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) NOVARTIS

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

Certificate of analysis/ Control report

Ha3panue npenapara (PRODUCT NAME)
ata npousBoacTea (MANUFACTURING DATE)
HOMEP INO3ULIVHU (ITEM ID)

Topnen 1o (EXPIRY DATE)
Koa crpansl (COUNTRY CODE)

HOMEP CCBLIKH (VO REFERENCE NUMBER)
KOJA INPOAYKTA (PRODUCT CODE)

HOMEP CEPUHU (BATCH NUMBER)

JATA PASMEIIEHUSA (DATE OF DISPOSITIONED)

XUMUA

Tecm Pezynvmam

WupuBuayanshas HenaeHtuuunposanHas npumecs (I') 0

Bensankonus xmopun 99.9

Bpunsonamu 99.8

Jes-arundpunzonamug (D) 0

JluHatpus 3aeTat 99.3

HMT (D) 0

HMTO (D) 0

M3zorumonon (D) 0

S-uzomep 0.8

Tumornomna maneat 98,7

Oo6mee coneprxanue npumeceii (D+I') 0

Omnucanue Onnopozuas
CycreH3ust

LiBer Benprii

TloumHHOCTH Gensankonus xiaopuaa (BOXKX) CooTtBeTcTBYET

TloumnHOCTH GpHH30IamMuIa ( BOXKX ) CooTtBeTcTBYET

TlopmMHHOCTD TUHATPHS deTaTa CooTBeTcTBYeT

TTomymmuHOCTE TUMOMTONA Matieata (BOXKX) CooTtBeTcTBYET

pH 7.1

CeMMeHTAIlMOHHAs! YCTOHYMBOCTh 3

Yactunsl MeHee 10 MkM 99.8

YacTuisl MeHee 25 MKM 100.0

Yacruiel MeHee 50 MKM 100.00

YacTuisl menee 90 MKkM 100

PecycnienupoBanue 5

AZARGA (A3APT'A) SML<CIS

01-2022
741276

12 2023
RU
202251769
60563E
22A06BA
18-02-22

Edunuuvr usmepenus
% OT 3asIBIICHHOTO COZICPIKAHHS
% OT 3asBJICHHOTO COACPIKAaHUS

% OT 3asIBJICHHOTO COJICpKaHUs
% OT 3asIBJICHHOTO COJICpKaHUs

% OT 3asBJICHHOTO COZICpPXKAHHs
% OT 3asBIEHHOTO COAEPIKAHUS
% OT 3asBJICHHOTO COZICPKAHHs
% OT 3asBIEHHOTO COAEPIKAHUS
% OT 3asBJICHHOTO COZICpPXKAHHs
% OT 3asBIEHHOTO COAEPIKAHUS

% OT 3asIBJICHHOTO COJICpKaHUs

MuHyTBI
IIpouent
Iponent
IIpouent
Iponent

CexyHb

CnequuKaguﬂ sbinycKa

He 6onee 0,5 %
90-110 % oT 3asBIEHHOTO
93-110 % oT 3asBICHHOrO
He 6onee 0,3 %
80-110 % ot 3asBIEHHOrO
He 6onee 0,2 %
He 6omnee 0,6 %

He Oonee 0,4 %

He Gonee 2 %
90-110 % oT 3asBIEHHOTO

He Oonee 1,5 %
OpnHOpOAHAs CyCHEH3US

Ot 6eoro A0 1mouTu 6eaoro
CooTBeTCTBYET
CooTBeTCTBYET
CooTBEeTCTBYET
CooTBeTCTBYET
6,7-1,7

He menee 2 Mun
He meree 95 %

He MeHee 99,5 %
He meree 99,95 %
He MeHee 100 %

He Gonee 15 ¢

[aHHbI cepTudmKaT GbIn nognucaH anekTpoHHo Karl Verresen,nponssoacTBeHHbIM hapMaLleBTOM, YNONTHOMOYEHHbIM fuuom, 18

deBpans 2022 n genicTButeneH 6e3 pyyHon nognucu.
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) NOVARTIS

Ha3spanue npenapara (PRODUCT NAME)

CEPTU®UKAT AHAITU3A
Certificate of analyses/ Control report

Jata npoussoacra (MANUFACTURING DATE)

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

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

AZARGA (A3APT'A) SML<CIS

01-2022

HOMEP NO3UIIUU (ITEM ID)

Tonen 1o (EXPIRY DATE)

Kon crpansl (COUNTRY CODE)

HOMEP CCBLIKH (VO REFERENCE NUMBER)

741276
122023
RU
202251769

KOJA INPOAYKTA (PRODUCT CODE)

60563E

HOMEP CEPUH (BATCH NUMBER)

22A06BA

JATA PASMEIIEHUSA (DATE OF DISPOSITIONED)

18-02-22

260-330 MOcm/kr
20-150 mlTa.c

Cnequukuguﬂ 8bINYCKA

XUMUS

OCMOSITBHOCTD 290 MOcMm/KrT

Bsizkocts mpu 60 06/MuH 69 mlla.c
I[OKYMEHTAHBHLIﬁ KOHTPOJIb

Tecm Peszyromam EQunuuvt uzmepenusn
O0BeM COOEepPIKUMOT0 YIIaKOBKU 5.071 MII
MUKPOBHOJIOT U

Tecm Pezynomam Edunuuybl usmepenusn
CrepunbHOCTh CooOTBeTCTBYET

Cnegud&ukagu}l 8bINYCKA

CoOTBeTCTBYET

[aHHbI cepTudmKaT 6bin nognucaH anekTpoHHo Karl Verresen,nponssoacTBeHHbIM hapMaLleBTOM, YNONTHOMOYEHHbIM fuuom, 18
deBpans 2022 n penicTButeneH 6es pyyHow nognucu. 2/2



) NOVARTIS

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 CEPUU
BATCH CERTIFICATE

1. NPOOYKT:
Azarga (Asapra), Eye Drops, Suspension
MARS kop: 741276

2. CTPAHA BBO3A:
Poccusa

3. JO3NPOBKA
BpuHzonamug 10.0 mr/mn
Tvmonona maneart 6.8 mr/mn

4. TIEKAPCTBEHHAA ®OPMA
Kannu rnasHble

5. PASMEP U TUMN YNAKOBKUA
5 mn Bo dnakoHe-kanensHuue «Droptainery

6. HOMEP CEPUU
22A06BA

7. DATA NPOU3BOOCTBA
06.01.2022

8. KOJINYECTBO
88630 ynakoBOK

9. NOCTABLUMK ®APMALIEBTUMECKOW CYECTAHLIUU
Bpunzonamun: Kapooren Amimc AT, [lIBeiinapus
Tumonona manear: Cukop C.p.JL., Utanus

10. 1ATA NPOU3BOLACTBA

CornacHo ceptudukaTy aHaim3a

11. CPOK rofiHOCTH

CortacHo cepTH(UKaATy aHaIH3a

12. HAMUMEHOBAHWE, AOPEC U ABTOPU3ALUOHHbIAN HOMEP NPOU3BOOCTBEHHON
NNOoLWAOKU U NNOLLUAAKUA KOHTPONA KAYECTBA
IIpon3BoaCTBO/KOHTPOIH KauecTBa c.a. AnkoH-KyBpep H.B., Rijksweg 14, 2870, Puurs, Belgium
Howmep pazpemenus 176

Batch: Azarga, Eye Drops, Suspension —22A06BA - Mars code: 741276 12



) NOVARTIS

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 CEPUU
BATCH CERTIFICATE

13. CEPTUPUKAT COOTBECTBUA GMP, HOMEP EBPO GMP
BE/GMP/2018/132

14. PE3YJIbTATbI AHAITU3A

CornacHo ceptuduKkaTy aHanu3a

15. KOMMEHTAPUM
HJI: JICP-003647/10-121020, u3m.1
PV: JICP-003647/10

YnakoBKa 1 MapKUpOBKa NMPOIyKTa B cooTBeTcTBUU ¢ HJI
Hcnonp30Bannch CIEAyIOMIE yTaKOBOYHBIE MAaTEPHAIIBL:
[epBuunas ymakoBka 41766/3

Wnctpykums 64119/9

Bropuunas ymakoska 48037/4

Hacrosmum yznocToBepsito, 4To JaHHas MHPOpPMALHUs NOAIMHHA U BEPHA.

JlanHas cepus co3jaHa/ IPOU3BEACHA, BKIIIOYAs YIIaKOBKY M KOHTPOJIb, Ha BBILICYITIOMSHYTOM MECTE IPOM3BOJICTBA B
COOTBETCTBUH ¢ IpaBuiaamMu GMP 1oKkaabHOTO PerynsSTOPHOTO OpraHa U creruduKanueil perucTpauoHHOTO YI0CTOBEPEHHS
uMmnoptupymouieit crpansl. O6paboTka, yHakoBKa M aHAJIM3 CEpPUN COOTBETCTBYIOT TpeboBanusM GMP. [lanHas cepust
COOTBETCTBYeT TpeboBaHMsM cTaThi 51 EBpomneiickoM mapramenty u qupexruse Cosera 2001/83/EC.

K. Verresen, noanucb
[IpousBoacTBEHHBIH (hapMaLeBT, YIIOJTHOMOYEHHOE JINLIO
18.02.2022
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Batch: Azarga, Eye Drops, Suspension — 22A06BA - Mars code: 741276
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