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CEPTU®UKAT AHAITU3A
Certificate of analyses

Hassanue npenapata (PRODUCT NAME)
Harta nponssoacrea (MANUFACTURING DATE)

Homep MaTepuana -
I'ogen 1o (EXPIRY DATE)

Koa crpansl (COUNTRY CODE)

HOMEP JJIS1 CCBLJIKH (VO REFERENCE NUMBER)

TOBREX (Toopekc) SML
31-01-2020

742126

31-01-2023

RU

201886155

KO NPOOYKTA (PRODUCT CODE)
HOMEP CEPUH (BATCH NUMBER)
JdaTa BeInycka

Tect PesyabTar

Benszankonus xnopun 97,7 oT 3asABIIEHHOTO

coepKaHus
ToGpamunmn BOXX 99.2 oT 3aABNEHHOTO
copepKaHusl
IIpo3paynHocTs [Ipo3pavnslii
LBeTHOCTE (PD) BecugeTHbIit
[MoanuuuocTs OeH3zankonuss  COOTBETCTBYET
xnopuna Tect E
[ToanuHHOCTS CooTBeTcTByeT
Tobpamuunna TCX
Mexanuveckue BKmoueHus  OTCYTCTBYIOT
pH 7.5
OcMONANBHOCTD 289 mOcm/kr
CTepHIBHOCTD CootBeTcTBYET
O6wem conepKHMOro 5,113 mn
YNAKOBKH
K. Verresen

60292F
20A31MA
26-03-2020

TpeboBanus

90-120 % oT 3asBIEHHOTrO COEpPKAHUA

90-120 % oT 3asABNEHHOrO COMEPKaHUA

[Tpo3paunbli
Ot OecuBeTHOr0 A0 ONeaHO-XKENTOrO

(LE Y5)

CooreeTcTBRyET
CootsercTBYET

OTcyTcTBYIOT (HomyckaeTcest Hebonblas
OMAasecLeHTHOCTE)

7,0-8,0

260-325 mOcwm/kr

CooTBeTCTBYET

MpowaBoacTBEHHBIA hapMaueBT, ynoNHOMOYEHHOE NULO

15.04.2020

Digitally signed by Kuyantseva
Natalya

Ku a ntsev DN: de=com, de=novartis,

y ou=people, ou=TO,
serialNumber=2048528,
cn=Kuyantseva Natalya

a N ata I ya Reason: Mepeson npoBepun 1
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Novartis Technical Operations
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Fax +32 3 890 27 17

CEPTUOUMKAT CEPUA

Mpoaykr

CrtpaHa nocTaBkun

OeitcTByloulee BewecTBO/ [O3MPOBKA
NekapcTBeHHan copma

YnakoBka

Cepun

KonuuyecTtBo

MNpouseoauTens apMaLeBTU4ECKON
cybcTaHuum

Jara npou3BoacTea

Cpok rogHocTH

HaumeHoBaHue, aapec U HoMep
paspelleHUA Npou3BOAUTENA, BKIOYas
BbINYCKAKLWMWA KOHTPONb KayecTea
GMP cepTtudcpukar

PesyneTar aHanusa

MpuMevaHusa

Tobrex ®(Tobpekc®, karnnu rnasueie) Kon 742126

Poccus

ToBpamuums 0,3 %

Kannu rnasHble

5 mn Bo chnakoHe-kanensHuue «DropTainery

20A31MA

128330 yn.

ToBpamuumt: dapmavesTiyeckuit 3asog Tesa lNpaiBaT
Ko Nta (BeHrpus)

Cwm cepTudukaT aHanusa

Cwm cepTuchukart aHanusa

Ankon-Kyepep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium

Homep pazpewenus: 176

BE/GMP/2018/132

Cm cepTucukat aHanuaa

HO TIN014702/01-070808 uzm. 1-3

PY I[1N014702/01

YnakoBKa U MapKMpPOBKa COOTBeTCTBYeT Tekyuemy HI

Bbinu ucnonb3oBaHbl cnegyrwwne

martepuansl

- YnakoBKa nepeuyHaa 41687/2
- MHcTpykuws 45828/4

- YnakoBka BTopuyHas 47936/3

HacToALMM YI0OCTOREPAIO, UTO AaHHAs WHPOPMALUMsA MOATHHHA U BEPHA.

Jlanuas cepus coznaHa/ MpoM3Be/IeHa, BKIIOUAsS YIAKOBKY H KOHTPOIIb, HA BBILIEYTTOMAHYTOM MECTE MPOH3BOACTRA
B COOTBETCTBHH ¢ NpaBHiaMu GMP NOKaILHOrO PeryJIsTOPHOTO OpraHa U crieuudHuKaiei perncTpalHoHHOro
YIOCTOBEPEHHA UMIOPTHPYIOLLEH cTpaHbl. [laHHas CepHst COOTBETCTBYET TPEDOBAHHAM CTAThH 51 Esponeiickom

napnameHTy 1 aupextuse Cosera 2001/83/EC

K. Verresen

Mpon3BOACTBEHHbIA thapMaLeBT, YNnonHOMOYeHHOe NnLo

15.04.2020
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