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CEPTUDUKAT AHAJIU3A

Certificate of analyses/ Control report

Hazsanue npenapata (PRODUCT NAME)

Jarta npounsBoacrea (MANUFACTURING DATE)

HOMEP INO3UIIUU (ITEM ID)

Tonen 1o (EXPIRY DATE)
Koa crpanbl (COUNTRY CODE)

HOMEP CCBIJIKH (VO REFERENCE NUMBER)

KOJ NPOAYKTA (PRODUCT CODE

HOMEP CEPUU (BATCH NUMBER)
JATA PASMEINEHUWSA (DATE OF DISPOSITIONED)

XUMMUA

Tecm Pesynomam

WunuBuayansHas HengeHTHGuuup oBanHas npumecsh (I') 0

Benzankonus xaopun 100,6

Bpunzonamuzg 100,2

Jle3-otun6punzonamun (D) 0

JluHAaTpUs daeTaT 99

HMT (D) 0

HMTO (D) 0

W3zotumonon (D) 0

S-n3zomep 0.7

TumoJona majeart 98,7

Obee coaeprxanue npumeceit (D+1') 0

Ormcanue Onroponas
CYCITeH3Ust

IBer Benprii

IonuunocTs Gensankonus xaopuaa (BOXKX) CooTBercTByeT

ToanuuHOCTE GpHH30Mamuaa ( BOXKX ) CootBercTByeT

IMoanuHHOCTE IMHATPHS 3/1eTaTa CooTtBercrByer

ITopnuunOCTS THMONONIA ManeaTa (BOXKX) CootBercTByeT

pH 7.1

CennMeHTaIOHHAS Yy CTOHYHBO CTh 3

Yacruusl menee 10 MM 99.5

Yacruipl MeHee 25 MKM 100.0

YacTtuusl menee 50 MKkM 100.00

Yacruie! meaee 90 Mkm 100

PecycnenaupoBanue 5

Michiel Vanclooster, noanucs

ITpou3BoaCcTBEHHBIH papMaleBT, YIOJTHOMOYEHHOE JTHIO

22.04.2022

563E RU

AZARGA (A3API'A) SML<CIS

03-2022
741276
02-2024
RU
202282126
60563E

22C16BA22-04-22

Edunugbt U3MEPEHUA

% OT 3asBJIEHHOTO coneprKaHus
% OT 3asIBICHHOTO COJCpKaHUS

% OT 3asIBJICGHHOTO coneprKaHus
% OT 3asIBJICHHOTO COJICP KAHUS

% OT 3asBJIEHHOTO coneprKaHus
% OT 3asIBICHHOTO COJEpKaHUS
% OT 3asBJIEGHHOTO coneprKaHus
% OT 3asIBICHHOTO COEpKaHUS
% OT 3asBJIEHHOTO coneprKaHus
% OT 3asIBICHHOTO COJEpKaHUS

% OT 3asIBJICGHHOTO coneprKaHus

MuHy TBI
IIpouent
IIponent
IIpouent
IIponent

CekyH/1bl

Cneuudpukayus svinycka
He 6oiee 0,5 %
90-110 % oT 3asBIEHHOTO

93-110 % oT 3asBIEHHOTO
He 6outee 0,3 %

80-110 % ot 3asBIEHHOTO

ue 6onee 0,2 %
He 6outee 0,6 %

ue 6oinee 0,4 %

He Goee 2 %
90-110 % oT 3asBIEHHOTO

He 6oee 1,5 %
OIHOPOIHAS CYCICH3HS

Ort 6eJ10ro 10 MOYTH OEIIOro
CootBercTByeT
CootBercTByeET
CootBercTByeT
CootBercTByeT
6,7-1,7

He menee 2 mun
He MeHee 95 %

He meHee 99,5 %
He Menee 99,95 %
He meree 100 %

He Gostee 15 ¢
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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

CEPTUOUKAT AHAJTU3A

Certificate of analyses/ Control report
Haspanne npenapara (PRODUCT NAME) AZARGA (A3BAPT'A) SML<CIS
Jara npounsBoacrea (MANUFACTURING DATE) 03-2022
HOMEP NO3UIINHU (ITEM ID) 741276
Tonen 1o (EXPIRY DATE) 02-2024
Kon crpanst (COUNTRY CODE) RU
HOMEP CCBLJIKH (VO REFERENCE NUMBER) 202282126
KOANMPOAYKTA (PRODUCT CODE 60563E
HOMEP CEPUU (BATCH NUMBER) 22C16BA22-04-22

JATA PASMEIINEHUWS (DATE OF DISPOSITIONED)

XUMUA
OCMOJISUTBHOCTD 285 MOcCM/Kr 260-330 MOcm/kr
Bsskocts nipu 60 06/MuH 76 mlla.c 20-150 mlla.c

JIOKYMEHTAJIbHBII KOHTPOJIb

Tecm Peszynvmam Eunuywt uzmepenun Cneyudurayun vinycka
O0BeM coJIepKUMOTO YITAKOBKH 5.084 M

MUKPOBUOJIOTUS

Tecm Pe3g/1bmam Edunugw U3MEPEHUA Cnequuxayuﬂ sbinycKa
CrepuwibHOCTh CootBeTcTBYET CootBeTcTBYET

Michiel Vanclooster,, noanucb
[Ipou3BOACTBEHHEIH (hapManeBT, YIIOTHOMOYCHHOE JTUIIO
22.04.2022
563E RU 2/2



) NOVARTIS

CEPTUDPUKAT CEPUMN
BATCH CERTIFICATE

1. MPOOYKT:

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

2. CTPAHA BBO3A:
Poccus

3. 1IO3NPOBKA

BpuHzonamng 10.0 mr/mn
Tumonona maneat 6.8 mr/mn

4. NIEKAPCTBEHHAA ®OPMA
Kannu rnasHble

5. PASMEP U TUMN YNAKOBKU
5 mn Bo chnakoHe-kanensHuue «Droptainery

6. HOMEP CEPUU
22C16BA

7. OATA NPON3BOACTBA
16.03.2022

8. KONMYECTBO
88770ynakoBok

9. MOCTABLUUK ®APMALIEBTUMECKOW CYECTAHLIMA

Bpunzonamun: Kap6oren Amuuc AT, lBefinapus
Tumonona maneat: Cuxop C.p.JI., Utamus

10. ATA NPOU3BOLACTBA

CornacHo cepTuduKaTy aHanu3a

11. CPOK rOAHOCTHU

CornacHo cepTuduKaTy aHanu3a

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

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

12. HAMMEHOBAHME, APEC N ABTOPU3ALIMOHHBIW HOMEP NPOU3BOACTBEHHOW

NIOWAOKN U NNOLUAOKN KOHTPOJIA KAYECTBA

[TpousBoacTBO/KOHTPOJIB KayecTBa c.a. AnkoH-KyBpep H.B., Rijksweg 14, 2870, Puurs, Belgium

Howmep paspemenus 176

Batch: Azarga, Eye Drops, Suspension — 22C16BA- Mars code: 741276
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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

CEPTUDPUKAT CEPUMN

BATCH CERTIFICATE

13. CEPTUPUKAT COOTBECTBUA GMP, HOMEP EBPO GMP
BE/GMP/2018/132
BE/GMP/2021/065

14. PE3YJIbTATbI AHAJTU3A

CornacHo cepTuduKaTy aHanu3a

15. KOMMEHTAPUU
H/: JICP-003647/10-121020, u3m.1-2
PV: JICP-003647/10

YakoBka 1 MapKHUpOBKa IPoAyKTa B cooTBeTcTBUU ¢ HJI
HMcnonb30Banuch Caeayroniie yIIakoOBOYHbIC MaTepHaIbL:
[MepBuuHas ynaxoBka 41766/3

Wucrpykius 64119/9

Bropuunas ynaxoska 48037/5

HacrosmumM ynocToBepsito, 4To JaHHas HH(OpMaIHs OIMHHA U BEPHA.

JlanHas cepust co3aHa/ POU3BEAEHA, BKIIOYas YIAaKOBKY U KOHTPOJIb, Ha BBILIEYOMSHYTOM MECTE IPOU3BO/ICTBA B
cooTBeTcTBHH ¢ npaBmiiaMu GMP J10KambHOTO PEryISTOPHOTO OpTaHa U CHenu(pUKaniel perucTpauoHHOTO Y A0CTOBEPEHUS
uMnoprupytomeii crpansl. O6paboTKa, yIIaKOBKa U aHAIU3 CEPUU COOTBETCTBYIOT TpeboBanusaM GMP. lannas cepus
COOTBETCTBYeT TpeboBaHmsIM cTathi 51 EBponeiickoM mapinamenty u qupexruse Cosera 2001/83/EC.

M. Vanclooster,, nognuce
ITpou3BoaCTBEHHBIH papMaleBT, YIOJTHOMOYEHHOE JTHIO
22.04.2022

2/2
Batch: Azarga, Eye Drops, Suspension — 22C16BA - Mars code: 741276
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