» HACTOAIIETO MYyHKTA, 32 UCKJIIOUYEHUEM PErUCTPALIMOHHBIX
YIAOCTOBEPEHUM JIEKAPCTBEHHBIX MPENApaTOB, B OTHOUIEHHH KOTOPBIX
o 31 gexabps 2025 1. B YHNOJTHOMOYEHHBIM Oprad (dKCHEPTHYIO
opraHuzanuio) pedepeHTHOTO TOCyJapCTBa MPEACTABICHBI 3asBICHUS O
MPUBEJCHUN  PETUCTPALMOHHBIX JOChE JIEKAPCTBEHHBIX IPEINAPATOB,
3apErUCTPUPOBAHHBIX IO TMpaBWaM rOCyJapCTBa-4j€Ha, B COOTBETCTBHUE C
TPEeOOBAHUSIMU MEXIYHAPOHBIX JIOTOBOPOB M aKTOB, COCTABJISIONIMX MPABO
Coroza, ¢ MOpPUMEHEHHMEM IMPOLEAYpPHl, YyCTAaHOBJIEHHOW pazaenom XIII
Hacrossmux [IpaBun, Cpok JAEHUCTBUS KOTOPBIX YCTAHABIMBACTCA B
COOTBETCTBUHU C MOJIYHKTOM «€» HACTOAIIETO MYHKTA;»;

B) JIONIOJHUTH MOJITYHKTAMU «E» U «K» CIEIYIOIIEr0 COCpKaHuUs:

«€) NEUCTBUE PETUCTPAIIMOHHBIX YJIOCTOBEPEHUN JIEKapCTBEHHBIX
npenaparoB, B OTHOLIEHMM KoTopeix g0 31 jgexabps 2025 r.

B YIOJHOMOYEHHBIH Oprad (IKCIEPTHYIO OpraHu3anuio) pedhepeHTHOTO
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rocy1apCTBa MPEACTABICHBI 3asBICHUS O MPHUBEICHUU PETUCTPAMOHHBIX
JIOChE JICKAPCTBEHHBIX IPEMapaToB, 3apErUCTPUPOBAHHBIX MO IPaBUIIAM
roCyJapCTB-4JIEHOB, B COOTBETCTBHE C TPEeOOBAHUSIMH MEXKIYHAPOIHBIX
JIOTOBOPOB M aKTOB, cocTaBisiromux npaBo Coro3a, € MNPUMEHEHHUEM
MpOLEAYPhl, YyCTaHOBIEHHOU paznesnom XIII Hacrosammux IlpaBun, u B
OTHOIICHWM KOTOPBIX 3asIBUTEJIEM HE 3aBEPIICHA yKa3aHHas Mpoleaypa Io
COCTOSIHMIO Ha YKa3aHHYIO JaTy B pe()epeHTHOM rocy1apcTBe, MPOAJIEBAETCS
Ha NIEPHO]I MPOBEEHUS MPOIIEAYPhI, HO HE OoJiee YeM Ha 3 rojia B KaKJI0M U3
3asiBJICHHBIX T'OCYJIapCTB-YJICHOB C JaThl MOJa4u 3asBJIeHUs B pedepeHTHOe
rocyIapCTBO W JONOJHUTEIIBHO HAa MEPUOJ MPOBEACHUS YKA3aHHOMU
poIEAYphl B TOCYJIApCTBE MPU3HAHUSA, HO HE 0oJiee 4yeM Ha 2 Trojia C JaThl
MOJla4yd 3asBJICHUS B TOCYAapCTBO Npu3HaHUWA. lIpu 3TOM 3asBiIeHUE B
rocyJapCTBO MPU3HAHMS JOJDKHO OBITH MOJIAHO HE MO3/IHEE JAaThl UCTCUCHUS
3-7eTHEro CpoKa OT JIaThl M0/Iauu 3asiBICHUS B peepeHTHOE TOCYAapCTRO.

JleicTBHE  PETHCTPALMOHHBIX  YIOCTOBEPEHUM  JIEKAPCTBEHHBIX
npemnapaTroB, B OTHOIIEHMH  KOTOPBIX  MpoLEeAypa  NPUBEICHUS
PErUCTPAIMOHHOIO JI0ChE B COOTBETCTBUE C TPEOOBAHUSIMU MEXTYHAPOTHBIX
JOTOBOPOB W aKTOB, cocTaBisitommx mnpaBo (Coro3a, 3aBepllicHa B
pedepentnom rTocymapctBe g0 31 npexabps 2025 1., mpojsieBaeTcs B
3asBJICHHBIX TOCYyAAapCTBax NPU3HAHUS HA CPOK BBIITOJHCHUS MHPOLEAYPHI,
HO He Oosiee ueM Ha 2 roja HauuHas ¢ 31 gexadps 2025 r.;

) B  peecTpax  JICKAPCTBEHHBIX  CPEACTB  TOCYJapCTB-UYJICHOB
YIOJIHOMOYEHHBIE OpraHbl (OpraHu3aluy) BIpPaBe YKa3blBaTh CBEICHUS O
CTaTyCc€ PETrHCTpPalHM JIEKAPCTBEHHOI'O Mpernapara C y4eTOM ITOJOXKECHHUN
Hactosiux [IpaBuit 0 ero mpoaIeHUN. ».

2. B IlpaBunax peructpauvv U 3KCHEPTU3bI JEKAPCTBEHHBIX CPEICTB

I MCAUIUHCKOTO ITPUMCHCHHA, YTBECPIKACHHBIX YKA3aHHBIM Pemenuem:
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a)B mnyHKTe 14 cioBa «YNOJTHOMOYEHHBIH oOpraH (dKcHepTHas
opranuzanusi)  pedepeHTHOro  ToCyJapcTBay  3aMEHUTb  CJIOBaMU
«YTIOJTHOMOYEHHBIE OpraHbl (IKCIEPTHBIE OpraHU3alNu) pePEepeHTHOrO
rocyJapctBa M TrocyaapcTBa Npu3HaHus (B clydasX, MPEeAyCMOTPEHHBIX
nyHkroM 2.1.5 mnpunoxenus Ne 19 kx nHactosmmm IlpaBunam)», cioBo
«MPUCBAUBAET» 3aMEHUTH CJIOBOM «IPUCBAWBAIOT», CJIOBO «COOOIIACT
3aMEHUTH CIIOBOM «COOOIIAIOTY;

0)B nmynkTe 30 crmoBa «10 31 nexadpst 2024 r.» UCKITIOYUTS;

B) a03aIl IECTOM MyHKTa 66 U3JI0KUTh B CICAYIOMICH PeTaKIINM:

«3asiBUTEIIb BIIPABE MHUIIMUPOBATH MPOLENYPY BHECEHUS MU3MEHEHUU
B PErUCTPAllMOHHOE JO0Che JIEKAPCTBEHHOro Mpenapara B pedhepeHTHOM
rocy1apCTBE COTJIACHO MpuitoxkeHuto Ne 19 k Hactosimum [IpaBunam 10 natel
3aBEpUIEHUS MPOLEAYpPbl PETUCTPALMM B TOCYJIapCTBax IMpPU3HAHUS,
B KOTOPBIX 3Ta MPOIeAypa UHUIIMUPOBaHA. B 3TOM cirydae nociie 3aBepuieHust
OpPOLEAYpPbl PETUCTPAMM B TOCYJApPCTBE MPU3HAHUA 3asBUTENb JOJKECH
NpPEJCTaBUTh B YIOJHOMOYEHHBIM OpraH (PKCHEPTHYIO OpraHu3aluio)
rocyJlapcTBa MPU3HAHUS 3asBJICHUE O BHECEHUM W3MEHEHUM, OJI00PEHHBIX
pedepeHTHBIM TOCYIapCTBOM. »;

I) IpeUIOKEHUE TepBoe ab3ana IepBOro NyHKTa 66! 1omoaHuTsh
CJIOBaMH «H B MPOLIECCE YKA3aHHOU MTPOLEITYPhI»;

n)B nmyHkTe 126 uudpsr «140» 3amenuts nudpamu «260»;

e) B myHkre 147:

MpeaJIoKEHUE BTOpoe al3ama BTOPOTO JIOMOJHHUTH CJIOBAMHU «, 3a
VCKJIFOUEHUEM CITy4YaeB, MPEYCMOTPEHHBIX ITYHKTOM 2.1.5 npunoxenuns Ne 19
K HactosmmM [IpaBrimamy;

B a03alle TPETheM CJI0Ba «Havaja MpoIeaypbl MPU3HAHUS B 3asBJICHHBIX
rocyJapcTBax IPU3HAHUSA B COOTBETCTBUM C IYHKTOM 66' Hacrosmmx

HpaBI/IJ'I)) 3aMCHUTD CJIOBAMHU «1AaTbhl HHULUHUPOBAHUWA IIPOLCAYPbI B3AUMHOI'O
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MpU3HAHUS B rOoCyAapcTBe (rocyAapcTBax) MPU3HAHUS B COOTBETCTBUU C
nyHKTaMu 66 u 66! mHacrosmux IlpaBun M B IIPOLECCE YKA3aHHOM
MPOLETYPBI»;

) ab3arl mepBbIi MyHKTa 148 JOTOJHUTE IPEAJIOKEHUEM CIIETYIOIIErO
copepxkanusi:  «B  ciywasx, nOpeaycMOTpeHHbIX ~— myHKToM  2.1.5
npuitoxenus Ne 19 k nacrosiium [lpaBunam, geparensb perucTpauoOHHOTO
YAOCTOBEpEHUs  coobmaer o0  yKa3aHHBIX  CBEICHUSIX  TOJIBKO
YIOJIHOMOYEHHOMY OpraHy roCyJapcTBa NPU3HAHUS. »;

3) ab3all MATHIN MyHKTa 152 JOMOJHUTH MPESIOKEHUEM CIIEIYIOIIETO
comepxkanusi:  «B  ciywasx, nOpegycMOTpeHHbIX ~— myHKTOoM  2.1.5
npusioxkenuss Ne 19 k nacrosmum IIpaBunaMm, yka3zaHHOE€ MOATBEPKICHUE
HE TIPEJICTABIISIETCS. »;

1) B a03arle MepBOM MyHKTa 155 mociie CIoB «rocyaapcTBax MpU3HaAHUS)
JOTOJIHUTh CJIOBAaMU «, 3@ MCKIIOYEHHUEM CIIy4aeB, MPEIyCMOTPEHHBIX
nyHKTOM 2.1.5 npunoxenns Ne 19 k Hactosiuum [IpaBunam»;

K)B ab3aile mepBoM MyHKTa 156 ciioBa «pedepeHTHOro rocyaapcTBay
3aMEHUTH CJIOBAMU «TOCY/IapCTBa-WICHA,

) myHKT 159 nocre ab3ama AeBATOro JOMOJHUTH a03a1eM CIIeAYIOIIETO
COJICPKAHUSL:

«OTCYTCTBUE  JICMCTBYIOIIETO0  JOKYMEHTa,  MNOATBEPKIAIOIIETO
COOTBETCTBHE TPOU3BOJICTBEHHONW TIUIOMIAJKKU (IUIOMIAI0K) TpeOOBaHUSIM
HaJJIeKaIed MNpou3BOJCTBEHHON mnpakTuku Coro3a i JIEKApCTBEHHOTO
rpernapara, 3asiBJICHHOTO B COOTBETCTBUU ¢ MyHKTOM 30 Hactosmux [IpaBun
HA PETUCTPAIMI0O WM Ha TMPUBEICHHE B COOTBETCTBHE C TPeOOBaHUSIMHU
Coro3a, 1o UCTEYEHUH 3 JIET MOCJIe 3aBEPUICHUS] PETUCTPALIMOHHBIX MTPOLELYP
B OTHOIIEHUM JIGKAPCTBEHHBIX  IMpEMapaToB, IMPOU3BEJACHHBIX  Ha

MPOU3BOJICTBEHHOW  Iulomiajike (IUIONIaKax), BKJIKOYEHHOW B  IUIAH
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MIPOBEICHUS UHCIIEKIIUM B COOTBETCTBUM C MMyHKTOM 31 Hactosimux [IpaBu,
HO HE MPOIIEANICH HHCIICKIUIO. »;

M) B MOJIMYHKTE «0» MyHKTa 160 CIIOBO «IEBSITOM» 3aMEHHUTH CJIOBOM
«JIECSITOMY;

H) B nyHKTe 163 cnoBa «B pamkax Coro3a» UCKIIOUYUTH;

0) MYHKT 164 U3JI0XKUTH B CIEAYIONIEH peAaKIIUu:

«164. JIekapcTBeHHBIE Npenaparbl, NPOU3BEACHHBIE HA TEPPUTOPUU
TPETHHUX CTPaH U BBE3EHHBIE HA TAMOXXEHHYIO0 TeppuToputo Coro3a B Mepuos
JNEUCTBUSL PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS, B OTHOIIEHUH KOTOPBIX HE
MOJaHO B pepepeHTHOE TOCYAAapCTBO 3asBICEHHE O TMPUBEACHUU B
cooTBeTcTBUE C TpeboBanusiMu Coro3a ¢ NPUMEHEHUEM MPOLEIYPHI,
ycraHoBieHHON pasaenoM XIII Hacrosmmx I[lpaBui, peamusyrorcs mocie
31 nexabpst 2025 r. Ha TEPPUTOPHUU ITOTO TOCYAAPCTBA-WICHA B COOTBETCTBUU
C 3aKOHOAATEIBCTBOM JIAHHOTO TOCY/IapCTBa-UJICHA.»;

) TYHKT 165 1onoaHuTh ab3a1eM Caeayroniero CoaepKaHus:

«B rocymapcTBax-ujieHax paspemaectcs peanu3alus JIEKapCTBEHHBIX
MpernaparoB, CPOK ACHCTBUSI PETUCTPAIIMOHHBIX YJIOCTOBEPEHUM KOTOPBIX
MPOJIJIEH HA MEPUOJ 10 IPUBEIICHUS B COOTBETCTBUE ¢ TpeboBanusamu Coro3za
B KaXJIOM U3 TOCYJIapCTB-WICHOB B COOTBETCTBHUH C TOJIOXKECHUSMHU
noAnyHkra «e» myHkta 2 Pemenust Coera EBpa3uiickoil 3KOHOMHUYECKOM
komuccur ot 3 HosiOps 2016 1. Noe 78 «O IlpaBumax peructpaiuu u
AKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB [JII MEAUIIMHCKOTO TMPUMEHEHUS»
(manee — Pemenue CoBeta), 10 OKOHYAHHUS CPOKA TOJHOCTH (CpOKA XPaHEHHUS])
ATUX JICKAPCTBEHHBIX MpenapaToB.y;

p) nyHKT 170 U3710KUTh B CIEAYIONMICH PeAaKIIUN:

«170. 3asiBIeHHEe O TPUBEICHUU B COOTBETCTBHE C TPEOOBAHUIMU
Corw3a  perucTpaluroOHHOIO JIOCBE  JIEKAPCTBEHHOI'O npermnapara,

34apPCTUCTPUPOBAHHOI'O 110 IIpaBHJIaM TIOCyHdapCTB-4JICHOB, JOJIXKHO OBITH
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IPEACTABICHO B YIOJHOMOYEHHBIM OpraH (PKCIEPTHYK OpraHU3ALMIO)
pedepenTHoro rocynapcersa o 31 gexadps 2025 r.

YTIOMTHOMOYEHHBIN OpraH (dKCHEepTHAsl opraHu3aius) pedepeHTHOro
rocyJapctBa B TeueHue 5 pabouyux aHe HMHGOPMHUPYET O 3asIBICHUSX O
IPUBEJECHUN B COOTBETCTBHE C TpeOoBaHUAMH (Co0r03a PErucTpalliOHHOTO
JIOChE JIEKAPCTBEHHOIO IpernapaTa, MoJaHHbIX 0 COCTOSIHUIO Ha 31 nexalps
2025 r., ynoJIHOMOYEHHbIE OpraHbl (3KCIEPTHBIE OPTraHU3aI[M1) IOCY1apCTB-
YJIICHOB, YKA3aHHBIX B 3asBJICHUM B KA4ECTBE T'OCYJApCTB IPU3HAHUSA, U B
NOCJIETYIOIEM O IPUHUMAEMBIX PELIEHUSX B IEPUO]L IPOBEACHUS IPOLIEYPbI
PUBEAICHUS B COOTBETCTBHE ¢ TpeboBaHusaMu Coro3a.

B ciyuae oTka3a B IpUBEIEHUH B COOTBETCTBHE ¢ TpeOoBaHusAMHU Coro3a
WIM B CITy4ae OT3bIBA 3asIBUTEJIEM 3asBJICHUS O IPUBEJICHUU B COOTBETCTBUE C
TpeOoBanusiMu Coroza B pedEepeHTHOM TOCYJapCTBE 3asBUTENb JIOJKEH
npOMH(OPMHUPOBATH YIOJIHOMOUYEHHBIE OpraHbl (3KCHEPTHbIE OpraHU3aluu)
roCyAapcTB IPU3HAHUS, YKA3aHHBIX B 3aBJIICHUH, O JATbHEHIINX HAMEPEHUSAX
B OTHOLIEHWH PETUCTPALIMOHHOIO JOCHE ITOT0 JEKAPCTBEHHOIO Mpenapara.

B nepuoa mpoBedeHUss mpoueaypbl MPUBEACHUS B COOTBETCTBHE C
TpeboBanusiMu Coro3a (B TOM YHUCIE NP MPOBEACHUN MPOLEAYPhl BHECEHUS
U3MEHEHUN B PErUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO Mperapara,
npeaycMoTpeHHou npuiioxkenueM Ne 19 k Hacrosium [IpaBuam) nerictBue
PErMCTPALIMOHHOTO  YAOCTOBEPEHHUS, BBIJIAHHOTO B  COOTBETCTBUU C
3aKOHOJATEIBCTBOM  TOCYJAapCTBa-wiI€Ha, B  KOTOPOE  IPEIACTaBICHO
3as1BJICHUE, B JAHHOM I'OCYJIapCTBE-WICHE U B IPYTHX IOCyAapCTBax-4ieHax,
yKa3aHHbIX B Tpade «uHbIe TOCydapcTBa — 4WieHbl EBpa3uiickoro
PKOHOMHUYECKOIO COI03a JIJIsl OIaYu 3asiBICHUS (P HAJUYUH)» B 3asIBJICHUN
no gopme, mpeaycMoTpeHHOM npuioxxkenueMm Ne 2 k HactosimuMm [IpaBunam,

npoajIcBaAcTCs Ha CpPOKHU, MNPCAYCMOTPCHHBLIC IOAIIYHKTOM <«C» ITYHKTA 2
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Pemenns CoBera, B KaXXKAOM M3 rOCYJapCTB-YJICHOB, TAE€ JaHHBIM Mpernapar
3apETUCTPUPOBAH B COOTBETCTBHUU C €r0 3aKOHOJIATEIBCTBOM. »;

c) B myHKTe 172:

a03a1l TPETHI U3JI0OKHUTh B CICAYIOIIEH peaaKIIuu:

«JlomyckaeTrcs BHECEHME 3asiBUTEIIEM M3MEHEHUW II0 TMPOLEeaype,
npeaycMoTpeHHon npuioxkenuem Ne 19  k  wHacrosmum  [IpaBunam,
0 OKOHYAaHUU MPOIEAYpbl MPUBEICHUS B COOTBETCTBUE C TPEOOBAHUSIMHU
Coro3a B peepeHTHOM TOCYyAapCTBE JI0 NaThl MHUIIUUPOBAHUS MPOLETYPhI
B3aMMHOT'0 MIPU3HAHUS U B MPOLECCE YKA3aHHOM MPOUEAYPhl B TOCYJApPCTBE
(rocymapcTBax) Mpu3HaHUA (10 WM TMOCIE MOJAaYdM COOTBETCTBYIOLIETO
3asBJICHUS B YINOJHOMOYEHHBIE OpraHbl (9KCIEPTHBIC OpPTraHU3AINN)
rocyJlapcTBa MIpU3HAHUSA).»;

JIOTIONTHUTH a03allaMy CIIETYIONIEro COACPKaHUS:

«B 3THX ciyyasx mociie 3aBepIIeHUs MPOLEAypPhl B3aUMHOTO MPU3HAHUS
B T[OCyJapCTBE€  NpPU3HAHUA  3aiBUTEIb  JOJDKEH  MPEICTaBUTH
B YIOJHOMOYEHHBIA OpraH (9KCIEPTHYI OpPTraHU3alMI0) TOCyJdapcTBa
MIPU3HAHUS 3asBJICHUE O BHECEHUU U3MEHEHUM, KOTOpPhIC HE ObLIM BHECCHBI
B PETUCTPAIMOHHOE JIOChE B peepEeHTHOM TOCYAapCTBE 10 UHUITUUPOBAHUS
OpOoUEAYypbl B3aWMMHOIO MPU3HAHUS B ToOCydapcTBe (rocylapcTBax)
MPU3HAHUA.

[lo cormacoBaHui ¢ YIOJIHOMOYEHHBIM OpPraHoM (3KCIEPTHOM
OpraHu3alueil) rocy1apcTBa MPU3HAHUS 3asIBUTENIb BO BPEMsl MPOBEACHUS
MPOLEAYPbl B3AMMHOIO MTPU3HAHUS B TOCYIapCTBE (rOCY1apCTBaX) MPU3HAHUS
BIIPAaBE TOJAaTh 3asBICHHE O BHECEHWHW H3MCHCHHM, KOTOphIE HE ObLIN
BHECEHBI B PETHCTPAIIMOHHOE JJOChE B PePEPEHTHOM TOCYIapCTBE.»;

T) ab3a1] BTOpoil myHKTa 174 mpu3HaTh yTPATUBIIUM CHITY;
y)B myHkTe 180:

a03all epBbIi U3JI0KUTh B CIEAYIONICH peIaKIIUM:
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«180. Eciin o pe3yJsibTaTaM MPOBEACHUS YKCIIEPTU3BI JICKAPCTBEHHOTO
npenapara yrnoiHOMOYEHHBIM OpraHoM pe(epeHTHOIO roCcy1apcTBa MPUHATO
MOJIOKUTENBHOE PEIICHHE O COOTBETCTBUU PETUCTPALMOHHOIO JIOCHE
JIEKapCTBEHHOrO0  Tmpemapara  TpeOoBaHusAM  Hactosmmx  [IpaBui,
YIOJHOMOYEHHBI  OpraH  pepepeHTHOro  rocyJapcTtBa B CpOK,
He npeBbimaronmi 10 pabouux gHEN ¢ JaThl TPUHATHUS PEIICHUS, BBIIACT
3a5BUTEINII0 PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIperapara
no ¢opme cormacHo npwioxkeHuto Ne 17 k nHactosmmm [lpaBumnam,
ytBepxkaeHHble OXJIII, WMHCTPpYKIMIO 1O MEAUIMUHCKOMY MPUMEHEHHIO,
HOPMATUBHBIN JOKYMEHT I10 KQ4ECTBY, MAKEThl YIIAKOBOK, SKCIIEPTHBINA OTYET
00 oneHke (MpU HEOOXOAMMOCTH 3asgBUTEIIO BBIAIOTCA YTBEPKICHHbIC
OXJIII, uHCTpYKIMSA IO MEAMUMHCKOMY NPUMEHEHHUIO U MAKEThl YIIAaKOBOK
JIEKapCTBEHHOTO TIpernapara Ha TOCYJapCTBEHHOM S3bIKE pedepeHTHOro
rocyJlapcTBa), pE3IOME COTJIACOBAHHOI'O IUIAHA YIMPABJIEHUS PUCKAMH
(mpu HEOOXOAMMOCTH) U BHOCUT CBEJICHUSI O PETUCTpAIUU JIEKAPCTBEHHOTO
Ipernapara B €IMHbIN PEECTP.»;

B al3alle TpPEeTbeM CJIOBO «IOMYCKAIOTCS» 3aMEHUTh CIIOBOM
«JIOMyCKAaeTCs», CJIoBa «(IaToll NPUBEIECHHS CUMUTAETCS JlaTa BHECEHUS
COOTBETCTBYIOIIUX CBEJICHHUI B €IMHBII PEECTP)» 3aMEHUTH CIIOBaMU «(1aTOM
3aBEpICHUs] TPOIEAYPhl TMPUBEACHHUS B COOTBETCTBHE C TpeOOBaHUSIMU
Coro3a B KaJI0OM OTZIEJIbHOM T'OCYJIapCTBE-WICHE, YKa3aHHOM B 3asIBJICHUH B
cooTBeTcTBUM ¢ nyHKTOM 170 Hactosmux IlpaBun, cuuraercss para,
yKa3aHHasT B  PETHUCTPAMOHHOM  YJIOCTOBEPEHHMHM  JIEKAPCTBEHHOTO
npernapara)y;

nocJie ab3aia TpeThero AOMOJIHUTH a03alleM CIEIYIOIIET0 COAEPKaHuUs:

«B mepuon mpoBeneHus MNpoUEAypbl MPUBEICHUS B COOTBETCTBHUE C

Tpe6OBaHI/I$IMI/I Coroza HOITYCKACTCs O6paHI€HI/I€ JICKAPCTBCHHOT'O IIpCIiapara
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C PErucTpallOHHBIM YJAOCTOBEPEHUEM, BBIJAHHBIM B COOTBETCTBUH C
3aKOHOJATEIBCTBOM IOCYAapCTBA-YJIECHA. »;

¢) B ab6z3ame TperbeM nyHKTa 184 mocie cinoB «31 aexadbps 2025 r.»
JOTIOJIHUTh CJIOBAMU «B COOTBETCTBUHU C MPOLEIYPOM, YCTAHOBIEHHOU
pazaenom XIII HacTosamux [Ipasuit.;

X)B nyHKTe 185:

cnoBo «Coro3a,» 3aMeHUTh ciaoBamu «Coro3a cornacHo pazzeny XIII
HacTosAmmx [Ipasui,»;

JOTIOJIHUTB IIPEIUIOKEHUEM CIENYIOWEro coaepxkanusa: «B ciydae
nojayd B pEePEpPeHTHOE TrOCYJapCTBO 3asBICHHUS O MPUBEICHUU B
cooTBeTcTBUE C TpeOoBanusiMu Coro3a € MNPUMEHEHUEM MPOLEAYPHI,
yctanoBsieHHOU pazaenom XIII macrosmux [Ipaun, no 31 nexadps 2025 r.
BHECCHUE H3MCHEHUU B PETUCTPALMOHHBIE JOCHE TAKUX JIEKAPCTBEHHBIX
pernapaToB, CPOPMUPOBAHHBIE B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM
rOCyJapCTB-4JICHOB,  OCYLIECTBIISIETCS  COIVIACHO  3aKOHOJATEIbCTBY
rOCyJapCTB-YJICHOB 10 OKOHYAHUS CPOKA IEMCTBUS TAKUX PETUCTPALIMOHHBIX
YAOCTOBEPEHU, B COOTBETCTBHUU C IOJIYHKTOM «e» NyHKTa 2 Pemenus
Cosera.»;

11) ab3a1 BTOpoi myHKTa 186 U3II0KUTh B CICAYIOIICH PeIaKIINM:

«/Jlomyckaercs peann3anys JIEKapCTBEHHBIX IIPENAapaTOB, BITYIIEHHBIX
B oOpallleHHe Ha TEePPUTOPUU TOCYJapCTBa-ujeHa B MEPHOJ MPOBEIACHUS
npolenypsl NpPUBEACHUS B COOTBETCTBHE C TpeOoBaHusiMu Coro3a, Ha
OCHOBAaHHWM PETHUCTPALIMOHHOTO yAOCTOBEPEHUS, BBIJTAHHOTO B COOTBETCTBUU
C 3aKOHOJIaTEeIbCTBOM TIOCYyAapCcTBa-ujeHa, W (WUJU) COOTBETCTBYIOIIUX
CBEJICHMM, YKa3aHHBIX B PEECTPaxX roCyAapCTB-YJICHOB.)».

3. ITpunoxenune Ne 16 k ykazanHbIM [IpaBunam U310KUTh B CIEAYIOIIEN

peIaKIuu:
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«ITPMJIOXKXEHHE Ne 16

K IIpaBunam perucrpauuu
Y DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEIICTB
JUI METUIIUHCKOTO TPUMEHECHUS
(B penakuuu Pemenus Coseta

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 22 mas 2025 r. Ne 34)

(bopma)

DKCHEPTHBLIA OTYET
00 oneHKe 0e30MaCHOCTH, 3P PEKTUBHOCTH M KA4YeCTBA

(HaMEHOBaHUE HKCIEPTHON OpraHu3alluy TocyAapcTBa — YjieHa
EBpa3suiickoro ’KOHOMMYECKOT'O COK03a)

YTBEPXJIAIO

(momxHocTh 1 @. U. O. pykoBoaurens
9KCIIEPTHON OpraHU3aluN)

(moamuce)

or JJILMM.ITIT

MII

OKCIEPTHBIA OTYET
00 oneHke 0e30macHOCTH, 3HPEKTUBHOCTH U KaueCTBa

(TOpFOBOC HaI/IMeHOBaHI/IC)

(;mexapcTBeHHas (hopMa M JO3UPOBKA)

(MHH (npu Hanmuuum) uiam o0menpuHsaToe (TPYINITUPOBOYHOER)
100 XUMUYECKOe HAaUMEHOBaHUE)

3aaBienue Neo maTa
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3asaBUTED

Jlara otuyera

TUTYJIbHAS CTPAHULIA

ToproBoe HanMeHOBaHHE JIEKAPCTBEHHOTO IIpenapaTa
B pe)epeHTHOM TOCyIapCTBE M B TOCYAapCTBAX
npu3HaHus (B cliydae OTINYHS)

MHH (npu Hasinuum) win oOIENPUHATOE
(TpyIImUpPOBOYHOE) TUOO0 XUMUYECKOE HANMEHOBaHHE
JICVCTBYIOIIETO BEIIECTBA

®dapmakoTeparneBTruueckas rpynna (kog ATX)

JlexapcTBeHnHas popma, 103UpOBKa (I03UPOBKU) U
dbopma (popmbi) BeITTyCKa

PedepentHoe rocynapctso

HaumeHoBaHHe U ajipec epiKaTeis perucTPariiOHHOTO
yIIOCTOBEPEHUS B pePEPEHTHOM TOCYAapPCTBE

PeructpaliuoHHBIN HOMEp U JlaTa pETUCTPAIlUOHHOTO
YIOCTOBEpEHUS B pe(epeHTHOM rOCyaapCTBE

JlaTa 1 HOMep NEepBOro PErUCTPALMOHHOTO
YIOCTOBEPEHUS, BBIIAHHOTO pehepEeHTHBIM
rocyJ1apCcTBOM

['ocynapcTBa npu3HaHUs

HaunMeHoBaHue U agpec aepkaresis perucTpaliuoOHHOro
YIOCTOBEPEHUS B TOCyAapCTBaX MPU3HAHUS

CBeneHus 0 perucTpaluy B rocy/1apcTBax MpU3HaHUS,
YKa3aHHBIX B 3asBJICHUH

Peructpauronnsiii HoMep (HOMepa) U 1aTa
PErUCTPAlMOHHOTO YAOCTOBEPEHUS (YIOCTOBEPEHUIN) B
rocyJapcTse (rocy1apcTBax) Npu3HaHUs

(rpu Hanmuum)>

HanmMeHnoBaHue u agpec npou3BOIUTENS
JIEKapCTBEHHOTI'O ITpenapara (Bce MpOU3BOACTBEHHBIE
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IUIOLIA/IKH, YYaCTBYIOIIME B IIPOLIECCE IIPOU3BOACTBA
JIEKapCTBEHHOT'O Ipernapara (BKJII04asi paCTBOPUTEIN),
C YKa3aHHEM CTaJuil IPOU3BOICTBEHHOIO IIpoLiecca), B
TOM YHCJIE OCYLIECTBISIOIIErO BBITYCKAIOIIHIMA
KOHTPOJIb Ka4€eCTBA (BBIITYCK CEPHH)

1. 3anonHseTcs pU MepBUYHOM O(OPMIICHUH OTUYETA.
2. 3anoiHseTCs B paMKax akTyalu3allu MPU BHECEHUH U3MEHEHU, TPEOYIOmUX

IMPOBCACHUS SKCIICPTUI3LI.

[Tpumeuanue. Madopmarus, cozeprKalascs HAa  TUTYJBHOM JIUCTE,
aKTyallu3UpyeTcsl MpPU BHECECHUU W3MEHEHUM, 3aTparuBarolInX

COoACPKalMCCss B HEM CBECACHMU .
HpI/I AKTyaJIn3alyy OKCIICPTHOIO OTUYCTA 3aIIOJIHACTCA TPITy.TIBHBIﬁ

JUCT mpu HeoOxomumoctu, pazaen «llepeuenp npouenyp» u

COOTBCTCTBYIOIICC IIPUIIOKCHUC.
B COOTBCTCTBYIOIICM IIPUIOKCHHUN 3aIIOJIHCHHUIO IIOIJICIKAT

Pa3acCiibl, Tp€6y1-OIHI/I€ AKTyaJIu3alum.



13

I[IEPEYEHDL
poIEaYyp, MOJAHHBIX B pehepeHTHOE rocyAapCcTBO (BHECEHUE U3MEHEHUH,
MOJTBEPKJICHUE PETUCTPALINU (TIEPEPETUCTPAIUH)) TTOCIIE PETUCTPALIUU
JIEKAPCTBEHHOTO MpenapaTa Uiu MPUBEICHUS PErUCTPAMOHHOIO 10ChE
JIEKapCTBEHHOIO MperapaTa B COOTBETCTBUE C TPEOOBAHUSIMU
EBpa3zuiickoro 3kOHOMHUYECKOTO COH03a

Nnentuduxarnmonnsiii | HaumenoBanwue, Pemenune Howmep npunoxenus,
HOMED 3asIBJICHHUS, TUN 1 KpaTkoe | (MOJIOKUTETbHOE/ COJZIEPIKAILETO
BEpCHS ONMCaHUE OTPULIATEIBHOE) | aKTyaJIM3UPOBAHHbBIC
PErUCTPALMOHHOTO BHOCHMBIX YaCTH dKCIIEPTHOTO
JIOChE U3MEHEHUUN WIN oTyera
uHbopmaIus o
IIOATBEPKIACHUN
perucrpanuu

*
Tabnuua HamoJHSETCS B TEYEHUE BCETO JKU3HEHHOTO IUKJIA JIEKAPCTBEHHOTO
npenapara.

I. IlosicHuTEeNnbHAA 3anIMCKA

OKCHEpPTHBIM OTYET MOJATOTOBJIEH B COOTBETCTBUM C <IIYHKTOM 60>,
<nyHktoMm 178> I[IpaBuii peructpaiuu u 3KCIepTU3bI JIEKAPCTBEHHBIX CPEJICTB
JUIsT MEIMIMHCKOTO TpPUMEHEHHUs, yTBepkIeHHbIX Pemenuem CoBera
EBpa3zuiickoil sxoHOMu4ecKkoi komuccuu ot 3 Hos0pst 2016 r. Ne 78 (nanee —
[IpaBuna perucrpaliu M OSKCHEPTU3bI), MO pe3yJibTaTaM MPOBEICHHON
DKCIEPTU3bl JOKYMEHTOB PETHCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO
npenapara B LeJISIX pecucmpayuu 8 COOmeemcmesuu ¢ npoyeodypou 63aumMHoO20
npusHanus | pecucmpayuu no 0eyeHmpanu308arnHol npoyeoype / npuseodeHus
pe2ucmpayuoHHo20 0ocbe 6 coomeemcmeue ¢ mpebosanuamu Eepazutickozo
9KOHOMUYECKO20  COM03d / NPUBEOeHUs  pecUCMPAYyUOHHO2O0  00Cbe 8

coomeemcmeue c mp€606aHl/l}ZMl/l E6p6131/l2267<020 IKOHOMUUYECKO20 Ccor3a c
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0@H06p€M€HHbZM gHeceHuemM U3MeHeHUl 6 pecucmpayuoHHroe docve B paMKax

3asiBJICHUS (3asIBJICHUI) OT Ne

II.1. O nekapcTBEHHOM Ipenapare

I1.1.1. Mexauusm aencTBus

I1.1.2. ®apmakonoruyeckas kKiaccupurkanus

I1.1.3. 3asBneHHbIE TOKa3aHUSA U PEKOMEHAALMH 110 TPUMEHEHUIO

<I03UpOBKa (B TOM WYHCIIE CTPATErus YHOPABJICHUS BO3MOXKHBIM
pHUCKOM)>

I1.1.4. Cnenumanbubie (apMaKOIOTUYECKHUE ACTICKTHI

<(mpu HamU4YuM) (HapuMep, HOBBIM CIOCOO BBEICHUS U T. I1.)>

I1.2. O6mume cBeneHHus O MPEACTABICHHOM PETUCTPALMOHHOM JOChE
JIEKapCTBEHHOIO Mpernapara

Ha pary yTBepKIeHMS SKCHEPTHOTO OT4YETa AaKTYyaJIbHOW BEPCUEU
(moclie10BaTeNbHOCTHIO) PETUCTPALIMOHHOTO Jocke siBisieTcs 000n.

Perucrpanmonnoe gocbe conepkut moayiu 1 —35 (1 —3).

<YKaxuTe, CYNTAETCS IEUCTBYIOIIEE BEUIECTBO HOBBIM MJIA HET>

</l 3as1BJICHUH, IOJABAEMBIX B COOTBETCTBUH C IMyHKTaMu 14.4 u 15.2
npuioxenuss Ne 1 k [IpaBunam peructpanuu u 3KcnepTU3bl (YIPOILIEHHOE
JI0ChE): B JAHHOM paszelic HEeOOXOJMMO TMPEICTaBUTh JOKYMEHT B
COOTBETCTBUU C pazaenoMm 1.8.2.5 perucTpalmoHHOrO J0Ch€ C KpPATKUM
00001IeHneM OCHOBaHUN W (PAKTOB, HUCMOJB3YEMBIX JJISi MOATBEPKICHUS
TOTO, YTO TNPUMEHEHHE BEIIECTB, BXOISIIMX B COCTaB JIEKAPCTBEHHOTO
nmpenapara, XOpoIio U3y4eHO, UMEET MPUEMIIEMbIIl YPOBEHb 0€30MaCHOCTH U
npu3HaHHyl0 3¢ @dexTuBHOCTh. HeoOxoammo mpuBECTH YETKOE HAydHOE
O0OOCHOBaHME  JOMYCTUMOCTH OTKa3a OT TMPOBEACHHUS  HEKOTOPBIX
UCCIEIOBAHNI. >

<[5 3asiBNIEHM, OJ1aBa€MBbIX JIJIsl BOCIPOU3BEAECHHBIX JIEKAPCTBEHHBIX

npenapaTroB: B JaHHOM pazjeie HE0OXOAUMMO MPEACTaBUTh JOKYMEHT
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B COOTBETCTBUU C pazaenoM 1.8.2.6 perucTpaiimoHHOTO JOChE C KPATKUM
00001IeHHeM OCHOBaHUN W (PAKTOB, HUCMOJB3YEMBIX JJISI MOATBEPHKICHUS
TOrO, YTO JIEKAPCTBEHHBIM TMpemnapaT IMPAKTUUYECKU OSKBUBAJIICHTEH
3apEruCTPUPOBAaHHOMY OPUTMHAIBHOMY Ipenapary.>

<VKaxute, Npe/ICTaBUJI 3asIBUTEJIb TJIaH yIPABICHUS PUCKAMU WUJIU HET
(eciu IPUMEHUMO )>

<IIpencraBbTe NporpaMmy KIMHUYECKON pa3paOdOTKU JIEKApCTBEHHOTO
npemnapara M JalTe COOTBETCTBYIOIIME KOMMEHTApUM C TOYKHA 3PCHUS
NPEUIOKEHHBIX TOKA3aHUM K MPUMEHEHHUIO U TO3UPOBKH (€CIU MPUMEHUMO )>

<YKaxute, MNPOBOAWIOCH HAYYHOE KOHCYJIbTUPOBAHUE (eciu Ja,
YKOKHUTE J1aTy TPOBEJCHUSI) UM HET, a TAKXKE BBITIOJIHWII 3asBUTENb JTAHHBIC
€My peKOMEHIaluu WId HET>

<Vkaxute, COOJIOACHBI 3asABUTEIEM TpeOOBaHUS aKTOB OPraHoOB
EBpa3uiickoro 3KOHOMHUYECKOTO COr03a B chepe oOpalieHus J1eKapCTBEHHBIX
CPEACTB WUJIA HET>

<YKaxuTe Haluyue MU HEoOXOAUMOCTh pPa3pabdOTKU MPUMEHEHUS
JIEKApCTBEHHOI'O Mperapara B MeIUaTpUM, a TaKKe B APYTUX CHEIUATbHbBIX
NONyJISINUAX (JIFOJY MOXKUJIOT0 BO3pacTa, My KUYUHBI, )KECHIIUHBI, STHUYECKHE
MEHBIIIMHCTBA)>

I1.3. O0mue cBeneHuss O COONIOAECHUM TPEOOBAHMM HaJJIEKaIICH
npou3BoAcTBeHHOM npakTuku (GMP), Haanexaniei 1a00paTtopHOM MPaKTUKU
(GLP), magnexamiedt wxiuHudecko mnpaktuku (GCP) u coriacoBaHHBIX
TUYECKUX NPUHIUIIOB

I1.3.1. Hanuuue mnoarBepxkaeHus coOmtojeHus TpeOoBanuit IlpaBui
HAIJICKAIIEH MPOU3BOJACTBEHHOW MPAKTUKH EBpa3zuMiCKOro 3KOHOMHUYECKOTO
coro3a, yTBepxkaeHHbIX Pemenuem CoBeta EBpasuiiCKOll 3KOHOMHYECKOM
KoMuccuu OT 3 HOsiOps1 2016 1. No 77, B OTHOIIIEHUHU JAHHOTO JIEKAPCTBEHHOTO

npenapara Ha Y4YacTKax, OCYIIECTBIISIIOINIMX MPOM3BOJCTBO TOTOBOM
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JIEKapCTBEHHOW (OPMBI W BBIMTyCKAIOMINN KOHTPOJb KadecTBa (BBIMYCK
cepun).

AKTyanbHbIE CBEJCHUS O HAMMEHOBAaHWUU TPOU3BOJAMUTENS U MeECTe
IIPOU3BOJICTBA YKa3aHbl HA TUTYJILHOM CTpaHUIIE OTYETA.

B perucrpaninoHHOM J0Che MPENCTABICHO 3aKitoueHue (cepTudukar)

YHOJIHOMOYCHHOI'O OpraHa rocyaapCrBa —

yieHa  EBpa3suMMCKOro  SKOHOMMYECKOIO  COK3a O  COOTBETCTBHHM
MIPOU3BOJICTBEHHOM TJIOIIAIKA (IpOU3BOJACTBEHHBIX IJIOIIAJIOK ),
OCYIIECTBIISIFOIIEH  3Tallbl MPOU3BOACTBA JICKAPCTBEHHOTO IIperapara,
TpeOOBaHUSIM  HaJJIeXkKaleld  npousBojcTBeHHOW  mpaktuku  (GMP)

Ne (maTa BeIIAYM , CDOK JIEVCTBUS ).

I1.3.2. IlpencraBineHHble B COCTABE  PETUCTPALMOHHOIO  JTOCHE
JIOKYMEHTBI U JaHHbIE noomaeepacoaom | He noomeepaicoarom COOTIOICHNE
3asBUTEIEM TpeOoBaHMM Haanexamed jgabopartopHort mpaktuku (GLP),
Hajexanen kinHndecko npaktuku (GCP) m corimacoBaHHBIX 3TUYECKHUX
MIPUHIIUIIOB.

I1.3.3. HeoOxonumMocTh ~ MPOBEACHUSI ~ MHCIEKIMNA  HaJJiexalen
npou3BoAcTBeHHOM npakTuku (GMP), Haamexareit 1ab0paTopHOM MTPaAKTUKU
(GLP), nagnexanied xiuHudeckod mnpaktuku (GCP) u corimacoBaHHBIX
ATUYECKUX MPUHIHUIIOB OTCYTCTBYET.

[I1. HayuHsbrit 0630p 1 00CyX)aeHue

<JlekapCTBEHHBIM mpenapar BBIITyCKaeTca B (opme
, COZIepKaIlero/coaepKamimux B KQYECTBE JICMCTBYIOLIETO
BeIIICCTBA.>

<JlekapcTBeHHBIM  mpenapaT MPEACTABISIET  COOOM -

(OHI/ICEIHI/IG BHCIIHETO BI/II[a). HeKapCTBeHHBIﬁ npenapar BbIITYCKACTCA

___(omucanue nepBUYHON U BTOPUYHOM YITaKOBOK).>
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III.1. AcriekThl KauecTBa

III.1.1. AktuBHas gapmaneBruyeckas cyocranuus (ADC)

HanmenoBanne AD®C, npou3BOANTENb, CTPAHA TPOU3BOJICTBA.

III.1.1.1. Xumuko-dapmaiieBTHYECKas TOKYMEHTAIIU U 00IIee pe3roMe
o kauectsy ADC

<Xumuko-(papmaneBTHYeCKass AOKyMEHTalus M oOllee pe3toMe I0
KadyecTBy B OTHOmEHUH ADC IIPOU3BOJCTBA UMEIOT
MPUEMIIEMOE KAdye€CTBO C TOYKM 3PEHUSA JACHUCTBYIOIIMX HOPMATHBHBIX
TpeboBaHuii.>

III.1.1.2. ITpou3BOACTBO U onKcaHue XapakTepucTuk ADPC

<IIpencrasnena undopmanus o npouecce npousBoacTtsa APC u ero
pa3paboTKe, MPUBEAEHbI CBEJACHUS O BaTMJALMU MPOLECccCa MPOU3BOJCTBA
A®C. TlpencraBieHHble MaTepuaibl CBUAECTEILCTBYIOT 00 aJCKBATHOCTH U
BOCITPOM3BOJMMOCTH MpOLECca TPOU3BOCTBA.

Crpyktypa A®C  mnoaTrBepXKIeHa  METOJaMHU

[IpeacraBiensl  CBEAEHHS O  XapakTEPUCTUKAX  (hapMaleBTUUYECKOM
cyOCTaHLMM, BKJIKOYash JaHHbIE O POJACTBEHHBIX COCJUHEHUAX U
NOTEHLMATBHBIX MpuUMecsX cuHre3a. llpoduns npumecein sBiseTcs
MIPUEMIIEMBIM. >

<[lns  akTtuBHOM  (papmarieBTUYECKOW  CyOCTaHIIMU
IIPOU3BOJICTBA NpeACTaBieH  CepTU(PHUKAT  COOTBETCTBUS
EBponeiickoii ¢papmakoriee CEP Ne , BbLIaHHBIA EBponenckum
JUPEKTOPATOM I10 Ka4ECTBY JIEKAPCTBEHHBIX CPEACTB.>

<IIpomecc mNpOM3BOACTBA, BHYTPUIIPOM3BOACTBEHHBIM KOHTPOJIb H
KOHTpoJb  KadectBa A®DC  OCyHIECTBISIOTCSI B COOTBETCTBHUM  C
BAJIMIUPOBAHHBIMU  MPOLIEAYPAMH, YTO IOATBEPKIACHO JTOKYMEHTAMH

3aKpBITOM YacTh MacTep-Qaiiina akTuBHON (papMalleBTUUECKOM cyOcTaHInm.>
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III.1.1.3. KonTpons kauectBa ADC

<Iloka3arenu, BKJIIOYEHHBIE B CHEHU(PUKAIMIO KOHTPOJS KayecTBa
ADC ,  OOOCHOBaHBI M  COOTBETCTBYIOT  (hapMaKoOmeiHbIM
TpeboBanusiM.  IlpencraBnennble  gaHHble  aHanmu3za  cepuit ADC
NOATBEPKJIAIOT MOCTOSHCTBO, OAHOPOAHOCTh U cOOTBeTCTBHE KauecTBa ADC
TpeOOBaHMUSAM  crHenuUKAIMU U JOKa3bIBAOT, YTO MPEJIOKCHHBIN
TEXHOJIOrM4ecKkui mpoiuecc npoun3pocTsa ADC NOoCTOSHEH U HAXOAUTCS MO
KOHTPOJIEM.>

<Banmupanyss aHAIMTAUYECKUX METOJUK KOHTpojsa KadectBa ADC
BBHITIOJIHEHA B HaJJIeXKaIeM oobeme.>

III.1.1.4. CrabunsHocth ADC

<Cpok TmpoBeAcHUs TOBTOPHBIX HcHbITaHuN 111 ADC
IPOU3BOICTBA OOOCHOBAH JIaHHBIMU TT0 HccaeaoBaHuto ctabmibHOCTH ADC 1
COCTaBJISIET ____ MecsIeB (JIET) PU XpaHEHUU CYOCTAHIIMU B MPeajiaracMoM
BHU/JIC YIAKOBKH.>

<B cooTBeTcTBUHM C CcepTU(PUKATOM COOTBETCTBUS EBporeinckoii
dapmakonee CEP B oTHOILIEHNWH aKTUBHOM (papMalieBTUYECKON CyOCTaHIIMU

EBpOnenckuM JIHPEKTOPATOM IO KA4ECTBY JIEKAPCTBEHHBIX

CPEACTB U 3[pAaBOOXPAHEHUsI YCTAHOBJIEH IMEPHOJI MPOBEAECHUS MOBTOPHBIX
UCIIBITAHUM ___ MecsesB (1er).>

III.1.2. JTekapcTBEHHBIN penapar

III.1.2.1. Orenka acnekToB (papmaneBTUIECKON pa3paboTKu

<@apmareBTHYECKAs] pa3padOTKa JIEKApCTBEHHOTO Mpenapara onrcaHa
B JIOCTaTOYHOM O00OBEMeE, BHIOOP BCIIOMOTATEIbHBIX BEIIECTB 00OOCHOBAH M UX
byHKIME OO0BsACHEHBI. lcmomb3yemMble BCIIOMOTATENbHBIE BEIIECTBA M
KOMIIOHEHTBI PACTBOPUTEIISI SIBJISIIOTCS XOPOIIO M3YYEHHBIMU M HUMEIOT

Hajuiexkaiee (apmakoneitHoe kayecTBo. Cucrema YMakoBKH (YKYTOPKH)
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OXAapaKTEpPU30BaHA M aJICKBaTHA, COBMECTUMOCTb €€ C KOMIIOHEHTaMH
JIEKapCTBEHHOTO Tpernapara MmoATBEPkKIACHA. >

<B  cocraB  JIEKapCTBEHHOTO  MpenapaTta  BXOIIT  HOBBIC
BCIIOMOTaTeIbHbIE BENIECTBA. >

III.1.2.2. OueHka 1aHHBIX O IPOU3BOACTBE U BHYTPUIIPOU3BOACTBEHHOM
KOHTpOJIE

<IIpencraBiieHbl ONMCAaHHE U CXEMa TEXHOJIOTMYECKOTO Ipolecca
MIPOM3BOJICTBA JIEKAPCTBEHHOTO Mpenapara, JaHHbIE M0 BaJIWIALMU MPoLEecca
IIPOM3BOJICTBA, ONMMCAHUE KOHTPOJIS KPUTHUYECKUX CTAIAUM MPOU3BOJACTBA U
MPOMEXKYTOUHOW TPOAYyKIMHU, HHGPOpPMAIUS O COCTaBe Ha CEpHIO.
[IpencraBiieHHbIE JaHHBIE MOATBEPKAAIOT MOCTOSHCTBO M OJHOPOJIHOCTH
Cepuil JICKApCTBEHHOTO mpenapara.>

III.1.2.3. KoHTpoJib KauecTBa JIEKAPCTBEHHOTO Mpenapara

<Crneuudukanuu JIEKapCTBEHHOTO npernapara OXBAaTBIBAIOT
HaJUIeKAIMe TMapaMeTpbl AJis JaHHOW JieKapcTBEHHOM (opmbl. [lokazarenu
Ka4yecTBa U METOIbl (METOAUKHN) KOHTPOJISI JOCTATOUYHBI JJIs1 OLICHKHA KauyeCTBa
JIEKapCTBEHHOTO  Mpernapara, BOCHPOU3BOAWMBI U COOTBETCTBYIOT
aKTyalbHBIM TpeOOBaHUsIM. J[aHHBIC 1O BAIMJAIIMNA AHAIIUTUYECKUX METOIUK
MOJATBEPKIAAOT MPUMEHUMOCTh JUISI KOHTPOJISI KayeCTBa JIEKAPCTBEHHOTO
npenapara. CraHgapTHbie 00pasibl HCHOJIB3YIOTCS B COOTBETCTBUHM C HX
Ha3HAYCHUEM IIPU KOHTPOJIE KAaUY€CTBA JICKAPCTBEHHOTO Mpenapara.>

<AHanu3 cepuil NPOBEAECH HA _____ CEPUSX JIEKAPCTBEHHOTIO Mpenapara.
[Io pe3ynprataM aHain3a CEpUU JEKAPCTBEHHBIM Ipemnapar COOTBETCTBYET
TpeOOBaHUSIM  TMPEUIOKEHHON  crenuPuKamuye, YTO  MOATBEPKIAET
BOCHPOU3BOAMMOCTB ITPOLIECCa MPOU3BOJACTBA, TOCTOSTHCTBO U OTHOPOIHOCTh

MPOAYKTA OT CEPUU K CEpUH.>
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<KauecTBO JIeKapCTBEHHOTO Mpenapara NOATBEPKICHO B TOM YHUCIE B
pamMKax MpOBeJEHUA JIaDOPATOPHOM SKCHEPTU3bl (MCIBITaHU) 00pa3LoB Mo
BCEM I0KAa3aTeNsIM KaueCcTBa HOPMAaTUBHOIO JOKYMEHTA MO KayecTBy.>

<KayecTBO JIEKapCTBEHHOTO Ipenapara MNOATBEPKAECHO B paMKax
roCyJIapCTBEHHON pErucTpalii Ha TEPPUTOPUM <TOCYIapCTBa — UJICHA
EBpa3zuiickoro 5KOHOMHUYECKOT0 COI03a>, B TOM YHUCJIE B paMKaX MPOBEACHUS
7a00paTOPHOM  AKCHEPTU3bl  (UCHBITaHUN) OOpa3loB  JIEKAPCTBEHHOIO
npenapara mo BCEM IMOKA3aTesiiM KayecTBa HOPMATUBHOIO JIOKYMEHTa IO
KadyecTBy. B pe3yinbraTe NPOBEAECHHBIX HCIBITAHUI YCTAHOBJIEHO, YTO
METOJMKU BOCIIPOU3BOIATCS, 00pasilbl JEKAPCTBEHHOTO MperapaTa OTBEYatoT
TpeOOBaHMUSAM 110 TPOBEPECHHBIM MOKa3zaTelasiM. TpeOoBaHHUS K KayeCTBY
JIEKApCTBEHHOr0 TMpenapara ¢ JaThl PErucTpallud Ha  TEPPUTOPUH
<rocymapcrBa — 4WieHa EBpa3suiCKOro 3KOHOMHYECKOTO COK3a> HE
n3MeHunrchb.  [IpoBeaenne  1abopaTOpHOM  AKCHEPTU3BI  0Opa3IoB
JIEKapCTBEHHOTO MpernapaTa He TpeOyeTcs.>

II1.1.2.4. CtabuiabHOCTD

<VYcioBUS U TIporpaMma UCCIETOBaHUS CTAOUILHOCTU COOTBETCTBYIOT
TpeOoBaHMsIM K UCCIEIOBAHUIO CTAOMIBHOCTH JIEKAPCTBEHHBIX MPEMApaToOB U
dapmareBTHUECKUX CyOcTaHIUM, YyTBepKAeHHBIM Pemenuem Kommerun
EBpa3uiickoii skoHomuueckoi komuccur ot 10 mas 2018 r. Ne 69. B
crenu(puKayu BKIFOYEHBI MOKA3aTeIM KaueCcTBa, MOATBEPKAAIONIUE OIIEHKY
CBOMCTB JIEKQpCTBEHHOTO Mpernapara, KOTOpPbIe MOJABEPKEHbBI U3MEHEHUSM B
npolecce XxpaHeHus. Yactora ucciieIoBaHUM 10CTaTOYHA Il yCTAaHOBJICHUS
npod s CTaOMIBHOCTH JICKAPCTBEHHOTO Mperapara.

<VKaxuTte, 3asBUTENIb MPEIACTABWI TOJHBIC JaHHBIE HCCIEI0BAHUS
anb0 00s3aTeNbCTBO O 3aBEPUICHUM MCCIEIOBAHUS CTAOMIBHOCTH B

HOCTpCFHCTpaHHOHHBIﬁ nepunoa nuin HET>
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<IIpemyiaraempiii CpOK XpaHEHHS B TEUCHUE MECSIIIEB MPHU
<yKa3aTh YCJIOBHS XPaHEHUS> JJIs JIEKAPCTBEHHOrO Mpernapara CUUTACTCS
IPUCMIIEMbIM.>

II1.1.2.5. O6mumii BBIBOA IO acmeKkTaM KaudecTBa JIEKApCTBEHHOIO
npernapara

<IIpencraBienHas uHpoOpMaIs B MOJYJI€ 3 PErUCTPALIMOHHOIO JOChE
OXBaThIBAa€T BCE AaCHEKThl KAaueCTBAa AaKTHUBHBIX (hapMarleBTUUECKUX
CyOCTaHLIMM M JIEKapCTBEHHOI'0 Tpernapara M MO3BOJSET ClIeJaTh BBIBOJ O
KOHTPOJIUPYEMOM KaueCTBE AKTHBHBIX (hapMaleBTUUECKUX CyOCTaHIIMN U
JIEKApCTBEHHOr0 TMpenapara Ha MPOTSHKEHWH YCTAHOBIEHHOTO CpOKa
TOJIHOCTH (CpOKa XpaHEeHUs).>

II1.2. JIOKJIMHUYECKUE ACIIEKThI

II1.2.1. ®apmakosorus

II1.2.2. ®apmakOKMHETHKA

II1.2.3. Tokcukosorus

II1.2.3.1. TOKCUYHOCT, TP  OJHOKPATHOM  BBEJICHHM  (OCTpas
TOKCUYHOCTD )

I1.2.3.2. TOKCUYHOCTH, TPU TOBTOPHOM (MHOTOKpPAaTHOM) BBEJACHUU
(cyOxpoHUYecKas, XpOHHYECKass TOKCHYHOCTB)

I11.2.3.3. 'eHOTOKCUYHOCTh

I11.2.3.4. KaHueporeHHoCTh

I1.2.3.5. PenponyKTuBHAs 1 OHTOTEHETUYECKAS! TOKCUYHOCTh

II1.2.3.6. MecTHast nEpeHOCUMOCTh

I1.2.3.7. Ipyrre TOKCUKOJOTMYECKHE HCCIIECIOBaHUSl (AaHTUTE€HHOCTb,
MMMYHOTOKCHUYHOCTb U JIp.)

I1.2.3.8. Ouenka uHTEpHpeTauu  pa3pabOTUYUKOM  MOJIYYEHHBIX

PE3YJIbTATOB JOKIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ (Q)apMaKOJIOFI/I‘IeCKI/IX,
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(apMaKOKMHETUYECKHUX, TOKCHUKOJIOTHYECKHUX UCCJIETIOBAHMIN)
JIEKapCTBEHHOIO Mperapara

[11.3. KiinHn4ecKue aceKThl

II1.3.1. ®apmakoKMHETHUKA

I11.3.2. ®apmakonnHaMuKa

I11.3.3. Kiinanueckas 3¢ (peKTUBHOCTD

I11.3.4. Kiinanueckasi 6€301aCHOCTh

I11.3.5. Cuctema dapmakoHaazopa

<3asButTenb  (MpeanojaraéMbld  JepKaTelb  PErHCTPAlMOHHOIO
YAOCTOBEPEHHUS) MPEACTaBUI TMOJNHCAHHYIO MOSACHUTEIbHYIO 3alHUCKy IO
cuctemMe (apmakoHaazopa 3asBUTENs (OpeaNonaraeMoro Jaeprkareis
PErHCTPALIMOHHOTO yJIOCTOBepeHus). PedepeHTHOE TrocyIapcTBO CUMTAET
MOSICHUTENBHYIO 3alUCKY MPUEMIIEMON MPU YCIIOBUU MOJHOTO COOTBETCTBUS
J0ChE MO cucTeMe papMaKoHa130pa 3asiBUTENS (IIPEANOIaraeéMoro aepxxaress
PETUCTPAILMOHHOTO  YAOCTOBEPEHMs) TpeOOBaHUSAM, MPETyCMOTPEHHBIM
MOJYJIEM MO HaJAJIekallell MpakTuke GpapmMakoHag3opa.>

II1.3.6. I1nan ynpaBiaeHus] pucKamMu

<IIpencrtaBisitoTcsl pe3yJibTaThl OLIEHKU IJIaHA YIPABJICHUSI PUCKAMU B
cllyyae, €ClIM €ero TMpejicTaBieHHe HeoOxonuMo ¢ yderoM I[lpaBun
HaJUIeKaIed mnpakTuku dapmakoHaa3opa EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a, yTBepxkaeHHbIX Pemenuem CoBeta EBpa3suiiCKOM 3KOHOMHYECKOM
koMuccuu ot 3 HoAOpst 2016 1. Ne 87, unu ykazaHue o ero HernpeACcTaBICHUU
CO CChUIKAMH Ha aKThl OpPraHoB EBpa3suiiCKOro 3KOHOMHYECKOTO COK3a B
chepe oOparieHus JeKapCTBEHHBIX CPEJCTB.>

I11.3.7. [lepnoanaecku 0OHOBIEMBINA OTYET IO OE30MACHOCTH

</lep>kaTenb perucTpallMOHHOTO YJIOCTOBEPEHUS TOJHKEH MPEACTAaBUTD

MIEPBBIN MEPUOIUUECKU OOHOBIISIEMBI OTYET MO 0€30MaCHOCTHU JjIsl JaHHOTO
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JEKapCTBEHHOI'O0 TMperapara B TEUYCHHE MECSIIEB TOCJIE €ro
perucrparu.

B nocnenyromeM jaepikareiab PEruCTPALMOHHOTO  yIOCTOBEPEHUS
JOJDKEH  TMPEJCTaBIATh  MEPUOJUYECKU  OOHOBIEMbIE  OTYETHI IO
0€30MacHOCTH JIJIsl JAHHOTO JIEKapCTBEHHOIO Mpernapara.>

IV. OueHka COOTHOIIEHUS «II0JIb3a — PUCK»

<O0001IMTE OCHOBHBIE BBHIBOJABI U BOMPOCHI M0 OIIEHKE COOTHOIICHHUS
«mojib3a — pUck» (mogpoOHas wHGOpMaNMs JOKHA OBITh NMPUBEJEHA B
OCHOBHBIX pazlenax Mo 0e30MacHOCTH, dS(PPEKTUBHOCTH U KAYECTBY
COOTBETCTBEHHO). MHTEerpupyite STH acmeKkTbl NpU PaCCMOTPEHHUU
COOTHOIIIEHUS «I10JIh3a — PUCK» JIJISl OTIPEJICIICHHBIX MOMYJISIUH.

Bxurounte naHHble 1O JOKIMHUYECKON U KIMHUYECKON 0€30MacHOCTH,
00s13aTeNbCTBAM B IOCTPErMCTPALlMOHHBIA TMEPHUOJ TOCJIE PErUcTparuu
JIEKapCTBEHHOTO TIpemapara, a TakKe pacCMOTPUTE JIOObIE aCMEeKThl
yIpaBJICHUS pUCKAMU, CIOCOOHBIE OKa3aTh BIUSHUE HA OLIEHKY COOTHOIIEHUS
«T10JIb3a — PUCK.

B olleHKy COOTHOIIEHHS «I0Jb3a — PUCK» HEOOXOAMMO BKJIIOYHUTH
CJICYIOIINE ACTIEKTHI, €CIM 3TO MPUMEHUMO (B3SIThIE U3 PETUCTPALIUOHHOTO
J0CbE JIEKAPCTBEHHOIO IMpenapara B (opmare OOIIero TEXHUYECKOIo
JTIOKYMEHTA):

coOmro/ieHne  TpeOOBaHUS aKTOB OpraHoB EBpasuiickoro
PKOHOMMYECKOT0 CcOr03a B cdepe oOpalieHusl JEeKapCTBEHHBIX CPEICTB U
DKCNEepTHOTO KOMHUTETA MO JIEKAPCTBEHHBIM CPECTBAM;

Arana3oH ONTUMATbHON JO3UPOBKH U PEXKHUM TO3UPOBAHMS;

6e30macHOCTh M d(PHEKTUBHOCTH B CYONMOMyNSIUAX (HapuMmep, s
MAIMEHTOB OMpPENEJICHHOIO0 BO3pacTa, II0Ja, PAacoBOW NPHHAIJIC)KHOCTH,
CTeleHH paboOThl OPraHoB, TsDKECTH 3a00JIEBaHUSIT W TE€HETHYECKOTO

nosmMophuzma);
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U3BECTHbIE W  TOTCHIUAJIbHBIE  MEXaHU3MbI  JIEKAPCTBEHHOIO
B3aUMO/JCHUCTBHUS,

«CUTHAJIB» MO 0€30MacHOCTH, MMEIOIIME OTHOIICHUE, HANpuMmep, K
KaHIEPOTEHHOMY  JEHCTBUIO, TEPATOTEHHOMY JACHCTBUIO, YJJIMHEHUIO
untepBaia QT win mog03peHUsAM Ha T€NaTOTOKCUYHOCTD;

WCIOJB30BAHUE CYPPOTATHBIX KOHEYHBIX TOYEK i1  OILICHKH
3 PekTUBHOCTH JEUCTBUS, KOTJJa TOKCUYHOCTh JIEKAPCTBEHHOIO Mpernapara
ABJIAETCS CYIIECTBEHHOM;

IPOBEPKa PACCMOTPEHHUS BCEX BOIPOCOB MO OE30MACHOCTH B IUIaHE
dbapmakoHa30pa (eciiu OH MPEICTABIICH);

oezonacHoe W (win) 3(PEKTUBHOE NPUMEHEHUE JIEKAPCTBEHHOIO
npernapara npenosjaracT NOTEHIMAIbHBIE TPYIHOCTHU MPU BBIOOPE MOIX0/I0B
K YNPaBICHUIO PUCKAMU, MPETyCMATPHUBAIOIINX CICHHAIBHYIO BpauyeOHYIO
IKCTIEPTU3Y WU OOyUYCHHUE MAI[UEHTOB;

IPOBEPKA y4eTa 3asIBUTEJIEM PUCKOB U HEOMPEAECICHHOCTEN UCXOIS U3
YCJIOBUHM BbIJIaul PETUCTPAIMOHHOTO YJIOCTOBEPEHUS, COCTaBa MH(MOpMAIINHU
O JICKapCTBEHHOM IIpernapare, MOCISAYIOIUX KOHTPOJbHBIX MEPONPUSTUIM
WJIM TIJIaHA YIIPABJICHUS PUCKAMU;

MPOBEPKA HAMMYUS JOCTATOYHON HWHGOPMAIMU [Jisi XapaKTEPUCTHKU
COOTHOILIEHUS «I10JIb3a — PUCK» OT NPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara
[0 CPaBHEHUIO C HAJJIEKAIEH, MPU3HAHHOW HAYYHBIM MEIULUHCKUM
COOOIIIECTBOM CXEMOW JieueHUsl (MpU €€ HAIMYMM) U €€ PacCMOTPEHUE
HKCIEPTOM B COOTBETCTBYIOILEM MOPSIKE.>

Kpome TOoro, HeoOXoquMoO pPaccMOTPETh MPEICTABICHHBIE JaHHBIE O
NPUMEHEHUN JIEKAPCTBEHHOTO Mpenapara y JeTed uiau JoOble IUIaHb
Pa3BUTHUSI MO MEAUATPUIECKOMY MPUMEHEHUIO.

Ecnmu npumenuMo, B JaHHBIA pa3fen HEOOXOJMMO BKIIFOYUTH

nHpOpMaIMI0O U JaHHBIC OIICHKH OMOAKBUBAJIICHTHOCTH JIJIS 3asBICHUMA Ha
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PETrHCTPAaLMIO BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX penaparos. Heobxoanumo
OTpa3uTh B  3aKJIYEHUU MPABUIBHOCTh (KOPPEKTHOCTh)  BbIOOpA
pedepeHTHOro JEeKapCTBEHHOTO IIpenapara.

V. PexoMeHiyemblie yCJIOBUS BbIJIAYU PETUCTPALIUOHHOTO
yA0CTOBEpPEHU U MH(POpMaLUs O JIEKAPCTBEHHOM Ipenapare

V.1. YcnoBus Bel1aun perucTpaliuOHHOTO yIOCTOBEPEHUS

[To pe3ynpTaTaM MPOBEIECHHON 3KCHEPTU3bl PETMCTPALIMOHHOIO J0CHE
JIEKAPCTBEHHOTO npemnapara B paMKax IPOLELYPbI

3aABUTEIIIO Modcem Oblmb  6bl0AHO / He

ModHcem Obimb 8b10AHO PETUCTPAIMOHHOE YIOCTOBEPEHHE <CPOKOM JIEHCTBUS

5 net / 6eccpouno Ne oT >

IIpaBoBoii cTatyc

[Topsimok oOTmycKa JIEKapCTBEHHOIO Tpemapara 6e3 peyenma | no
peyenmy | 015 1euebHO-NPOPUIAKMUYECKUX YUPEHCOCHUU.

Mepsl nocieayromero KOHTPOoJIst

<IIpuBomutcs uHbopMalus O TapaHTUNHBIX 00s3aTEILCTBAX, B3SITHIX
3asIBUTEJIEM OTHOCUTEIBLHO CBEICHUMN, COJIEPKAIIUXCA B PErUCTPAIMOHHOM
JIOChE JIEKAPCTBEHHOI'O TMIpernapara, KOTOPbIE MOMJIEKAT KOHTPOJIK CO
CTOPOHBI 3asBUTENS M TPEeOYIOT BHECEHHUS M3MEHEHUM B PETUCTPAIMOHHOE
JIOChE JIEKAPCTBEHHOI'O Mpenapara B MOCTPETUCTPALIMOHHBIN MEPUOJI, HO HE
NO3/IHEE TIAHOBOM MepeperucTpalny JeKapCTBEHHOr o mpenapara.>

CrneunanibHble 0053aTeNbCTBA

B mnactosimem paszgene HEoOXOAMMO yKaszaTh YCIOBUS —BbIIAUU
PErUCTPALMOHHOTO YJIOCTOBEPEHHUS (€CIU TPUMEHHMO).

V.2. O0mas xapakTepucTuKa JIEKapCTBEHHOTO TIpernapara

V.3. UHCTpYKIIMU 110 MEAUITMHCKOMY TTPUMEHEHUIO (JTUCTOK-BKJIAJIBIII)

H I10JIb30BATCIILCKOC TCCTUPOBAHUC
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V.3.1. UacTpyKUMM TI0 MEIUUMUHCKOMY TMPUMEHEHUIO (JTUCTOK-
BKJIQ/IbIIII)

V.3.2. Ouenka noiab30BaTeIbCKOTO TECTUPOBAHUS

<IIpuBoaUTCS pe3yabTAT OLICHKU MOJIH30BATEIHCKOTO TECTUPOBAHUS>

N

<IIpeacrtaBieHue pe3yJbTaTOB MOJb30BATEIBCKOTO TECTUPOBAHUS
UHCTPYKIIMU [0 MEIMUIIMHCKOMY NpPUMEHEHUIO (JIuCcTOK-Bkiaabiin) (MMII)
HE TpeOyeTcs.

Ouenka mnomnbp3oBaTenbckoro tectupoanuss UMII He mpoBoauiace.
3asBUTENEM B PETUCTPALIMOHHOM [JIOCh€ MPEACTABICHO JOCTAaTOYHOE
000CHOBaHUE OTCYTCTBUSI HEOOXOJAMMOCTH MPOBEJCHUS IMOJIb30BATEIBLCKOTO
TECTUPOBAHUS, IPU3HAHHOE PE(HEPEHTHBIM TOCYJAPCTBOM MPUEMIIEMbIM.>

V.4. MapkupoBKa U MakeTbl YIIaKOBKH

MapkupoBka, pa3MElIEHHas Ha YIIAKOBKE JIEKAPCTBEHHOTO Ipernapara,
COOTBETCTBYET TpeOoBaHUSIM K MapKHPOBKE JIEKAPCTBEHHBIX CPEACTB JIJIst
MEJIUIIMHCKOTO TPUMEHEHUS WM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
yTBep)kIeHHbIM Pemenrem CoBera EBpa3uiickoi 9JKOHOMHYECKONH KOMUCCHH
ot 3 Hos10pst 2016 1. Ne 76.

V1. 3akmouenue

[lo pesynmpTaTaMm  JKCOEpTU3Bl  JAHHBIX 1O  OE30MAaCHOCTH,
3Q(PEKTUBHOCTM U KAueCTBY U COOTHOILUEHHUS «I0JIb3a — PHUCK»
JIEKApCTBEHHOr0 TMpernapaTta B paMKax 3asBICHUS OT
Ne PpPeKomMeH008ano | He peKomMeHO08aHO OA0OPUTH MEIUIIMHCKOE
NPUMEHEHUE JIEKAPCTBEHHOTO Mpenapara B TMOPSJKE, YCTAaHOBICHHOM

[IpaBunamMu perucTpanuy U SKCIEPTUSBL.
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[TPUJIOXKEHUE Ne

K OKCIIEPTHOMY OTUYETYy 00 OIlEHKE
0e30macHOCTH, 3P(HEKTUBHOCTU U Ka4eCTBA

(3asBieHUe (3asBICHHUS)
oT Ne )

(bopma)

ITPNJIOXEHMUE,
coepaKallee aKTyIM3UPOBAaHHBIE YaCTH DKCIIEPTHOIO OTYETA

3anoMHEeHHIO MOJIeKAT pa3/ieiibl, TPEOYIOLIUE aKTyaTn3allUH.

I. ITosicHuTenbHas 3anucka

OKCIEPTHBIA OTYET AKTYyaJIU3UPOBAH B COOTBETCTBUM C ITYHKTOM 152
[IpaBuin perucrtpanM W DKCIEPTU3bI  JICKAPCTBEHHBIX CPEICTB A
MEJUIMHCKOIO  INPUMEHEHHMs,  yTBepxkIeHHbIX  Pemenuem  Coera
EBpaszuiickoit skoHOMHUYecKor Komuccuu OT 3 Hosa0ps 2016 r. Ne 78, mo
pe3yapTaram IPOBEICHHOM JKCHEPTU3bl JOKYMEHTOB PErMCTPALMOHHOIO
JIOChE JIEKAPCTBEHHOIO Mpenapara Uil MEAULIUHCKOTO MPUMEHEHUS B LIENSIX
BHECEHUS U3MEHEHHUU B PETUCTPALIMOHHOE JOCHE JIEKAPCTBEHHOIO IIperapara

B paMKax 3asiBJIICHUS OT No

<M3MmeHeHns, BHOCUMBIE B PETHCTPALMOHHOE JTOCHE JIEKAPCTBEHHOIO
npenapara, <skmoyarom>/<He @KIOHalom> TEPeCMOTp HUHPoOpMaIuu o
JIEKapCTBEHHOM TpenapaTte (HOpMaTUBHOTO JIOKyMeHTa 1o kadectBy, OXJIII,
JIB, MakeToB yMakoBOK).>

N3MeHeHus1, BHOCHUMBIE B PErMCTPALMOHHOE JOCBHE JIEKAPCTBEHHOIO

npernapara:

Kon Tun Kpatkoe onucanne nameHeHus
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II.1. O nmexkapCTBEHHOM Ipenapare

<M3MeHeHUsl, BHOCUMbIE B PETUCTPAIIMOHHOE JOChE JICKAPCTBEHHOIO
npemnapara, HE 3aTparuBalOT HMHPOPMAIMI0 O MEXaHW3ME JIeUCTBUS,
dbapMakonoruueckoil  kiaccuuKalli¥, 3asBJICHHBIX  IOKa3aHUAX U
pPEKOMEHJAIMSIX [0 NPUMEHEHUIO JIEKaPCTBEHHOTO IIpernapara, a TakkKe
MH(pOpMaIUIO O €0 CIENUAIBHBIX (PApMAKOJIOTMYECKUX aCTIeKTax.>

I1.2. OOmue cBeneHuss O MPEACTABICHHOM PETUCTPAIIMOHHOM JI0CHE
JIEKApCTBEHHOTO IIpenapara

Ha pary akryanmm3anmuy 3KCHEPTHOrO OTYETA AKTyaJlbHOW BEpPCHUEHU
(mOCIIeIOBAaTENbHOCTRIO)  PETHCTPALMOHHOTO  JIOChE€  JIEKAPCTBEHHOI'O
npenapara ssisercs 000n.

I1.3. O0Omue 3ameyaHusi MO COOJIOJCHUIO TPEOOBAHMM HaJJIekKalen
npou3BocTBeHHOM npakTuku (GMP), Haanexarei 1a00paTopHOil MPAKTUKU
(GLP), nagnexamed xiuHudeckod mnpaktuku (GCP) u corimacoBaHHBIX
TUYECKUX NPUHIUIIOB

</3meHeHus, BHOCUMBIE B PETHCTPAIMOHHOE JI0ChE JICKAPCTBEHHOTO
npenapara, He 3aTparuBalOT HWH(OpMalKI0 B OTHOLIEHUU COOMIOJAEHUS
TpeObOBaHUN  HajIekamed  mpous3BoacTBeHHOW — mpaktuku  (GMP),
HajuIexkaien nadoparopuoil npaktuku (GLP), Haanexameldn KIMHUYECKON
npakTuku (GCP) u cornacoBaHHBIX 3TUYECKUX MTPUHLIUIIOB.>

[I1. HayuHsbIit 0630p 1 00CyX)eHue

III.1. AcniekThl KauecTBa

</3mMeHeHHs, BHOCUMBIE B PETMCTPALMOHHOE J10ChE JIEKAPCTBEHHOTO
mpenapara, He 3aTparuBaloT WHGOPMAIMI0O B OTHOIICHWH HETATHBHOTO
BIIMSIHUSI HA KQYECTBO JIEKAPCTBEHHOTO IIpenapara.>

II1.2. JIOKIMHUYECKUE aCIIEKThI

<HoBsle cBejieHUs MO JOKIMHUYECKUM acrekTaM (hapMakOIWHAMHUKH,

(dhapMaKOKMHETHKH U TOKCHKOJIOTHH, TPEOYIOIIE IEPECMOTPa COOTHOIIICHUS
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«MoJib3a — PUCK» TPUMEHEHUsS JIEKapCTBEHHOrO mpemnapara, He
MpeACTaBJICHBI. >

[I1.3. KiinHn4ecKHe aceKThl

<HoBele cBemeHuss 10 (papmMakoKMHETHKE, (apMaKoIUHAMUKE,
3¢ (PEeKTUBHOCTH, KIMHUYECKOW O€30MacHOCTH, TpeOyIoIHe NePecMoTpa
OTHOIIICHUSI OXHUJAEMOW TOJB3bl K BO3MOXHOMY PHUCKY MPUMEHEHUS
JIEKApCTBEHHOIO Mpenapara, He PeCTaBIICHbBL. >

<H3MeHeHUs, BHOCUMBIE B PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHOIO
mpemnapara, He 3aTparuBaloT MH(POPMAIMIO B OTHOIIEHUU MacTep-(daiina
CUCTEMBI (hapMaKOHAI30pa JEpKaTeliss PErucTPAlMOHHOTO YJIOCTOBEPEHUS
<HauMEHOBaHHE>.>

<IIpencraBieHue miaHa ynpaBjieHUsS pPUCKaMH HE TpeOyeTcs.>

<Jlepateiib pEruCTPAIMOHHOTO YI0CTOBEPEHUS JI0JKEH MPE/ICTABIATh
NEePUOINYECKIE OOHOBIISIEMBbIE OTYETHl MO O€30MacHOCTH JUIsl JAHHOTO
JIEKApCTBEHHOIO Mpenapara.>

[V. O1ieHKa COOTHOIIECHUS «I0JIb3a — PUCK»

<Y CTaHOBJICHO, YTO BHOCHUMbIE M3MEHEHHUS HE COJepkKaT MU3MEHEHUU
PETUCTPALlMOHHOTO JOChE JIEKAPCTBEHHOrO IIperapara, BIMSIONIMX Ha
COOTHOIIIEHUE «I10JIb3a — PUCK» JIEKAPCTBEHHOIO Mpenapara.>

V. PexoMeHnyembie yCJOBUS BBIJIAYU PErUCTPALlUOHHOTO
yAOCTOBEpeHUs U uHGOpMaIKs O JIGKAPCTBEHHOM TIpernapare

V.1. YcioBus Belgauu pErucTpallMOHHOTO YAOCTOBEPEHUS

<VcnoBus WM OrpPaHUYCHUS B OTHOIIEHWU O€30MACHOTO U
3¢ (PEKTUBHOTO MCTIOIB30BaHUS JICKAPCTBEHHOTO MperapaTa OTCYTCTBYIOT.>

IIpaBoBoii cTaTyc

[Topsimok oTmycka JIEKapCTBEHHOTO TMpernapara 6e3 peyenma | no
peyenmy | 015 1euebHO-NPOPUIAKMULECKUX YUPEHCOCHUL.

Mepsl ocIe 1y omero KOHTPOoIs
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<IIpuBogutcs uHbOpMalLUs O TAPAHTUIHBIX 00s3aTEIBCTBAX, B3STHIX
3asIBUTEJIEM OTHOCUTEIBLHO CBEICHUMN, COJIEPKAIIUXCA B PErUCTPALMOHHOM
JIOChE JIEKApCTBEHHOr'O0 TIpernapara, KOTOpbIE TMOJIeKAT KOHTPOIKO CO
CTOPOHBI 3asBUTENISI U TPEeOYIOT BHECEHHUS M3MEHEHUU B PETHCTPALlMOHHOE
JIOChE JIEKAPCTBEHHOI'O Mpernapara B MOCTPETUCTPALIMOHHBIN MEPUOJI, HO HE
MO3/IHEE MIAHOBOM MepeperucTpaluy JeKapCcTBEHHOr 0 Ipenapara.

CrneunaibHble 00513aTE€NbCTBA

B HacrosimieM — pazzene  yKaspIBAlOTCS  YCJIOBHUS  BbLAAuU
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS (€CIU TPUMEHHMO).

V.2. O0mas xapakTepucTuKa JIEeKapCTBEHHOTO Ipenapara

</lepkaTenem  pEruCTPallMOHHOIO  YJIOCTOBEPEHUS  MPEIJIOKEHBI

cnenytomue nsmenenust B O XJIII: >

N

<BHOCHMBbIE U3MEHEHHUS B PETUCTPALIMOHHOE TOChE HE BKITIOUAIOT B CEOsI
nepecMoTp uHopmanuu, coaepxamiericsa B OXJI.>

V.3. UHCTpyKIMs 10 MEIUIIMTHCKOMY TPUMEHEHUIO (JIMCTOK-BKJIAJIBIIII)
Y MOJIb30BATEIBCKOE TECTUPOBAHUE

V.3.1. UncTpyKuMsT 1O MEAUUMHCKOMY TPUMEHEHUIO  (JUCTOK-
BKJIQJIbIIII)

<Jlep>karenem  PErUCTPALMOHHOTO  YAOCTOBEPEHUS  IPEIIIOAKEHBI
cnenyromue usMenenus 8 UMII: D>

Nm

<BHoCuMBbIE U3BMEHEHUS B PETUCTPALIMOHHOE TOChE HE BKITIOUYAIOT B CEOsI
nepecMoTp nHpopmaruu, coaepskameiics B OXJII.>

V.3.2. OueHka mNOJb30BATENBCKOTO TECTUPOBAHHUS MHCTPYKIUUA IO
MEIUIIMHCKOMY MMPUMEHEHUIO

<IIpuBomuTcs pe3yabTaT OIEHKHU TMOJIb30BATEIBCKOTO TECTUPOBAHUS

MHCTPYKLHU 110 MEAULIUHCKOMY TPUMEHEHHUIO>
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N

<IIpencraBieHue pe3yJbTATOB IMOJIB30BATEIBCKOIO TECTUPOBAHUS
WHCTPYKIMHU 110 MEAUIIMHCKOMY TPUMEHEHUIO HE TpeOyeTcsl.

Ouenka mnonb30BaTenbckoro tectupoBanus MMII He npoBoaumiack.
3asBUTENIEM B PETUCTPAIMOHHOM JOCh€ JIEKAPCTBEHHOI'O IMpernapara
NPEACTABICHO JOCTATOYHOE OOOCHOBAaHHWE OTCYTCTBUSL HEOOXOJUMOCTH
MPOBEJICHUS MOJB30BATEIBCKOTO TECTUPOBAHMUS, MPU3HAHHOE pedEePEHTHBIM
rocyJ1lapCTBOM HNPHUEMIIEMBIM.>

V.4. MapkupoBKa U MakeTbl yIIaKOBOK

<IIpuBondaTcst pe3yiabTaThl OIIEHKH COOTBETCTBUSI TPEOOBAHUSIM aKTOB
opranoB EBpa3uiickoro 3KOHOMHYECKOTO coOw3a B cdepe oOpamieHus
JIEKApCTBCHHBIX CPEACTB.>

N

<IIpencraBieHne HOBBIX MaKETOB yIIaKOBOK HE TpeOyeTcs. M3meHnenus,
BHOCHMBIE B PErMCTPALMOHHOE [IOChE JIEKAPCTBEHHOTO IIpernapara, He
3aTparuBaroT MHQPOpMAIMIO, Pa3MEIICHHYI0 Ha YMaKOBKaX JIEKAPCTBEHHBIX
MpenapaToB JJIsi MEIUIIUHCKOTO MTPUMEHEHUS.>

VI. 3akmouenue

[lo pesynmpTaTaMm  JKCHEpTU3Bl  JAHHBIX 1O  OE30MAaCHOCTH,
3G(}PEKTUBHOCTM Y KA4eCTBY W COOTHOIICHUS «IOJIb3a — PHUCK»

JCKapCTBCHHOI'O IIpfliapara B paMKax 3adaABJICHUSA  OT

No PEKOMEHO08aHO | He peKoMeHO08aHO ONOOPUTH METUIIMHCKOE
NPUMEHEHHE JIEKApCTBEHHOTO TpernapaTa B TMOPSAJKE, YCTaHOBJIECHHOM
[TpaBunamMu perucTpalMi M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEAUIIMHCKOTO  MpUMEHEeHHs, yTBepxkAeHHbIMU  Pemenuem  CoBeta
EBpasuiickoit s5xoHOMU4ecKoi komuccuu oT 3 HoA0pst 2016 1. Ne 78.».

4. B npunoxxennu Ne 19 k ykazanubeim [IpaBunam:
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a)B MPEMIOKEHUM TATOM ab3amla BToporo mnyHkra 2.1.1 criosa
«pe(epeHTHOr0 TroCyJlapcTBa H» 3aMEHUTh CIOBaMHU «pedepeHTHOTO
rocyJIapcTBa v (HIIN)»;

0)B mynkTe 2.1.2:

B a03alle MepBOM U MPEJI0KEHUH IIEPBOM ad3ala BTOPOIo MOCJE CIOBA
«rOCYyAapCTBa»  JIOMOJHUTH CIOBAMM «WJM TOCYHAapCTBA IPU3HAHUS
(B city4asix, MpeyCMOTPEHHBIX yHKTOM 2.1.5 Hactoamux [TpaBun»);

B a03ale TpeTheM CclioBa «pedepeHTHOro TocyaapcTBa» 3aMEHHUTH
CJIOBAMU «T'OCYyapCTBA-WICHAY;

B a03alie YeTBEPTOM MOCJIE CJI0BA «TOCYAAPCTBOMY AOMOJIHUTH CIIOBAMU
«1mb0  TOCyAapcTBOM Npu3HaHMS (B clydasX, MOpeIlyCMOTPEHHBIX
nyHKTOM 2.1.5 HacTosiux [IpaBun)y;

B abzame msaTOM cloBa «myHKTe 2.1.1» 3aMeHUTH cloBaMu
«HACTOSAIIEM ITYHKTE;

a03all MEeCTON UCKITIOYNTD;

a03a1l ceIbMOM U3JI0KUTh B CIEAYIOIIEH peIaKIvu:

«IIpp BHECEHMM U3MEHEHUW YBEAOMUTEIBHOIO XapakTepa II0
pe3ynbTaraMm  OLEHKM MOJIHOThI, KOMIUIEKTHOCTH W  NPaBHJIBHOCTH
oopmiIeHHsSI TIPEACTABIECHHBIX JIOKYMEHTOB YIOJHOMOYEHHBIH Opras
(9KcHepTHas opraHuzanus) pedepeHTHOro rocyaapcTBa JuOO0 rocyaapcrba
npu3HaHus (B choydasX, NPEeTyCMOTPEHHbIX MyHKTOM 2.1.5 HacTosmmx
[IpaBwi) B cpok, He TpeBblmarmi 20 padounx JHEW ¢ JaThl MOJyYEHUS
yBEAOMJICHUS, IPUHUMAET pelieHre U MHPOPMUPYET B IJIEKTPOHHOM BHUJIE
3asIBUTEJISI U IMOCPEICTBOM HHTETPUPOBAHHON CHUCTEMBI COOTBETCTBYIOILME
OpraHbl  rOCyJapCTB  MpPHU3HAHUA O  BO3MOXHOCTH  MPHUOOIICHUS
COOTBETCTBYIOIIMX Bepcuil (MOCIIEIOBATENbHOCTENH) PpPErucTpPaliOHHOTO
JIOChE K AJIIEKTPOHHOMY PErHCTPALIMOHHOMY JIOChE UM 00 OTKa3€ BO BHECEHUU

HE3HAYMMBIX U3MEHEHHI YBEJOMUTEIBHOTO Xapakrepa. B ciaydae onoopenus
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U3MEHECHHI  YNOJHOMOYEHHBIM  OpraH  (PKCIEepTHasi  OpraHU3aIus)
rocyJlapCcTBa-ujieHa pa3MeEllaeT CBEJCHUS O JICKAPCTBEHHOM Mpenapare B
CAMHOM peecTpe, a TakkKe BKIOYaeT HH(opmaiuio 00 H3MEHECHHSIX B
COOTBETCTBYIOIIME pa3/ieibl SKCIIEPTHOrO OT4YeTa 00 OLIEHKE 0€301MacHOCTH,
s dexkTuBHOCTH U KadecTBa 1O (opme coryiacHo mnpwioxkeHuto Ne 16 k
[IpaBuwiam perucTpalu M JKCIEPTU3bl (Jlajiee — HKCHEPTHBIA OT4eT 00
OllcHKe) (MpU ATOM YKa3aHHYIO HH(POpPMAILMIO JOMYCKAaeTCs BKIIOYAaTh B
OKCTIEPTHBIN OTYET 00 OIEHKE MPU €0 OYEPETHON aKTyalU3allim).»;

B) B myHKTE 2.1.4:

B a03ame mnepBoMm mocie cioBa «lIpaBwi,» OMONHUTH CIOBaMU
«M TOJMYy4YEeHUs JOKYMEHTOB, YKa3aHHBIX B a03aie BTOpoM nyHkTa 2.1.3
HacrosAwwmx [Ipasui,»;

B ab3aiie BTopoM 1udpsI «2.1.2» 3ameHuTh nudpamu «2.1.3»;

B a03alre TpeTheM clioBa «ab3aile BOCAbMOM IyHKTa 2.1.2)» 3aMEHUTHb
CJIOBaMHM «a03arax nmepBoM U BTOPOM MyHKTa 2.1.3»;

I) IpeJJI0KeHUE BTOpoe ab3alia BTOPOTro MyHKTa 2.2.3 U3JIOKUTH B
cienyronieit pegakiuu: «Cpok TpeACTaBICHUS 3asBUTENIEM OTBETa Ha
yKa3aHHBIA 3alpoc HE JOJDKEH MpeBblmaTh 90 pabouyux gHEW ¢ JaThl ero
MOJYYEHHs, BKJIIOYasi MoAady B TOCYJapCTBa MNPU3HAHUSA JOKYMEHTOB,
cnenu@UUHBIX 7151 ’TUX TOCYIapCTB MPU3HAHUS (MIPU HEOOXOIUMOCTH).»;

) TIpeJJIOKeHUEe TepBoe ab3ama nsaToro nyHKTa 3.1.2 U3I0XKUTH
B ciuenywuen penakuuu: «lIpru OTKIOHEHMM BHECEHUSI W3MEHEHHUM,
HE TPUBOASAMINX K M3MEHEHHIO MH(OpManuu O JEKapCTBEHHOM Iperapare
B COOTBETCTBUU C NMyHKTOM 1.6 Hactosimux IlpaBun v He BAMSIOMIMX HA
uH(OPMAIIMIO, COACPKAIIYIOCS B E€IWHOM pEeCTpe, pean3aius TaKuX
W3MEHCHHMI HE TpeKpallaeTcs B TeueHue 365 KaJeHJapHbIX THEW C JIaThl
Havaja ux peajin3aiuu.;

€) JOMOJIHUTh TyHKTOM 2.5 CJIEAYIOIIEr0 COJECPHKAHUS:
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«2.5. Ilpouenypa BHECEHHSI HOBBIX N3MEHEHUH JI0 3aBEPIICHUS
PAaCCMOTPEHHMS PETHUCTPALMOHHOTO TOChE JIEKAPCTBEHHOTO IIpenapara
B FOCYJIapCTBax MPU3HAHUS

2.5.1.1lppy VMHAOMMPOBAHMM 3asBUTEJIEM IMPOLEAYPbl BHECEHUS
He3HaunMmoro usMmeHeHus [A u (wiam) [Any B perucrpaliioHHOE J0Che
JIEKapCTBEHHOI'0 IpernapaTta B peEepeHTHOM TOCYIapCTBE 1O 3aBEpIICHUS
IIPOLIEAYPBl PACCMOTPEHMSI PETrUCTPALMOHHOTO JI0ChE JIEKAPCTBEHHOI'O
npenapara B rocyJapcTBax MpU3HaHU (J1ajee — IpoLeypa MPU3HAHMS) U €ro
0JI0OpEHUN  YIOJIHOMOYEHHBIM OpPraHOM (PKCHEPTHOM OpraHu3anueil)
pedepeHTHOro rocyaapcTBa BO BpeMsi MPOLEAYpbl MPU3HAHUS 3asgBUTEIb
IIOCJIE 3aBEPIUCHMS TaHHOW IIPOLEAYpPHI HAIPaBIAECT B YIOJHOMOYEHHBIN
opraH (PKCIEpPTHYI OpraHM3aluio) rocyJapcTBa MPU3HAHUS 3asBICHUE O
BHECEHHM W3MEHEHUW, JOKYMEHTBHI, IOJATBEpkKAAlolme orary coopa
(MOLIMHBI) 32 BHECEHNE U3MEHEHUI B PETHCTPALMOHHOE JTOCHE B CIydasx U
IOPSJKE, YCTAHOBJICHHBIX 3aKOHOJATEIBCTBOM TOCYIApCTB-WICHOB, U IPH
HEOOXOJMMOCTH  JIOKYMEHThl MOIyJid 1  perucTpaMoHHOrO  JIOChe,
cnenu@UUHbIE i1 TOCYJapCTBa IMPHU3HAHMS, OTHOCAIIMECS K BHOCHUMBIM
U3MEHCHMSM, a TaKXKe KOMNHUI0 pEIICHUS YINOJHOMOYEHHOrO OpraHa
(9KCHepTHOM oOpranuszanuu) pedepeHTHOro rocynapcrBa O BO3MOXKHOCTH
OpUOOIIEHHUS  COOTBETCTBYIOIIMX  Bepcui  (IOCIEAOBAaTENbHOCTEH) K
3JIEKTPOHHOMY J10ChE€ WJIM 0I00pEHUH U3MEHEHU.

Ilpy BHeceHMM W3MEHEHUM, HE MPUBOMALIUX K IIEPECMOTPY
uH(pOpMaLlMK O JIEKAPCTBEHHOM IIpernapare B COOTBETCTBUU C MYyHKTOM 1.6
HacToAmuX [IpaBun win He BIMSIONUMX HA WH(OPMAIIUIO, COIAEPKAIIYIOCS
B €IUMHOM pEecTpe, YNOJHOMOYEHHBIH OpraH (dKCIEpTHas OpraHu3anus)
rocylapcTBa  MPU3HAHMS  MPUOOLIAET  COOTBETCTBYIOIIYID  BEPCHIO
(mocneaoBaTeIbHOCTh) K AJIEKTPOHHOMY J10Ch€ M OOHOBIISIET UH(POPMAITUIO B

€IMHOM peecTpe.
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[1pu BHECEHMU MU3MEHEHUH, TPUBOJIAIIUX K IEpeCMOTPy UH(pOpMaIuu o
JIEKAPCTBEHHOM IIpEnapare B COOTBETCTBHM C IIYHKTOM 1.6 HacTosmmx
[IpaBuii, yroaHOMOYEHHBINM OpraH (SKCIEpPTHAsl OpraHu3alus) rocyaapcTBa
MPU3HAHUS HAMPAaBJISET 3aMpoc B YHOJHOMOYEHHBINM OpraH (9KCIEPTHYIO
OpraHu3aluio) pePepeHTHOro TroCyAapcTBa O MPEAOCTaBICHUU JOCTyMa K
Bepcuu (IOCJIEI0BATEIBHOCTH) 3JEKTPOHHOTO JOChE B paMKax 3asiBICHUS O
BHECEHUM U3MEHEHHUM C WCIIOJIb30BAHUEM CPEACTB HMHTETPUPOBAHHOU
CUCTEMbl.  YTIOJJHOMOYEHHBIM  opraH  (dKCHEpTHas  OpraHu3alusl)
pedepeHTHOTO  rocyJapcTBa MPEJOCTABISIET JOCTYIl B  CPOK, HeE
MPEBBIIIAOIINN 5 pabounx JHEH C AaThl MOJIYYEHUSI YKa3aHHOTO 3ampoca.

Ilocne mnosryyeHHs yKa3aHHOTO JOCTYINA YIIOJTHOMOYEHHBIM OpraH
(3kcmepTHass —~ opraHu3alus) TOCyJapcTBa TMpU3HAHUA  JCHUCTBYET B
COOTBETCTBUM C ab3alaMM TPEeTbUM — MATbIM INyHKTa 2.1.4 Hactogmumx
IIpaBui.

2.52. 1lpy VHULMUPOBAHUM 3AABUTEIEM MPOLEAYPbl BHECEHUS
3Ha4YnUMOro m3MeHeHus IB tuna m usmenenus Il tuma B perucrpanoHHOE
JIOChE JIGKAPCTBEHHOTO TIpemapara B pePepeHTHOM ToCyaapcTBe 10
3aBEpIICHUs TMPOLEAYphl MNPHU3HAHUS B TrocyaapcTBe (rocylapcrBax)
NPU3HAHUS U €ro OJIOOPEHUU YIOJHOMOYEHHBIM OpPraHoOM (IKCIEPTHOM
oprasu3zaimeil) peepeHTHOTO ToCyAapcTBa BO BpeMs MPOIEAYPhI TPU3HAHUS
3asBUTENIb  TOCJIE€ 3aBEPUICHUS JAaHHOW TMPOLEAYpbl HAMpaBIseT B
YIOOJHOMOYEHHBI  Oprad  (3KCHEPTHYK OpraHu3aluio) TocyJapcrBa
MPU3HAHUS 3asBJICHUE O BHECEHUU U3MEHEHUW B PETUCTPAIMOHHOE JOChE,
JIOKYMEHTBI, TOATBEPKIAIOIINE OIUiaTy cOopa (MOIUIMHBI) 3a BHECEHHE
M3MEHEHUN B PETUCTPALIMOHHOE JIOChE B CIy4asix U MOPSAJIKE, yCTAHOBJIEHHBIX
3aKOHOATEILCTBOM T'OCYIapCTB-WICHOB, U MPU HEOOXOIUMOCTH JOKYMEHTBI

Moaydsi | pPEerucTpallMOHHOTO JI0Che, CHenu(UYHBIe 7 TOCyJapcTBa
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MPU3HAHUSA, OTHOCSIIUECS K BHOCHMBIM H3MEHEHHSIM, a TaKXe€ KOIHIO
pellieHus  YMOJHOMOYEHHOTO  opraHa  (PKCIEPTHOM  OpraHu3allvf)
pedepeHTHOrO rocynapcrsa 00 0J0OpPEHUM U3MEHEHUM W (WJIM) JIOKYMEHT,
ITOITBEPKAAIOIIUN BAJINTHOCTD MPEICTaBICHHOM BEpCUU
(mociienoBaTeNbHOCTH) AJIEKTPOHHOIO JI0ChE, CojepkKaliel crenuduaHbie
JUJIS1 TOCYIApCTBA MTPU3HAHUS JOKYMEHTHI MOAYJIS | perucTpalimOHHOTO JJOCHE.

YOMHOMOYEHHBIN Opran (PKCIEepTHAsE OpraHu3aius) TrocyaapcTBa
MPU3HAHUS HAIMPAaBJISET 3alpoC B YMOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
opraHuzaiui) pedepeHTHOro TOCyJapcTBa O MPEIOCTaBICHUHU JOCTYMa K
aKTyallbHOW BepcuM (IOCIEIOBATEIIBHOCTH) SJEKTPOHHOTO JIOChE U
AKCIEPTHOMY OTUETY 00 OIIEHKE B paMKax 3asiBJICHUSI O BHECEHUW U3MEHEHUM
C UCIIOJIb30BAHUEM CPEICTB UHTETPUPOBAHHOW CUCTEMBI. Y TOJTHOMOYCHHBIN
opraH (3KCIepTHas OpraHu3aius) peepeHTHOTro rocygapcTBa NpeaoCcTaBiIseT
JOCTYI B CPOK, HE MPEBBIMIAIOMUN 5 pabouyux AHEH C JaThl MOJyYEHUS
YKa3aHHOTI0 3ampoca.

['ocyngapcTBO pu3HaHMs B CPOK, HE TpeBbIatonuil 20 padbounx aHen
C JaThl MOJIyYCHMS 3asBJICHUS O BHECEHUM W3MEHEHHU U JOKYMEHTOB OT
3asBUTEJISI, YKa3aHHBIX B a03aile mepBoM nyHKTa 2.5.2 Hactosiuux [IpaBun,
a TaK)KE€ C JaThl MPEAOCTABICHUS JOCTYyIAa K MaTepuaiaM PErucTpaliiOHHOTO
JI0ChE, PUHUMAET pelieHrne 00 0700peHNr WM OTKJIOHEHHWH 3asBIICHUS O
BHeceHnu u3MeHeHus 1B tuna unu Il Tuna u uadopmupyer 06 3TOM 3asiBUTENS
B JICKTPOHHOM BH/JI€. YTIOJITHOMOUYEHHBIM OpraH (3KCHepTHas OpraHU3allusl)
rocyJlapcTBa MpU3HAHUS HE TO3/Hee 15 pabouux gHEW ¢ JaThl MOJy4YEHUS
JOCTyHa K DKCIEPTHOMY OTYETYy 00 OIIEHKEe B cCiiydyae HEO0OXOJIUMOCTH
HaIpPaBJISIET 3aMPOC 3asBUTENIO0 U B YIIOJIHOMOYEHHBINH OpraH (3KCHEPTHYIO
opraHmzainui) pedepeHTHOro rocymapcrsa 1mo  ¢opMe  COTJIaCHO

npritoxkeHuto Ne 18 k [IpaBuiiam peructpauuviv U 3KCIEPTU3HL.
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3asBUTE/Ib HANpPAB/IseT OTBET Ha 3alpoc B YNOJIHOMOYEHHEIH oprau
(OKCHIEPTHYIO ~ OPTaHW3alMio) TIOCYJapcTBa HPU3HAHMS B CPOK, HE
npesprmaromui 90 padouux qHel ¢ 1aThl MOIYYeHUs YKa3aHHOIO 3a1poca OT
YIIOJIJHOMOYEHHOIO OpraHa (3KCIEPTHOW OpraHu3aluu) I[OCJIEJHEr0 U3
rocyaapcts npusHaHus. Cpok oTBeTa 3asBUTENs Ha 3alpOC HE BKJIIOYACTCS B
00uMi CPOK MPOBEEHHS IPOLEAYpPBl. YIIOJIHOMOUCHHBIH Opran (dKcrnepTHas
OpraHu3alus) rocyJapcTsa MpU3HAHUS B TeYeHHWe 5 paboumx IHEH ¢ JaThl
MOJTy4YeHHUsl OTBETA 3asABHMTE]S OOECIEYHBAET YIOJIHOMOYEHHOMY OpraHy
(3KCIEepTHOM opraHu3anuu) pedepeHTHOTO rocyapcTBa JOCTYI K OTBETY
3asiBUTEIA IOCPEICTBOM MHTETPUPOBAHHOM CHCTEMEI.

B ciyyae mNpUHATHS TONOXUTENBHOTO pelIeHHs B CPOK, He
NpEeBBIAOMUA 5 pabodnx AHEH ¢ JaTHl ero MPUHSITHS, YIOJHOMOYEHHBIE
OpraHbl (SKCIIEPTHBIE OpraHW3allid) TOCYJApCTB MPHU3HAHUS DPAa3MELIAIOT
COOTBETCTBYIOLIYO MH(OPMALIUIO B €AMHOM peecTpe MpH HeOOXOIMMOCTHU ¢
PUJIOKEHUEM W3MEHEHHBIX YTBEPKICHHBIX  OOIIei xapaKTepHCTHKH
JICKApCTBEHHOTO Tpenapara, MHCTPYKIUU 10 MEIULHUHCKOMY IIPUMEHEHMIO,
MaKeTOB yIIaKOBOK, HOpPMaTHBHOI'O JOKYMEHTA 10 KA4YeCTBY B COOTBETCTBUH C
HOpsiAKOM (POPMHPOBAHUSI U BEIEHUs CAMHOTO PEECTpa, a TAKIKe BBIJAIOT
3asBUTENII0  M3MEHEHHBIE OOLIyI0  XapakTepHCTHKY  JIEKApCTBEHHOTO
npernapara, MHCTPYKLUMIO 10 MEIWLUMHCKOMY [PUMEHEHMIO, MAaKeThl
YIaKOBOK, HOPMATHBHBEIA JIOKYMEHT IO Ka4ecTBY U (IpU HEOOXOIMMOCTH)

PErUCTPAlHOHHOC YIOCTOBECPCHHE. ».




