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CEPTU®UKAT AHANMU3A
Certificate of analyses/ Control report

Haspanne npenapata (PRODUCT NAME)

Jdara npouzroacrea (MANUFACTURING DATE)

HOMEP ITO3HIIHH (ITEM ID)
Toaen g0 (EXPIRY DATE)

Koa crpaunt (COUNTRY CODE)

HOMEP CCBLIKH (VO REFERENCE NUMBER)

KO TPOJIYKTA (PRODUCT CODE)
HOMEP CEPHH (BATCH NUMBER)

JATA PASMEIIEHISA (DATE OF DISPOSITIONED)

AZARGA (A3BAPTA) SML<CIS

042021
741276
032023
RU
202181073
60563E
2IDISHA
05-07-2021

XHMHA
Tect Pesynprar Eamumnusl n3amepenns Creundmkanmsg BbImyeka
Huausuayansras nemaentuduumnporannan npumecs (1) 0 % OT 3ASBNEHHOTO COTRPIKAHUS ne Gonee 0,5 %
bensankonns xnopua 97.5 Y0 OT 30ABJEHHOTO COEpKAHNA 90-110 % oT 3aABIEHHOTO
bpunsonamua 100.3 %0 OT 3a8BJCHHOTO COEpkKaH s 3-110 % ot 3assnennoro
Hes-amundpunsonanma (D) 0 Ya OT 3a9BJIEHHOTO COJEPKAHHS ne Gonee 0,3 %
Junatpus snetar 98.6 % OT 3aABIEHHOTO COJIEPAKAHHA 80-110 % ot 3asBIEHHOTO

ne Gonee 0,2 %
HMT (D) 0 % OT 3aABIICHHOIO COAEPHKAHHA

He Gonee 0,6 %
HMTO (D) 0 %o OT 3a8RJIEHHOTO COJlepAaHHA

, He Gonee 0.4 %

Hzotumonos (D) 0 Yo OT 3aABJIGHHOTO COJAEPKAHUSA
S-uzomep 0.6 %o OT 3aABJIEHHOTO COACPKAHHA ue Bonee 2 %
Tumonona maneat 98 6 % OT 3asBIEHHOTO COCPKAHNA 90-110 % OT 3aABNEHHOrO
Obuwee conepxanue npumeceii (D+1') 0 %o OT 3aABJACHHOTO COAEPIKAHMA tic Sonee 1,5 %

Onucanue

Oaxopoanas

Oanopoanas cycnensus

CYCIEHINA
Liser [outn Genwiii Ot Genoro a0 noutH Benoro
[oanuuuocTs Gen3ankonun xaopuaa (BIKX) CootsetcTByeTr CooTeercTeyer
[MoanuxHocTs GpuHionamuaa ( BIKX ) CooTBeTCTBYET CootsercTayer
[ToanuunocTs Gpunsonamuna (TCX) Cootsercrayer CoorsercTByer
[ToANHHHOCTL AMHATPHA >AeTATa Coorsercrayer CooTsercrByer
[MoanuHHOCTE THMONOMA ManeaTa (BIKX) CooTBeTCTRYET CooTBeTcTBYET
MoannHHOCTL TUMONIONA ManeaTa (TCX) CooteeTcTBYET CooTseTcTByet
pH 7.1 67=17
Yactuun menee 10 mkm 99.8 [IpoueHt He MeHee 95 %
YactHusl Mesee 25 Mkm 100.0 IIpouent He menee 99,5 %
Yacruupl menee 50 MkM 100.00 ITpouent He meHee 99.95 %
Hactuuel menee 90 mMkm 100 [Tpouent He menee 100 %
PecycnenmpoBatme 5 CeKyH.1bl e Sonee 15 ¢

S. Derveaux, noanuce

Mpon3soaCcTBEHHbIN (hapMaLeBsT, yNoNHOMOYEHHOE NWLOo

05.07.2021

563ERU
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'y NOVARTIS

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

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

CEPTU®UKAT AHAITU3A
Certificate of analyses/ Control report
Hassanune npenapara (PRODUCT NAME) AZARGA (A3API'A) SML<CIS
lata nponszeoacrea (MANUFACTURING DATE) 04 2021
HOMEP HO3HIINH (ITEM ID) 741276
Tonen 10 (EXPIRY DATE) 032023
Koa crpanel (COUNTRY CODE) RU
HOMEP CCbhLTKH (VO REFERENCE NUMBER) 202181073
KOJAIPOJAYKTA (PRODUCT CODE) 60563E
HOMEP CEPHH (BATCH NUMBER) 21DISHA
JATA PASMELIEHNA (DATE OF DISPOSITIONED) 05-07-2021
XHMHA
OcMONTAIBHOCTD 289 MOCM/KT 260-330 MmOcem/kr
Baskocts npu 60 ob/MuH 63 mlTa.c 20-150 mlTa.c
MHKPOEHOJIOT M
Tecr Pesynwtart EAvHMLUBI H3MepeHus Creumdukanng Buinycka
CTepuiibHOCTh CooTBeTCTBYET CootBercTBYET
JOKYMEHTAJIBHBIH KOHTPOITL
O0beM cOAEpPKHUMOTO YIIAKOBKH 5.075 M1

S. Derveaux, nognuce
Mpown3BOACTBEHHKLIA hapMaUeBT, yNnoNHOMOYeHHOe NULo
05.07.2021 363E RU 2/2



', NOVARTIS

CEPTUOUKAT CEPUN
BATCH CERTIFICATE

1. MPOOYKT:
Azarga (Asapra), Eye Drops, Suspension
MARS koa: 741276

2. CTPAHA BBO3A:
Poccus

3. 00O3UPOBKA
BpuHzonamug 10.0 mr/mn
Tumonona maneat 6.8 mr/mn

4. NEKAPCTBEHHAA DOPMA
Kannw rnasHble

5. PABMEP U TUN YNAKOBKW
5 Mn 80 dnakoHe-kanenbHuue «Droptainer»

6. HOMEP CEPWUW
21D15HA

7. DATA MPOU3BOACTEBA
15.04.2021

8. KONNIMYECTBO
90000 ynakoBoK

9. NOCTABLUUK ®APMALIEBTUMECKOW CYECTAHLIUA
Bpunsonamun: Kapboren Amumc AT, Llsefiuapus
Tumonona manear: Cukop C.p.JI., Uranus

10. OATA NPOW3BOACTBA
CornacHo cepTH(UKATY aHATN3a

11. CPOKITOAHOCTH

CornacHo cepTH(HKATY aHaIK3a

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, ALIPEC U ABTOPW3ALMOHHbI HOMEP NPOV3BOACTBEHHON

TNOLAQKA W NNOLWALKN KOHTPONA KAYECTBA

T[TpoN3BOICTBO/KOHTPONL KayecTBa ¢.a. AJIKOH-KyBpep H.B., Rijksweg 14, 2870, Puurs, Belgium

Homep pazpetenus 176

S. Derveaux, noanuce

Mpou3BOACTBEHHBIN hapMauesT, ynonHoMoYeHHoe nuuo

05.07.2021

Batch: Azarga, Eye Drops, Suspension = 21D15HA - Mars code: 741276

1/2



' NOVARTIS

CEPTUD®UKAT CEPUMN
BATCH CERTIFICATE

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

14, PE3YNIbTATbI AHANW3A

CornacHo cepTuduKaTy aHanu3a

15. KOMMEHTAPWH
HA: JICP-003647/10-121020
PY: JICP-003647/10

YnakoBKa U MapKUpOBKa NMPOAYKTa B cooTBeTcTBUM ¢ H]
Henonnzopanuct cneayonme ynakoBouHble MaTepHATbL
[TeperynHas ynakoska 41766/3

Huctpykums 64119/7

Bropuunas ynakoska 48037/4

HacTtosuum YAOCTOBEPALD, HTO daHHas HH([)OpMalll/l){ MOJIIMHHA 1 BEpHa.

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

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

Hannas cepus coznana/ npoOM3BeEIEHA, BKAKHAS YITAKOBKY W KOHTPOIb, HA BBILIEYTTOMAHYTOM MECTE IPOM3BO/ICTRA B
COOTBETCTBHHM ¢ npasuiamMu GMP 10KaIbHOrO peryasTopHOro oprata v creuruKauneii perHcTpallHOHHOTO YA0CTOBEPEHHSA
UMIOpTHPYIOLLEH cTpanbl. O6paboTka, YIIAKOBKA M aHaIW3 cepuu cooTBeTCTBYIOT Tpebosannaym GMP. [lannas cepus
cooTsercTByeT Tpebosanuam cTaTek 31 EBponeitckom napaasenty u anpekruse Cosera 2001/83/EC.

S. Derveaux, nognuce
[TponsBoacTBeH B (hapMaleBT, YIIOIHOMOYEHHOE JTHILO
05.07.2021

Batch: Azarga, Eye Drops, Suspension — 21D15HA - Mars code: 741276
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