NEKJAPALIIVSA O COOTBETCTBHUHA

JERJIAPAHT, NMPUHUMAIOUUH JEKJTAPALIMIO O COOTBETCTBHH -

000 "Tesa"

Ceedenus 0 pezucmpayuu opzanuzayuy; Meosicpationnan uncnexyus dPedepanvioli narozosoti cysichol Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Adpec: 115054, 2. Mockea, yn. Banosas, 0. 35. Teneghon: 8 (493) 644-22-34.

B nuye: Ienepanvrozo dupexmopa 3pux Poute

[Hosepentioe muyo: Makcumiosa JLA., dosepennocme T-932 om 14.04.2019

3ASABJIAET, UTO
nexapemeentoe cpedemeo. Xunax gopme kanau 015 npuema eympo 30 ma, paaxonet (1), nauku kapmonnvie,

PY Ne [T N014917/01 om 14.05.2009 (dama 3amenvt PY 18.09.2017) swidaro pamuogpapm ImbX, cepus
V03385, napmus 99566 ynaxosok, 20den do 01.02.2023, npouzeodcmea Meprae ImoX, I'epmanus, [Jokmop
Teope-LInon-Lmpacce 7, 89143 Bnay6oiipen / Mepkne Im6X, lepmarus, Jlodeuz-Meprae-Llmpacce 3,
89143 Braybotipen, kod OKIIJ2 21.20.10.116, koo TH B3/] 3002905000, konmpaxm Ne 71 om 01.09.2016,
uneotic Ne 2520016212 om (07.05.2019

COOTBETCTBYET TPEEOBAHHSIM
ITN014917/01-180917 wzm. Nel

JEKJIAPALIAA IIPUHATA HA OCHOBAHHHA
npomokon ucneimanuti Ne 26621 om 27.05.2019 Jlabopamopnutii yenmp OO0 "L[KK‘ OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmughukam POCC DE.®@M15.C78962 om 28.05.2019

JATA XIPHHATHS TEKJIAPALIAH 29.05.2019
,IIEIUIAPAU;HH mncrnmwm JO 01.02.2023

||<

7 Maxkcumosa JLA.
TTOJUTHCE O.1.0
CBEJEHUSA O PETUCTPAIINN

OPTAH IO CEPTHOHKAIMH, 3APETHUCTPUPOBABLUINH JEKJIAPALIAIO

POCC RU.0001.11®MI15 OPI'AH 110 CEPTH®HKALIHH ITPOIYKIJHH OBLJECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJLA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, om. 5, nom. I, kom. 1., adpec opaana no
cepmuchuxayuu: 143581, Mockosckas obaacme, Hempunckuii pation, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495) 787-92-78 geb-caiim. oykr.pg.

JEKJTAPALIIST . CHOTBETCTBUH 3APETHCTPUPOBAHA N POCC RU JI-DE.®M15.A.16077/19
JIATA P[s.ﬂn’:n’uum z@“ps 2019
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Mepkne f'mbX

TeBa AXKeHEPUKC cUCTEM

ratiopharm

CepTuduUkaT Ha BLINYCK cepum

CtpaHa:

MpoaykT:

Cepwsa:

JNlekapcTBeHHas cdopma:
AKTUBHOE BELLIECTBO!
YcnoBusi xpaHeHns:
JluueHsnsa Ne:
Ceptucpukar GMP:

Poccun

Xunak ®opTe Kannu AnA npueMa BHYTPb

CO BKYCOM BULUHU

V03385

Kannu ana npvema BHYTpb

XpaHuTb Npu TeMneparype He Bbllwe +25 C’
DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (Bnay6oitpeH)
DE_BW_01_GMP_2018_0069 (BnaybonpeHx-Beinep)
DE_BW_01_GMP_2016_0099 (Ynbm)

[aTa npoussoacTBa: 02.2019
Cpok rogHocTw: 02.2023
[oanpoeka: 30 mn
Ynakoska: 30 mn pacTBopal/cTeKNAHHBLIA (hNakoH

Havano ynakosku:
OkoHYaHWe ynakoBKku:

Mpounssogutens Banka:

YnakoeaHo:

Bbinyckalowmin KOHTPONb:

02.04.2019
03.04.2019

MEPKINE 'MBX

Op.Meopr- Wnok-WTpacce 7
89143-bnayboipex
lepmaHus

MEPKJE TMBX
MPA®-APKO-LUTPACCE 3
89079-¥1bM

epmaHua

MEPKINE 'MBX

JIIOABUI MEPKJIE WUTPACCE 3
89143-BNAYEOWNPEH

FepmaHua

Hukaknx 3Ha4yuTenbHbIX UNW KPUTUYECKUX OTKNOHEHWUNA, kompble MOTYT MOBNWATbL Ha BbINYCK
Cepun, He 3aperncTpnpoBaHo.

Hactoswum noaTeepxaalo, YTO YKadaHHas Bblwe WHdopmauus BepHa. [aHHan cepus
npogykta Obina npousBedeHa, BKNOYAA YMNaKOBKY W KOHTpPOMNb KadyecTBa B MOMHOM
cooTBeTcTBUM ¢ TpeboBaHuamm GMP 1 cneuudumkauun. 3annucu o NPou3BOACTBE, YNAKOBKE M
aHanuae A4aHHOI cepumn cooTBETCTBYIOT TpeboBaHmam GMP.

[aHHaa cepua gonylleHa ans peanusaunm,

03.05.2019 Mognuck yNnonHOMOYEHHOro nuua

CrpaHnuya 1 m3 1
V03385/280274



ratiopharm

e L TR e ST ST
Ceptudpukar aHanusa
Poccuiickas ®eaepayus [Nata npowssoactea:  02.2019
Cepus: V03385
Cpok ropHocTu 02.2023
Homep aHanusa: 201904005550
Xunak chopTe kannu aAns npuemMa BHyTpb
CO BKYCOM BHULLUHMK
WUcnbiTanua Cneundmkauusn PesynbTar
OBuume 1 cneymuanbHble XapakTEPUCTUKM!
Onucanue MpozpayHblit OT  CBeTno- COOTBETCTBYET
XenToro Ao XenTto-
KOPWYHEBOrO LBETa PacTBoOp C
3anaxoMm BULLHK
pH 3,0-34 3,2
MnoTHoCTb 1,040 — 1,095 r/mn 1,055 r/mn
Mpoapa4yHocTk U onanecueHTHocTs  PacTteop [OTKeH BbITh COOTBETCTBYET
Npo3payHbIm nnu He
MHTEHCHBHEE 3TanoHHOro
pactsopa Il
PacTtBop goneH BbiTb
BecuBeTHbIM UNK He
LieTHOCTB COOTBETCTBYET
WHTEHCUBHEE 3TanOHHOro
pacTsopa BY,
OB6bem cogepxumoro cnakoHa [onxHo cooTBETCTBOBATL COOTBETCTBYET
MoanWHHOCTL:
Monou4Has kucnota (B3NX) AOMXHO COOTBETCTBOBATL COCTBETCTBYET
NakTo3sa (peakuuns ocaxaeHms) [AOMXHO COOTBETCTBOBATL cooTBETCTBYET
Kanusa copbat (BOXX) [OMXHO COOTBETCTROBATL cooTBeTCTBYET
KonuuecTseHnHoe onpenenexue / 1 mn pacTeopa:
MonoyHas kncnota (BAGWX) 75,0 Mr£25% 73,13 mr
56,25 - 93,75 mr
75-125% 98%
NakToza (TuTpumeTpus) 50,0 -70,0 mr 53,5 mr
0,454 - 1,192 mr 1,108 mr
Kanus copbat (B3XX)
40-105 % 98%
Mukpobuonoruuyeckas yacrora:
Mepkne Tm6X 03.05.2015 nOJD,I'II/ICb OTBETCTBEHHOIo Anua



ratiopharm

Ceprapuiarananusa
Poccuinickas Pegepaunn [ara npoussoacTea:  02.2019

Cepwusi: V03385

Cpok rogHocTy 02.2023

Homep ananusa: 201904005550
Xunak chopTe Kannu Ans npuemMa BHYTpb
CO BKYyCOM BHULUIHHK
MenbiTaHusa Cneunchukaumsa PesynbTar
Esp. ®apm. 2.6.12/2.6.13
Esp. ®apm. 5.1.4

AOMKHO COOTBETCTBOBATbL CoOTBETCTBYEeT

Cepusa cOOTBETCTBYET CﬂELlHd)b’lKgUMM Ha NPpoaYKT

Olga Parkhomenko

Mepkne TmbX 03.05.2019

Digitally signed by Olga Parkhomenkao

DN: de=Corp, dc=Teva, ou=Global, ou=Clients, ou=RU,
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