Bezhina

Tatiana Hova: 2022.06.25 17530
' Beinymeno:
( ) N O VARTI S Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JluieH3usi Ha U3roToBJIeHHe Ne:
176 H
Ceprupuxar GMP Ne:

BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTU®UKAT CEPUH
Ne BE100200000548

IIpoayxr:

Jlo3upoBka:
JlekapcTBenHas ¢opma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CTpaHa Ha3HAYeHHU:
I'no6anbHbIl MaTepuas Ne:

JlaTa u3roroBJieHuUs:

Jarta BeImycka:
Cpok rogHocTu:

HEBAHAK 1.0 mr/mit 5 M

Hemnadenak 1.0 mr/mi
Kannu rima3asie

(bnakon
1 x 5,000 M
JIC-001118
Poccuiickas denepanus
741721 BuyTpennss
CChLIKA: 22D05SAA
05-04-2022 HaneuaTanHbiii Ne
cepuu: 22D05SAA
24-05-2022
03-2024

YnakoBoyHasn HHSI_)ODMa[Il/lﬂ

Ilpoaykr:

T'nodanbHbIii MaTepuag Ne:
JlokanbHblii MaTepuan Ne:
IIpousBoanTe/n:

JIMIEeH3Hus HAa N3TOTOBJIEHHE:
Homep ceprupukara GMP:

HEBAHAK 1.0 mr/mit 5 M
741721
741721
Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benbrus
176 H
BE-GMP-2021-065 1 BE-GMP-2018-132

I[aHHLIC TCCTOB, Tpe60BaHI/I${, PE3YyabTAThl U 3aKIIIOYCHUS IPUBCJICHBI B CJICAYIOLIEM CepTI/I(l)I/IKaTe/CCpTI/I(l)I/IKaTaXI

Ceptuduxar Ne

IIpoayxr:

I'no6anbHbIl MaTepuas Ne:
JlokanabHblii MaTepuan Ne:
Jarta BeImycka:
IIpousBoanTen:

BE100100000460
HEBAHAK 1.0 Mr/mi 5 mi
741721

741721

24-05-2022

Alcon Couvreur NV
Rijksweg 14,

2870, Puurs,

benprus

Cepns Ne:22D05SAA

Hacrosmuii ceptrdukat OblT aBTOMATHIECKH CTEHEPUPOBAH.
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I[aHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINIIOM




‘ Beinymeno:
( ) N O VARTI1 S Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JIMIeH3usi Ha H3roToBJIeHHe No:
176 H
Ceprudpuxar GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTU®UKAT CEPUH
Ne BE100200000548

Mponykr: HEBAHAK 1.0 mr/ma 5 mn

Iiao0anabHblii MaTepuaa Ne; 741721 BHYyTpeHHss cChLIKA: 22D05SAA

HaneuaTannblii Ne cepuu:  22D05SAA

3akJ0ueHue:

Hacrosmum ynocroBepsito, 4To JaHHast nH(poOpMauus 1Mo UIMHHA ¥ BEpHA.

JanHas cepus co3zfiana/ mpou3BeIeHa, BKIII0Uas YIIaKOBKY M KOHTDPOJIb, Ha BHILIEYIIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBHU ¢ npaBmiiaMu GMP J0KaJIbHOTO PeryisiTOpHOro OpraHa M creluduKanieil perucTpalioHHOTo
YIOCTOBEPEHHSI IMIIOPTUPYIOLIEH CTPaHbI.

[Ipou3BoACTBO, yIakoBKa U aHAJIU3 CEPUH COOTBETCTBYIOT TpeboBanusiM GMP. JlaHHast cepyst COOTBETCTBYET
TpeboBanusiM ctathi 51 EBponeiickom napnamenty u aupekruse Cosera 2001/83/EC.

OTBeTCTBEHHOE JINII0: Karl Verresen
JaTa u Bpemsi: 24-05-2022 19:37:42

Tun penusa: cepTuduKanms cepun

KomMmeHnTapun k ceprudukary:

Kommaectso: 92700 ym.

Hemnadenak: Kap6oren Amiuc AT (ILBeiimapus)

H: JII1-001118-130121

PY: JIII-001118

YnakoBka 1 MapKUPOBKaA COOTBETCTBYET Tekytuemy HJI.
Bt ncnonb30BaHbl CIeAyIOMINE MATEPHAIIBL:

- YnakoBka nepuuHas 42564/2

- Mncrpykuns 75362/6

- YnakoBka BropuuHas 43276/3

JIunio, BbiAaBIIEe CEPTHHUKAT: Karl Verresen
JIOI3KHOCTD: Qualified Person
Jarta u Bpems: 24-05-2022 19:37:42

HaCTOﬂHII/Iﬁ CCpTI/I(i)I/IKaT OBLI aBTOMATHYECKU CI'CHCPUPOBAH.
I[aHHLIe YTBEPIKACHBI OTBETCTBECHHLIM JIMLIOM
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

), NOVARTIS

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

CEPTU®UKAT AHATIM3A/KOHTPONbHbIW OTYET

Ha3spanue npenapara (PRODUCT NAME)

Jdarta npoussoactea (MANUFACTURING DATE) 04 2022

Koa npoaykra (ITEM 1ID) 741721

T'oaen g0 (EXPIRY DATE) 03 2024

Koa npezentannu (Presentation code) CIS

Kox crpanni (Country Code) RU

Howmep s cebliku (VO Ref Number) 202168517

Koa npoaykra (PRODUCT CODE) 60558E

Homep cepun (Batch No. Printed 22D0SAA

[Jata Beinycka (Date of Dispositioned) 24-05-22

BHYTpEHHSISI CCHLIKA: 22D0SAA

| XuMHYECKHI aHAIN3 |

Tect PesyabpTat Ennnnnst Cneunduxanus Bplycka
Amdenax (AL-6295) 0 % He 6os1ee 0.3 %
JIi06as HenpeHTHHUITPOBaHHAS IPUMECh 0 % He 60mnee 0.3 %
IIpumecs @ RRT 0.21-0.26 0 % He 6osee 0.5 %
IIpumecs @ RRT 0.67-0.73 0 % He 6os1ee 0.3 %
Ipumecs @ RRT 1.20-1.27 0 % He 6o0mnee 0.3 %
IIpumecs @ RRT 1.93-1.98 0 % He 6os1ee 0.3 %
Kero-ambpenak (AL-39187) 0 % He 6osee 2.0 %
Jlaktam (AL-12383) 0 % He 60mnee 0.8 %
Yactunpl menee 10 MM 98.8 % He menee 95.0 %
Yactuipl MeHee 25 MKM 100.0 % He meHee 99.5 %
Yactuis! MeHee 50 MKM 100.00 % He menee 99.95 %
Yactuipl MeHee 75 MKM 100 % He menee 100 %
Cymma npumecei 0 % He 6osee 2.5 %
Bensankonus xmopun 99.8 % OT 3asABJICHHOIO KOJIMYECTBA 90-115 % ot 3asABIEHHOTO
Jlunatpus serat 99.4 % OT 3asIBJICHHOT'O KOJIMYECTBA 90-110 % oT 3as1BICHHOTO
Henadenak Id (AL-6515) 100.1 % OT 3asIBJICHHOT'O KOJIMYECTBA 90-110 % oT 3as1BICHHOTO

Onucanue OpHOpoHAS CyCTICH3HS OpHOpoHAS CYCTICH3HS
Lser CBeTJIO->KEeNThIN OT CBETJIO KENTOTO JI0 XKENTOTrO
IoanuuHOCTH OCH3aIKOHUS xnopuna  CoOTBETCTBYET CooTBeTCTBYET
(BOXX)
TTopnuuuocTs J{nHaTpus suerata CoOTBETCTBYET CoOTBETCTBYET
ToymmHHOCTD Henadenax (AL-6515) CootBercTBYET CooTBeTCTBYET
(BOXX)
Tlommmunocts Henadenak (AL-6515) (TCX) CoOTBETCTBYET CoOTBETCTBYET
pH 75 7.0-8.0
CeMMEHTAIIMOHHAS YCTONYMBOCTh 3 MUHYTHI He MeHee 2 MUH
PecycnenaupoBanue 5 CEKYHJIBI He Gosee S ¢
OCMOISUTBHOCTB 292 MOCM/KT 260-340 MOcm/kr
Bszkocts mpu 60 06/MuH 83 mlla.c 70-155 mIla.c
[ToxymenTaabHbIii KOHTPOID
O0BeM COIEPIKUMOT0 YIIaKOBKH 5.091 M

[ MBY |
CTepuIbHOCTH CooTBeTcTBYeT CooTBeTcTBYeT

Heanak 1mr/mia 5 ma<CIS

3akoueHue: HapTI/ISI COOTBETCTBYCT MOHOl"pa(l)I/II/I 1o ucneiranusiM. Hacrosmum TIOATBEPIKAACTCS, YTO IIPUBEACHHAS BBIIIC
I/IH(i)OpMaHI/ISI SABJICTCA Z[OCTOBepHOﬁ u TO‘{HOfI, a 3aIMCH aHAJTU30B ObLTH MPOBEPEHLBI U ITPU3HAHBI COOTBETCTBYOIIUMHU GMP.

Jannerit ceprudukar noanucan snekrponHo Jelka Janssens, QA Operations, 24.05.2022 u neictButeineH 6e3

pYy4YHOU MOATMHUCH.
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