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CEPTU®UKAT AHANU3A

Certificate of analyses
Betoptic S (Berontuk C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS

Haspanne npenapata (PRODUCT NAME)

Jdara npoussoacrtea (MANUFACTURING DATE)

Koa npoaykra (ITEM ID)
Loxen g0 (EXPIRY DATE)
Koa erpansi (COUNTRY CODE)

HOMEP |

HOMEP CEPHH (BATCH NUMBER)

JIH CCBLTKN (VO REFERENCE NUMBER
KO NPOIVKTA (PRODUCT CODE)

;Lara BBINYCKA

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

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

02 2021

Xuntns
Tect Pesymbrar Eaunnusl nimepenus TpeGosatus
JloGas apyras nenaentud. npumecs (1) (I') 0 Yo He Gonee 1,0 %
Joban npyras nenaeHTu. npumecs (2) L] 4] % He Gomee 1,0 %
TloBan apyras Henaenti, npumecs (3) (1°) 0 % e bonee 1.0 %
JloGas apyras HenaeHTH. npumecs (4) (1) 0 % He Gosnee 1,0 %
Jlrobas npyras Hemnentud, npumecs (5) (1') 0 Y% ne Sonee 1,0 %
ITpumecs ¢ RRT 0,33 (I' ;
p + (1) 0 % He Gonee 1,0 %
[Tpusmecs ¢ RRT 0,57 (1)
p 0 % He fonee 1,0 %
IMpumecs ¢ RRT 0.81 (I'
P ¢ T ) 0 % He Bonee 1,0 %
[Tprmecs A (1 ;
p (0 0 % ne Gonee 1,0 %
[Mpumecs C (1
P M 0 % He Gonee 1,0
[Mpumecs D (1
P 0 0 % e Gomee 1,0 %
IMpumecs E (1 ; 5
3 ) 0 o e Gonee 1,0 %
ITpumecs F (I') 0 %o He Bonee 1,0 %
Cymma npumeceii (D+ 1+ 1) 0.12 % e Gonee 1.0 %
Benzankonus xjopua 100 Yo OT 3a8BIEHHOTD COEPKANUS 90-110 % or 3assnennoro
Berakconona ruapoxnopun 98.9 %o OT 3aABASHHOTO COACPAKAHUA 92-108 % 0T 3aaBAEHHOrO
bopuas kucaota 97 % OT 3a4BNEHHOTO COACPAKAHNA 85-110 % or 3asBaennoro
Betakconona rHAPOXIOpHIL B CBA3AHHOM Buje 62.4 %o OT 3aABNEHHOIO COAEPHKAHHA 45-65% 0T 3aABEHHOTO
DCMB (D) (02679) 0.12 %a OT 3a8BACHHOTO COACPKAHHA ie Gonee 0,8 %
JuHaTpua saerar 100 %o 0T 3aABICHHOTO COACPAKAHUS 90-113 % OT 3asB1EHHOrO
N-aaypoHcapkosus 90-110 % or 3asBnexHoro
99.4 %0 OT 3a8BIEHHOTO COAEPIKAHHA
Onnucanue Cycnensus
OIHOPO/HAS CYCIIEHINS
Lser Ot Genoro 10 moutH Geaoro
noutH denslit
[ToannuroCTs: Ben3ankonna xaopua CaoTseTeTBYET CooTBeTcTBYET
[oanunHocTs: Berakconona ruapoxaopua | Coorsercrayer CootseTcTBYET
(BIHKX)
Hoanunnocts: bophas kucnora CoorsercTByer Cootsercrayer

Hactositunm yaoctosepaio, 4ro fannan HHGOPMaLHS TOLTHHHA H sepHa. JlanHas cepud co3nana/ npousBe/ieHa, BKII0YAs YNAKORKY W KOHTDOJ,
Ha BLILICYTIOMAHYTOM MCCTE NPOH3ROACTBA B COOTBETCTBHH € NpasiiaMi GMP 10KankHOT0 perviaTopHoro oprana u crenruKared
PErHCTPALOHHOTO YAOCTOBEPEHNA MMIOPTHPYIOUeH cTpanbl, OGpaboTka, yIaKoBKa H aHAIH3 CEPHH COOTBETCTRYHT TpeGoBannsam GMP.
Hannas cepus cooTBeTCTBYET TpeGoBaHHAM CTAaThH 51 Esponeiickom napaamenty n anpextuse Cosera 2001/83/EC.

K. Verresen, nognuce

Mpon3BOACTBEHHEIN hapMaLeBT, yNoNHOMOYEHHOE nuyo

22.04.2021
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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 AHAITU3A
Certificate of analyses

Haspauune npenapara (PRODUCT NAME)

Betoptic § (Berontik C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS

Lata nponssoactea (MANUFACTURING DATE) 02 2021
Kojx npoavera (ITEM 1)) 742292
onen 10 (EXPIRY DATE) 01 2023
Koa crpanst (COUNTRY CODE) RU
HOMEP JUTHA CCBUIKH (VO REFERENCE NUMBER 202181010
KOJTIMPOJIYKTA (PRODUCT CODE 60503C
HOMEP CEPHU (BATCH NUMBER) 21BISLD
laTa BbIIVCKa 15-04-21
Xumus
[loanunHOCTE: AHHaTpHA 2aeTaT CooTBeTeTBYET CoorsercTayer
Mowmunoers, N-maypouncapkosun Cootseretpyer CootseTeTByer
Poncrsennas npumecs (DCMB, 1, I') Gonee uem 0 He Gonee 1
0.3%
el 6.9 6.5-8.0
HacThusl menee 25 mMim 100,00 % He menee 99, 50% menee 25 MM
Yactuuk Menee S0 Mim 100.00 Y% He menee 99.95% menee 50 Mrm
HacTHuet Meree 90 mMkm 100,00 % He menee 100 00% wenee 90 mrm
Pecycnenauposanne 5 CerkyHas! He Gonee 15 ¢
OcMonansHOCTE 300 mOcwm/kr il
BsaskocTs mpu 15 06/mun 174 MmlTac 200wl
Muxkpobuonorus
Tecr Pesymbrat Eanunuel nsmepenus TpeGosanus
CrepunsHocTs CooTseTcTByer CooteetcTByer CooteetcTeyer
JLOKyMEHTAbHBI KOHTPOIB
OGrem HanoTHeHHA 5.057 Ml

Hactosuwmnm YAOCTOBEPAIO, 4TO JaHHAA HH([’)OpMaLLIUI MOATHHHA H Be

pHa. [lanuas cepng cosnana/ npousseiena, BKIOUAT yNAKOBKY 1 KOHTPOIb,

Ha BLILICYNOMAHYTOM MECTE NMPOH3BOACTEA B COOTBETCTBHM ¢ npasinamu GMP fokansHoro PEryIATOPHOrO Opraxa u cneundmrauueii
PETMCTPALIMOHHOTO YIOCTOREPEHHA HMIOPTHPYIOLIETt cTpabl. OGpaoTka, YIaKoBKa H AHATH3 CEPHH COOTBETCTBYIOT TpeboBaHusM GMP.
[Jlannas cepus cooTBeTCTRYET TPEGOBAHKAM CTATLH § Esponefickom napnamenty u anpektuse Coseta 2001/83/EC.

K. Verresen, nognucs
Mpou3eoacTBEHHBIR thapmauesT, ynonHOMoueHHoe niyo
22.04,2021

503CRU
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Novartis Technical Operations
sa Alcon-Couvreur nv

U 3 N () \] A R T I S Rilksweg 14, 2870 Puurs, Belgium

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

CEPTU®UKAT CEPUW

1.HaumeHoBaHue Betoptic ® S Eve Drops, (BeronTuk® C kanjau riaasHble)
Kop 742292

2. CTpaHa nocTaBku Poccus

3. OeicTBYOWEE BEWECTBO Betakconona rugpoxnopug 2.8 mr/mn

SkeueaneHTHo GeTakconona ocHOBaHWK 2.5 Mr/mn

4. llexapcTBeHHasn opma Kannu rnasHble

5. YnakoBka 5 mn Bo dnakoHe-kaneneHuue «DropTainers

6. Cepus 21B18LD

7. JaTta npousBoAacTBa 18.02.2021

8. KonuuectBO 21730 yn,

9. NMpouzsoaguTent hapmMaLeBTUYECKON Bertakconona rugpoxnopusa ®uHopra C.A.C. (®paHyunsa)

cy6cTaHumm

10. JaTa npou3BoacTBa Cm. cepTudukar aHanmaa

11. CpoK rogHOCTH Cwm. cepTudumkaT aHanmaa

12. HaumeHoBaHUe NpousBoAUTEN A e AnkoH-Kyspep H.B. C.A. Rijksweg 14, 2870,
5 Puurs, Belgium

BKIHOYas BbINYCKaLWWA KOHTPONb e PaspelueHve: 176

KayecTBa

13. GMP cepTudmkar BE/GMP/2018/132

14. Pe3ynbTaTt aHanuaa Cm. cepTudbmkaT aHan1sa

15. NMpumeyanusn HJI: TIN015599/01-230513 u3m.Ne 1-6

PVY: I N015599/01
Ynakoska v MapkupoBka COOTBETCTBYHOT Tekywiemy HA

BbInu ucnonssosadbl cnegyolime e Ynakoeka nepsuyHas: 41673/3
marepuansl e WHcTpykuus: 45934/5
* Ynakoeka BTopudHas: 47916/5

HaCTOHLLLI/lM YAOCTOBEPALD, HTO JlaHHAA HH(I)ODM&L[HS{ NMOJAIMHHA W BEpHA. ﬂaHHaH cepud COZ)I'dI-]a." MPOU3BC/ICHA, BKITHOYas
YMNAKOBKY W KOHTPOJIb, HA BbILLICYTOMAHYTOM MECTE IPOU3BOJICTEA B COOTBETCTBHH C MPABH/IAMH GMP noxkansuoro
PEryJIATOPHOrO OpraHa 1 cneunpukamedl perHcTPallMOHHOI0 YAOCTOBEPEHUS UMIOPTHpYIomel cTpansl. O6paboTka, ynakoska
M aHau3 cepuu cooTBeTcTBYIOT Tpebosanuam GMP. Jlanuas cepus coorserctsyer TpeGoBanusam craten 51 EBponeiickom
napsaMeHTy u aupextuse Cosera 2001/83/EC.

K. Verresen, noanvce
Mpou3BoOACTBEHHbIN hapmaLeBT, YNonHOMOYEHHOE NULo
22.04.2021



