!y NOVARTIS

CEPTU®UKAT AHAJTU3A

Certificate of analyses

Haszsanue npenapata (PRODUCT NAME)
JlaTa npouzsoactBa (MANUFACTURING DATE)

Koa npoaykta (MARS CODE
Toagen no (EXPIRY DATE)

Kon crpanbl (Importing Country Code)

Homep ans cebtaku (VO (Packaging) Ref Number)

Koa npoavkra (PRODUCT CODE)

Homep cepun (Batch Number)

Jata Beinveka (Date of Disposition)

Tecr

[ToMHHHOCTB
(BOXKX)
[Moanunnocts Henadenak (AL-6515) (TCX)
Henadenax Id (AL-6515)

Kero-ambenax (AL-39187)

Ampenak (AL-6295)

Jlaktam (AL-12383)

[Mpumece @ RRT 0.21-0.26

IMpumeck @ RRT 0.67-0.73

Mpumecs @ RRT 1.20-1.27

Ipumecs @ RRT 1.93-1.98

Jlio6as HenaeHTH(OULHPOBAHHAA TIPHMECE
Cymma npumecei
TMoaANHHHOCTE
(B2XKX)
Bensankonus xnopua
[NoanuuHocTs JuHaTpua 2aerara
Jlnnatpus spertar

pH

OcMONAIBHOCTE

Onucanue

Liser

Pecycnenauposanue
CeaMMeHTALMOHHAS YCTONYHBOCT
Bsskocts npu 60 06/MHH

Yacruusl meree 10 MkM

YacTuubl Menee 25 MKM

Yactuusl meHee 50 Mkm

YacTuuel MeHEE 735 MKM
CTepHIBLHOCTE

OObeM COAEPKUMOTO YIAKOBKH

HenajeHak (AL-6515)

OeH3AIKOHMA Xnopuia

K. Verresen, nognuchb
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

Hepanak IMr/ma 5 ma

08 2021
741721

07 2023
RU
202263031
60558E
21H08AD
15-10-21
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Mpon3eogcTBEHHbI hapMalesT, aBTOPU3OBAHHOE yNONHOMOYEHHOE UL

08.11.2021

Creundukauns BLINVCKA

CooTBeTcTBYET

CoOoTBETCTBYET
90-110 % oT 3a4BIEHHOTO
He 6onee 2.0 %
He Gosee 0.3 %
He donee 0.8 %
He tonee 0.5 %
He Gonee 0.3 %
He donee 0.3 %
He 6onee 0.3 %
He Gonee 0.3 %
He Gonee 2.5 %
CooTBeTCTRYET

90-115 % oT 3a4BIEHHOTO
CoOTBETCTBYET

90-110 % ot 3asBIEHHOTO
7.0-8.0

280-340 MOcm/kr
QanopoaHas cycneH3ns
OT cBETAO KENTOrO JI0 KEJITOro
He Oonee S ¢

He MeHee 2 MHH

70-155 mlla.c

He meree 95.0 %

He Menee 99.5 %

He meHee 99.95 %

He Menee 100 %
CooTseTcTBYET
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Novartis Technical Operations
sa Alcon-Couvreur nv

i‘ N OV A RT I S Rijksweg 14, 2670 Puurs, Belgium

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

CEPTU®UKAT CEPUM
1. HaumeHoBaHue HEBAHAK ® kannu rinasusie 0.1% Kon 741721
2. CrpaHa nocraBku Poccus
3. [ewcTBylollee BeLWECTBO Henadenak 1.0 mr/mn
4. JlexapcTBeHHasA ¢popma Kannw rmasHble
5. YnakoBka 5 mn Bo dnakoHe-kanensHuue «DropTainer»
6. Cepusa 21HO8AD
7. [aTta npouszBoAacTBa: 08.08.2021
8. KonwuuectBO 52800 yn.
9. MpousesoauTens HenadeHak: KapboreH Amuuc Al (LLseiuapus)

thapmaueBTUYECKON CyBCTaHLMM

10. lata npou3BoacTBa CM cepTudukaT aHanunaa

11. Cpok rogHocTH Cwm cepTudukaT aHanusa

12. HaumeHoBaHMe Nnpou3BOAUTENSA Ankou-Kyepep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium
BKII0Yas BbiNycKalowWwMn (Benbrus)
KOHTPOIb KavyecTBa PaspeleHue: 176

13. GMP ceptudukar BE/GMP/2018/132

14. Pe3aynbTaTt aHanusa Cwm ceptudukar aHanusa

15. Mpumeyanun HMO: JITT-001118-130121

PVY: JITIT-001118
YnakoBKka U MapKMpOBKa COOTBeTCTBYeT Tekyuwemy HI

Bbinu ucnonb3oBaHbI crieayrowme - ¥YnakoBka nepesudHas 42564/2
maTtepuansl - MHeTpykuua 75362/6
- YnakoBka BTopuYHas 43276/3

Hactosmmum ynoctosepsio, uto jaiHas HHGOpMAaLH NOATMHHA U BepHa.

Mlannas cepua co3nana/ npousseieHa, BKIIOYAA YIIAKOBKY H KOHTPOJIb, Ha BBILICYIOMAHYTOM MECTE NPOH3BOACTBA B COOTBETCTBHH C [PABHIAMH
GMP nokankHOro peryaaTopHOro 0prana i cneunguKaLneii perHcTpalHoHHOro YAOCTOBEPEHHA MMNOpTHpYIomeit ctpansr. O6paboTka,
YMAaKOBKA ¥ aHAU3 CEPHH COOTBETCTRYIOT Tpeboranuam GMP. Jlannas cepus cooTeeTcTBYeT TpebGoBanuam ctathu 51 Esponeiickom
napnaMeHTy H aupektuee Coeera 2001/83/EC.

E. Verbruggen, noanuce

MpoW3BOACTBEHHbLIM (hapMauesT, yNONHOMQYEHHOE MU0

15.10.2021



