Y NOVARTIS

Hassanwue npenapara (PRODUCT NAME)

Aata npoussoactea (MANUFACTURING DATE

CEPTUDOUKAT AHAJIM3A

Newvartls Technical Operations
$a Alcon-Couvreur ny
Rifkswag 14, 2ZB70 Puurs, Belgium

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

DUOTRAV (/lvoTpas) 2.5ML<CIS (BAK-FREE)
052021

MARS koa 742426
Lonen no (EXPIRE DATE 04 2023
Koga crpanel (COUNTRY CODE RU
HOMEP /L1 CCBLIKH (VO REFERENCE NUMBER 202181113
KOI IMPOJIVKTA (PRODUCT CODE) 605741
HOMEP CEPHH (BATCH NUMBER) 21E05GL
JATA BBIITYCKA (DATE OF DISPOSIONED) 09-07-2021

Xumus

Teer PesvmeTar E e Cretmdmxanus
% oT 3AABINCHHOIO KOJIHYECTRA
AL-12419 (D) (RL 1.0%) 2.8 o o ' | He Gonee 4,0%
0 %o OT 3a4BJICHHOTO KOIHYECTBA
AL-12535 (D) (RL 1.0%) ’ Menee 1.0%
0 %0 OT 3aABICHHOTO KOJTHYECTBA
AL-5848 (D) (RL 1.0%) ’ = He Gonee 2,5%
% . . 0 %0 OT 3a8BIEHHOTO KOTMYECTEA
Emmmunenii venentudmumposanibii He onee 0,2%
NPOAYKT AecTpykuuu (RL 0.1%)
104 % OT 32AB/ICHHOIO KOMHYECTBA
Bophas kucaora 90-110%
0 %o OT JAABNICHHOTO KOJIHYECTBA
HMT (RL 0.1%) ' He Gonee 0.2%
0 % OT 3asBIEHHOr0 KOIHYECTRA
HMTO (RL 0.1%) ! He 6onee 0,2%
0 %o OT 32ABNEHHOTO KOJIMYECTBA
H3orumonon (RL 0.1%) i He Bonee 0,2%
95 %% OT 3a9BIEHHOTO KOJTHYECTBA
[Moauaponus xnopua ’ 85-115%
98 %o OT 324B/EHHOTO KOJHYECTBA
Tumonon ’ 94-106%
0 %6 OT 3a9BICHHOIO KOJIHYECTBA
CyMMa NpoyKTOB AeCTPYKIUTH THMOTOM i He Bonee 0,5%
2.8 % OT 32ABICHHOIO KOJIMYECTBA
CyMMa npojlyKTOR JCCTPYKUMN TPaBONpocTa He Gonee 5,5%
(D)
99 % OT 3asBIEHHOIO KOTHYECTBA
Tpasonpoct 90-106%
ITpospauHocts [lpospavneiii He fonee RSII
L{BeTHOCTS Bt He npessimaer Y3
lloanunHocte BopHoii kucnoTs CooTeeTcTBYET COOTBETCTBYET
HoanuunocTts MNonnaponus xaopuaa CooTBeTCTBYET Cootsercrayer
[oanuuHocTts Tumonona (TCX) CooTsercTayeT CooTBeTcTBYET
Hoamnnocete Tumonona (BDKX) CooteercTByer Cootsercrayer
[oanunnocte TpasonpocTa (AL-6221) CooTeeTcTBYeT CooTreTcTByeT
(BDIKX)
opnunnocts Tpasonpocta (AL-6221) (TCX) | Coorsercrnyer CootsercTByer
B cooteetctann ¢ ' Pd, GPM
Buaumele Mexannyeckue skmoyeHns (PO) CooTBercTaver
6.9 6,2-7,0
pH
285 MOCM/KT 265-320 mOcm/kr

OCMOJISIBHOCTD

S.Derveaux, noanuce

[pousBoacTBEHHBIH (hapMalleBT, YIOTHOMOYEHHOE JTHIIO

09.07.2021 57411 RU
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|

[

202181113
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Teer

Pesvibrar

Eannnisl

Criendmkars

3. 4-mmetuntensansaerun (1°)
(RL 0.4 ppm)

0

ppm

He Gonee 1.5 ppm

4-tepr-amundenon (I') (RL 0.4
m)

Ppm

He Gonee 1.5 ppm

Envnu4HeIi
HCHIACHTUHIMPOBAHHBITT
NPOAYKT AecTpykunu Imp (1) (1°)
(RL 0.4 ppm)

ppm

He Gonee 1.5 ppm

Eannnunsnii
HEHICHTUDHIMPOBAHHBITT
TIPOAYKT AecTpYKUMH Imp (2) (1)
(RL 0.4 ppm)

ppm

He Gonee 1.5 ppm

Coeaunenne S (RL 0.4 ppm)

ppm

He Gonee 3 ppm

Coeannenne T (RL 0.4 ppm)

pPpm

He Goaee 3 ppm

Coeannenne U (RL 0.4 ppm)

ppm

He Gonee 3 ppm

Coeaunenne X (RL 0.1 ppm)

ppm

He Gonee 3 ppm

Coeannenne 7 (I') (RL 0.4 ppm)

ppm

He Gonee 1.5 ppm

MBP (') (RL 0.4 ppm)

ppm

He Gonee 1.5 ppm

MTRB (I) (RL 0.4 ppm)

ppm

He Bonee 1.5 ppm

Dennn @enon (I) (RL 0.4 ppm

ppm

He Gonee 1.5 ppm

Cymma npumeceii (1)

{en] (e I = () < = (=] k=] el

ppm

He Gonee 7 ppm

Tecr

Pesynbrar

Eanunus

Crieundukaums

CTepunbHOCTE

CooTBeTcTBVET

CooTBeTcTRYET

JIOKYMEHTAIbHBIH KOHTPO.1b

O0beM COAEPHKUMOTD YITAKOBKH

2.620

Ml

S.Derveaux, noamnuces

[TpoussoacTeeHHbIi hapMaLerT, ynomrHomoueHHOE 11O

09.07.2021

57411 RU

22




U, NOVARTIS

Wovartis Technical Operations
§8 Alcon-Couvteur nv
Rigkswog 14, 2870 Puurs, Belgium

Telophrone +32 3 890 27 11
Fax +#32 3890 27 17

CEPTU®UKAT CEPUMK

1. HaumeHoBaHue

2. CrtpaHa nocrtaBku

3. [HevicTBylouee BewecTso

4. IlekapcTBeHHas ¢opma

5. YnakoBka

6. Cepwun

7. Data npousBopncTea

8. Konwuuecteo

9. MMpoussoauTens hapmaueBTUUECKOI

cybcTaHumm

10. [Jata npoussoacTea

11. Cpok roaHocTy

12. HaumenosaHue npoussogutens
BKIHOYasa BbINYCKaOLWWA KOHTPOnb
KayecTBa

13. GMP ceptudumkar

S.Derveaux, noanuce

AvoTpas® kanau raasusie Kog 742426

Poccusa

TpasonpocT (Al-6221) 0.04 mr/mn
Tumonon maneat 6.8 mr/mn

Kannu rnasHble

2.5 Mn BO nakoHe-kanenbHULe

21E05GL

05.06.2021

57290 yn.

TpasonpocT (AL-6221): [loktop Peaguc NaBopartopua
(EC), BenwkoBpurarus
Twmonon manear:; Cukop, Wtanus

Cm cepTudmkar aHanwsa
Cwm cepTudukaT aHanusa
* C.A. AnkoH-Kyspep H.B. Rijksweg 14, 2870,

Puurs, Belgium
e PaszpeleHue: 176

BE/GMP/2018/132

[pon3sBoacTeenHbIi hapmauesT, ynonHoMoueHHOE THIO

09.07.2021

Batch: Duotrav ® Eye Drops, 21E05GL Mars Code 742426

1/2



i' : N () \{‘)X R (IV‘ ¥ f’; Novartis Technical Operations

$& Alcon-Couvreur nvy
Rigkswirg 14, 2870 Puurs, Belgium

Tedepiono +32 3 8090 27 14
Fax +32 3 880 27 17

CEPTU®UKAT CEPUN
14. Pe3ynbTaTt ananuaa CM cepTudukar aHanwaa
15. Mpumeyanus HJ: JICP-007704/09-011009 Usm. 1-2, 4-8

PY: JICP-007704/09

YnakoBKa n Mapkuposka cooTBeTCTBYeT Tekywemy HJ]

Bbinu ucnone3oBaHk! cneayowme * YnakoBka nepeuuHas: 42484/2
e WHcTpykuuna: 64841/5
MaTepuansl *  Ynakoska BTOpWUHas: 43161/2

o [lakeTtuk 30825/2

Hacrosiumm ynocrosepsio, uto nannas undopmaums noanusua i BEpHa.

HauHas cepus co3naHa/ npousBeneHa, BKIKOYas YNAKOBKY M KOHTPOb, Ha BbILIEYIOMAHYTOM MECTE MPOM3BOICTBA B
COOTBETCTBHH ¢ npasunami GMP nokanbHoro peryastopHoro opraxa u crnieunHKaLnelt perucTpalunoHHOro
YAOCTOBEPEHNA HMNOPTHPYIOLLEH CTpaHbl. OGpaloTka, ynakoBka M aHANH3 CepHi COOTBETCTRYIOT TpeboBanusm GMP,
Hannas cepus COOTBETCTBYET TPeGOBAHUAM CTaThi 51 Esponeiickom mapnamenty u aupexruse Coseta 2001/83/EC.
S.Derveaux, noanuce

[TpousBoncTBeHHbIi hapmaLerT, yonHoMoYeHHOE THII0

09.07.2021

Batch: Duotrav ® Eye Drops, 21E05GL Mars Code 742426 2/2



