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Novartis Technical Operations
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Rijksweg 14, 2B70 Puurs, Belgium
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Fax +32 3 890 27 17

CEPTU®UKAT AHATNMU3A

Certificate of analyses/ Control report

Ha3sanune npenapata (PRODUCT NAME)

[Jara nponzsogcrea (MANUFACTURING DATE)

HOMEP I1O3UIIHH (ITEM ID)
I'ogen 1o (EXPIRY DATE)
Koz crpansl (COUNTRY CODE)

HOMEP CCBLJIKH (VO REFERENCE NUMBER)

KOAIMPONAYKTA (PRODUCT CODE)
HOMEP CEPUH (BATCH NUMBER)

JATA PASMEIEHHA (DATE OF DISPOSITIONED)

AZARGA (A3APT'A) SML<CIS

06 2021
741276
052023
RU
202181076
60563E
21F27AA
15-09-21

XUMHA
Tect Pesynbrar EAuHHLL H3MepeHns Cneunduxaiiis Beinycka
Hnnusuayaneras HenaeHTH(HUMPOBaHHas npuMech (1) 0 % OT 35BJIEHHOIO CO/ICPKAHMS He Gonee 0.5 %
BeH3ankoHua Xnopua 100.4 % OT 3asBJIEHHOIO COJIEPKaHHA 90-110 % ot 3asBnentoro
Bpunzonamun 101 % OT 3aABNEHHOIO COACPIKAHNA 93-110 % o7 3aABaEHHOTO
Jes-yruntpunzonamun (D) 0 % OT 3asBJCHHOIO COAEPKAHNA ne Gonee 0.3 %
HHATPHA AeTaT 99 % OT 3asRJIEHHOTO CONEPKAHMA 80-110 % ot 3asBnenHoro
ne Gonee 0,2 %
HMT (D) 0 % OT 3aABJIEHHOTO COAEPIKAHMA
ne Gonee 0,6 %
HMTO (D) 0 %o OT 3aABNEHHOTO coAepIKAHHA
ne Gonee 0.4 %
Haotnmonon (D) 0 % OT 3asBNEHHOTO COAEpKAHHA
S-u3zomep 0.6 % OT 3asBNEHHOTO COAePIKAHHA He Gonee 2 %
Tumonona manear 98,6 % OT 3asABNEHHOIO COAEPIKAHHA 90-110 % oT 3aABIEHHOrO
Obwee coaepxanne npuMeceii (D+1') 0 % OT 3a5BJICHHOT0 COAEPKAHMSA He Gonee 1.5 %
Onncanne OaxopoaHas Onnopoanad cycneHsua
CYCINEH3HA
Lser Benbiii Ot Genoro o noutu Genoro
TMoanuaHocTs GeHsankonus xaopuaa (BIXX) CooTBeTcTBYET CooTBETCTBYET
Tloanuanocts Gpunsonamuaa ( BOXX) CooTBeTcTBYET CoOTBETCTBYET
TMoanHHHOCTE IMHATPHA 1eTaTa CooteeTcTBYET CoOTBETCTBYET
IMoanuaHOCTE THMONONMA ManeaTa (BOXKX) CooTBeTCTRYET CooTeeTcTBYET
pH 7.1 6,7-177
CenMMEeHTalMOHHAS YCTOHYHBOCTh 3 MuHyThI He meHee 2 MuH
Yactnubl Menee 10 MkM 99.7 [NpoueHT He MeHee 95 %
YacTHupl Menee 25 MKM 100.0 Ilpouent He MeHee 99.5 %
YacTiuel MeHee 50 MKM 100.00 TIpoueHT He meHee 99.95 %
YacTuusl MeHee 90 MKM 100 Tpouent He meHee 100 %
Pecycrnienanposaine 5 CexyH/ibl ne Gonee 15 ¢

Michiel Vanclooster, nognuce

Mpon3BOACTBEHHbIN hapMaLeBT, yNoNHOMOYEHHOE MU0

15.09.2021
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XUMHA

OcMONANBHOCTE 288 MOCM/KT 260-330 MOcm/kr
Baskocts npu 60 06/MHH 79 Mlla.c 20-150 mIla.c
MHWKPOBHOJIOT MA

Tecr Pesynprar Enunnuel namepenus Cneundukania Beinycka
CrepuibHOCTh COOTBETCTBYET CoOTBETCTBYET
JOKYMEHTAJIbHBIH KOHTPOJIb

O06beM COIEPKUMOTO YTTAKOBKH 5.0763 MIT

Michiel Vanclooster, nognuce

MponssoacTBEHHLIA (hapmaLeBT, ynoIHOMOYEHHOE NULO

15.09.2021

563E RU
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 880 27 11
Fax +32 3 8980 27 17

CEPTU®UKAT CEPUN
BATCH CERTIFICATE

1. IPOAOYKT:
Azarga (Asapra), Eye Drops, Suspension
MARS kog: 741276

2. CTPAHA BBO3A:
Poccus

3. NO3UPOBKA

Bpunzonamug 10.0 mr/mn
Tumonona maneart 6.8 mr/mn

4. NEKAPCTBEHHAA dOPMA
Kannw rnasHble

5. PASMEP 1 TUIN YNAKOBKHU
5 mn BO hnakoHe-kanensHuLe «Droptainer»

6. HOMEP CEPUM
21F27AA

7. OATA NPOU3BOACTBA
27.06.2021

8. KONUWYECTBO
89400 ynakoBOK

9. MOCTABLUKK ®APMALIEBTUYECKOW CYECTAHLIUA
Bpunzonamun: Kapboren Amuuc AT, 1lIBefinapus
Tumonona maneat: Cuxop C.p.JI., Hranus

10. DATA NPON3BOACTBA

CornacHo cepTH(HKaTy aHanuza

11. CPOK rOAHOCTHU
CornacHo ceprurKkaTy aHalIU3a

12. HAUMEHOBAHME, AOPEC U ABTOPWU3ALIMOHHbLIA HOMEP NPOU3BOACTBEHHOW
NAOLWAAKA U NNOWAQKWA KOHTPOIA KAYECTBA

ITpon3BOACTBO/KOHTPONb KAYeCTRa C.2. Ankon-Kyspep H.B., Rijksweg 14, 2870, Puurs, Belgium
Homep paspemenus 176

Batch: Azarga, Eye Drops, Suspension — 21 F27AA - Mars code: 741276 172




! 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 CEPUM

BATCH CERTIFICATE
13. CEPTUDPUKAT COOTBECTBWA GMP, HOMEP EBPO GMP

BE/GMP/2018/132

14. PE3YNbTATbI AHANWU3A

CornacHo cepTudukary aHaliusa

15. KOMMEHTAPUA
HJI: JICP-003647/10-121020
PY: JICP-003647/10

VnakoBKa U MapKHpOBKa NpPOAyKTa B COOTBETCTBUH ¢ HJJ
Hcnonb3oBanucs cliefylolne yNakoBOYHbIE MATEpHAIbL:
IMepeuunas ynakoska 41766/3

Hucrpykuns 64119/7

Bropyynas ynakoska 48037/4

HacrosiHM y10CTOBEPAIO, YTO JaHHas HH(OPMallks NMOJIHHHA M BEpHA.

JlaHHas cepus co3/laHa/ NPOH3BE/ICHA, BKIIOYAA YNIAKOBKY H KOHTPOJIb, Ha BBILIEYTIOMAHYTOM MECTE IIPOM3BO/ICTBA B
coOTBeTCTBHH ¢ npaBunamMi GMP 0kaabHOro PeryIAToOpHOro opraHa M cneuugpuKalmei perucTpalMoHHOTO YA0CTOBEPEHHA
MMOopTHpYyRoLLeii ctpansl. O6paboTka, ynakoBKa M aHAIM3 CEPHH COOTBETCTBYIOT TpeboBanuam GMP. Jlannas cepus
cootBeTcTBYeT TpeboBaHuAM cTathi 51 EBponeiickoM napnamenty u qupektnre Corera 2001/83/EC.

M. Vanclooster, noanuce
ITpousBoncTBeHHBLH (papMaLEBT, YIIOJIHOMOYEHHOE JIMLIO
15.09.2021
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Batch: Azarga, Eye Drops, Suspension — 21F27AA - Mars code: 741276



