Mepkne T'méX

TeBa AorKEHEPUKC CUCTEM
CepTUduKaT Ha BbINYCK cepum

CtpaHa:

MpoaykT:

Cepusi:

JlekapcTBeHHas opma:
AKTVMBHOE BELLECTBO:
YcnoBust XxpaHeHust:
PerncrpaumoHHbIn Homep:
BbinyLeHHOe KONNYeCTBO:
JlnueHsna Ne:

Ceptudukat GMP:

[Hata npousBoacTea:
Cpok rogHocTu:
Pasmep ynakoBku:

Paamep cepuu:

ratiopharm

Poccus

FenaGeHe kancynbi

V20910A

Kancynbl

OKCTpaKThl TpaB

XpaHuTb Npu TemnepaType He Bbiwe +25°C

M N012369/01

30523

DE_BW 01 MIA_2017 0024/DE_BW_01_Mepkne
DE_BW_01_GMP_2017_1060 (bnayboipeH)
DE_BW_01_GMP_2018_0069 (bnay6oiipeH-Beinep)
DE_BW_01_GMP_2019_0052 (YrnibMm)

08.2019

08.2022

30

915 690

YnakoBka:

Cepusn

Havano ynakoBku:
OKOH4YaHWe ynakoBKU:
MpowussoaunTens banka:

YnakoBaHo:

MecTo npoBeaeHus aHanusa:

MpownasoauTens cybecTaHumm:

Bbinyckatowmii KOHTPOnb:

Hukakux 3Ha4YMTENbHbIX UMK KPUTNYECKNX OTKNOHEHWN, KOTOpPbl€ MOTyT NOBJIMATb Ha BbINYCK cepun, He

3aperMcTpupoBaHo.

HacTtosimm noateepxaato, UTo ykasaHHas Bbllle nHdopmaumns BepHa. [laHHas cepusi npoaykTa bbina
npousBeneHa, BKIOYas yNakoBKy M KOHTPOMb KayecTBa B MOMHOM COOTBETCTBUM ¢ TpebosaHuamu GMP n

30 kancyn/6nuctep
V20910A

24.09.2019

01.10.2019

MEPKIE TMBX

NIOOBUI MEPKIE WTPACCE 3
89143-BMTAYEOMPEH
"epmaHua

MEPKIE TMBX
MPA®-APKO-LLUTPACCE 3
89079-YJIbM

epmaHus

MEPKINE MBX

MPA®-APKO-LUTPACCE 3

89079-YJIbM

FepmaHuna

MHupeHa CnA, Utanusa, Bua [JoH MuH3oHu 6, 20090-CeTTana

MEPKNE MBX

JIOABUI MEPKIJE LUTPACCE 3
89143-BJIAYEOVPEH
epmaHus

cneundmkaumm. 3anncu o NPon3BOLCTBE, ynakoBke N aHanmse JaHHON cepumn COOTBETCTBYHOT

TpeboBaHuam GMP.

[laHHas cepus gonylieHa ans peanusauuu.

04.11.2019

lModnuck

YNONHOMOYEHHOE NNLIO

CrpaHnua 1msl
V20910A/25596



ratiopharm

Ceptudumkar aHanusa
re n 669He Harta npousBoactea:  08.2019
Cepusi: V20910A
Kancynbl
Cpok rogHocTH 08.2022
Monyuatens: Poccus Homep aHanusa: 201904039076
TecTbl Cneuundumkaumsa Pe3ynbTart
Pusnko-xmmmnyeckue
nokasaTenu:
OnucaHve cogepXMmMoro Kancyrn Coaepxumoe  Kancyn-nopowok ot COOTBETCTBYET
CBETNO-KOPUYHEBOTO A0  TEMHO-
KOPMYHEBOIO HEOQHOPOAHOTO LiBETa C
oenbiMM  UNKM  KEeNToBaTbIMKU, UMK
cepbiMK BKpanneHusmu. [JonyckaeTcs
HanuMyue KOHIIIOMepaToB unm
YANOTHEHUN.
OnmcaHue Kkancyn TBepAable xxenaTuHoBble Kancyrnbl, Ne COOTBETCTBYET
0 c Henpo3paYHbIMU KPbILLIEYKOW 1
KOPMyCOM CBETO-KOPUYHEBOIO LBETA
CpefHsast macca kancyn 576,0mMrx7,5% 574,6 mr
CpenoHsis macca cogepXnmoro 480,0 mMr 7,5 % 478,5 mMr
Kancyn
OAHOpPOAHOCTL Macchl
COAEPXKMMOrO Karncyr [omkHo cooTBeTCTBOBATb COOTBETCTBYET
(EBp.®apm. 2.9.5.)
PacnapgaemocTtb B Boge (37°C) <=15 MuH 3 MUH.
MoannHHOCTL:
OkcTpakT Pactoponium XapakTepHble nNATHA WM 30HbI  Ha CooTtBeTcTBYET
naTHucTon (TCX) XpomartorpaMmme NCNbITYyEMOro
pacTBopa [OOMKHbl COOTBETCTBOBATb
Mo MOSIoXKEHUIO N OKpacke MsATHaM U
30Ham Ha XpomaTorpamme
CcTaHOapTHOro pacTeopa:
- Npy ANWHe BOSHbI 254 HM AOMMKHbI
OoOHapyxmBaTbCA HeYeTKNe TEMHbIe
NaATHA Ha ypoOBHE TMsSATEH Ha
XpomartorpaMmme CTaHAapTHOro
pactBopa (Rf okono 0,18, okono
0,36);
- Npu AnuHe BOMHbl 366 AOSMKHbI
obHapyxumBaTbCca natHa  6GnegHo-
3eN1eHoro LBeTa Ha ypOBHE MATEH Ha
Xpomartorpammve cTaHaapTHOro
pactBopa (Rf okono 0,20 u okono
0,42);
- B BMOMMOM CBeTe€  [OMXKHbI
obOHapyxumBaTbCA nNaATHA  GnegHo-
XKENToro LBeTa Ha ypoBHE MATEH Ha
Mepkne M'mbX 04.11.2019 [Modnuck




FenabeHe

Kancynbl

MonyyaTtenb: Poccus

OKCTpakT ObIMsHKM
nekapcteeHHon (TCX)

OkcTpakT Pactoponium
naTHucTomn (B3XKX)

OKCTpakT [bIMSAHKM
nekapctBeHHom (BOXKX)

ratiopharm

Ceptudumkar aHanusa
[ata npoussogcrtea:  08.2019
Cepusi: V20910A
Cpok rogHocTH 08.2022
Homep aHanusa: 201904039076
XpomaTorpaMme CTaHgapTHOro

pacTtBopa (Rf okono 0,20, okorno 0,33
n okono 0,50);

- MoryT ObITb OoBHapyXeHbl
OOMNOSHUTESNbHbIE NATHA U 30HbI.

XapakTepHble nNsATHA W 30HbI Ha
Xpomarorpamme NCMbITYyeEMOro
pacTBopa [OOIMPKHbI COOTBETCTBOBATb
MO MOJSIOXKEHUIO N OKpacKke NATHaM U
30HaM Ha XpomaTtorpaMmme
CTaHOapTHOro pacTeopa:

- Mpy AnuHe BOMHbl 254 HM AOSMKHbI
obHapyXmnBaTbCs HeYyeTkue TeMHble
MATHA Ha YpPOBHE MNSATEH Ha
Xpomarorpamme cTaHOapTHOro
pactBopa (Rf okono 0,18, okono 0,49
n okono 0,65);

- Npu AnuHe BOMHbI 366 AOOMKHbI
obGHapyXuBaTbCa NATHAa Ha YpPOBHe
nsiTeH Ha XpomaTorpamme
CTaHOapTHOro pacTtBopa:
dnyopecumpyowe ronybble nATHa
(Rf okorno 0,08 n okono 0,68) n no4ytu
6enoe natHo (Rf okono 0,23);

BpemeHa yOepXuBaHUS OCHOBHbIX
NnnKoB Ha XpomMmarorpamme
UCNbITYEMOro  pacTBopa  [OIDKHbI
COOTBETCTBOBATb BpeEMEHaM
yaepXnBaHus nNMKoB cunubnHuHa A un
cunubnHmHa B Ha XxpomaTorpamme
CTaH4apTHOro pacTeopa.

Bpems yaepxuBaH/si OCHOBHOIO MyKa
Ha XpomaTorpamme UCMbITYyeMOro
pacTBopa [HOIMKHO COOTBETCTBOBATb
BpPEMEHMU yOoepXusaHus nvka
npoTonuHa rugpoxnopuaa Ha
XpomMaTtorpamme cTaHOapTHOro
pacTtsopa.

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

Cocras/kancyna:

[bIMAHKN NnekapcTBeH-

HOW TpaBbl 3KCTPAKTa CyXoro

275,1 mr+ 10 %

296,0 mr

Mepkne M'mbX
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FenabeHe

ratiopharm

Ceptudumkar aHanusa

[ata npoussogcrtea:  08.2019

Cepus: V20910A
Kancynbl

Cpok rogHocTH 08.2022
Monyuatens: Poccus Homep aHanmaa: 201904039076
(BIXKX)
CvnumapuH (BOXKX) 50,0 mr £ 10 % 52,2 mr
CvnnbuHuH (BIXX) He meHee 22,0 mr 29,0 mr
Mwukpo6uonorus: B cooTBeTcTBME TPEGOBaAHUAM COOTBETCTBYET
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Digitally signed by Olga Parkhomenko
DN: dc=Corp, dc=Teva, ou=Global,
ou=Clients, ou=RU, ou=MOS, ou=USR,
cn=0lga Parkhomenko,

Pa rkh O m e n ko email=Olga.Parkhomenko@actavis.com

Date: 2019.11.15 09:40:22 +03'00'

DaHHas cepusa cooTBeTCTBYEeT TpesoBaHMﬂM cneuuq)m(au,uw

Mepkne M'mbX

04.11.2019 lodnuck



		2019-11-15T09:40:22+0300
	Olga Parkhomenko




