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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 (A3APTA) SML<CIS

10 2021

| XUMHA

Tecm Pespasmam Edunuuer usmepenun
Hnausuayansuas nenwnentuduuuposannas npumecs (I') 0 % OT 33ABJICHHOTO COACPHKAHHA
BeH3ankoHus XJI0pHA 102.4 % OT 3aABACHHOTO CONCPHKAHHA
Bpunsonamnn 99.9 % OT 3aABNICHHOTO CO/IEP/KAHHA
Jes-smanbpunsonamun (D) 0 % OT 3aABNEHHOrO COACPKAHNA
Junatpus 3netat 98.8 % OT 3aABJICHHOTO CO/IEPXKAHMUA
HMT (D) 0 % OT 3aABJIEHHOTO COAEPKAHUA
HMTO (D) 0 % OT 3aABJIEHHOTO COAEPKAHHA
Hzotumonon (D) 0 % OT 3aABJICHHOTO COMEPXKAHUSA
S-momep 0.7 % OT 3a4BNEHHOTO COEPHAKAHNS
Tumonona manear 98,3 % OT 3aABNIEHHOT® COACPKAHUA
O6umee conepxanme npumeceii (D+1') 0 % OT 3a9BJIEHHOTO COAEPKAHUA
Onucanne Ormopoguaz

CyCTIeH3ns
Liger Bensiit
IMoanuunocTs Gensankonns xnopuaa (BIXKX) CooTBeTCTBYET
TMoaaunnocTs Gpunzonamuia ( BIXKX ) CooTseTcTByeT
TToANMHHOCTH AMHATPHA 3/eTaTa CooTpeTcTRYET
TNoanurHocTs THMOTONA ManeaTa (BDXKX) CooTseTcTByeT
pH 7.1
CeAHMEHTAITHOHHAA YCTOHUHBOCTH 3 MunyThi
Yactuup! menee 10 Mxm 99.8 [pouent
YacTuiel Menee 25 MKM 100.0 [pouent
Yactrisl Menee 50 Mrm 100.00 IponenT
YacTuusl Meree 90 MkM 100 [pouenr
Pecycnennuposatnue 5 Cexynast

Creyudurxayun ssinycka
ne Gonee 0,5 %
90-110 % oT 3aiBaEHHOTO

93-110 % oT 3aABICHHOTO
He Gonee 0,3

80-110 % oT 3asBieHHOTO
He Gonee 0,2 %

ne Gonee 0,6 %

He 6onee 0,4 %

ne Gonee 2 %
90-110 % ot 3asBACHHOTO

He Gonee 1,5 %
OanopoaHan cycneHsusa

Or 6enoro no noutu benoro
CoorBeTcTBYET
CooTreTcTBYET
CooTBeTCTBYET
CooTseTcTBYET
6,7-17.7

He menee 2 muH
He MeHee 95 %

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

He Gonee 15 ¢

NaHHblin cepTudukaT Gbin noanucaH anekTpoHHo Elisabeth Verbruggen,npon3soacTBEHHLIM (hapMauesToMm, YNONHOMOYEHHbLIM
nuuoM, 05 sHeape 2022 1 feicTeuTeneH 6e3 py4Hoi noanucy.
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUO®UKAT AHAJTU3A
Certificate of analyses/ Control report
Hazpanne npenapata (PRODUCT NAME) AZARGA (A3API'A) SML<CIS
Jdata nponssoncrea (MANUFACTURING DATE) 102021
HOMEP INO3HUIIHH (ITEM ID) 4127
Loaen a0 (EXPIRY DATE) 092023
Koa crpansl (COUNTRY CODE) RU
HOMEP CCBLIKH (VO REFERENCE NUMBER) 202225505
KOJANMPOAYKTA (PRODUCT CODE 60563E
HOMEP CEPHMH (BATCH NUMBER) 21J21HB
JATA PASMEHIEHHA (DATE OF DISPOSITIONED) 05-01-22
XUMMS |
OcMONSNLHOCTD 290 mOcm/kr 260-330 MmOcm/kr

Bsskocts npu 60 06/MuH 69 mlla.c

] JIOKYMEHTAJILHBIA KOHTPOJIb |

20-150 mlla.c

Tecm Pezynvmam Edunuubt usmepenus Creyuduranua gunycxa
O0beM COAEPKUMOTO YTIAKOBKH 5.101 M

MHKPOBHOJIOIMA

Teem Pesyasmam Eounuuv usmepenus K ek
CTepunsHOCTD CooTseTcTRyeT CooTBeTcTByET

[AanHbiid cepTudukat 6N NoanucaH anekTpoHHo Elisabeth Verbruggen,npon3soacTBeHHBIM hapMaLEeBTOM, YNONHOMOYEHHbIM

nuuom, 05 saHeapb 2022 1 geicTBuTeneH Bea py4Hoi noanuecu. 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 CEPUA
BATCH CERTIFICATE

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

2. CTPAHA BBO3A:
Poccus

3. JO3UPOBKA
BpuHsonamug 10.0 mr/mn
Twumonona maneat 6.8 mr/mn

4. NEKAPCTBEHHAA ®OPMA
Kannw rnasHele

5. PASMEP U TWUMN YNAKOBKH
5 mn Bo chnakoHe-kanenbHuue «Droptainer»

6. HOMEP CEPUA
21J21HB

7. JATA NPOU3BOACTBA
21.10.2021

8. KONUMYECTBO
89280 ynakoBOK

9. NOCTABLUMK tDAPMAI_.IEBTVI‘IECKOl’I CYBCTAHLIMK

Bpunsonamun; Kapdoren Amuuc AT, Ilisefiuapus
Tumonona maneat: Cuxop C.p.J1., Mtanus

10. AATA NPOU3BOLACTBA

CornacHo cepTuuKaTy aHanusa

11. CPOKrOOHOCTH

CornacHo cepTH(HKaTy aHalu3a

12. HAMUMEHOBAHMWE, AOPEC U ABTOPU3ALMUOHHbLIA HOMEP NPOU3BOACTBEHHON
NNOOLIAAKW U NNOLWAOKW KOHTPONA KAYECTBA

[1pou3BOACTBO/KOHTPOL KauecTsa ¢.a. AnkoH-Kyepep H.B., Rijksweg 14, 2870, Puurs, Belgium
Howmep pazpeluenus 176

Batch: Azarga, Eye Drops, Suspension — 21J21HB - Mars code: 741276 1/2



!, 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
13. CEPTUOUKAT COOTBECTBMUA GMP, HOMEP EBPO GMP

BE/GMP/2018/132

14. PE3YJIbTATbI AHAJIU3A
CornacHo cepTH(HKaTy aHalH3a

15. KOMMEHTAPUA
HJ: JICP-003647/10-121020, nam.1
PY: JICP-003647/10

YnakoBKa H MapKHPOBKa NPOJYKTa B cooTBeTcTBMH ¢ H]I
Mcnonb3oBaich ClEAyIOLIHE YMAKOBOYHBIE MATEPHAIbI:
[MepruuHas ynakoska 41766/3

Hucrpykumsa 64119/9

Bropuunas ynaxkosxa 48037/4

HacToAmmM y10CcToBepAlo, UTO AaHHas HH(popMaLHs NOLIHHHA H BepHA.

JlanHas cepHs Co3/1aHa/ NPOM3BEeHA, BKITIOUAs YIIAKOBKY M KOHTPOJlb, Ha BBIICY IOMAHY TOM MECTE NPOH3BO/ICTEA B
cooTBeTCTBHH ¢ npasuiami GMP nokanbHOro peryJIATOPHOTO OpraHa H criel(ikaliHe perHcTPalHOHHOTO Y I0CTOBEPEHHA
uMnopTHpyoeii cTpansl. O6paboTka, yNakoBKa H AHATH3 CEPHH COOTRETCTBY 0T TPeGOBAHHAM GMP. [lanHad cepua
cooTReTcTBYeT TpeGoRanmuaM crathy 51 Eeponelickom napnamenty u aupextuse Cosera 2001/83/EC.

E. Verbuggen,, noANUCh
Ipou3BoACTBEHHBIH (papMaLIEBT, YTIOTHOMOYEHHOE JIHLIO
05.01.2022

212
Batch: Azarga, Eye Drops, Suspension —21J21HB - Mars code: 741276



