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CEPTU®UKAT AHATIM3A/KOHTPONbHbIW OTYET

Certificate of analysis

Haspanue npenapata (PRODUCT NAME)

Jata npousBoacrtBa (MANUFACTURING DATE) 02 2022

Koa nponykra (MARS CODE 741721

Cozen 10 (EXPIRY DATE) 012024

Koa crpanbi (Importing Country Code) RU

Howmep mias cebliku (VO (Packaging) Ref Number) 202313780

Ko nmpoaykra (PRODUCT CODE) 60558E

Homep cepuu (Batch Number) 22B12AA

Jarta Beinycka (Date of Disposition) 18-03-22
XuMHYeCKHI aHAIN3
Tect PesyabpTat Enunnnbt Cneunduxanus Bplycka
Amdenax (AL-6295) 0 % He 6os1ee 0.3 %
JIi06as HenpeHTHGHUITPOBAHHAS IPUMECh 0 % He 6o0mnee 0.3 %
IIpumecs @ RRT 0.21-0.26 0 % He 6o0mnee 0.5 %
IIpumecs @ RRT 0.67-0.73 0 % He 6os1ee 0.3 %
Ipumecs @ RRT 1.20-1.27 0 % He 6o0mnee 0.3 %
Ipumecs @ RRT 1.93-1.98 0 % He 6o0mnee 0.3 %
Kero-ambpenak (AL-39187) 0 % He 6oiee 2.0 %
Jlaktam (AL-12383) 0 % He 60mnee 0.8 %
Yactuns! MmeHee 10 MKM 98.9 % He menee 95.0 %
Yactupl MeHee 25 MKM 100.0 % He meHee 99.5 %
Yactuis! MeHee 50 MKM 100.00 % He menee 99.95 %
Yactuipsl MeHee 75 MKM 100 % e menee 100 %
Cymma npumecei 0 % He 6oiee 2.5 %
Bensankonus xmopun 101.4 % OT 3asABJICHHOIO KOJIMYECTBA 90-115 % ot 3asgBIEHHOTO
Junatpus snerat 99 % OT 3asABJICHHOIO KOJIMYECTBA 90-110 % oT 3asABIEHHOTO
Henadenak Id (AL-6515) 99.5 % OT 3asIBJICHHOT'O KOJIMYECTBA 90-110 % oT 3as1BICHHOTO

Omnucanue OnHOpoAHAs CYCIICH3US OnHOpoAHAs CYCIICH3US
Iser CBeTII0-KeNThIi OT CBETIIO0 XKENTOTO 10 HKENTOr0
IoanuuHOCTH OEH3aIKOHHS xnopuna  CooTBETCTBYET CooTBeTCTBYET
(BOXX)

TogmuunocTs JIuHATpHS d1eTaTa CooTBeTcTByeT CooTBeTcTByeT
TommHHOCTD Henadenax (AL-6515) CootBercTBYET CooTBeTCTBYET
(BOXX)

Iogmuunocts Henmadenax (AL-6515) (TCX) CooTBeTcTByeT CooTBeTcTByeT

pH 7.5 7.0-8.0
CenyMeHTAIMOHHAS YCTOHIHBOCTh 3 MHHYTBI HE MeHee 2 MHH
PecycnennupoBanue 5 CEKyHJIbI He Goree 5 ¢
OcMOJIAIBHOCTB 291 MOcM/Kr 260-340 MOcm/kr
Bszkocts mpu 60 06/MuH 85 mlla.c 70-155 mIla.c

MBY

CTepHiIbHOCTh CoOTBETCTBYET CoOTBETCTBYET
JOKYMEeHTaJbHbIH KOHTPOJIb

O0BeM COEePIKUMOT0 YIaKOBKH 5.080 M

K. Verresen, noanucb

Mpon3BoaCTBEHHBIN hapmaLeBT, yNOTHOMOYEHHOE NNLIO

18 mapra 2022

Hepanak 1mr/miu 5 Ma<CIS

Crp. 1/1



), 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 CEPUN

1. HaumeHoBaHue HEBAHAK ® xamn rnasssre 0,1% Kox 741721

2. CrtpaHa nocraBku Poccus

3. [eunctBylowee BeleCTBO HenadeHak 1.0 mr/mn

4. JlekapcTBeHHas chopma Kannu rnasHble

5. YnakoBKa 5 mn Bo dhriakoHe-KanenbHue

6. Cepus 22B12AA

7. [Oata npousBopcTBa: 12.02.2022

8. KonwuuectBo 92930 yn.

9. MpouszBogutens HenadeHak: KapboreH Amuuc Al (LUsenuapus)
c¢hapmaneBTUUHECKON Cy6CTaHLUMN

10. fata npousBoacTBa Cwm cepTudmkaT aHanusa

11. Cpok rogHOCTHN Cwm cepTudmkaT aHanusa

12. HaumeHoBaHue NnponsBoAUTENA AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870, Puurs,
BKJ11H04as BbIMyCKaroLWMn Belgium (Benbrus)
KOHTpPOJIb KayecTBa PaspewieHune: 176

13. GMP ceptudukar BE/GMP/2018/132

14. Pe3ynbTaTt aHanuaa Cwm cepTudmkaT aHanusa

15. MpumeyaHus HA: JII1-001118-130121

PY: JIII-001118

YnakoBka u MapKMpoOBKa COOTBETCTBYeT TeKyLllemMmy HO

Bbinu ncnonb3oBaHbl cneayrolme - YnakoBka nepBuyHas 42564/2

matepuansbl - MHcTpykuma 75362/6

- YnakoBka BTOpuyHasi 43276/3

HacrosmuM ynocToBepsto, 4To JaHHas HH(POPMALMS MOJIMHHA U BEpPHA.

JlanHas cepust co3aHa/ MPOU3BEACHA, BKIIIOYAs YIAKOBKY M KOHTPOJIb, Ha BBILICYIOMSHYTOM MECTE IPOU3BOCTBA B COOTBETCTBUH C [IPABHIIAMH
GMP n0KaJIbHOTO PEryJIsITOPHOTO OpraHa M crenupHKalel perucTpaloOHHOTO yI0CTOBEPEHUS MMIIOpTUpYoei cTpanbl. ObpaboTka,
YIIaKOBKA M aHAJIM3 CEPHH COOTBETCTBYIOT TpeboBanusiM GMP. [lanHas cepusi COOTBETCTBYeT TpeboBaHusAM cTaTthi 51 EBponeiickom
napiaameHTy u aupektuse Cosera 2001/83/EC.

K. Verresen, noanvce
[MponsBoacTBeHHbIN hapmaLeBT, yNOTHOMOYEHHOe NNLIo
18 mapra 2022
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