) NOVARTIS

Novartis Technical Operations
2a Alcon-Couvreur nv
Rijkswieg 14, 2670 Puurs, Belgium

Telephone +32 3 800 27 114
Fax +32 3 880 27 17

CEPTU®UKAT AHATNU3A

Certificate of analyses

Haspanne npenapara (PRODUCT NAME)

AZOPT (A3O0IIT) 1% SML<CIS

Jara npoussoacrsa (MANUFACTURING DATE) 04 2021

MARS koj 741333

Iogen 10 (EXPIRY DATE) 03 2023

Koa crpanet (COUNTRY CODE) RU

HOMEP /LIA CCBLIKH (VO REFERENCE NUMBER) 202181017

ROJAHNPOIYKTA (PRODUCT CODE) 60517G

HOMEP CEPUH (BATCH NUMBER) 21D13BD

Jara pasmemenns 16.06.2021
Xumust
Anamms Pesyabrar Eannnus Cnemndukauus
bensankorus Xnopua 99 % OT 3aABIEHHOTO 90-110 % ot 3asenenHoTrO
Odbuwee conepkanue NPOAYKTOR pacnana 0 %6 OT 3a4BICHHOTO He Gonee 2,0 %
Opunzonamuia (D)
Epunzonamun (ALO4862) 98.2 % OT 3aABJICHHOTO 92-110 % oT 3a4BJIEHHOTO
Hessrunbpunzonamus (D) 0 % OT 3aABNICHHOIO He Gonee 0.5 %
Jlvnatpus saerar 103 % OT 2a8BICHHOTO 90-110 % ot 3asaBIeHHOTO
S-uzomep 0.8 Yo OT 3a9BJICHHOIO He tonee 2,0 %
Hecneund. npoa. pacnana >0.1% (D) 0 %0 OT 3aABICHHOIO He Gonee 0,5 %
Hecnermd. mpoa. pacnaga RRT 0.34 20.1% (D) 0 % OT 3asIBIICHHOTO He Gonee 0,5 %
Hecneund. npox pacnana RRT 0.7 20.1% (D) 0 % OT 3a8BIEHHOTO He 6osree 0,5 %
Heeneund. npon. pacnana RRT 1.9 20.1% (D) 0 % OT 3a4BJICHHOrO He 6onee 0,5 %
Hecneundy. npoa. pacnana RRT 3.4 20.1% (D) 0 %o OT 3asBICHHOTO He 6onee 0,5 %
Onucanue Oanopo/iHas OIHOPOTHAS CYCTIEH3MA

CYCIEH3HA

[lBer [Toutu Beaniit Ot Gemoro a0 nouts 6eoro

ToanuHHOCTE GeH3aNKOHMA XT0pH A
HopmnnocTs Gpunzonamuia XupansHasn

IMoanuunocTs Gpuisonavnaa (ALO4862)
BOMX

Ioanunnocts annatpus Haetara
pH

Yactuusl He Gonee 10 MM
YacTuuel He Bonee 25 Mkm
YHactuup ve 6onee 50 Mrm
Yactnuel He Gonee 75 MkM
Pecycnenaupopanne
OcMonsamLHOCT

Baskocts npu 60 06/Mun

E. Verbruggen, nognuce

CooTBeTCcTBYET
CooTsetcTByCT
CootBeTcTBYET
CooTBercTByer

7.3

99.2 Ilpouent
100.0 pouent
100.00 INpouenr
100 [Tpouent
5 CekyHab!
306 mMOem/Kr
67 mITac

Mpon3BOACTBEHHEIN hapMaLIEBT, YNONHOMOYEHHOE NULO

16.06.2021

517G RU

Cootrercrryer
CooTseTcTBYET

CooteercrByer

Cooteercrayer
6.8-8.2

He menee 95%
He menee 99.5%
He menee 99.95%
He menee 100%
He Gonee 15 ¢
270-340 MOcm/kr
20-150 mTa-c

172

Digitally signed by

Ku a nt Kuyantseva Natalya
DN: dc=com, de=novartis,

Sseva

ou=people, ou=TO,
serialNumber=2048528,
cn=Kuyantseva Natalya
Reason: Nepesog
NpoBepun v 3asepun

N a ta Iya Date: 2021.06.30 16:45.28

+03'00"



Uy NOVARTIS

Novartis Technical Operations
sa Alcon-Couvreur ny
Rijksweg 14, 2670 Puwrs, Belgium

Telophone +32 2 800 27 11
Fax +32 3 B30 27 17

CEPTU®UKAT AHANKN3A

Certificate of analyses

Haseanne npenapara (PRODUCT NAME)

ata npoussoicrea (MANUFACTURING DATE)
MARS kon

Tonen 10 (EXPIRY DATE)

Kon crpansl (COUNTRY CODE)

HOMEP JUIA CCBLIKH (VO REFERENCE NUMBER
KO/LITPO/IYKTA (PRODUCT CODE)
HOMEP CEPHH (BATCH NUMBER)

'la'l'ﬂ DA3MEIILEH S

MukpoGuonorus

AHnanui

Pesvanrar Eannnunt

CrepunnHocTh CooTteetcrryeT

JokymenTansHeii KonTpoms

OfbeM coepkUMOTo YIIakoBKi 5.083 M

E. Verbruggen, noanvce
[Mpoun3soacTBEHHBIN thapmaLesT, ynonHoMoYeHHoe niuo

16.06.2021 517G RU

AZOPT (A30I1T) 1% SML<CIS

202181017
60517G
21DI3BD
16.06.2021

Creundnramns

CooTrercTryeT

212



lj ; N () \’A R I I 5‘5 Novartis Technical Operations

3 Alcon-Couvreur v
Rigkswng 14, 2670 Puurs, Belgium

Telephone +32 1800 27 114
Fax +32 3 830 27 17

CEPTU®UKAT CEPUN
1.HaumeHoBaHue AzonT® kanau raaiueie 1%
Kop 741333
2. CTpaHa nocTtaBk#M Poccus
3. [lecTBYOWeEE BEWECTBO BpuHaonamug 10 mr/mn
4. llekapcTBeHHas ¢opma Kannw rnastbie
5. YnakoBka 5 M1 Bo cpnakoHe-kanensHuye «Droptainer»
6. Cepun 21D13BD
7. laTta npousBoacTBa 13.04.2021
8. KonuuecTteo 45550 yn.
9. Npouseoautens BpuHsonamua: duHopra CA, dpaHums
thapmaueBTUYeCKon cyBeTaHLUM
10. flata npousBoacTea C™m cepTudukat aHanuaa
11. Cpok rogHocTH Cwm cepTudukaT aHanuaa
12. HaumeHoBaHune npoussoauTens * C.A. AnkoH-Kyspep H.B. Rijksweg 14, 2870,
Puurs, Belgium, Benbrusa
BK/THOYasA BbINyCKalOWMWK KOHTPONb e Pa3spellenue:; 176
KavyecTBa
13. GMP cepTtudukar BE/GMP/2018/132
14. PeaynbTaTt aHanusa Cwm cepTtudmkat aHanuaa
15. Mpumeyanus HJ1: TIN013601/01-220408 uzm. 1-7

PY:IINO013601/01
YnakoBKa u MapKkupoBKa cOOTBeTCTBY T HJ]

Bbinu ucnone3oBaHbl cneayouwme e WHcTpykuums: 64186/4
e YnakoBka nepeudHas: 42573/1
MaTtepuansl e YnakoBka BTOpW4Has: 43293/1

Hacrostimm yaoctoepsio, 4to Aanuas MHGOPMALIS NOLIMHHA W BepHa. [laHuas cepus cosaana/ MPOU3BEACHA, BKIKOHas
YNAKOBKY H KOHTPOJIL, Ha BBILICYTOMAHYTOM MECTE MPOU3BO/ICTBA B COOTBETCTBUM ¢ mpasuiamu GMP nokansHoro
PErYIIATOPHOTO OpraHa u cneunpUKalued perucTpaltMoHHOT0 YI0CTOBEPEHH HMIIOPTHPYIoLeii cTpanbl. OGpaboTka, ViTakoska
H HAIH3 cepuu cooTBeTCTBYIOT Tpebosanusy GMP. [lannas cepus cootsercTByer TpeGosanuam ctatbk 51 Esponefickom
napaaMenty | avpexktuse Cosera 2001/83/EC.

E. Verbruggen, noanuce
MNpon3soacTBeHHbIN dhapMaueBT, yNoHOMOYEHHOe UL
16.06.2021



