) NOVARTIS

CEPTU®UKAT AHANU3A
Certificate of analyses/ Control report

AZARGA (ABAPI'A) SML<CIS

Hassauune npenapara (PRODUCT NAME)

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

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

ATa npoussoacrea (MANUFACTURING DATE 04 2021
HOMEP HOINIHN (ITEM ID) 741276
Loaen no (EXPIRY DATE) 03 2023
Kox crpanu (COUNTRY CODE) RU
HOMEP CCBLIKH (VO REFERENCE NUMBER 202181072
KOIAIMPOJIYKTA PRODUCT CODE 60563E
HOMEP CEPUH BATCH NUMBER 21DISFA
JATA PASMEIINEHUS (DATE OF DISPOSITIONED) 16-06-2021
XHMHS
Tecr Pesyasrar Enunnue namepenna Crieundpukaums spimycka
Huamenayansras HEHICHTHHUMPOBaKHAR MpHMech 18] 0 % OT 3aABNCHHOTO COflepkaHmA He Bomee 0,5 %
Bensankonus XN0pHI 98.6 % OT 3aABNEHHOrO COJIeKAHNA 90-110 % ot 3assaekHoro
bpunsonamun 101 % OT 3aABNCHHOTO COMCPAANMA 93-110 % oT 3assnennoro
Jles-sTunbpunzonamun (D) 0 % OT 3aABNEHHOrO Co/lepKAHHA He Gonee 0,3 %
Hunatpus snerar 99.7 % OT 3AABICHHOIO cOlepKaHHs 80-110 % ot 3assaennoro
He Bonee 0,2 %
HMT (D) 0 % OT 3aRBNEHHOTO costepania
; He Bonee 0,6 %
HMTO (D) 0 %% OT 3a9BAEHHOrO conepKanua
He Gonee 0,4 %
Hsotumonon (D) 0 % 0T 3asBnennoro COJICpKAHHA
S-Hiomep 0.6 % OT 3a9BAEHHOTO costepKara He Gomee 2 %
Tumonona manear 99.8 % OT 3aABNEHHOTO cotepkanis 90-110 % ot 3ansnennoro
Obwee coaepaanne npumeceii (D+1') 0 %0 0T 3AABNEHHOIO COMlepIKaHMA He Bomee 1,5 %
Onucanue Qanopoaunas Onunoponnas cycrensns
CYCNEH3NA
Ller [loutu Genwrii Ot Genoro 10 noury Genoro
HMoamunnocts Gensankonus xnopuaa (BIXKX) CoorseTcTBYET Cootsercreyer
[oamunnocts Gpunzonamuaa ( BIMX ) Cooteercrayer CootsercTyer
HMoansunocts Spunsonamuaa (TCX) Cooteercrnyer Coorsercteyer
[MopiuunoCTS AHHATPHA daeTata Cooteerctayer Cootseretnyer
MoanuunocTs THMOMONA MaeaTa (BOWKX) Cootsercryer Coorsercreyer
TMoanunHoCTs THMONMONA ManeaTa (TCX) Cooteercrayer CootseTcTByer
H 7.1 6,777
Yactuue Menee 10 mxm 99.7 [lpouenr He MeHee 95 %
HacTuusl MeHee 25 Mxm 100.0 Ipouent He MeHee 99,5 %
YactHub! Meree 50 mkm 100.00 [Ipouent He MeHee 99,95 %
YactHusl Menge 90 MM 100 Ipouent He menee 100 %
Pecycnenanposanue 5 CekyHnsi He Bomee 15 ¢

E. Verbruggen, nognucs
MpounasoacTBEHHBIR hapMalLesT, ynonHoMoyeHHoe nuuye
16.06.2021
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Novartis Technical Operations
sa Alcon-Couvreur ny
Rilksweg 14, 2870 Puurs, Belgium

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

AZARGA (A3APTA) SML<CIS

04 2021
7

XUMMS

OcmMongnpHocTs

286 l MOcm/kr

260-330 mOcam/kr

BsAskocts npu 60 06/aun

62 ‘ mlla.c

20-150 mITa.c

MHKPOBHOJIOT 1S

Tecr

Pesyanrar ‘ Ennnnuer usmepenus

Crieundpuranms BRHITIYCKaA

Crepuibnocts

Cootsererpyer l

Coorsererpyer

AOKYMEHTATEHBIR KOHTPOJIE

OBbeM conepknmoro ymakonku

5.054 T

E. Verbruggen, noanuce

MponasoacTBEHHbI thapmauesr, yNonHoMmoueHHoe nuuyo

16.06.2021

563E RU
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Uy NOVARTIS

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

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

CEPTU®UKAT CEPUMU
BATCH CERTIFICATE

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

2. CTPAHA BBO3A:
Poccus

3. JO3UPOBKA

BpuHsonamug 10.0 mr/mn
Tumonona manear 6.8 Mr/mn

4. NEKAPCTBEHHAS DOPMA
Kannu rnasHele

5. PASMEP U TUMN YNAKOBKM
5 mMn so cbnaKOHe—Kaneanuue «Droptainer»

6. HOMEP CEPUU
21D15FA

7. OATA NMPOU3BO/CTBA

15.04.2021

8. KOIMYECTBO
88000 ynakoeok

9. MOCTABLUUK GAPMALIEBTUMECKOM CYECTAHLMKU

Bpunzonamun: Kapboren Amumc A’ » UlBeiiuapus
Tumonona manear: Cuxop C.p.J1., Hranus

10. JATA NPOU3BOACTBA

Cornacno cepruHKkaTy ananusa

11. CPOK rOAHOCTU

CornacHo ceprudukary anamtmsa

12. HAUMEHOBAHMUE, AOPEC U ABTOPU3ALIMOHHbLIN HOMEP MPOWU3BOACTBEHHOW

NIOWALOKU U NAOWALKN KOHTPONSA KAYECTBA
[TpoussoscTBo/KoHTpONL KavecTsa c.a, AnkoH-Kyspep H.8., Rijksweg 14, 2870, Puurs, Belgium
Homep paspewenus 176

Batch: Azarga, Eye Drops, Suspension - 21D15FA - Mars code: 741276 1/2




) NOVARTIS

Novartis Technical Operations
sa Aleon-Couvreur ny
Rilksweg 14, 2870 Puurs, Belgium

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

CEPTUD®UKAT CEPUU
BATCH CERTIFICATE

13. CEPTUDUKAT COOTBECTBUSA GMP, HOMEP EBPO GMP
BE/GMP/2018/132

14. PE3YNLTATHI AHANU3A
Cornacno cepTHHKATY aHamM3a

15. KOMMEHTAPUUY
HJT: JICP-003647/10-121020
PY: JICP-003647/10

VnakoBka u MapKHPOBKa NPOYKTa B COOTBETCTRIM ¢ HII
Hcnonssosamuck CIICNYIOUIHE YIIaKOBOUHbIEC MATepHATbI:
[lepBrunas ynakorka 4] 766/3

HHeTpykims 64119/7

Bropuunas ynakosxa 48037/4

Hacrosutim YAOCTOBEPAIO, 4TO JaHHas HHOPMALKs noanuHba 1 BepHa.

Hannas cepus cosnana/ NPOM3BEIeHa, BKIIOYas YIAKOBKY H KOHTPO/Ib, Ha BLILLCYMOMAHYTOM MECTe [POM3BOICTRA B
COOTBETCTBHH C npaBHIaMu GMP JOKANBHOrO peryasTopHoro oprana u crieunduKkanuei PETUCTPALHOHHOrO yaocToBEpeHUs
HMITOPTHPYIOILEH CTpasL, O6paborka, ynakoska n AHATH3 CCPHH COOTBETCTBYIOT Tpedonanuam GMP, anuan cepus
COOTBETCTBYET TpeGoBAHUAM cTaThn 5 Eeponeiickonm napnamenty u aupektuse Cogera 2001/83/EC.

E. Verbruggen, nognuce
[pomssoncreennIii (apmauesr, YTOJIHOMOYEHHOE JH10
16.06.2021
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