Novartis Technical Operations
sa Alcon-Couvreur nv

U) N OV A RT 1 S Rijksweg 14, 2870 Puurs, Belgium

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

CEPTU®WUKAT CEPUA

1.HanmeHoBaHue Betoptic ® 0.5% , Eye Drops, Solution (BeronTHK® KaIIA
rnasasie 0,5%)
Kop 743658

2. CTpaHa nocTaBkH Poccus

3. JencTBYloWee BelWecTso BeTakconona ruapoxnopua 5.6 Mr/mn

4. NlekapcTBeHHan hopma Kannu rnasHole

5. YnakoBkKa 5 Mn BO (hnakoHe-kaneneHuue «DropTainer»

6. Cepun 21H27AB

7. laTa npon3BOACTBA 27.08.2021

8 .KonnyecTBO 55100 yn.

9. MpounssoanTenb chapmaLeBTUYECKOH BeTakconona ruapoxnopua: OnoH C.MN.A. (UTanws)

cy6cTaHuuM
10. [laTa npou3BOACTBA CMm. cepTudUkat aHanusa
11. CpoKk rogHOCTH Cwm. cepTudpukaT aHanusa

12. HaumeHoBaHue NpousBoAUTENA

BKNIOYAA BbIMYCKaOWMA KOHTPONb « Ankon-Kyepep H.B. C.A. Rijksweg 14, 2870,
Puurs, Belgium

KavyecTBa » Paspewenue: 176

13. GMP cepTudukar BE/GMP/2018/132

14. Pe3ynbTaT aHanu3a Cwm. cepTudpmkaT aHanusa

15. NMpumeyaHna HJ: 11 N014741/01-241208 m3m. 1-7

PV:TIN014741/01
ynakoeka v MapkupoBka COOTBETCTBYHOT Tekywemy HO

Bbinyt MCNonb30BaHbl cneay wne e YnaxkoBKa nepBUYHas: 4250112
marepuanel e WHcTpykums: 64865/4
e YnakoBka BTopuyHas: 43186/3

HacTos1HM ¥10CTOBEPAIO, YT JaHHas nH(popMalKA TIOIHHHA H BEPHA. JlanHas cepHs CO3/laHa/ IPOH3BECHA, BKII0A
YNaKOBKY W KOHTPOJIb, Ha BLILICYTIOMSIHYTOM MECTE NPOH3BOICTBA B cooTBeTcTBMH ¢ npaBuiamu GMP okalbHOTO
peryNIATOPHOTO OpraHa u cnenuQMKalnei perucTpaluuoHHoro yA0CTOBEPEHHA HMIIOPTHPYIOLICH CTPaHbl. O6paboTka, yrliakoBKa
¥ aHaJIN3 CEPHUH COOTBETCTRYIOT tpeGosannam GMP. Jlannas cepus COOTBETCTBYET TpeOOBAHUAM CTATEH 51 EppomneickoM
NapJaMeHTy H JIHPEKTHBE Cogera 2001/83/EC.

E. Verbruggen, noaAnuck

Mpou3BoACTBEHHbIA hapmaLiesT, yNONHOMOYEHHOE NNLO

22.10.2021
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CEPTUD®UKAT AHATIU3A
Certificate of analyses

Hassanne npenapata (PRODUCT NAME)
Jlata npon3soacrea (MANUFACTURING DATE) 08 2021
Koa npoaykra (ITEM ID) 743658
Tonen no (EXPIRY DATE) 07 2024
Koj crpannl (COUNTRY CODE) RU

Betoptic (BetonTuk) 5 ml (5 ma) <CIS

HOMEP 11 CCBLIKH (VO REFERENCE NUMBER) 202180972

KOJA NPOAYKTA (PRODUCT CODE) 60319K

HOMEP CEPHHU (BATCH NUMBER) 21H27AB
aTa BBLINYCKA 22-10-21

XHUMHUSA
Tect PesynsTatr EQMHHIBI H3MEpEHHA Cneundukalns NpH BeIIYCKe
Enunnunas Hecnelpduueckas npumecs (1(02679) 0 % OT 3asABICHHOTO COJep/KaHHA ne Gonee 0,3 %
Bensankonua xnopua (385) 101.8 % OT 3aABJIEHHOTO COepsKaHmus 90-115 % OT 3asBJEHHOTO
Bertakconona ruipoxnopui 99 % OT 3a8BJICHHOIO COJIEPXKaHNA 95-108 % oT 3a4ABIEHHOTO
DCMB (D)(02679) 0.1 % OT 3asBJIEHHOIO COACPIKaHHA He Bonee 0.8%

| Junatpus sneTar 99 % OT 3aABJICHHOIO COJICpKaHus 90-115 % oT 3a4BJ€HHOTO
Tpumeck ¢ RRT 0,33 (I') (02679) 0 % OT 3adBJICHHOTO COJIEPKAaHHA pie Qanee 0.2 %
Mpumecs ¢ RRT 0,57 (I') (02679) 0 % OT 3asABJICHHOIO COJIepKaHMs e Oancc 2 %6
Tpumecs ¢ RRT 0.81 (I') (02679) 0 % OT 3aABJIEHHOIO COJAEpKaHns e fanee ] %
Hpastess F (D) (0267%) 0 % 0T 3aABNECHHOTO coflepskanus | He Gonee 0,3 %
Cymma npumecedt (D+1') (02679) 0.1 % OT 3aABJICHHOTO COJIEpAKAHHA He bonee 1 %
OnucaHHe Pactsop pacTBoOp
Ipo3pauHocTs {g:s()ls)paunmﬁ Tpospausii
LlgeTHOCTD becuseTnslii He npepbimaet 3TanoH Y5

(B9)
IoanuuHocTs: Bensankonns xnopua (BIXKX) CoOTBETCTBYET CoOTBETCTBYET
INoanuuHocTs: Betakconona ruapoxaopua (BOXX) COOTBETCTRYET COOTBETCTBYET
IloUIMHHOCTE: JIHHATpHUA H/IeTart COOTBETCTBYET CoOTBETCTBYET
BuauMbie MexaHHueckHe BkioueHns (Poceus) Co0TBETCTBYET CootsercTeue '@ PO, GPM
pH 72 5,9-7.8
OCMOJISILHOCTD 285 MOCcM/KT 260 — 330 MOcM/kr
MHKPOEHOJIOTHA
Tect PesynbTar EAMHH1BI H3MEPEHHSA Cneur(pukaLmis IpH BhITYCKe
CTepHIbHOCTh COOTBETCTBYET COOTBETCTBYET
ﬂOKYMEHTAﬂb}Iblﬁ KOHTPOJIb
O6beM HaNoNHEHHA 5.380 M
E. Verbruggen, noanuck
Mpon3BoACTBEHHbIA hapMaLeBT, YNoJIHOMOYEeHHoe Nnuo
22.10.2021 319K RU 1/1
Antipova b bt s RN

Yana

seriaiNumber=2460515, cn=Anipove Yana
Reason: epesca Nposepina W 3asepwia
Date; 2021,11.01 1534 46 +0300°



