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CEPTU®UKAT AHATIU3A

Certificate of analyses

Haspaumne npenapata (PRODUCT NAME) TOBREX (Tobpekce) SML<CIS
data npowssoacrea (MANUFACTURING DATE) 10 2020
Homep MaTepHania 742126

LConen 10 (EXPIRY DATE) 09 2023

Koa erpane (COUNTRY CODE) RU

HOMEP JUISl CCBLIKH (VO REFERENCE NUMBER) 202180949

KOA MPOJIYKTA (PRODUCT CODE) 60292F

HOMEP CEPUM (BATCH NUMBER) 20J22CA

HNara Brinycka 12-02-2021
Teer PesyabTar Eannnus: Tpebosanns
Bensankonms XJTOpHI 99,1 %0 OT 3asBNEHHOTO 90-120 % ot 3aserennoro

coepKaHus coepxKaHus
Tobpamuumn BRXKX 102,5 %0 OT 3asBIeHHOrO 90-120 % or 3assrennoro
colepxanms CoMepKaHus
I[Tpospaynocts [pozpaunmiii Beinepxusaer cpasnenme c
atanonom I (LE RSI)
LiBeTHoCTS (Pd) becuserHmiii He npeseiaer staznon Y5 (LE
Y$5)

Hommnnocrs Cooteerctryer CootserctByer
OeH3ankoHus XJIopHaa
Tect E
[MonmuunoCcTs Cootetcrnyer CootBercTRyer
ToSpamuumna TCX
Mexanuueckue Cooterctayer B cootBetcTRIM C
BKIII0YeHus (Pd) TpeboBanuamu ['dD Pd, GPM
pH 7.5 7,0-8,0
OcMmonsnbHocTh 284 MOcm/kr 260-325 MOcM/kr
Tect Pesyabrar Exunnus: TpeGosauns
CrepunsnocTts CootsercTyer Cootsetcrryer

HokymenTaneubrii KOHTpOJIb

O6vem comeprkimoro 5.125 M
YIaKOBKH

Hacrosimmm YAOCTOBEPAIO, YTO 1aHHas HHpOpMaLs MOIMHHA W BEpHA.

Hannas cepus cosnana/ "'POM3BCIICHA, BKIIOUAS YITAKOBKY M KOHTPONE, Ha BBILIEYTIOMAHYTOM MecTe NPOU3BOACTEA B
COOTBETCTBHH ¢ npaBuiamu GMP JOKANLHOrO PeryasTopHoro Oprana u cneunukanmeii PETHCTPALHOHHOrO y10CTOBEpeHHs
MMIOPTHPYIOWLEH cTpanbl, O6paborka, ynakoska i AHANN3 CEPUH COOTRETCTRYIOT Tpebosannaym GMP, annas cepus
COOTBETCTBYET TpeboBaHMAM cTaTLy 5 | Esponeticikonm flapaamenty u aupexrure Cosera 200 1/83/EC.

K. Verresen, noanucy
MponsBoaCTBEHHbI tbapmaliesrT, yNonHomMoYeHHoe nuuo

12.02.2021 292F RU
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTUOUNKAT CEPUI

MpoaykT

CrtpaHa nocTaBku

[leicTByloulee BewecTBO/ AO3MPOBKa
lNekapcteeHHan dpopma

YnakoBka

Cepus

[ata npoussoactea

Konuuyectso

MpouzBoauTens hapmaueBTUYecKow
cybecTaHuymm

[daTta npousBoacTea

Cpok rogHoCTH

HaumeHoBaHue, agpec v Homep
pa3spelleH1A NPOU3BOAUTENS,
BKIHOYas BbINYCKAKOLWWIA KOHTPOb
KavyecTea

GMP cepTtudchukar

PesynbTaTt aHanusa

Mpumeyanus

Tobrex ®(To6pekc®) Eve Drops (karmu raazuse) Kox 742126

Poccus

TobpamuumH 0,3 %

Kannu rnasHbie

5 mn Bo dnakoHe-kanensHuue «DropTainer»

20J22CA

22.10.2020

283000 yn.

Tobpamuuuk: dapmauesTudeckuii 3asog Tesa MpaieaT Ko Mg
(BeHrpusa)

Cm cepTudmkat aHanuaa

Cm cepTtuchukat aHanusa

Anxon-Kyspep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium,
Benbrus

Homep pasperenus: 176

BE/GMP/2018/132

Cm cepTtuchukat aHanusa

HO TTNO14702/01-070808 uzn. 1-5

PY IIN014702/01

YnakoBka U MapkupoBKa COOTBETCTBYeT Tekywemy HJ

Bbinun ncnonbsoBaHsbl cnepywume

Matepuarnsi

- ¥nakoeka nepeuyHas 41687/2
- HeTpykums 45829/4

- Ynakoeka BTopuyHas 47936/3

Hacrosiunm yaocrosepsio, 4to aaunas HudopMaLms NoAIHHHA 1 BEpHa.

Jlannas cepus co31ana/ npou3eeleHa, BKIIOYAS YIAKOBKY H KOHTPOIIb, Ha BBILCYOMSHYTOM MECTE IPOU3BO/ICTRA B
cootsereTBuy ¢ npasuitamu GMP niokaiakroro peryastoproro opraua 1 cnermdukaraesi PETHCTPALIMOHHOTO Y10CTOBEPEHHA
HMNOPTHPYHOLLCH CTpaibl. OGpafoTka, ynakoBka M alaIn3 CepHH COOTBETCTBYIOT TpeGosatnam GMP. [anuas cepus
COOTBETCTBYET TpeboBannsm cTathu 51 Esponeiickom napiamenty u nupektuse Cosera 2001/83/EC.

K. Verresen, noanuce
Mpou3BoACTBEHHIR (hapMaLesT, YNONHOMOYEeHHOe Nuyo

12.02.2021




