d) N 0 V A RT I S Novartls Technical Operations

$a Alcon-Couvreur nv
Rijkswog 14, 2870 Puurs, Belgium

Telaphone +32 3 880 27 11

Fax +32 3800 27 17
CEPTU®UNKAT CEPUMA

1.HanmeHoBaHue MaxkcnTpoa® Kanau riaasnbie
Koa 741389

2. CtpaHa nocTaBKkH1 Poccusa

3. OdelicTBylollee BeleCcTBO DNexcameTasoH 1.0 mr/mn
MonumukcnHa B Cynsdat 6000 ME/mn
HeomuuwHa cynsdpat 3500 ME/mn

4, NNekapcTBeHHan popma Kannu rnasHbole

5. YnakoBka 5 mn Bo chnakoHe-kanenbHuue «Droptainer»

6. Cepusa 21J28EA

7. QaTa npou3BoacTBa 26.10.2021

8. KonuuyectBo 38430 yn.

9. MpouszsoauTens thapmaLeBTUHECKOW JNekcameTasoH: Gapmaumna v Angpkod Kamnann, CLUA
MonumukcuHa B Cynbdat: Kcennua @apMmacbloTvkanc

cybcTaHumm AnC, OaHus
HeomuyuHa cynbdat: Gapmauus u AnmpkoH Kamnaxu,
CLWA

10. AJaTa npon3aBoacTBa Cwm cepTndmkat aHanusa

11. CpoK rogHOCTH Cm cepTudhmkar aHanusa

12. HaumeHoBaHWe Nnpou3BoAUTENA e C.A. AnkoH-Kyepep H.B. Rijksweg 14, 2870,

Puurs, Belgium, benbrus

BKNKYan BbII“lYCI(aEOI.I.IHﬁ KOHTpOIb e PaspelueHue: 176

KayecTBa

13. GMP cepTudukar BE/GMP/2018/132
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Batch: Maxitrol ® Eye Drops — 21J26EA Mars code: 741389



d) N 0 V A RT I S Novartis Technical Operations

sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Tolaphone +32 3 880 27 11
Fax +32 3 890 27 17
CEPTUOUKAT CEPUWA
PesynbTaT aHanu3a CMm cepTudukaT aHanuaa
Mpumeyanua HJI: 1 N014557/01-251120
PY: 1 N014557/01
YnakoBKa u MapkupoBka cooTBeTcTaytoT HI
Bblnu UCNoNb30BaHbI cneayoliune « YnakoBka nepeuuHas: 41657/4
e WHcTpykuua: 45794/9
MaTepuansbl e YnakoBka BTOpudHas: 47894/4

HacToA1IMM y/0CTOBEPALO, 4TO JaHHAA HAOPMAIIHA TO/UIHHHA H BEpHA.

JlanHas cepys co3naHa/ IPOH3BEACHA, BKIIOUAs YNIAKOBKY H KOHTPOIL, Ha BBILIEY IOMAHYTOM MeCTe IPOH3BO/ICTBA B
cooTeeTcTBHH ¢ pasunamu GMP nokansHOro peryaTopHOro opraHa u cnelpHKaLHeH PEruCTPAHOHHOTO YA0CTOBEPEHHS
uMnopTHpyolmei cTpanbl. OGpaboTka, YNIakoBKa H aHATH3 CEPHH COOTBETCTEYIOT Tpebosannam GMP. [lanHas cepua
cooTreTcTRYET TpeGoranuaM crathi 51 EBponeiickoM napiaMeHTy H THPEKTHBE Conseta 2001/83/EC.

K. Vanclooster, noanuce
Mpoun3BOACTBEHHBIN (hapMaLeBT, YNONHOMOHEHHOE NN
21.12.2021
212

Batch: Maxitrol ® Eye Drops — 21J26EA Mars code: 741 389




Novartls Technical Operations

!, NOVARTIS

Dhckaly e by Neoaadeons Lt a Alcon-Couvreur nv
Alexandrova sEmiczias™  Rikewog 14, 2870 Puus, Beigion
Daria s s
Telophone +32 3 800 27 11
Fax +32 3 890 27 17
CEPTUO®UKAT AHATIU3A

Certificate of analyses

Haseanne npenapara (PRODUCT NAME) MAXITROL (Maxcutpoa) SML<CIS

lata nponisogcrea (MANUFACTURING DATE) 102021
MARS xon 741389
Logen o (EXPIRY DATE) 09 2023
Kon crpane: (COUNTRY CODE) RU
HOMEP JUIS CCBLIKH (VO REFERENCE NUMBER) 202181193
KOA IIPOJIYKTA (PRODUCT CODE) 60630K
HOMEP CEPHH (BATCH NUMBER) 21J26EA
Jara pasmenienus 21.12.2021
Xumus
Ananni PesyabTaT Ennnnns: Cneunpukanns
AL-37691 (D) 0 % OT 3a4BJIEHHOTO He Gonee 0,4 %
AL-37912 (D) 0 % OT 3a4BIECHHOTO He Gonee 0,4 %
AL-5202 (D) 0 % OT 3a4BICHHOIO He Gonee 0,4 %
AL-5203 (D) 0 % OT 3asBJIEHHOTO He Gonee 0,4 %
AL-5340 (D) 0 % OT 3a8BJIEHHOTO He 6onee 0,6 %
AL-5447 (D) 0 % OT 3aABIEHHOIO He 6onee 0,6 %
AL-585 (D) 0 % OT 3aABJICHHOTO He 6onee 0,6 %
JhoGoit apyroil HeHAcHTH(HIHpoBaHHBIH 0 % OT 3aiBJICHHOTO He 6onee 0,4 %
npoaykt pacnaaa (I')
benzankonnsa xnopua 98 % 0T 3asBINEHHOTO 90-110 % oT 3asBAEHHOTO
Beiectso P(D) 0 % OT 3adBJICHHOTO He 6onee 0,5 %
JlexcameTazoH 100.4 % 0T 3aABJCHHOTO 95-110 % oT 3a49BJIECHHOTO
Cymma npoaykToB pacnana (D+1') 0 % OT 3a4BJICHHOTO He 6onee 4 %
Onucanne Henpo3spaunas Henpo3spaunas cycneHnsuns
cycneHsus, 0e3
MeXaHHYECKHX
BKJTIOUCHHH
Liger Benniii Ot OGenoro 0 cBeTiO-
KENTOTO
TMopnuunocts Gensankonns xaopuaa rect E CoorsercTRyer CootBercTBYET
ToanunHocTs aexcamerasoHa BOXKX CooTBeTCTBYET CoOTBETCTBYET
IlouHHHOCTh HeoMHULMHA cyibdaTta Tectr D CooTBeTcTBYET CoOTBETCTBYET
TouMHHOCTS NIONTHMHKCHHA B eynbdara CooTeeTcTBYET CooTteercTByeT
Teer D
pH 5.5 3.5-5.8
BpeMs cenMMEHTaUHH 11 MuHyTbI Bonee 10 munyT
YacTuisl Oonpie 25 MkM 0 YacTuiisl He 6osiee 20 wactun
YacTuus! Gonbuie 50 MkM 0 YacTHup! He Gosnee 2 qacTun
Yactuup 6osbie 90 MKkM 0 YacTuiiel 0 yacTHL
PecycnenaupoBanue 5 CexyH bl He Gonee 30 cexynn

HacTosLLmiA cepTudMkaT noanMcaH anekTpoHHo Michiel Vanclooster, Npou3BoACTBEHHBIM (hapMaLieBTOM,
yNONHOMOYEHHbLIM NULIOM, 0T 21 Aekabps 2021 v AeAcTBUTENEH Ge3 Py4HOH NOANKCH.
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d)) N OV A RT I S Novartls Technical Operations

$a Aleon-Couvreur nv
Rigkswog 14, 2870 Puurs, Belgium

Telaphone +32 3 890 27 11
Fax 43238902717
CEPTUOUKAT AHAJIU3A
Certificate of analyses
Hazsanue npenapara (PRODUCT NAME) MAXITROL (Maxcarpon) SML<CIS
Hata npoussoncrea (MANUFACTURING DATE) 10 2021
MARS xoa 41389
Tonen no (EXPIRY DATE) 09 2023
Koa crpansl (COUNTRY CODE) RU
HOMEP JLIA CCBLIKH (VO REFERENCE NUMBER) 202181193
KOA IIPO/IYKTA (PRODUCT CODE) 60630K
HOMEP CEPUH (BATCH NUMBER) 21J26EA
JaTa pazmeuenus 21.12.2021
[ xumua |
OcMONAIBHOCTE 282 MOcm/xr
| JTOKYMEHTAJIBHBIH KOHTPOJTh |
Ananus
O6beM COAEPKUMOr0 YIIaKOBKH 5.069 M
[ MHKPOBHOJIOTHA l
Ananus PesyabTar Eannuub Cnenndunkanus
Heomuuuna cynsdar 101 % ot  3assnenHoro 90-125 % oT 3afBJEHHOTO
KOJTHYECTBA KOJIHYECTBA
IMonumukcuua B cynbgar 106 %  or  3asBneHHoro 90-125 % ot 3asBIEHHOrO
KOJIHYECTBA KOJIHYECTRA
CTepHIbHOCTD CooTBETCTBYET CooTseTcTBYET

HacToswmii cepTudvkaT noanucaH anekTpoHHo Michiel Vanclooster, Npon3BoACTBEHHBIM chapMaLeBTOM, YNONHOMOYEHHbIM
nuuom, ot 21 aekabpa 2021 u percTBuTENeH Bes py4HOW Nognucy.
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