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CEPTUOUKAT AHAITU3A

Certificate of analyses

Novartis Technical Operations

sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

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

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

Jara npounssoncrea (MANUFACTURING DATE) 03 2021
Kon npoavkra (ITEM ID) 743658
Lonen 1o (EXPIRY DATE) 022024
Koj crpanel (COUNTRY CODE) RU
HOMEP JLJ1A CCBhLJIKH (VO REFERENCE NUMBER) 202180968
KO MPOJIYKTA (PRODUCT CODE) 60319C
HOMEP CEPHUHU (BATCH NUMBER) 21CO05AA
JaTa BhINYCKA 22-04-21

XHUMMsT
Tecr Peaynerar Emuuuuer u3mepenns Crenndukanns npu sbinycke
Enunnvnas necneundireckas mpumecs (1')(02679) 0 %o OT 3aABNEHHOTO COEPKAHUS ne Gonee 0,3 %
Bensankonna xmopun (385) 100.3 %o OT 3aABNEHHOTO Cojepkanus 90-115 % oT 3assneHHOrO
Berakconona ruapoxnopua 99 %o OT 3aABIEHHOTO COlePKaHHA 95-108 % ot 3asBneHHoro
DCMB (D)(02679) 0 % OT 3aABJCHHOTO COACPAANHS He Gonee 0.8%
[nnatpus sserar 101 % OT 3a8BNIEHHOTO COAEPKAHNA 90-115 % ot 3asenexHoro
[Tpumecs ¢ RRT 0,33 (I') (02679) ) He Gonee 0,3 %
0 %o OT 3aABNEHHOTO COJAEP/KAHUA
Mpumecs ¢ RRT 0,57 (1) (02679) i He Gonee 0,3 %
0 70 OT 3aABIIEHHOTO CONepRaHus
Tpumecs ¢ RRT 0.81 (1) (02679) o He Gonee 0,3 %
0 “o OT 3a8BJIEHHOIO COlepkaHus
M F(D S
Mpenvecs (D) (02675) 0 % OT 3aABJIEHHOTO COIEPKAHNS He Gonee 0,3 %
Cymma npuseceit (D+ 1) (02679) 0 % OT 3a8BIEHHOTO CONEPRAHNA e bonee 1 %
Onuncanne Pacteop pacTeop
[Tpo3paunocts IMpospaunsiii

[Ipo3paunbiii

LBeTHoCTH Becusernuii He npessbiwaer stanon Y5
[oamuunocts: Bensankonus xnopua (BIHKX

.- PHE( ) CootsercrByer CooTBeTcTBYET
Moanuunocrs: Betakconona ruapoxaopun (B3KX) CooreercTayer CootsercrByer
HMoanunnoets: [luHatpHa sneTat CootseTCTBYET CootBeTcTBYET

Buaumbie Mexannueckue Brmouenns (Poceus)

CoorsetcTByeT

Coorsercrene 'd Pd, GPM

pH 7.1 5.9-7.8
OcMOIANBHOCTE 287 MOcm/kr =0=sill alicuir
MHKPOGHOJIOIHA

Tect Pejyaerar Eaunnusl Hmepenna Crneundmkauus npu seinycke
CrepunbHocTh CooTBeTcTBYET CootsetcTBYET
JOKYMEHTAJIbHBIH KOHTPOJIL

OGbem HanonHeHns 5.429 Ml

Hacrosium YAOCTOBEPALD, YTO JaHHAA PIH(IJO[,')MRL[HH NOAJMHHHA WU BEpHA. Hanuas cepust co3aana/ NpoOMU3BEICHA, BKIIOYas
YNAKOBKY H KOHTPOJIb, Ha BBILLCYTIOMAHYTOM MECTE IIPOH3BOJICTBA B COOTBETCTBHH C npaBuiiaMu GMP nokansHoro

PErYISTOPHOTO Oprata 1 cneluMUuKalneii perucTpalHoOHHOr0 YA0CTOBEPEHHA HMIOPTHPYIOLLE] crpansl. O6paboTka, ynakoska

H dHAJIH3 CCPUH COOTBETCTBYIOT TpeboBannay GMP. lannas cepus COOTBETCTBYeT TpeGoBanHam cratek 51 Esponelickom
napnameHry u aupektuee Cosera 2001/83/EC.

E. Verbruggen, nognucs

MpounaBoacTBEHHLIN thapMaLeET, YNONTHOMOYeHHOE N0

22.04.2021
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Novartis Technical Operations
sa Alcon-Couvreur nv

{'} N O V A RT I S Rijksweg 14, 2870 Puurs, Belgium

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

CEPTU®UKAT CEPUK

1.HaumeHoBaHue Betoptic ® 0.5%, Eve Drops, Solution (BeTonTuk® kaniu
rnasuere 0,5%)
Kon 743658

2. CTpaHa nocTaBkM Poccus

3. JencTBYHOLEE BEWECTBO Betakconona ruapoxnopua 5.6 mr/mn

4. llekapcTBeHHas hopma Kannu rnasxbie

5. YnakoBka S Mn BO hnakoHe-kanensHuue «DropTainer»

6. Cepus 21C05AA

7. laTa npouM3BoAcTBa 05.03.2021

8 .KonuyecTteo 69160 yn.

9. lNpoussoguTens hapMaLeBTUYECKON Berakconona ruapoxnopua: ®uHopra C.A.C. (PpaHums)

cybcTaHuum

10. flaTa npousBoacTEa CM. cepTudukaT aHanusa

11. Cpok rogHocTH CM. cepTudukar aHanusa

12. HaumeHoBaHue npoussoauTens

BKIHOYas BbINYCKalOWMUA KOHTPOIb » AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,
Puurs, Belgium

KayecTBa * PaspelleHue: 176

13. GMP cepTtudmkar BE/GMP/2018/132

14. PesynbTar aHanusa Cm. cepTudukaT aHanunsa

15. Npumeyanus HJI: TIN014741/01-241208 u3m. 1-7

PY:IIN014741/01
Ynakoska n MapkupoBka cooTseTcTByIOT Tekylemy HL

Beinu ncnons3osaHbl cneayowme ¢ YnakoBka nepsuyHas: 42501/2
maTepuansl e WHcTpykuus: 64865/3
e Ynakoska BTopuqHasi: 43186/3

Hacrosummm yaoctoBepsio, 410 aaunas HHOPMaLHs NOLTMHHA U BepHa. [launas cepus cosgana/ NpoM3BesieHa, BKIIOYAs
YMAKOBKY H KOHTPO/Ib, HA BBILUCYTOMAHYTOM MECTE NPOH3BOACTBA B COOTBETCTRBHM ¢ npaBunamu GMP nokanbsHoro
PErynsATOPHOrO Oprana u CreUMUKALNCH PErHCTPALMOHHOTO YA0CTOREPEHHS HMITOPTHDPYIOLIRH CTPaHbL. O6paboTka, ynakoska
W QHAIH3 CEPHH COOTBETCTRYIOT TpeGoBanuam GMP. [laHnas cepus cOOTBETCTBYET TpeGOBAHMSM CTATLH 51 Esponeiickom
napiameHty u aupektuse Cosera 2001/83/EC.

E. Verbruggen, nognucs

MNpoussoacTBeHHsIR thapMaLeBsT, YNoNHOMOYEHHOE NLO

22.04.2021



