!, NOVARTIS

CEPTU®UKAT AHATTU3A
Certificate of analyses

Ha3sgauue npenapata (PRODUCT NAME)

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

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

Hesaunak Imr/ma 5 ma<CIS

Jata npoussoacrea (MANUFACTURING DATE) 052021

Kox MARS (MARS CODE) 741721

Coaen 10 (EXPIRY DATE) 042023

Koa crpanbl (IMPORTING COUNTRY CODE) RU

HOMEP JUISI CChLIKH (VO REFERENCE NUMBER) 202181055

Koa npoavkra (PRODUCT CODE) 60558E

Homep cepun (BATCH NUMBER) 21E07EA

JlaTa Beinyeka (DATE of DISPOSITION) 09-07-2021
XHMHA
Tect Peayaerar Eannuu Creungukaumua BeImycka
Amdenax (AL-6295) 0 Yo He Gonee 0.3 %
JTobas HenaeHTHIMILMPOBAHHAA TIPHMECH 0 %0 He Gonee 0.3 %
MMpumecs @ RRT 0.21-0.26 0 % He Gonee 0.5 %
[Tpumech @ RRT 0.67-0.73 0 % He Gonee 0.3 %o
ITpumece @ RRT 1.20-1.27 0 %0 He Gonee 0.3 %
[Mpusmecs @ RRT 1.93-198 0 % He Gonee 0.3 %
Kero-amipenak (AL-39187) 0 % He Gonee 2.0 %
Jlakram (AL-12383) 0 % He Gonee 0.5 %
Yactuub Menee 10 MM 99.7 % He menee 95.0 %
YacTHiibl MeHee 25 MKM 100.0 % He MeHee 99.5 %
Yactuusl meree 50 Mrm 100.00 % He meHee 99.95 %
YacTuusl MeHee 75 MKM 100 % He menee 100 %
Cymma npumeceii 0 % He Gonee 2.5 %
bBeHIaKOHHA XJ10pHI 98.5 % OT 3aABJIEHHOIO KOJIMYECTBA 90-115 % 0T 3aABAEHHOTO
Jlunatpua saerar 97.7 % OT 3aABJIEHHOIO KOJIMYECTBA 90-110 % 0T 32ABNEHHOTO
Henadenak (AL-6515) 98.2 % OT 3aABJICHHOTO KOJIHYECTBA 90-110 % o7 3anBAEHHOrO
Onucanue OaHopoauHas OnHopoaHaA CYCMeHIna

CYCIICHINA
Leer CreTtno-xenrsiit Ot CcBeTNO-KENTOro 10 CBETI0-
OpPaHKEBOro

IaauHHoeTh Gensankonns xaopuaa (BIXKX) CoOTBETCTBYET Coorsercreyer
ToanuHsocTs IHMHAaTpHA 31eTaTa COOTBETCTBYET CooteeTcTBYET
Henadenak Id (AL-6515) (B3XKX) CoOTBETCTBYET CootBeTcTBYET
Henadenak Id (AL-6515) (TCX) CoOTBETCTBYET CooTseTcTBYET
pH 7.4 7.0-8.0
CeaHMEHTALMOHHAA YCTOIYHBOCT 10 MHHYThL He MeHee 2 MUH

S. Derveaux, noagnuch
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Novartis Technical Operations
sa Alcon-Couvreur nv

(' N () V A R '] [ S Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUO®UKAT AHAITU3A
Certificate of analyses

Hassanue npenapara (PRODUCT NAME) Hesanak Imr/ma 8§ ma<CIS

data npoussoacrea (MANUFACTURING DATE) 052021

Koa MARS (MARS CODE) 741721

Coaen 10 (EXPIRY DATE) 04 2023

Koz erpansl (IMPORTING COUNTRY CODE) RU

HOMEP JJISI CCBLIKH (VO REFERENCE NUMBER) 202181055

Koa npoavkra (PRODUCT CODE) 60558E

Howmep cepun (BATCH NUMBER) 21E07EA

dara seinyeka (DATE of DISPOSITION) 09-07-2021
XUMuA
Pecycnenauposanne 5 CEKYHIBI He Gonee 5 ¢
OcMONATBHOCTS 290 MOcwm/kr 260-340 MOcwm/kr
BsskocTs npu 60 06/ Mun 82 mlla.c 70-155 mlTa.c
CrepuasHocTh CooTBeTCTRYET CootsercTayer
ObBenm comepkHMOTO VIakoBKkH 5.080 M

S. Derveaux, noanuck
Mpow3soacTeeHHLIR hapmauesT, aBTOPU30BaHHOE YNONHOMOYEHHOE NULO

09.07.2021 558E RU
Crp. 212




Novartis Technical Qperations
sa Alcon-Couvreur nv

(‘ N O V A R T I S Rilksweg 14, 2870 Puurs, Belgium

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

CEPTUOUKAT CEPUNA
1. HaumeHoBaHue HEBAHAK ® xanaw rnazueie 0.1% Kom 741721
2. CrpaHa nocTaBKM Poccusa
3. [DencrBylouee BelecTBO HenadeHak 1.0 mr/mn
4. JlekapcTBeHHasa ¢opma Kannw rnasHele
5. YnakoBka 5 mn Bo donakoHe-kanensHuue «DropTainer»
6. Cepun 21EQ7EA
7. [aTta npousBoacTBa: 07.05.2021
8. KonwuyectBO 94090 yn.
9. MpouseoauTtens Henaderak: Kapboren Amumc Al LLiseiuapwua

thapmaueBTUYECKON CYBCTaHLUM

10. daTta npou3soncTea Cm cepTudukaT aHanuaa

11. CpoK rogHoCTH CM cepTudukaT aHanusa

12. HaumeHoBaHue npoussoaUTENA AnkoH-Kyspep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium
BKNHOYas BbiNyCKakoLWMn (Benbrus)
KOHTpOnNb KavyecTBa PaspeweHue: 176

13. GMP cepTtudcbukar BE/GMP/2018/132

14. Pe3ynbTaT aHanusa Cwm cepTudwnkaT aHanvsa

15. MNpumeuaHun HT: JIT-001118-130121

PY: JIT1-001118
YnakosKa 1 MapKupoBKa COOTBETCTBYeT Tekywemy HJ]

BbInu ucnonkb3oBaHbl cnegyowmne - ¥Ynakoeka nepenyHan 42564/2
MaTepuansl - HeTpykums 75362/5

- YnakoBka BTOpu4Han 43276/3

HacToawmns ynoctogepaio, 4To JakHas nHdopmatis noUinHHa 0 BepHa.

ﬂal{Haﬂ cephs co31aHa/ NPOHU3BCIACHA, BK/IHOYAA YIIAKOBKY H KOHTPO/TL, HAa BBIICVIIOMAHYTOM MECTE INPOH3BOJACTRA B COOTBETCTBHM C IPABHTAMH
GMP 510KanBHOrO PeryasTOpHOro oprasa it cremmduKalneii perncTPAIHOHHOTO YA0CTOBEPEHHS HMIOpTHPYIONLel cTparbl. OfpadoTka,
YNaKOBKa M aHAIH3 CEPHH COOTBETCTBYIOT TpeGosannaym GMP. Jlaknas cepus cooTBeTcTRYCT TpeGoBanuam cratei 51 Epponefickom
napraMeHTy n anpextise Coserta 2001/83/EC.

S. Derveaux, nognuce

MponasoacTBEHHbIN (hapMaLeBsT, ynoNnHOMOYEHHOE NWLO

09.07.2021



