Parfenova o«

Olga o VT R o
' Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benbrus
JInueH3usi Ha M3roToBJIeHHe Ne:
176 H
Ceprudpuxat GMP Ne:

BE-GMP-2021-065 n BE-GMP-2018-132

CEPTUDOUKAT CEPUA
Ne BE100200002921

Hpoayxr:

Jo3npoBka:
JlekapcrBenHas popma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CrpaHa Ha3HaYeHHs:
I'no6anbHbIil MaTepuas Ne:

Jata usroroBieHus:
Jara BbInmycka:

CpoK roaHocTu:
KosunyecTBo:

VIGAMOX (BUTAMOKC) 0,5% Sml (5m1)

Mokcudiokcaraa ruIpoxJiIopus 5.45 mr/min
Karnu rnasseie

¢rakoH

1 x 5,000 M

JICP-003706/10

Poccuiickaa ®enepanus

746781 BuyTpennss
CChLIIKA:

08-06-2022 HaneuaTaHHblii Ne
cepuu:

18-07-2022

05-2024

111600.000 T

VC546A

VC546A

YnakoBouHas nngopmanus

Hpoayxr:

I'iio6anbHbIil MaTepua Ne:
JlokanbHblii MaTepuaa Ne:
IIpousBogurein:

JInueH3us Ha U3rOTOBJIEHUE:
Howmep cepruduxara GMP:

VIGAMOX (BUTTAMOKC) 0,5% 5ml (5mu)
746781
746781

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benbrus

176 H

BE-GMP-2021-065 u BE-GMP-2018-132

JlaHHbIe TecTOB, TPEOOBAHMS, PE3YJIbTAThl U 3AKJIFOYCHUsI IPUBEJICHBI B CIICAyIOIIeM cepThdukare/cepTuduraTax:

CepTuduxat Ne

Hpoayxr:

I'mo6anbHbIil MaTepuas Ne:
JloxaabHblil MaTepuaJ No:
Jara Bpinycka:
IIpounsBogureiin:

JInneH3us Ha U3roTOBJICHHE:

BE100100002489

VIGAMOX (BUTTAMOKC) 0,5% 5ml (5mu)
746781 Cepus Ne:VC546A
746781

18-07-2022

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

Benprus
176 H
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HaCTOHHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.

I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




‘ Boinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benprus
JInueH3usi HA M3roTOBJIeHUe Ne:
176 H
Ceprupuxat GMP Ne:
BE-GMP-2021-065 u BE-GMP-2018-132

CEPTUDOUKAT CEPUHA
Ne BE100200002921

TpoayKr: VIGAMOX (BUTAMOKC) 0,5% Sml (5m1)

I'nodanbHbiii Matepuan Ne: 746781 BHyTpeHHsIs1 cChLIKA: VC546A

Haneuatannblii Ne cepun:  VC546A

3akil0uenue:

Hacrosiium ya0cToBEpsito, U4TO JaHHAS HHGOPMAIHS TOAJIMHHA U BEPHA.

JlanHast cepust co3/iaHa/ MPOU3BE/ICHA, BKJIIOUAs YITAKOBKY U KOHTPOJIb, HA BHIIICYIOMSIHYTOM MECTE IPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBmwiaMu GMP JIOKanbHOr0 PEryJsITOpHOro Oprata u crerupuKanuei perucTpanuoHHOro
YI0CTOBEPEHHST UMIIOPTHPYIOIIEH CTPAHBI.

[Tpou3BOACTBO, yIIAKOBKA U aHAIU3 CEPUU COOTBETCTBYIOT TpeboBanusm GMP. JanHas cepusi COOTBETCTBYET
TpeboBanusM crathk 51 EBponerickom mapiaamenty u aupekruBe Cosera 2001/83/EC.

OTBeTCTBEeHHOE JINIO0: Michiel Vanclooster
Jara u Bpems: 18-07-2022 18:14:41

Tun penuza: cepTudUKaLys cepun

KommenTapun k ceprudukary:

KommuectBo: 111600 ym.

Mokcuduokcarnaa rugpoxiopun: baviep AT (Ilepmanust)

Cpennuii 00beM 3aroIHeHUs — He MeHee HOMHHAIBHOTO 3HaYEeHHS.
WnpuBuayanbHbIil 00beM 3anonHeHust — He MeHee 90% 0T HOMUHAIBHOI'O 3HAYEHUS.

HJI: JICP-003706/10-040820 u3m.1-2
PV JICP-003706/10

[IpoxyKT nporecTupoBaH, IPOMAPKUPOBAH U YIIAKOBaH B cOOTBETCTBUU ¢ HJ
bblu ncnonb30BaHbl ClleyOMINE MaTepHAbI:

- YnakoBka nepuuHast 42572/1

- Uncrpykums 75675/4

- YmakoBka BropuuHas 43285/5

JInno, Be1gaBuiee cepTudukar: Michiel Vanclooster
HJonxHocTs: Qualified Person
Jara u Bpemsi: 29-07-2022 11:03:51
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HaCTOHHIPIfI CepTI/I(l)I/IKaT OBLII aBTOMATHYECKHU CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




), NOVARTIS

CEPTUDUKAT AHAJIU3A
Certificate of analyses

IIpoayxr

,ZlaTa HU3Tr0OTOBJICHUS

HNnentnduxannoHHbIi HOMep

CpoK rogHoCcTH
Kopn npe3entanuun

Kona crpanbi

Homep ccbliku
Koa npoayxkra

Homep cepun

JlaTa pa3meluenust
BHyTpeHHsIs1 ccbLIKA

XUMUHA

Tect Pesyabrar
8-runpokcu-coenuneHue (D) 0
IMpoxykT peakunu akpunara (D) 0
JIro0ast equHUYHAS HEUACHTU- 0
¢unuposannas npumecsk 1 (I)
JIro0ast equHUYHAS HEUACHTU- 0
¢unmposannas npumecs 2 (I)
JIro0ast equHUYHAS HEUACHTU- 0
¢uuposannas npumecs 3 (1)
JIro0as equHUYHAS HEUJACHTU- 0
¢duunposannas npumecs 4 (I”)
JIio00as eqvHUYHAs HEUJICHTHU- 0
¢uunposannas npumecs 5 (I”)
JIi00as eqvHUYHAs HEUJICHTHU- 0
¢uunposannas npumecs 6 (1)
JIio00as eqvHUYHAs HEUJICHTHU- 0
¢uunposannas npumecs 7 (I”)
Bopnas kucnora (RU) 98
JexapOokcu-coenunenue (D) 0
Mokxkcudiaokcauus 100
RC-I(D) 0
RC-2(D) 0
RC-3(D) 0
RC-4(D) 0
Oomee conepkanue npumeceit (D+17) 0

3axio4eHue:

CepI/ISI COOTBETCTBYET MOHOI‘paCI)I/II/I 10 UCITBITAHUAM. HaCTOiII]_II/IM TIOATBEPIKAAETC, YTO IIPUBCACHHAS BBIIIC I/IH(bOpMaLII/IH SIBIIAACTCA L[OCTOBCpHOﬁ n TO‘{HOﬁ,

BUI'AMOKC 0.5% 5 ma<CIS

06 2022
746781

05 2024
RU

RU
860018490
60544A
VC546A
18.07.2022
VC546A

EauHunbr
% OT 3asBJICHHOT'O COACPIKaHU
% OT 3asBJICHHOT'O COACPIKaHU

% OT 3asBICHHOTO COZCpIKaHUA

% OT 3asBICHHOTO COZCpIKaHUA

% OT 3asBICHHOTO COZCpIKaHUA

% OT 3asBICHHOTO COZICpIKaHUA

% OT 3asBIICHHOTO COJICP)KAHUS

% OT 3asBIICHHOTO COJICP)KAHUS

% OT 3asBIICHHOTO COJICPIKAHUS

% OT 3asBIICHHOTO COJICP)KAHUS
% OT 3asBIICHHOT'O COJICP)KAHUS
% OT 3asBIICHHOTO COJICP)KAHUS
% OT 3asBIICHHOTO COJICP)KAHUS
% OT 3asBICHHOTO COJCPIKaHUS

% OT 3asBICHHOTO COZCpIKaHUA

% OT 3asBIICHHOTO COJICP)KAHUS

% OT 3asBIICHHOTO COJICP)KaHUS

a 3aM1CH aHAJIN30B OBbLIH IIPOBEPEHBI U IIPU3HAHBI COOTBETCTBYOIIUMHA GMP.

Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

TpedoBanus
He 6onee 0.2%
He 6onee 1.0%
He 6onee 0.2%

He 6onee 0.2%
He 6onee 0.2%
He 6onee 0.2%
He 6o01ee 0.2%
He 6o01ee 0.2%
He 6o01ee 0.2%

80-120%

He 6o01ee 0.4%

90-110% ot 3asBIE€HHOrO
He 6o01ee 0.2%

He 6onee 0.2%

He 6onee 0.3%

He 6onee 0.2%
He 6onee 1.5%

HanHbIn cepTudukar nognucad Nancy Lenaerts, QA Operations, ynonHOMO4eHHbIM nvuoM, oT 18 nons 2022.
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), 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

Ceptudmkar AHanusa

IMpoaykr BUI'AMOKC 0.5% 5 ma<CIS
JlaTa u3roToBJeHUst 06 2022
HnentudukanuoHHbIi HOMep 746781
Cpok rogHocT 05 2024
Kopa npe3entanuu RU
Ko crpanbi RU
Homep ccbliiku 860018490
Kon npoaykra 60544A
Homep cepun VC546A
JlaTa pa3melenust 18.07.2022
BHyTpeHHsISI cChLIIKA VC546A
Xumust
IIpo3paunocTs IIpo3paunsrii IIpo3paunsrii, He 6onee RSI
IBeTHOCTH Brinepxusaer BriaepkuBaer cpaBHEHHE C
CpaBHEHHE c cycnensueit GY
cycnensueit GY
IoamuunocTe: bophas kucnora, BOXKX CooTBeTCTBYET CooTBeTCTBYET
(RU)
IMommuaHOCTE: MOKCH(IIOKCAaMHA CootBeTcTBYyET CootBeTcTBYET
runpoxyopua, BOXX
Mexannueckue BraroueHust (RU) CaoGozen ot CB06OIEH OT BKITIOUEHHi
BKJTIOYCHUH (nomyckaercs jgerkast
OTIAJICCIICHIIHS )
pH 6.8 6.3-7.3
OCMOJBLITBHOCTh 280 MOcM/KT 260-320 MmOcwm/kr
JloKkyMeHTaJIbHbIH KOHTPOJIb
O0BeM cOoEeP>KIMOTO YIIaKOBKH 5.112 M
MuxkpobuoJiorus
Tect Pesyabrat EnnHuubi TpeGoBanus
CTepuwIbHOCTh CooTBeTCTBYyET CooTBeTCTBYyET
3aximoueHue:

CepHsl COOTBETCTBYET MOHOTpaduu 110 UCIBITaHUAM. HacTosmmm nmoaTBepkaaeTcs, YTo MpUBEAeHHAs Bble HH(QOpMANus ABIIETCS JOCTOBEPHOH U TOUHOM,
a 3aMHCH aHAJIM30B OBLIN IIPOBEPEHBI M PH3HAHBI COOTBETCTBYIOMUMU GMP.

HanHbin cepTudukat nognucaH Nancy Lenaerts, QA Operations, ynonHoMo4eHHbIM nvuoM, oT 18 nions 2022.
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HaCTOHHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKHU CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM
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