Jlorotun Tepa
Tea @apmanestudeckue Ilpexnpusatus Jta.

CEPTU®UKAT COOTBETCTBUHA

HazBanue npoxykra

A3miiexT Ta0J1eTKH 1 Mr

Jo3upoBka

1wmr

JlexapcTBennas popma

TadJIeTKH

Pa3zmep u TUN yriakoBKU

o0auctep/10 TadaeTok

KomnnuecTtso 5834 ynakoBok no 30 Tad;ieTox
Crpana Poccus

Homep PY JICP-003820/08

Howmep cepun R87778

Jara mponsBozacTBa 05 ABrycra 2018 .

JlaTta ymakoBbIBaHUS 08 OxkTsi0pn 2018 r.

Cpok romHoCTH Arryct 2021 1.

VYcnoBus XxpaHeHHUS: Cm. HI

IIpousBoanTENb:
YnakoBka:
Brinyckaronuit KOHTPOJIb
KayecTBa:

Tea ®apmanesTuueckue Ilpexnpusatus Jra.,

18 Eli Hurvitz str., Ind. Zone, Kfar Saba, U3panab
MIA 11/2018/D

Cepruduxar GMP 11/3

Ccpinka Ha CepTudukar anajansza

QDP0010223/4.0

OTKIIOHEHNE

HET

Hacrosmum moxarBepxnaio, 4To yKa3aHHas Bbllmle wHGOpManus NOAJWMHHAS M IpaBwibHas. [lannas
cepus MpoayKTa Obljla MPOU3BEICHA, BKIIOYAsl YIIAKOBKY U KOHTPOJb Ka4eCTBA B TIOJITHOM COOTBETCTBHHU C
tpeboBanmsiMu GMP u cneumdukanuu. 3anucu o MPOW3BOACTBE, YIIAKOBKE M aHAJIHM3€ AaHHOW CEepHU

COOTBETCTBYIOT TpeOoBaHusiM GMP.

WM yromHOMOYEHHOT O JINLA Amnac A0y Illakpa
[Toanuck yrnoJHOMOYCHHOI'O /noonucv/

el

JaTa moanucanus 09/10/2018

Tesa. 3aBog Kdap Cabda. Otnen kagecTBa

18 Eli Hurvitz street, 44102, Kfar Saba, Israel Tel. +972.9.7648222 www.tevapharm.com
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TEBA ®apmaneBrudeckue IIpennpusarus JIta.

Ceprudukar anaansa

A3UJIEKT (PASATMJIMHA ME3UJIAT), 1 MI', TABJIETKU, #30

Ne cepun: R87778 Kon mo3unun: 12RK06488
JlaTa npousBoacTBa: 05 Asrycra 2018 Cpok roagHocru: Asryct 2021
Jara npoBenenus ananusa: 04 Cenrsa6ps 2018
CcpLaka: QDP0010223/4.0
HUCHBITAHUSA HOPMBI PE3YJIbTATHBI MECTO
MIPOBEJEHUS
AHAJIM3A
Onucanne Bemoro wnum mouru Oenoro 1Bera COOTBETCTBYET *1
KPYTJIbIC TUTOCKOLMITHHAPUICCKUE
tabnetku ¢ ¢ackoit. Ha oxHol cTropoHe
TabyeTku rpaBupoBka “GIL 1”
Bec 210 mr (200 — 220 mr) 210 mr *1
Tommuna 3,0-3,7Mmm 3,2 MM *1
TeepaocTh 8 SCU (5-13 SCU) 9 Scu *1
XpynkocTb He Oonee 1 % 0,0% *1
Pacnagaemoctnb He Oonee 15 muH 2 MuH *1
Moamnuuocts BIJKX Bpewms yaepxxuBanus ocHOBHOTO TKa ~ COOTBETCTBYET *1
Ha XpOMAaTOrpaMMe HCIBITYEMOTO
pacTBOpa JOKHO COOTBETCTBOBATH
BPEMEHU YACPKUBAHUS MMHKa
pasaruiMHa Me3uiaTa Ha
XpOMAaTorpaMMe CTaHAapTHOTO
pacTBopa
Mopmuunocty TCX OCHOBHOE TISITHO HAa XPOMAaTOTpaMMe CooTBeTCTBYET *1
HCIIBITYEMOI'0 PacTBOPA J0JDKHO
COOTBETCTBOBATh ISITHY pa3arminHa
Me3HIaTa Ha XpoMaTorpaMme
CTaH/IapPTHOTO PACTBOPA 110 BEJIUYHHE
Rf
KoanuecrBennoe 95,0 — 105,0% oT 3asiBJIEHHOTO 99,4 % *1
onpeneeHue KOJINYECTBA
Pasanruna me3unar
IIpumecu / IIpoayKThl
pa3ioxKeHHsI
N-(2-Xponammmn)-1-(R)- He 6ousiee 0,0007 % menee 0,0007 % *1
aMHHOWHJIAH
AMUHOMHIAH He 6oiee 0,5 % menee 0,04 % *1
Nunanon He 6oiee 0,5 % menee 0,04 % *1
3-N-Ilponaprunamunounnaan-  ue donee 0,5 % menee 0,04 % *1
l-on
Jlrobast npyrasi mpuMech He 6onee 0,3 % menee 0,04 % *1
Cymma npumeceit He Oonee 1,0 % menee 0,04 % *1
OnHopoaHOCTH
J03MPOBaAHUS
CpenHee 3HaYCHHE 97,5 % *1
Kpurepwuii npuemireMocT CoortBeTcTByeT AeiicTB. m3manuio Esp. 4,8 1
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TEBA ®apmaneBrudeckue IIpennpusarus JIta.

Ceprudukar anaansa

A3UJIEKT (PASATMJIMHA ME3UJIAT), 1 MI', TABJIETKU, #30

Ne cepun: R87778 Kon mo3unun: 12RK06488
JlaTa npousBoacTBa: 05 Asrycra 2018 Cpok roagHocru: Asryct 2021

Jara npoBenenus ananusa: 04 Cenrsa6ps 2018

CcpLaka: QDP0010223/4.0
HUCHBITAHUSA HOPMBI PE3YJIbTATHBI MECTO
MIPOBEJEHUS
AHAJIM3A
Dapm. (2.9.40)
*1
Jnamnazon 93,9-99,7 %
*
IIpoiinennas craaus 1 1
PacTrBopenue
CpenHee 3HAYCHHE He menee 80 % (Q) ot 3assiaenHoro 98 % *1
KOJIM4YecTBa pacTBopsieTcss 3a 30 MUH.
CoOoTBeTCTBYET NEHCTB. M3aHnio EBp.
®dapwm. (2.9.3)
*1
Juana3on 96-99 %
*
IIpoiinennas craaus 1 1
Mukpoouonoruyeckas
YHCTOTA
OO1ee yncio adpoOHBIX He 6onee 1000 KOE/r [IpoBoauTcs nepuoandeckn  *1
MHUKPOOPTaHU3MOB
OO61mee 9rcio IpoXoKen u He 6onee 100 KOE/r IIpoBomuTcs mepuonudeckn  *1
TJIECHEBBIX TPHOOB
Escherichia coli OtcyrTcTBYET/T IIpoBoauTcs neproandeckn  *1

I[aHHBIM IIOATBEPXKAAEM, YTO BCC HeO6XO,ZII/IMBIe aHAJIU3bl OBLIN BBITIOJIHEHBI B COOTBETCTBHH C Tp€6OBaHI/I}IMI/I
HOpMaTI/IBHOﬁ JAOKYMCHTAaluu, 0[[06peHH01>i YIIOJTHOMOYCHHBIM OpTaHOM.

Ono0peno: Exartepuna KyTtosckeit
J0JIZKHOCTB: AHanutuk n1aboparopun
Beinymeno: T'amus Cacnoprac

J0JI2KHOCTB: OKK OTtBeTcTBEeHHBIH 3a BBIIYCK

cepTu(uKaTa aHanIn3a

JlaTa moamucu: 09 oxtsi6pss 2018

[TockonbKy HaHHBIN TOKYMEHT OBLI CO3/IaH B BAIMANPOBAHHOHN CHCTEME yIIpaBIieHHs Ja0opaTOpHOIl nHpOpManuei,
JIOKYMEHT UMEET AIIEKTPOHHBIE ITOIITHUCH.
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