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!, NOVARTIS

CEPTU®UKAT AHAJTIU3A

Hassanne npenapata (PRODUCT NAME TOBRADEX (TOBPAJIEKC) SML<CIS

ata npon3soactea (MANUFACTURING DATE 09 2021
Homep maTepnana 742230
Togen no (EXPIRY DATE) 08 2023

Koa ctpanel (COUNTRY CODE) RU
HOMEP JUUIAA CCBLIKH (VO REFERENCE NUMBER) 202180991

KOA INPOJIYKTA (PRODUCT CODE) 603420
HOMEP CEPHH (BATCH NUMBER) 21128FA

Jara BrInycKa 07.12.2021

XHMHUA

Tecr Pesynstar Ennnuubl H3Mepenus Tpebosanne

AL-37691 (D) 0 % OT 3asBNIEHHOTO He Gonee 0.3 %

AL-37912 (D) 0 % OT 3a4BJICHHOrO He 6onee 0.5 %

AL-5202 (D) 0 % OT 3asABNEHHOTO He Gonee 0.5 %

AL-5203 (D) 0 % OT 3aABNEHHOTO He Gonee 0.3 %

AL-5340 (D) 0 % OT 3aABNEHHOTO He Gonee 0.5 %

AL-5447 (D) 0 % OT 3aABNEHHOTO He Gonee 0.5 %

AL-585 (D) 0 % 0T 3a9BNEHHOTO He Gonee 0.5 %

JlroGas HenneHTHGMUHpYemas npumecs (17) 0 % OT 3a4BJIEHHOTO He 6onee 0.3 %

Bensankonus x10pua 103 % OT 3aABNEHHOTO 90 - 110% ot 3asB7.

Compound P (D) 0 % 0T 3aABNEHHOTO He 6onee 0.3 %

HexcameTa3oH 100.2 % OT 3asABJICHHOTO 95 - 108% ot 3aaBn.

JluHarpus aaetat 98.4 % 0T 3aABNEHHOTO 90 - 110% oT 3asBn.

ITpumecs ¢ RRT 0.74 (I') 0 % OT 3aABIEHHOTO He 6onee 0.3 %

HeGpamun (D) 0 % OT 3adBJIEHHOTO He Gonee 1.5 %

ToGpamuiun (BIXX) 101.5 % OT 3a4BJEHHOTO 95-110% ot 3asBn.

O61uee conepxanne npoAykros pacnana (D+1') 0 % OT 3a4BNEHHOTO He 6onee 2.0 %

Onucanne CyCneH3us CyCneH3us

Iger Oenwiii Ot 6enoro ao noutH Genoro

TMoanuHHOCTE GeH3ankoHHa xnopuia Tect E CooTBeTcTBYET CoOTBETCTRYET

IMoanunHoCTh AekcameTazoHa (BIXKX) CooTBeTcTBYET CootBeTcTBYET

TMoanuuHoCTs AMHATpHA 3aeTaTa (BOXX) CooTeeTcTBYET CooTBeTcTBYET

ToanuuHocTs ToOpamuuiHa (BOXX) CootBeTcTBYET CooTreTcTRYET

pH 58 5.0-6.0

CeaAMMEHTALNOHHAA YCTOHYHBOCTE 3 He menee 2 MuH

yacTHLbl Gonee 25 MkM 0 YacTHusl He 6onee 20 vacTuu - Gonee 25
MKM

yacTHUEl Gonee 50 MkM 0 YacTHisl He 6Gonee 2 wactun - Gonee 50
MKM

JlanHBIH cepTHRUKAT GBI N0KMCAH B 31eKTPOHHOM BHAE M AcHCTRHTENEH €3 IIOANHCH.

Karl Verresen,

Mpon3BoACcTBEHHbIM hapMaLeBT, aBTOPU3OBAHHOE YNONHOMOYEHHOS NuUo
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) NOVARTIS

CEPTUOUKAT AHATIU3A

Hassanne npenapata (PRODUCT NAME)

data npoussoactea (MANUFACTURING DATE)

Homep maTepnana

Toaen 1o (EXPIRY DATE)
Kon crpanel (COUNTRY CODE)

HOMEP /LI CCBLIKH (VO REFERENCE NUMBER)

KOJA NNPONAYKTA (PRODUCT CODE)
HOMEP CEPHH (BATCH NUMBER)
Jarta BeInycka

XUMHA

yacTHub! Gonee 90 MxM 0
Pecycnenauposanne 5
OcMonanbLHOCTH 305

BsskocTh 10
MHUKPOBHOJIOIHA

Tecr Pesynsrar
CTepHIBHOCTD CooTeeTcTBYyET

JIOKYMEHTAJIbHBIH KOHTPOJIL

061eM CONEPKHUMOTO YTIaKOBKH 5113

Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 BO0 27 17

TOBRADEX (TOBEPAIEKC) SML<CIS

09 2021

742230

08 2023
RU
202180991
603420

21128EA
07.12.2021

YacThus!
Cekynasl
MOcM/kr

Mlla.c

Enyunuer nsmMepenus

M

Jannniii ceprdHkat 6611 NoANMMcaH B 3JICKTPOHHOM BH/C H CHCTBHTENEH €3 NO/MHCH.

Karl Verresen,

Mpon3BoACTBEHHbIN (hapmaLeBT, aBTOPU3OBAHHOE YNONHOMOYEHHOe NULIO

07.12.2021

0 yactnu Gonee 90 Mkm
He Gonee 15 cexyna
280-340 MOcm/kr

He Gonee 15 mllac

Tpeboranue

CooTBeTCTBYET

272



), NOVARTIS

Novartls Technical Operations
sa Alcon-Couvreur nv
Rilksweg 14, 2870 Puurs, Belgium

Telephone +32 3 8980 27 11
Fax +32 3 890 27 17

CEPTU®UKAT CEPUA

1. HaumeHoBaHue

2. CrpaHa nocTtaBku

3. [eitcTBylouee BewecTBO
4. JlekapcTBenHasa copma
5. YnakoBka

6. Cepun

7. [Hara npousBoacTtea

8. KonuuectBo

9. MMpowuzBoauTtens

thapmaueBTHyeckon cybcTaHumm

10. [lata npouaeoacTea

11. Cpok rogHocTH

12. HaumeHoBaHue npouszsoauTens
BKINIOYasa BbiNyCcKalOWMUH
KOHTpoONb KaYecTBa

13. GMP ceptudukar

14. Pe3ynbTat aHanu3sa

15. NMpumevaHun

Tobpanekc ® karniM rioazHele

Kon 742230

Poccus

HekcameTazon 1 mr/mn

To6Gpamuumnn 3.0 mr/mn

Kannu rnasHeie

5 Mn Bo dnakoHe-kanenbHuue «DropTainer»
21128EA

28.09.2021

165300 yn.

HekcameTason: CaHocu LLnmu (PpaHums)
TobpamuumH: ®apmauesTiyeckuir 3asog Tesa MNpaitsat

Ko.llta ( BeHrpus)

CM cepTudmkar aHanumsa

CMm cepTudbmkaT aHanmsa

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

Pazpewenne: 176

BE/GMP/2018/132

Cm cepTudmkar aHanumsa

HJI: ITIN016323/02-150221
PV: IIN016323/02

YnakoBka 1 MapKMpOBKa COOTBETCTBYET Tekywemy HJl

BbInKM ucnonb3oBaHbI cneayiolwme - ¥nakoeka nepBuyHan 41486/4

Matepuanbl - MHeTpykuma 45513/8

- YnakoBka BTopudHasn 47487/4

Hacrosuwmm ypocToBepsio, uro AaHHas HHOPMaLUKA NOUIMHEA H BepHa,

Hannan cepus cosnana/ nponsBeiieHa, BKIIOYAN YITAKOBKY M KOHTPO/Ib, Ha BLILIEYNIOMAHY TOM MECTe NMPOH3BOJICTBA B
CoOTBETCTRUH C npasunamu GMP nokabHOro pery1aTopHOTO opraHa 1 cneuHdHKalHeH PErHCTPaLHOHHOTO YAOCTOBEPEHHA
HMIOpTHpYIOMeH cTpansl. OGpaboTka, ynakoBka ¥ aHa/H3 COPHH COOTBETCTRYIOT TpeGopanuam GMP., Jannas cepus
cooTBeTcTBYeT TpeboBanuam ctathh 51 Eponeiickom napnamenty n aupextupe Cosera 2001/83/EC

K. Verresen, noanvce

lMpon3BoACTBEHHLIA chapMaLeBT, aBTOPU30BAHHOE YNOMHOMOYEHHOE NULO
07.12.2021



