Parfenova

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

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

CEPTUDOUKAT CEPUHA
Ne BE100200007576

Hpoayxr:

Jo3npoBka:
JlekapcrBenHas popma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CrpaHa Ha3HaYeHHs:
I'no6anbHbIil MaTepuas Ne:

Jata usroroBieHus:
Jara BbInmycka:

CpoK roaHocTu:
KosunyecTBo:

TOBRADEX (TOBPAJIEKC) Sml (5m)

JHexcamera3on |Mr/mit, TOOpaMuIIH 3MT/MIT
I'ma3uble karm

dirakon

1 x 5,000 M

TIN016323/02

Poccuiickaa ®enepanus

742230 BuyTpennsas
CChLJIKA:

23-10-2022 HaneuaraHubIid Ne
cepum:

25-11-2022

09-2024

170400.000 1.

VK286A

VK286A

YnakoBouHas nngopmanus

Hpoayxr:

I'iio6anbHbIil MaTepuas Ne:
JlokanbHblii MaTepuad Ne:
IIpousBogurein:

JInueH3us Ha U3rOTOBJIEHUE:
Howmep cepruduxara GMP:

TOBRADEX (TOBPAJIEKC) 5ml (5mu1)
742230
742230

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benbrus

176 H

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

JlaHHbIe TecTOB, TPEOOBAHMS, pE3YJIbTAThI U 3AKIIIOYCHUSI IPUBE/ICHBI B CIICAyIOIIeM cepThdukare/cepTuduraTax:

CepTuduxat Ne

Hpoayxr:

I'mo6anbHbIil MaTepuas Ne:
JloxaabHblil MaTepuaJ No:
Jara Bpinmycka:
IIpounssogureiin:

JInneH3us Ha U3roTOBJICHHE:

BE100100007486

TOBRADEX (TOBPAJIEKC) 5ml (5mu)

742230 Cepus Ne:VK286A
742230

25-11-2022

SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benprus
176 H

Crp. 1/4

Hacrosmmit CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.

I[aHHBIe YTBEPKACHBI OTBETCTBECHHBIM JIMIIOM




‘ Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JIMueH3usi Ha U3roToBJIeHHe Ne:
176 H
Ceprupuxatr GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTUDOUKAT CEPUH
Ne BE100200007576

TMpoxykT: TOBRADEX (TOBPAJIEKC) 5ml (5mu)

I'nodanbublii MaTepuan Ne: 742230 BHyTpeHHSIS cCBLIKA: VK286A

Haneuaranublii Ne cepun: ~ VK286A

3axino4enne:

HacrosimmMm ynocroBepsto, 9To 1aHHasi HHGOPMAaIKs MOAJIMHHA U BEpHA.

JlanHas cepus co3fjaHa/ MPOM3BEICHA, BKIIIOYasl YIIAKOBKY U KOHTPOJIb, HA BEIIICYIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBuiiaMu GMP JI0KanbHOTrO peryJsITOpHOro oprafa M cenuguKanueid perucTpaiuoHHOro
YA0CTOBEPEHHST UIMITIOPTHPYIOIIEH CTPaHBI.

[TpousBoacTBO, yIIakoBKa U aHAIU3 CEPUH COOTBETCTBYIOT TpeboBanusiM GMP. JlanHast cepust COOTBETCTBYET
TpeboBanusM crathi 51 EBponetickom mapnamenty u gupextuse Cosera 2001/83/EC.

OTBeTCcTBEHHOE JIULIO: Karl Verresen
JlaTa u Bpemsi: 25-11-2022 11:05:03

Tun penmza: ceprudukanys cepun

KomMmenTapun k ceprudukary:

JHexcamerazon: ®@apmanus 31 AnpkoH Komnanu 9n1291Cu, CLIA

To6pamurnun: Tera @apmacsrotuxan Bopke Ilpaiisut Jlumuten Komnanu (Benrpust)
Cpenuuii 00beM 3aroIHeHNs — He MeHee HOMHUHAIBLHOTO 3HAUYCHHS.
WunuBunyansHsiit 00beM 3arosiHeHus — He MeHee 90% OT HOMHUHAJILHOTO 3HAYCHUSI.
HJI: TIN016323/02-150221 n3m. 1

PY:TIN016323/02

IIponyxT npoMapKUpOBaH U YIIAKOBAaH B COOTBETCTBUU ¢ cyluecTByromum HJI.
Bblny UCII0Nb30BaHbI CIELYIOIINE MAaTEPUAIbL:

- YrakoBka nepuuHast  41486/4
- Uucrpyxkums 45513/9
- YmakoBka BropuuHas 47487/6

JIuuo, BbIIaB1IEE CePpTUPUKAT: Karl Verresen
JomxHocTh: QUALIFIED PERSON
Jarta u Bpems: 25-11-2022 11:05:03
Crp.2/4

Hacro;mmﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




), 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 AHANU3A / KOHTPOJIbHbIW OTYET

Haszpanue npenapara (PRODUCT NAME)

Jata npomsBoacrea (MANUFACTURING DATE)

Homep matepuaia
T'ogen 1o (EXPIRY DATE)

Koza crpanel (COUNTRY CODE)

Koa npesenrannn (PRESENTATION CODE)

HOMEP JLUIA CCBLJIKH (VO REFERENCE NUMBER)

KOAINPOAYKTA (PRODUCT CODE)

HOMEP CEPHUH (BATCH NUMBER)

JdaTa BpIIyCKa
BHyTpeHHsIsIS CCBLIKA:

XUMUSA

Tect

AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)

AL-585 (D)

JIroGas HenpeHtupuuupyemas npumecsh (I7)
beH3ankoHus XJI0pun

Compound P (D)

JlekcameTa3zoH

III/IHanI/ISI aaeTar

Ipumecs ¢ RRT 0.74 (I")
He6pamun (D)
Tobpamuin (BOXKX)

Oob1ee conepxanue nMpoaykToB pacrana (D+')

Ornucanne
IBer

ToamuuaHOCTE OeH3ankoHus xiopuna Tect E
ToanmuuHOCTE AekcameTa3oHa (BOXKX)
IoanmuuHOCT AUHATpPUS dneTata (BDIKX)
IMommaHOCTS ToOpamMunuHa (BOXKX)

pH

3axio4eHue:

PesynbraT

S O o o o o o <

101

99.6

98.7

0

0

100,9

0
CyCIICH3US

TTouTtu Genbrit

CootBeTcTBYET
CootBeTcTBYET
CootBeTcTBYET
CootBeTcTBYET

5.7

TOBRADEX (TOBPAJIEKC) SML<RU

10 2022
742230
09-2024
RU

RU
860041100
603420

VK286A
25-11-22
VK286A

Enuaums: namepeHus
% OT 3asBIEHHOIO
% OT 3asBIEHHOIO
% OT 3asBIEHHOIO
% OT 3asBIEHHOIO
% OT 3asIBJIEHHOTO
% OT 3asIBJIEHHOTO
% OT 3asIBJIEHHOTO
% OT 3asIBJIEHHOTO
% OT 3asIBJIEHHOTO

% OT 3asBIEHHOIO

% OT 3asIBJIEHHOTO
% OT 3asIBJIEHHOTO
% OT 3asBIEHHOIO
% OT 3asBIEHHOIO
% OT 3asBIEHHOIO

% OT 3asBICHHOTO

TpeboBanue

He 6o01ee 0.3 %

He 6omee 0.5 %

He 6o1ee 0.5 %

He 6omee 0.3 %

He 6oxnee 0.5 %

He 6omnee 0.5 %

He 6omee 0.5 %

He 6om1ee 0.3 %

90 - 110% ot 3asBi.

He 6onee 0.3 %

95 - 108% ot 3asBi.
90 - 110% ot 3asBi.
He 6o1ee 0.3 %

He 6omee 1.5 %
95-110% ot 3asBm1.
He 6omee 2.0 %
Cycnensus

Ot 6€eI10ro0 10 HOYTH OEI0ro

CootBeTcTBYET
CooTBeTcTBYET
CootBeTcTBYET
CootBeTcTBYET

5.0-6.0

Cepm{ COOTBETCTBYET MOHOI‘panI/II/I 10 UCITBITAHUAM. HaCTOSIIlII/IM TIOATBEPIKAAETC, YTO IIPUBCACHHAS BBINIC I/IH(bOpMaLII/ISI SABIISICTCA
HOCTOBepHOﬁ u TO‘{HOI>’I, a 3aIKiCH aHaIM30B ObLITH TIPOBEPEHEI U IIPU3HAHBI COOTBETCTBYIOIUMHU GMP.

JlanHblil cepTuUKaT NMOANUCaH 3MEKTpoHHOU noanuckio Nancy Lenaerts, QA Operations, ynoJIHOMOYEHHBIM JHIOM, OT 25 Hos0ps 2022 u

JeficTBUTENICH 03 MOAUCH.

Crp. 3/4
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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

CEPTU®UKAT AHAJTIU3A/ KOHTPOJIbHbIA OTYET

Hassanue npenapara (PRODUCT NAME) TOBRADEX (TOBPAJIEKC) SML<RU

Jara npousBoacrBa (MANUFACTURING DATE) 10 2022
Homep maTrepuaia 742230
T'oaen 10 (EXPIRY DATE) 09-2024
Koa crpansl (COUNTRY CODE) RU
Koa npezentamun (PRESENTATION CODE) RU
HOMEP JUISA CCBIJIKU (VO REFERENCE NUMBER) 860041100
KOJ IMPOAYKTA (PRODUCT CODE) 603420
HOMEP CEPUH (BATCH NUMBER) VK286A
JdaTa BpIIyCKa 25-11-22
BHYTpeHHS CChLIKA: VK286A
XNUMMUSI
CenMeHTaIOHHAs yCTOWYUBOCTh 3 MunyTtst He menee 2 muna
yacTUIBI Oosee 25 MKM 0 YacTULsl He 6omnee 20 gactur - 6osee 25
MKM
qacTuisl 6osee 50 MKM 0 YacTuibt He 6Gouee 2 yactuir - 6osee 50
MKM
yactuisl 6osee 90 MKM 0 Yactuib 0 gacrurr 6osree 90 MKM
PecycnennupoBanue 5 CekyHapl He Goxnee 15 cexynn
OCMOJSITEHOCTD 303 MOcMm/KT 280-340 MmOcm/kr
Bsizkocth 11 wmlla.c He Gosee 15 mIla.c

JOKYMEHTAJIbHBI1 KOHTPOJIb

Tecm Pezynvmam EQunuuvt uzmepenus Tpebosanue
O06BeM COIEPKIMOro YIaKOBKU 5.090 M

MHUKPOBHOJIOTI' IS

Tecm Pesynomam Eounuubt usmepenusn Tpebosanue
CrepuIbHOCTh CooTBeTCTBYET CooTBeTCTBYET
3axio4eHue:

Cepm{ COOTBETCTBYET MOHOI‘panI/II/I 10 UCITBITAHUAM. HaCTOSIIlII/IM TIOATBEPIKAAETC, YTO IIPUBCACHHAS BBINIC I/IH(bOpMaLII/ISI SABIISICTCA
HOCTOBepHOﬁ n TO‘IHOI\/'I, a 3aIKiCy aHaJIM30B ObLITH TIPOBEPEHEBI U ITPU3HAHBI COOTBETCTBYIOIIUMHU GMP.

JlanHblil cepTuUKaT NMOANUCAH 3MEKTPOoHHOU noanuckio Nancy Lenaerts, QA Operations, yHOJIHOMOYEHHBIM JHIOM, OT 25 Hos0ps 2022 u

neficTBUTENIeH O3 TOIUCH.

Crp. 4/4

Hacrosmmit CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.

I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM
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