Novartis Technical Operations
sa Alcon-Couvreur nv

U‘@ N OVA RT I S Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 880 27 11
Fax +32 3 890 27 17

CEPTU®WKAT CEPUN
1.HaumeHoBaHue Betoptic ® S Eye Drops, (Berontuk ® C xanau rnasnsie)
Kop 742292
2. CTpaHa nocTtaBKM Poccus
3. lleiicTByOLLEE BEWECTBO Betakconona rugpoxnopug 2.8 mr/mn

OkBUBaneHTHo BeTakconona ocHOBaHUO 2.5 mr/mn

4. llekapcTBeHHas popma Kannu rnasHele

5. ¥YnakoBka 5 Mn Bo dhnakoHe-kanensHuue «DropTainer»
6. Cepua 22C08EF

7. QaTta npousBoacTBa 08.03.2022

8. KonuyectBo 9600 yn.

9. Npounzsogutens thapMaLeBTUHECKON Bertakconona ruapoxnopua Op Onox C.M.A. (Utanus)

cybcTaHuumn

10. Aara npousBoacTea CM. cepTucbukar aHanvsa

11. Cpok roaHocTH Cwm. cepTudbukaT aHanvsa

12. HaumeHoBaHue npounsBogUTENA * AnkoH-Kyspep H.B. C.A. Rijksweg 14, 2870,

) Puurs, Belgium

BK/IOYasA BbINYCKalOLWKWA KOHTPONb ¢ PaspeweHue: 176

kavyecTBa

13. GMP cepTtudukar BE/GMP/2018/132
BE/GMP/2021/065

14. PeaynbTar aHanusa CM. cepTucpukar aHanuaa

15. NMpumeyanus HJI: TI N015599/01-180821

PY:TIN015599/01
YnakoBka n MapkupoBka COOTBETCTBYIOT TekyLyemy HJ]

Bbinu ucnonbaoeaHsl cnegyowme e YnakoBka nepBuuqHas: 41673/4
maTtepuansl e WHcTpykums: 45934/7
¢ YnakoBka BTOpu4Has: 47916/7

Hacrosmum ynocTosepsio, 4To fannas uuopMaLis NoANHHHA H BepHa, JlanHas cepus co3jana/ npoM3BeaeHa, BKIOAs
VYNAKOBKY M KOHTPO/Ib, HA BBILIECY NOMSAHY TOM MECTE NPOH3BO/ICTBA B COOTBETCTEMH C npasuiamu GMP nokansHoro
PETYIATOPHOTO OpraHa u crielugUKalielf PerHCTPAHOHHOTO YI0CTOBEPEHHS HMIIOpTHpYIomeii cTpanbl, O6paboTka, ynakoska
M aHAJIN3 CCPHH COOTBETCTBYIOT Tpebosatnam GMP. [lannas cepua coorsercTByeT Tpebosanuam crateu 51 Erponeiickom
napaamenty u aupektuse Cosera 2001/83/EC.

K. Verresen, nognucek
Mpoun3soacTBeHHbIH hapMaLEeBsT, yNonHOMOYEHHOE NULO
04.04.2022
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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

!, NOVARTIS

CEPTU®UKAT AHAITU3A
Certificate of analyses

Ha3zpanne npenapata (PRODUCT NAME) Betoptic S (betontik C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS

[lata npomisoactea (MANUFACTURING DATE)

Koa npoavkra (ITEM 1D) 742292
Tonen no (EXPIRY DATE) 2 2024
Ko crpanet (COUNTRY CODE) RU
HOMEP JUIA CCLLIKH (VO REFERENCE NUMBER) 202181012
KOJAIIPOJYKTA (PRODUCT CODE) 60503F
HOMEP CEPHH (BATCH NUMBER) 22C08EF

Q!BTH BLINYCKA

04-04-2022

Xumus
Tect Pesysnrar Enununer mamepenus Tpeboranna
Jliobaa apyras nenaentud. npumecs (1) (1') 0 Y% He Honee 1,0 %
Jlioban apyras nemgentg, npamecs (2) (1') % He Gonee 1,0 %
Jhiobas apyras newaenmd. npumecs (3) (17) 0 % ne Gonee 1,0 %
Jhobas npyras venaentud. npumecs (4) (1') 0 % He Gonee 1,0 %
Jhobas apyras vennentud. npumecs (5) (1) 0 % He Gonee 1,0 %
TMpumecs ¢ RRT 0,33 (1) 0 % e Gonee 1,0 %
Ilpumecs ¢ RRT 0,57 (I') 0 o e Gonee 1,0 %
Algmaes CRRT 041 () 0 % He Gonee 1,0 %
Mprcecs A () 0 % e Gonee 1.0
Upuecs G 0 % ne Gonee 1.0 %
UpmeeorD(1) 0 % ne Honee 1.0 %
Tpumcex E(1) 0 Yo He Gonee 1.0 %

| Hpumecs F (1" 0 % He 6onee 1,0 %
Cymma npumeceii (D+1+1) 0 Y% He Gonee 1,0 %
BeH3ankonna xnopui 96 %o OT 3aABJEHHOTO COIEPIKAHNS 90-110 % oT 3aaBNEHHOTO
berakconona ruapoxnopua 98,9 %% OT 3aABNEHHOTO CO/ePHKAHHS 92-108 % oT 3aABACHHOIO
bopnas xucnora 99 % OT 3a8BNESHHOTO COACPKAHNA 85-110 % ot 3a4aBNeHHOrO
berakconona ruapoxIopua B CBA3AHHOM BHAC 60.5 % OT 32 BJICHHOTO COAEPIKAHHA 45-65% 0T 3a8BICHHOTO
DCMB (D) (02679) 0 % OT 3aAB/ICHHOTO COAEPKAHHA ne Gonee 0,8 %
Jnunarpua snerar 102 % OT 3aABNECHHOIO COACPHKAHMA 90-113 % ot 3asBaeHHOTO
N-naypouncapkosnn 98,2 % OT 3aABJEHHOIO COJEPKAHUA S
OﬂHGaHHC OAHOPOAHAA CYCIEH3HA Cycneua““
Llrer s Bl Ot Genoro o nouth Genoro
IloanunnocTs: bensanxonna xnopua CooTBeTCTBYET CooTBeTCTRYET
TomnummocTs: beraxconona ruapoxnopun | CootsetcTyer CootsercTryeT
(BOXX)
INopunnutocTs: bophan kucnora CoorseTcTByer CootseTcTBYET

K. Verresen, nognuck

[Mpon3BOACTBEHHBIN (hapmaLEeBT, YNOGNHOMOYEHHOE NNLIO

04.04.2022

503F RU

172



Novartis Technical Operations
sa Alcon-Couvreur nv

U.j’ NOVART IS Rilksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 B90 27 17

CEPTU®UKAT AHANU3A
Certificate of analyses

Ha3ieaune npenapara (PRODUCT NAME) Betoptic 8 (Berontuk C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS
[ara nponssoerra (MANUFACTURING DATE) 03 2022

Koa npoaykra (ITEM ID) 742292
Topen 1o (EXPIRY DATE) 02 2024

Koz crpanel (COUNTRY CODE) RU

HOMEP /L1 CCBLIKI (VO REFERENCE NUMBER) 202181012
KO IIPOAYKTA (PRODUCT CODE) 60503F

HOMEP CEPHM (BATCH NUMBER) 22C08EF
data Beinycka 04-04-2022
Xumua
[MoamnnocTs: [unatpus snerat CooTtreTcTRyeT CooTBeTCTBYET
[Mopnunmocts: N-naypouncapkoiun CooTseTcTBYCT CooTseTcTayer
Poncreennas npumecs (DCMB, 1, I') Gonee uem o He Gonee 1
0.3%
pH 7.0 6.5-7.5
Yactmie menee 25 mim 100.00 % He menee 99.50% menee 25 MM
YacTuiel MeHee S0 Mrm 100.00 % He menee 99.95% menee 50 mxm
Yactuue menee 90 Mxm 100.00 % He menee 100.00% menee 90 mxm
Pecycnenauposanne 5 Cexynan He fonee 15 ¢
OcmonaapnocTs 294 MOcM/kr 0= 30 nORE
Baskocts npu 1.5 o6/mun 178 mllac 30-400 wlla-c
MuxkpoGuonorus
Tect Pesyabtar EnuHULB H3Mepennus Tpebosanua
CrepanbHoOCTh CooteerctByeT Coorsetctayer
JlOKYMEHTaNbHBIA KOHTPOL
Obnem HanoneHns 5.081 MII

K. Verresen, noanvcs
Mpon3soacTBEHHBIA hapMaLieBT, YNONHOMOYEHHOE NULO
04.04.2022 503F RU 2/2



