Antipova

om2 90

Yana e 025 0n 12 31705 00
' Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benprus
JIuueH3us HA M3roToBJeHHe Ne:
176 H
Ceprupuxkar GMP Ne:

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

CEPTUDPUKAT CEPUH
Ne BE100200012983

Ilpoaykr:

Jo3upoBka:
JlexapcTBeHHas gopma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CTpaHa Ha3HAYeHMH:
T'nodanbHbIii MaTepuad Ne:

JlaTa u3roroBieHus:
Jarta BbInmycka:

Cpok roagHocru:
KoanyvecTBo:

TOBRADEX (TOBPAJIEKC) 5ml (5mi1)

JHexcamera3oH 1Mr/mii, TOOpaMHIIUH 3Mr/MIT

I'na3ubie karum

®drnakoH

1 x 5,000 mn

TIN016323/02

Poccuiickas @enepanus

742230 BHyTpeHHsIst
ccblIKA:
HaneuyaTtanubiii Ne
cepum: VM442A

VM442A
09-01-2023

24-03-2023
12-2024
169880.000 mir.

YnakoBouHasi uHpopmanus
IIpoayxr:

TOBRADEX (TOBPAAEKC) Sml (5mu)

I'no6anbHbIl MaTepuas Ne: 742230
JlokaabHbIi MaTepuas Ne: 742230
IMpousBoauTeNb: SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JIMueH3us Ha U3roTOBJICHHE: 176 H

Howmep ceprudpuxara GMP: BE-GMP-2021-065 1 BE-GMP-2018-132

I[aHHLIC TCCTOB, Tpe60BaHI/I${, PE3YyAbTAThI U 3aKIIIOYCHUS IPUBCJCHBI B CJICAYIOLICM CCpTI/I(I)I/IKaTe/CepTI/IqJI/IKaTaXZ

Ceptudurart Ne BE100100012858
IIponyxr: TOBRADEX (TOBPAJAEKC) 5ml (5mu)
T'nodanbHbIii MaTepuag Ne: 742230 Cepust Noe: VM442A
JlokaabHbIi MaTepuas Ne: 742230
JlaTa BpImycka: 24-03-2023
IIpousBoanTe/n: SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JIMueH3us Ha N3roTOBJICHHE: 176 H
Crp. 1/4

HaCTOHHII/Iﬁ CepTI/I(IJI/IKaT OBLII aBTOMAaTHYECKHU CIr€HCPUPOBAH.
ﬂaHHLIe YTBEPIKACHBI OTBETCTBECHHBIM JIMLIOM




' Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JluneH3usi Ha U3roTOBJIeHHE No:
176 H
Ceprupuxar GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTU®UKAT CEPUH
Ne BE100200012983

IIpoayxr: TOBRADEX (TOBPAAEKC) Sml (5mu)

I'nob6anbHblii MaTepuan Ne: 742230 BHyTpeHHss cchbLIKA: VM442A
HaneuaTannsplii Ne cepun:  VM442A

3akJ0ueHue:

Hacrosimmm yocroBepsito, 4To faHHas HHPOpMaLys IO UIMHHA U BEpHA.

JanHas cepus co3aHa/ IPOU3BECHa, BKIIIOYast YIIAKOBKY M KOHTPOJIb, HA BEIIICYIIOMSHYTOM MeCTe IIPOM3BOJICTBA
B COOTBETCTBHHU ¢ npaBuiiaMu GMP J1oKanbHOTO perysIaTopHOTo opraHa u crneluduKanieil perucTpaoHHOro
YI0OCTOBEPEHHSI IMIIOPTUPYIOIIEH CTPaHbI.

[Ipou3BoACTBO, yIakoBKa U aHAJIU3 CEPUH COOTBETCTBYIOT TpeboBanusiM GMP. JlaHHas cepust COOTBETCTBYET
TpeboBaHusiM ctathi 51 EBpomneiickom napnamenty u aupekruse Cosera 2001/83/EC.

OTBeTCTBEHHOE JHIO0:

Michiel Vanclooster
Jarta u Bpems:
24-03-2023 16:28:43

Tum penmsa: cepTuuKays cepun
KommenTapuu k cepruduxary:

JHexcamerason: GG2577 - @apmarust sua Anmkon Komnaaun 9191nCu - 7000 Portage Road, Kalamazoo, MI, 49001,
CIIIA

Tob6pamunun: 80400200822 - Tesa dapmacsrotukan Bopke IpaiiBut Jlumuren Komnanu - Pallagi ut. 13, Debrecen,
4042, Benrpus

Cpenuuii 00beM 3aIOTHCHHS — HE MCHEE HOMHHATIBHOTO 3HAYCHHS.

WNunuBuayansHbINA 00beM 3amosHeHus — He MeHee 90% OT HOMHUHAIBHOTO 3HAYSHUS.

HJT: TIN016323/02-150221, u3m. 1

PV:TIN016323/02

[Ipoayxt npomMapkupoBaH U YIIakOBaH B COOTBETCTBUM ¢ cyuiecTByromum HJI.
Bbu1M MCI0/Ib30BaHbl CAEAYIONE MaTEpUabL:

- YnakoBka nepsuyHas 41486/4

- Mncrpyxuns 45513/9

- YnakoBka BropuuHas 47487/6

JIuuo, BoigaBuiee ceprudukar: Michiel Vanclooster
J0JKHOCTD: QUALIFIED PERSON
Jarta u Bpems: 24-03-2023 16:28:43
Crtp.2/4

HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCPpUPOBAH.
ﬂaHHLIe YTBEPKACHBI OTBETCTBECHHLIM JIMLIOM




), 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 AHATIU3A /| KOHTPOJbHbIA OTYET

Ha3spanue npenapara (PRODUCT NAME)

Jlata npousBoacTtea (MANUFACTURING DATE)

Homep maTepuana
T'ogen g0 (EXPIRY DATE)

Koa crpansl (COUNTRY CODE)

Kona npesenranun (PRESENTATION CODE)

HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KO NPOAYKTA (PRODUCT CODE)

HOMEP CEPHUM (BATCH NUMBER)

QaTa BbINYCKaA

BHYTpeHHsIfASA CCBLIKA:

XUMUS

Tect

AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)
AL-585 (D)

JIio6as nenpenTuduMpyemas npumecs (1°)
benzankonus xnopug

Compound P (D)

JlexcameTazoH

Junatpus sperat

IIpumecs ¢ RRT 0.74 (')

Hebpamun (D)

Tob6pamunun (BOXX)

Ob6mee comepkanue MPoIyKToB pacnazna (D+1')
Onucanue

LBer

TTopnmuuuoCTh OGeH3ankonus xyuopuaa Tect E
TTopnuaHOCTE Hekcameraszona (BDXKX)
TogmuunocTs qUHATPHSA dAeTaTa (BOXKX)
TlommmaHOCTh TOOpamMunHa (BOXKX)

pH

3axioueHue:

PesynbraT

S O o o o o o <o

101

101.4
99.5

100.4
0
CyCIeH3usl

OebIii

CooTBeTCTBYET
CooTBeTCTBYET
CooTBeTCTBYeT
CooTBeTCTBYET

5.6

TOBRADEX (TOBPAJIEKC) SML<RU

012023

742230
12-2024
RU

RU
860068740
603420
VM442A
24-03-23
VM442A

Enunutst HU3MEPEHUSA
% OT 3asBJICHHOTO
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O

% OT 3asBJICHHOTO

% OT 3asIBJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asIBJICHHOT'O
% OT 3asIBJICHHOT'O
% OT 3asBJICHHOT'O

% OT 3asBJICHHOTO

TpeboBanue

He 6omee 0.3 %

He 6omee 0.5 %

He 6omee 0.5 %

He 6omee 0.3 %

He 6omee 0.5 %

He 6o1ee 0.5 %

He 6omee 0.5 %

He 6omee 0.3 %

90 - 110% ot 3asB1.

He 6osee 0.3 %

95 - 108% ot 3asBi1.
90 - 110% ot 3asBIL.
He 6omee 0.3 %

He 6onee 1.5 %
95-110% oTt 3asB1.
He 6omee 2.0 %
CycneHsus

Ot 6eoro 10 moyTH 6€I0ro

CooTBeTCTBYET
CooTBeTCTBYET
CooTBeTCTBYEeT
CooTBeTCTBYET

5.0-6.0

Cepusi COOTBETCTBYET MOHOTpaHu 10 UCTIBITAHUAM. HacTosmuym noaTBepKaaeTcs, YT0 NpUBEACHHAs BbIlle HH)OPMAIHS ABISCTCS
JIOCTOBEPHON M TOUHOM, a 3aIMCH aHAJIM30B ObUTH MPOBEPEHBI U NMPHU3HAHBI COOTBETCTBYOIMMU GMP.

JlauHbIil cepTuduUKAT MOANMUCAH dIEKTPOHHOH moamuchio Janne De Vil,, QA Operations, yHoIHOMOYEHHBIM 1UIOM, 0T 24 mapra 2023 u

JielicTBUTEIICH O€3 TOIITHCH.

Crp. 3/4
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), NOVARTIS v reoon opratons

sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

CEPTU®UKAT AHAINU3A/ KOHTPOJbHbIA OTYET

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

Hara npoussoacrea (MANUFACTURING DATE) 01 2023

Homep mMaTepuana 742230

T'ogen g0 (EXPIRY DATE) 12-2024

Koa crpansl (COUNTRY CODE) RU

Koa npe3zenTamnu (PRESENTATION CODE) RU

HOMEP JUJIS CCBIJIKU (VO REFERENCE NUMBER) 860068740

KOAITPOJAYKTA (PRODUCT CODE) 603420

HOMEP CEPUU (BATCH NUMBER) VM442A

JdaTa BpImycKa 24-03-23

BHYTpeHHSIsSI CCBLIKA: VM442A
XUMMUSI
CeMMeHTaIMOHHAS YCTOHYNBOCTh 3 MuHyTbI He menee 2 mun
qacTUIEl OoJee 25 MKM 0 YacTHIlel He 6omee 20 gactui - 6oaee 25

MKM
yacTHLbl Oosiee 50 MKM 0 Yacturst He 6osee 2 wactui - 6osee 50
MKM

yacTHLbl 6osiee 90 MKM 0 Yacturst 0 vactur 6osee 90 MKM
PecycnennupoBanue 5 CekyH/Ibl He Gonee 15 cexynn
OCMOJSUTEHOCTD 303 MOcCMm/KT 280-340 MOcwm/kr
Bszkocts 11 mlla.c He 6ouee 15 mlla.c

JTOKYMEHTAJBHBII KOHTPOJIb

Tecm Pezynomam Eounuuwt usmepenus Tpebosanue
O0BEM COIEPKUMOTrO YIAaKOBKI 5.079 MIT

MHUKPOBHOJIOT'USA

Tecm Pezyniomam Eounuuvl usmepenus Tpebosanue
CrepHiIbHOCTD CooTBeTcTBYET CooTBeTcTBYyET
3aK/oueHue:

Cepust COOTBETCTBYET MOHOTpaUH 10 HCTIbITaHHAM. HacTosIIM MOATBEpXKAACTCS, YTO IPUBEACHHAS BbIlIC HHQOPMALUS SBISCTCS
JIOCTOBEPHOH U TOUHOH, a 3aIHCH aHATN30B OBLIH IPOBEPEHBI U IPU3HAHEI COOTBETCTBYIommMME GMP.

JlanHplil cepTHUKAT MOANMCAH JIEKTPOHHOH moamucelo Janne De Vil, QA Operations, yHnoJHOMOYEHHBIM JHIOM, OT 24 maprta 2023 u
neficTBUTEIICH O€3 MOAIIUCH.
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Crp. 4/4

HaCTOHIIII/Iﬁ CepTI/Iq)I/IKaT ObLII aBTOMAaTHYECKHU CIr€HCPpUPOBAH.
ﬂaHHLIe YTBEPKACHBI OTBETCTBECHHBIM JIMLIOM
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