NEKJAPAIISA O COOTBETCTBUM

JEKJIAPAHT, MPHHUMAIOLANA JEKJIAPALIMIO O COOTBETCTBHH

000 H'Tegaﬂ
Ceedenus 0 pecucmpayuu Op2aHusaiuu: MedicpationHas uncnekyus dedepansroil nano206otl cayowbivl No 46 no

2 Mocxse 01.01.2008, OF'PH 1027739033024, dama npuceoenus OIPH 01.08.2002.
Aopec: 115054, 2. Mocksa, ya. Barosas, 0. 35, Teneqpon: 8 (495) 644-22-34.

B auye: Ienepansho2o oupekmopa Opux Powe

Jlosepennoe auyo: Maxcumosa JLA., dosepennocmb T-932 om 14. 04.2019

3AABJSIET, UTO
NeKapCMBEHHOE CPedcmeo: Ambpobene, matnemxu 30 m2 10 wim., Grucmep (2), nauxku kapmonnvie, PY Ne IT

N014731/01 om 15.01.2009 (dama 3amenst PY 09.03.2017) evidaro Tesa Papmayesmuyeckue Ipednpusmus
JImo., cepus V100794, napmus 1 75995 ynaxoeok, oden 00 01 .04.2024, npouzsodcmea Mepxne ImoX,
Tepmania, Jliodsue-Meprne-Llimpacce 3, 89143 Bnaytotipen, koo OKITA2 21.20.1 0.255, koo TH B3/
3004900002, xonmpakm Ne 71 om 01.09.2016, unsoiic Ne 2520021682 om 18.10.2019

COOTBETCTBYET TPEBOBAHHAM
ITN014731/01-020710 uzm. Ne I-3

JNEKJIAPALLMS ITIPHHSTA HA OCHOBAHHH
NpOMOKOR UCHBIMAKU No 9627 om 01.11.2019 @XJT 000 "TH "Jenvma", ammecmam akkpedumayuu

RA.RU.21HP36, Cepmucpuxam POCC DE.OMI. C89427 om 01.11.2019

JATA TIPHHSTUS JEKJIAPALMHN 02.11.2019
JEKJIAPATHISHAEACTBUTENBHA 10 01.04.2024
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%27 CBEJEHWS O PETUCTPALIAM

OPTAH IO CEPTU®HKAIINH, 3APEFMCTPHPOBABILWH JEKJIAPALIUIO

POCC RU.0001.11®M15 OPTAH 110 CEPTH®HKALMH ITPONVKIMH OBLECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 11 5280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1., adpec opzana ho
cepmucpuxayuu: 1 43581, Mockosckas obnacmb, Hempunckui paiion, dep. Jlewkoso, 0. 248, cmp. 1, men..
(495)640-96-69, (495) 787-92-78 seb-caiim: OYKK.pe.

(;OOTBETCTBHH 3APECMCTPHUPOBAHA N POCC RU JJ-DE.®M15.A.26836/19
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Mepkne TmbX

TeBa AKEHEPUKC CUCTEM

ratiopharm

CepTudmukaT Ha BbINYCK cepuun

Crpana:

MpoaykT:

Cepus:

INekapcTBeHHas cdopma:
AKTUBHOE BELLECTBO!
YCNoBus XpaHeHus:

Homep perncTpalnoHHOro
YAOCTOBEPEHMS:

Nuuenana Ne:
CepTtudumkat GMP:

Poccus

AMmBpob6eHe Tabnetku 30 Mr

V10079A

TabneTtkn

AmBpokcona ruapoxnopug

XpaHuTb Npu Temneparype He sbiwe +25 C
M N014731/01

DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (Bnay6oipeH)
DE_BW_01_GMP_2018_0069 (BnayboiipeH-Beiinep)
DE_BW_01_GMP_2016_0099 (Ynbm)

[lata npousBoAcTBa: 04.2019
Cpok rogHocTK: 04.2024
YnakoBka: 20

YnakoBka: 20 rabneTtok/6bnucTep

Havano ynaxkoBKu:
OKOHYaHWe ynaKkoBKK:
MNpown3ssoauTens 6anka:

YnakoeaHo:

MecTo nposeaeHnsa
aHanwsa:

[MNpounssoguTens
cybcTaHuum:
BbinyckatoLlwuid KOHTPONb!

10.09.2019

10.09.2019

MEPKIE T'MBEX

NKOABUI MEPKIE WTPACCE 3
89143-BNAYBOWPEH
epmaHua

MEPKNE T'MBX
FPA®-APKO-LUTPACCE 3
89079-Y1bM

lepmaHus

MEPKJE TMBX
MPA®-APKO-LUTPACCE 3
89079-YI1bM

epmanua

LWunna Meawkaa NMuvmnten, Haua

MEPKNE MMBX

NKOABUI MEPKIE WUTPACCE 3
89143-ENAYBOWPEH
[epmaHma

Hukakmx 3Ha4nTeNbHbIX NN KPUTUHECKUX OTKNOHEHWW, KOTOPbIE MOryT NOBMWATL Ha BbINYCK

cepuu, He 3aperncTpmpoBaHo.

HacTosLWMM NOATBEPXAAI0, YTO YKa3aHHas Bbille UH(opMaLns BepHa. NaHHas cepus
npoAykTa Gbina NpousBe/ieHa, BKIKoYash yNakosky W KOHTPOMb kayecTsa B NONTHOM
cooTBeTcTBUM ¢ TpebosaHusmu GMP 1 cneundukalnim. 3anvcu 0 Npon3BOACTBE, YNAKOBKE U

aHanuae AaHHOW Cepui COOTBETCTBYIOT TpeboBaHnAM GMP.

[laHHas cepus AoNyLleHa Ans peanusaunn.

01.10.2019

[odnuck
YNONHOMOYEHHOE NULo



ratiopharm

Cep‘rﬁq:ij_l(’a'riauanu'aa e
Monyyatens: Poccus Nata npémasogéfaa: 04.2019

Cepwus: V10079A

Cpok rogHocTH 04.2024

Homep aHanuaa: 201904037100
Am6po6eHe TabneTtkn 30 Mr
McnbiTaHus Hopma PesynbTar
OnucaHve Kpyrnble ABOSIKOBbINyKNble TabneTtku COOTBETCTBYET

Genoro uBeTa, C pasfAenuTenbHom
PWCKOM Ha OAHOW CTOPOHE, Apyras

CcTOpOHa rnagkas

CpeaHsas macca 2400 mr£5 % 241,0 mr
(100%)
OpHopoAHOCTL NO Macce [O/KHO COOTBETCTBOBATL COOTBETCTBYET
He
PacnapgaemocTtb He 6onee 15 MuH
nposogunachk
MoaAnNUHHOCTDb:
AMBpoKcona ruapoxnopu Bpemsi epXMBaHWs COQTBETCTBYET
P AP PYA P yAep y COOTBETCTBYET
(BIXKX) cTaHaapTy
AmBpokcona ruapoxnopug (Y-
COM) CnekTp COOTBETCTBYET CTAHAapPTY COOTBETCTBYET
Xnopwabl (kayecTBeHHas :
Benkin ocagok COQTBETCTBYET
peakuyus)
MocTtopoHHue npumeck (BIXKX):
nc-ambpokcona ruapoxnopw
H P RRGATIORIA <0,2 % <0,10 %
(npumecsk D)
XWHa3onuHa ruapoxnc
AREIIDREA <02 % <0,10 %
(npumecs B)
[lvrnapoxuHasonuHa rugpoxnopua = 0,2 % <0,10 %
EavHuyHa
AUHHES <02 % <0,10 %
HenaeHTUdULMpoBaHHas NPUMeCh
Cymma HenaeHTMULUPOBaHHbIX
yMMa HEVAGHTM(ULMPOBAHH <0,5% <0,10 %
npumecen
CogepxaHue [ kancyna:
Gpokcona rugpoxnopua (Y- 30,0 Mr £ 5%
AmBpokcona rnipoxnopua ( 30,20 mr
Com) (28,5 — 31,5 mr)
AOMKHO COOTBETCTBOBATL CooTBeTcTByeT

OpAHOPOAHOCTL AO3NPOBaHKS

Esp. ®apm. 2.9.40
<15 % AV

PacTBOpeHue:

Mepkne TmbX

Modnuce




MNony4aTtent: Poccua

ratiopharm

CepTudmkaT aHanmsa

[laTa npowssoactea:  04.2019

Cepus: V10079A
Cpok rogHocCTH 04.2024
Homep aHanwaa: 201904037100
AM6po6eHe TabneTtkun 30 mMr
McnbiTaHuA Hopma PesynbTar

yepes 30 MuH

He mexee 80 % (Q)
Esp.®apm. 2.9.3.

98 %

Mukpobuonoruyeckas yucrora

MNepesop BepeH

Olga

[OMKHO COOTBETCTBOBATL

COOTBETCTBYET

Esp. ®apm., kateropus 3A
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Parkhomenko
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MNpoayKT cooTBeTcTByeT Tpe60BaHUAM cneunduKaumm

Mepkne TmbX

[odnuce



