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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

CEPTU®UKAT AHAJIU3A

Ha3spanue npenapara (PRODUCT NAME)

Jlata npousBoacTtea (MANUFACTURING DATE)

Homep mMaTepuana
T'ogen g0 (EXPIRY DATE)

Koa crpansl (COUNTRY CODE)

HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KO NPOAYKTA (PRODUCT CODE)

HOMEP CEPHUH (BATCH NUMBER)

QaTa BbINYCKaA

XUMUs

Tect

AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)
AL-585 (D)

JlroGast HennenTuduuupyemas npumecs (17)
benzankonus xnopug

Compound P (D)

Jlexcamera3on

IlI/IHanI/Iﬂ oae€TaT

IIpumeck ¢ RRT 0.74 (I’)

He6pamun (D)

Tob6pamunun (BOXX)

Oob1iiee conepsxanne npoaykToB pacnana (D+I')
Onucanue

LBer

TTopnmuuHoCTh OGeH3ankonus xyuopuaa Tect E
ToamuanOCTS AekcameTta3ona (BOXX)
TogmuunocTs qUHATPHSA dHeTaTa (BOXKX)
TlommmaHOCTH TOOpamMunHa (BOXKX)

pH

CenyMeHTAIMOHHAS YCTOHIHBOCT

YacTHIBI OoJiee 25 MKM

E. Verbruggen, moamnuce

PesynbraT

S o o o o o o <

101

99,8
99,4

100.1
0
CyCIeH3usl

benprit

CooTBeTCTBYET
CooTBeTCTBYET
CooTBeTCTBYET
CooTBeTCTBYET
5.7

3

0

Mpon3BOACTBEHHBIN hapMaLeBT, YyNONHOMOYEHHOe NLo

23.03.2022

TOBRADEX (TOBPA,

02 2022
742230
01-2024
RU
202290347
603420
22B16MA
23-03-22

Enununst HU3MEPEHUS
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O

% OT 3asIBJICHHOT'O

% OT 3asBJICHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOTO

% OT 3asIBJICHHOT'O

MunyTsl

Yacturst

3420 RU

EKC) SML<CIS

TpeboBanue

He 6omee 0.3 %

He 6omee 0.5 %

He 6o1ee 0.5 %

He 6omee 0.3 %

He 6o1ee 0.5 %

He 6omee 0.5 %

He 6omee 0.5 %

He 6o1ee 0.3 %

90 - 110% ot 3asB1.

He 6osee 0.3 %

95 - 108% ot 3asBIL.
90 - 110% ot 3asBIL.
He 6o1ee 0.3 %

He 6onee 1.5 %
95-110% oTt 3asB1.
He 6onee 2.0 %
CycneHsus

Ot 6enoro 10 moyTH 6€I0ro

CooTBeTCTBYET
CooTBeTCTBYEeT
CooTBeTCTBYEeT
CooTBeTCTBYET
5.0-6.0

He menee 2 Mun

He 6osee 20 yacruir - 6osee 25
MKM

172



), NOVARTIS

CEPTU®UKAT AHAJIU3A

Haspanue npenapata (PRODUCT NAME)
Jata npousBoacrtBa (MANUFACTURING DATE)

Homep maTepuana
T'ogen g0 (EXPIRY DATE)

Koa crpansl (COUNTRY CODE)
HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KOA MPONAYKTA (PRODUCT CODE)
HOMEP CEPHUM (BATCH NUMBER)

QaTa BbINYCKaA

XUMUA

yacTulkl 6osnee 50 MKkM 0
yacTuikl 6onee 90 MkM 0
PecycnennupoBanue 5
OCMOISITBHOCTD 303
BszkocTs 9

JTOKYMEHTAJBHBIIA KOHTPOJIb

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

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

TOBRADEX (TOBPAJEKC) SML<CIS

022022

742230
01-2024
RU
202290347
603420
22B16MA
23-03-22

Yacruust
Yacruust
CekyH/Ibl
MOcMm/Kr

mlla.c

Eounuuvt usmepenus

M

Eounuuwt usmepenus

Tecm Pezynvmam
O0BEM COIEPKUMOTrO YIAaKOBKU 5.109
MHUKPOBHOJIOT'USA

Tecm Pezynvmam
CrepHiIbHOCTD CooTBeTcTBYET

E. Verbruggen, noamnuces
Mpon3BOACTBEHHEIN (hapMaLeBT, yNOSTHOMOYEHHOE NLO

23.03.2022

He 6osee 2 wactui - 6osee 50
MKM

0 vactur 6osee 90 MKM

He Gonee 15 cexynn

280-340 MOcwm/kr

He 6ouee 15 mlla.c

Tpebosanue

Tpebosanue

CooTBeTcTBYyET

3420 RU

2/2



Novartis Technical Operations
sa Alcon-Couvreur nv

U NOVARTIS s o Sa0 Paurs, Belgium

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

CEPTUDUNKAT CEPUU

1. HaumeHoBaHue Tobpanekc ® xamiu riaa3Hbie

Kon 742230
2. CrtpaHa nocraBKku Poccus
3. [eunctBylowee BelWEeCTBO LexkcameTasoH 1 mr/mn

TobpamuuymH 3.0 mr/mn
4. JlekapcTBeHHasa dopma Kannu rnasHble
5. YnakoBka 5 mn Bo donakoHe-kanensHuue «DropTainer»
6. Cepusn 22B16MA
7. [Darta npousBopcTtBa 16.02.2022
8. KonwuuectBo 166360 yn.
9. MpouszBogutenb OekcameTasoH: CaHodu Wnmun (PpaHums)

TobpamuumH: TeBa ®apmackioTrkan Bopke MNpansut
c¢hapmaueBTUHECKON CyOCcTaHLUMN
Jinmuten Komnanum ( Benrpus)

10. flata npousBoacTBa Cwm cepTudmkaT aHanusa
11. Cpok rogHOCTH Cwm cepTtudumkat aHanusa
12. HaumeHoBaHMe NpousBoaUTENA Anxon-Kyepep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium
BKIlOYas BbiNycKaroLwWwmmn (benbrus)
KOHTpPOSb KayecTBa Pazpemenue: 176
13. GMP cepTtudmkar BE/GMP/2018/132
BE/GMP/2021/065
14. Pe3ynbTaT aHanusa Cwm cepTtudumkat aHanuaa
15. MpumeyaHus H/T: TT N016323/02-150221

PVY: I1N016323/02

YnakoBKa 1 MapKupoBKa COOTBETCTBYeET Tekywwemy H
Bbinu ncnonb3oBaHbl cneayroLwmne - YnakoBka nepsuyHas 41486/4
matepuansbl - MHcTpykuma 45513/8

- YnakoBka BTOpudHasi 47487/4

Hacrosumm y1ocToBepsto, 4To AaHHas MH(OpMaLys OJIMHHA U BEpHA.

JanHasi cepusi co3jaHa/ MPON3BEACHA, BKIIIOYAs YIaKOBKY U KOHTPOJIb, Ha BBILICYOMSHYTOM MECTE HPOM3BO/ICTBA B
COOTBETCTBHH ¢ npaBuiaMi GMP J10kabHOTO PEryJISTOPHOTO OpraHa U crenuduKanyeil perucTpaiuoHHOTO YA0CTOBEPEHUS
uMnoprtupymouieit crpansl. O6paboTKa, yIaKoBKa M aHAJIHN3 CEpUU COOTBETCTBYIOT TpeboBanusaM GMP. /lannas cepust
COOTBETCTBYeT TpeboBaHmsM cTaThu 51 EBporeiickom nmapinamenty u qupekruse Cosera 2001/83/EC

E. Verbruggen, nognucs

Mpoun3BoACTBEHHEIN hapMaueBT, ynonHomMoveHHoe nuuo 23.03.2022
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