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$anten

Product/ ITpenapar Cosopt 20 mg/ml + 5 mg/m} eye drops, Sml

Kocont® 20 Mr/ma + 5 mr/mJ KaiLiu riaasHsie, S mi

Product Code/ KoL npenapata
Baich no./ Homep cepuu

Date of manufacturing/

Jlara 1ipoH3BOACTBA

Dale of analysis/ Jlata anasiusa
Date of expiry/ Cpok roqHocTH

Test/ MNoxkazatean

Appearance / Onucanne

Color / LiBeTHOCTB

Clarity / Ilpo3pauHocTs

Identification / HPL.C /
Benzalkonium chloride /
TlogsmuHoeTs / BYXX /
OeHIWIKOHHA XIOPH,L

Identification / HPL.C/
Dorzolamide /
MoparkHocTs / BAX /
AopsonaMuia

Identilication / HPL.C /
Timolol maleate /

31128
(CE02341
06/2025

07/2025
06/2027

Requirements/ Hopmbi

Clear, colorless or nearly colorless,
slightly viscous liquid. /

Hpoapaunaa, decuseTHas WIH NOYTH
OeCiBeTHAS, CAEIKA BAIKAA HKHIKOCTh,

The preparation must stand the
comparison with the standard solution
B8./

[Mpenapar ;10MKeH BoIASKHBATE
CPRBHEHHE C YTAIOHHBIM PACTBOPOM
B3.

The product must stand the
comparison with reference L. /
[penapat n07KEH BLIACPHHBATH
CpaBHEHHE ¢ 3TanoHOM L.

The retention times of the peaks Cio,
C14 and C )4 in the chromatogram of
the test solution correspond to the
retention times of the peaks of Ciz,
C14 and Ce in the chromatogram of
the benzalkonium chloride standard
solution (within + 3%) /

Bpemena yaepxusanns nuxos Ciz,
Ci4 1 Cjs HA XPOMATOrpaMMe
HCIILITYEMOI'D PACTBOPA IO HI
COOTBETCTBOBATh BPEMEHAM
yaepacusanna 1MKoB Ciz, Cian Cio Ha
XPOMATOrPaMMeE CTAHIAPTHOIO
pacTBOpa OgH3ATKOHUA X10pHa (B
npeaenax + 3%).

The retention time of the main peak in
the chromatogram of the test solution
corresponds 1o the retention time of
the peak of dorzolamide
hydrochloride (within +2.5%) in the
chromatogram of the corresponding
standard solution /

Bpema yaepkUBaIiHA OCHOBHOTO MTHKa

Ha XPOMATOIPAMME HCIIBITYEMOTO
pactBOpa ZONKHO COOTBETCTBOBATD
BPEMEHH

VAEPKHBAINA NHKA AOPIOIAMHIA
ruapoxnopHaa (8 apenenax = 2,5 %)
H4 XPOMATOIPAMMC CTAHAAPTHOTO
pacTBopa

The retention time of the main peak in
the chromatogram of the test selution
corresponds to the retention time of

Units/
EnMHHUBI HIMEPEeHHR

Results/ Pesyaptarsl

Clear, colorless, slightly
viscous liquid. /
IMpospausas, HecuseThas,
CNETKA BA3KAS HHIKOCTb.

The preparation stands the
comparison with the
standard solution B8./
TNpenapat BLIZIEPAKHBAST
CpaBHEHUE € 3TAJIOHHbLIM
pacrsopom B8,

The product stands the
comparison with reference I.
/

IIpenapar BLIACPKHBACT
CpAaBHEHHE C HTAI0HOM L.
Positive / FTonoxnTe/IbHas

Positive/ TTogomHTELHAS

Positive/ [lonoxkuTenbHasn
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$anten

Product/ lNpenapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml

KoconT® 20 Mr/ma + 5 Mr/Ma Kaniu riaasusie, 5 ma

Product Code/ Kon npenapara 31128
Batch no./ Homep cepui 1CE02341
Date of manufacturing/ 06/2025
Jlata npousBosacTsa

Date of analysis/ Jlata anann3a 07/2025
Date of expiry/ Cpok rolHocTH 06/2027

Results/ PesyabTaTer Units/
Earuuubl n3imepenns

Test/ [NokazaTenr Requirements/ Hopmuol

[ToaauunocTs / BOXX / Tumonona the peak of timolol maleate (within

Manear +2.5%) in the chromatogram of the
corresponding standard solution /
Bpems yaepxnBaHng OCHOBHOTO KA
Ha XPOMATOIPAMME HCILITYEMOI0
pacTBOpa AOMKHO COOTBETCTROBATD
BpEMeH#H
YIEPKHBAHHSA IIMKA THMOIONA
masneara (B npenenax = 2.5 %) na
XpOMATOrpaMMe CTaH[apTHOTo

pacTropa
Viscosity / BaskocTs 65- 170 88 cP/clls
Osmolality / OcMonansHoCTS -0.60 - -0.45 -0.49 °C
pil 55-58 5.6
Assay / HPLC / Benzalkonium 90.0-115.0 96.5 % of label claim /
Chloride/ % OT 3asBNEHHOrO
Konuyecrpentoe OIpeachcHue / CojJepxaHus
BYKX / GeH3a1K0HHA XTOPHI
Assay / HPLC / Dorzolamide / 95.0 - 110.0 99.5 % of label claim /
Ko:muecteennoe onpenenenue / % OT 3a9BNEHHOr0
B32X / aop3onamMua COMEePHAHHA
Assay / HPL.C / Timolol/ 95.0-110,0 99.6 % of label ¢laim /
KomtuecTeennoe onpeaenenue / % 0T 3aABNEHHOTO
BRKX / Tumonon CONIEPKAHUA
Related Impurities / HPLC /
Dorzolamide /
Po1cTeenubte puMecd / BOXX /
JlopzotamMua
Cis-Dorzolamide/ <2 ND/HO %
1IHC-A0P301aMH 1
Desethyldorzolamide/ <0.5 ND/HO %
JICTITHLIOP30NaMH;L
Any other single impurity/ <0.2 ND/HO Yo
Jhobas Apyras eauHHuHAA
npUMech
Total related impuritics/ <25 NDYHO %
CyMMa npuMeceit
Related Impurities / HPLC /
Timolol maleate /
PoacTtBenHble npumeck / BOKX /
TuMo0.1 Maneat
Identified impurity L-613709/ =0.5 ND/TO %
HaentnduunporanHas npumecs |.-
614709
ldentiticd impurity L-714471/ <05 ND/HO %

HMncurudrunposansas npuMecs L

714471
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CEPTHO®UKAT AHAJIM3A
Product/ Tlpenapar Cosopt 20 mg/ml + § mg/ml eye drops, Sml
Kocont® 20 mr/ma + 5 Mr/MJ1 KanJid rJa3HbIe, 5 M
Product Code/ Koa npenapara 31128
Batch no/ Homep cepum 1CE02341
Date ol manuflacturing/ 06/2025
Jlara nponssoicrsa
Date of analysis/ Jlata anainza 07/2025
Date of expiry/ Cpok rojlHocTH 06/2027
Test/ [TokazaTens Requirements/ Hopmbl Results/ Pe3yanTaThl Units/
Eauuuipl H3MepeHnn
Identified impurity L-153437/ <0.5 ND/HO %
Haentuduimposannas npumecs L-
L-153437
Any other single impurity / <04 ND/HO %
Jhobas apyras eaMsKunas
NpHMECh
Total related impurities / <1.0 ND/HO %
CYMMa lIpHMecei
Mechanical impurities / The product must be tree of any Complies/ CooTBeTcTBYET
MeEXaHHUCCKHE BRAKOYEHUA/ visible particles /

BHIHMbBIE MEXEAHHYECKHE BKIIOYEHUA
AOMKHbI O'I'C)/'l'CTBOBaTb

Volume of package content / The average net volume of content of Average 5.63 mL/
O0LEM COACPHUMOTO the 10 Cpeanee 5.63 mn
YIAKOBKH bottles is NLT the labelled amount

and the

net volume of content of any single  Individual 111%/

bottle is Oraenshoro 111%

NLT 90% of the labelled amount. /
Cpeanee 3nasenne obbema
COICPKHMOTO,

paccautantoe Ans 10 drakoHos,
AOMKHO

GbITL He MeHee YKa3aKHOIo Ha
ITHKETKE, a4

obnheM 11060re OTINBHOrO (IaKkona
cocTapaeT He medee 90 %,
YKa3aHHOro Ha

ITHKETKE.
Sterility / Product must be sterile/ Complies/ CooTBeTCcTBYET
CreprIbHOCTh MMpenapat qosixeH GbiTh CTEPHIBHBIM

BI.OQ = Below Limit of Quantitation/ HITKO = nuxe npeaena kOJIHUECTBEHHOTO ONpEneneHH
ND = Not Detected/ HO = He oOrapyxeno
RRT = Relative Retention Time/ OBY = OTHOCHTEILHOE BPEMA YAEPKHBANKA

I hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the approved master
formulae, process instructions and quality control test methods. The batch documentation and the analysis records were reviewed
and found to be in full compliance with the relevant current GMP requirements and conditions set out in the Marketing Authorization
issued by the appropriate Regulatory Authority. No deviations or occurrences which may have an influence on the product quality
were noted.

HacTostilMM OATBEPKAAD, YTO ¥KA3aHHAfA BblUE CCPHA 1IPOM3BEACHA, H KOHTPONh KauecTBa NPOBEACH B COOTBETCTBHH C

JOKYMEHTALKCH HA CEpHIO, TEXHOI0PHEH NPOH3BOACTBA H MCTOUAHKAMH KOHTPOIR KAYECTRA. JIOKYMCHTALNA HA CEPHIO H KY pHANLI
TIPOBEIEHNS HCMEITAUHH NPOBEPCHBI H TOJHOCTEH) COOTRETCTRY 10T AEHCTBYOWMM TpehosanuaM GMP K Y CIOBHAM, HIIOAEHHBIM
B PErMCTPALMOHIOM YAOCTOBEPEHHH, BbLIAHHOM COOTBCTCTBYHOIUMM DETY/ISTOPHBIM OPTaHOM. HHKAKHX OTKNOHCHHH WK
NPOHCHIECTBHH, KOTOPBIC MOTYT [IOB/IHATE HA KAYECTRO NPENApATd, 0TMEMEHO HE B0,
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Product Code/ Koa npenapara
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Date of manufacturing/

Jlara npou3BoacTBa

Date of analysis/ Jlata ananusa
Date of expiry/ Cpok roanoctu
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Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/ma + 5 Mr/mJ1 KanJ/im riasHsie, 5 mu
31128

1CE02341

06/2025

07/2025
06/2027

Santen Oy, Tampere/ Tamnepe
24 Nov 2025/ 24 wos 2025 r

- .
C(Q N LA —
Tarja 7110\- inen

Product Quality Lead. Qualified Person)/

Bey lwmii cieusanueT no Kkaueerny npoLy KunH.
Y HOJHOMOYCHHOE JTUILO



Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02341 (reference to Certificate of Analysis dated 24.11.2025)

Kocont® 20 mr/mn + 5 mr/ma Cepua 1CE02341 [ccbinka Ha ceptudunay aHanmsa o1 24.11.2025)

importing country / CrpaHa Beo3a:

Russia/Poccua

Marketing Authorisation of importing
country /

PeaucmpautionHoe yoocmosepeHue cmpaHst
8803a:

N NO11096 o7 14.10.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouzeodumens
gapmaueamuyeckoll cybcmaryuu:

Dorzolamide / flopaonamng,

Batch / Cepun: 202403224044
Manufacturing site / NpousBogunTens:

F.I.S. — Fabbrica Italiana Sintetici 5.p.A. /
OUC-Pabbpuka MTaamana Cuntetnum C.nlA.
Via Dovaro, 36045, Lonigo (W), Italy

Timolol / Timolol

Batch / Cepun: 004-24 TMDB

Manufacturing site / Npon3asoanTent:
Fareva La Valiée/

®apesa Jla Banne

Zone Industrielle de Blavozy, 928 avenue Lavoisier, 43700 Saint-Germain-
Laprade, France

Name and address of bulk manufacturing
site /

Hassauue u adpec npussodcmea 20moeaoi
AekapcmaeHHol hopmol:

Santen PHarmaceutical Co., Ltd. Noto Plant, Japan /
CaHTaH dapmacoioTran Ko. fita. 3asog HoTo, AnoHua
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 329-1494, Japan

Name and address of packaging site /
Hazsaxue u adpec nnowadku, omsaevaiowel
30 yIAKOBKY:

Primary Packaging site / NlaowaaKa nepBMYHONH YNaKOBKM:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /

CanTtaH dpapmacbioTrikan Ko. flta, 3asop Horo, Anonna

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, tshikawa, 929-1494, Japan
Secondary Packaging site/ MNaoiagKa BTOPMMHOA YNBKOBKM:
Manufacturing Packaging Farmaca {MPF) B.V., The Netherlands /
ManydakuypuHr NekuawuH dapmaxa (MNEO} B.B., Hnaepaanapl

Neptunus 12, Heerenveen, 8448 CN, The Netherlands

Name and address of release site /
Hozsaxue u adpec npousspdumensn
{Beinycrarowiuli kovmpons kavecmaa):

Santen Oy, Finland / AQ CanTad, ®PuHnaHOnA
Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / Cpok 208Hocmu:

2 years. After bottle opening - 28 days /
2 roga. Mcnonbaoeats B TeueHWe 28 AHel Nocne BCKPeITHA GravoHa.

Storage conditions / Ycnosun xpaHerus:

Keep at the temperature not higher than 25°C, protected from light. /
XpaHuTb NpK TemMNepaType He Belwe 25°C B 3aWMILEHHOM OT CBETA MEecTe.

Label code / Kog aTnkeTHyn

P110600011816

Page/CrpaHu1ua
1/4

Carton code / Koa Nauku KapTOHHOM P101100011866

Leaflet code / Kog UMD P0O90800011815

Test/ Nowxazatens | Requirements/ Hopmbl Results/ PeayabTaThl

Packaging / 5 mL into LDPE dimple plastic bottle with LLDPE 5 mL into LDPE dimple plastic bottle with LLDPE

Ynaroska: dropper tip and PP cap. 1 bottle with the leaflet in | dropper tip and PP cap. 1 bottle with the leaflet is
the carton pack. / in the carton pack. /
Mo 5 ma eo daakoH MIHM NNACTUKOBLIA ¢ Mo 5 ma 8o ¢prakoH N3HN niacTMKosbIA €
yraybneHuamI ¢ go3satopom NNIHMT n yraybreHuammn ¢ gosatopom JINIHN n
NOAMNPONUAEHOBLIM KOANAYKOM. 1 pnakoH c NOAUNPONUACHOBbIM KOANAYKoM. 1 pnakou ¢
MHCTPYKUMAEH NO NPUMEHEHUIO B HAPTOHHOK WHCTPYKLWEN O NPUMEHEHMIO HAXOANUTCA B
nayke. KAPTOHHOW NaqKe.

Labelling / The following information_is indicated on the The following information is present on the

Maprupoexa: primary pack {label of the bottle} in the Russian primary pack {label of the bottle} in the Russian
language: trade name of the product with the ® | language: trade name of the product with the ®




Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02341 (reference to Certificate of Analysis dated 24.11,2025)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE02341 (ccbinka Ha cepTrduHKaT aHanusa o1 24.11.2025)

sign, generic name, pharmaceutical form,
strength, product volume in the bottie in ml,
warning “Sterile”, registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product code(s).

The following information is indicated on the
secondary pack {carton) in the Russian language:
trade name of the product with the ® sign, generic
name, strength, pharmaceutical form, product
volume in the bottle in mi, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,
warnings: “Read the enclosed leaflet before using
the product.”, “Only for topical use.”, “Sterile”
“Keep out of the reach of children.”, “Use within
28 days after opening of the bottle”, registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder that is release
site, name and country of manufacturer, storage
conditions, prescription status, batch number
(batch number formation of the finished product:
the batch number assigned to the 'in bulk’ product
on the primary packaging may be supplemented
by characters (letters or numbers) additionally
assigned to the intermediate/secondary
packaging. in this way, the batch number given on
the intermediate/secondary packaging may be
several characters longer than the batch number
given on the primary packaging), manufacturing
date, expiry date, registration certificate number,
bar code, product code(s).

Additionally, identification means (SI) may be
present to monitor the movement of drugs. Alt
packaging components may have factory process
codes and manufacturing technical details.
Location, text size, color of SI, graphic symbols,
technological codes and production details may
vary depending on the technological features of
production. Color shades of packaging layouts may
differ from those of commercial packaging as they
depend on printer specifications. /

Ha aTvkeTke ¢AaKkoHa Ha PYCCKOM ASbIKE
YKa3bIBAKOT: TOProBOE HAMMEHOBAHKE NpenapaTa ¢
npeaynpeauTenbHON MapKUPOBKOW ®,
rpyNNUpOBOYHOE HAUMEHOBAHWE, AEKAPCTBEHHYIO
dopmy, fo3uMpoexy, 06bem npenapara Bo
dbnakoHe B mA, HaARWCE «CTEPUNBHO®,
HAaMMEHOBAHWE U CTPAKY BAadensua
PErvucTPauMoOHHOro YyaoCcToBepeHa ACroTMn
Bnagensua PY{rpaduuecknii cumeon n
abbpesnaTypy Ha NaTHHULE), HOMep cepuu, 4aTy
OKOH4YdaHUA CPOKA roAHOLTH, KOHTPOAL NEPBOro
BCKPBITUA, TEXHONOTMYECcKne Koa(bi).

sign, generic name, pharmaceutical form,
strength, product volume in the bottie in mi,
warning “Sterile”, registration certificate holder
logotype {graphical symbo! and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.

The following information is present on the
secondary pack {carton) in the Russian language:
trade name of the product with the ® sign, generic
name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,
warnings: “Read the enclosed |eaflet before using
the product.”, “Only for topical use.”, “Sterile”
“Keep out of the reach of children.”, “Use within
28 days after opening of the bottle”, registration
certificate holder logotype (graphical symbol and
Romanized abhbreviation}, name and country of
the registration certificate holder that is release
site, name and country of manufacturer, storage
conditions, prescription status, batch number,
manufacturing date, expiry date, registration
certificate number, bar code, product codes.

Additionally, identification means (Sl} are present
to monitor the movement of drugs. All packaging
components have factory process codes and
manufacturing technical details. /

Ha 3TnkeTke ¢naKoHa HA PYCCKOM A3bIKE YKA3aHOo:
TOProsoOe HAMMEHOBAHKWe Npenapara ¢
npefynpeanTensHOR MapKUpROBHOMA ®,
rPYNNMPOBOYHOE HAMMEHOBAHWE, NEKAPCTBRHHYIO
tdopma, 4oampoBKa, 0Obem npenapara BO ’
dnakoHe B MA, HAANWCE «CTePUALHOY,
HAUMEHOBAHKUE ¢ CTPAHA BRAZeNbL3
PErucTpaLWoHHOro YAOCTOBEPEHUA AOTOTHN
Bnagenbua PY{rpadpmueckuii cumeon n
ab6peBHaTYpPyY Ha NATUHUUE), HOMED CepHM, AaTa
OKOHYAHWA CPOKA FO4HOCTK, KOHTPOAb NePBoro
BCKPBITUA, TEXHONOTUYECKWE KOAbl.

Page/CrpaHuya
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02341 (reference to Certificate of Analysis dated 24.11.2025)

Kocont® 20 mr/ma + 5 mr/mn Cepua 1CE02341 (ccbinka Ha cepTUdMKAT aHanm3a ot 24.11.2025)

Ha BTOpMYHOM YNaKkoBKe (KapTOHHOM Nayke) Ha

Ha BTOpM4HOM ynakoBKe (KapToOHHOW na4ke) Ha

DYCCKOM A3bIKE YKa3bIBAKOT: TOProsoe
HauMeHOoBaHWe Npenapara ¢ npeaynpeauTenbHOM
MapKUpOBKOM ®, rpynnuMposoYHoOe
HaMMEHOBAHWE, A03MPOBHKY, NEKAPCTBEHHYIO
dopmy, 0b6bem npenapara Bo GAaKkoHe B M,
HaMMEHOBaHWA ¥ COAEPIKAHUE AENCTBYIOLNX
Bewects 8 1 M npenapara, nepeyeHb
BCMNOMOraTebHbIX BELLECTB, KONMYECTBO
$nakoHOB B ynakoske, Hagnucu: «lepeg,
NPUMEHEHMEM 03HaKOMBTECH C NpUAaraemon
WMHCTPYKUMEN.», « TONBKO ANA MECTHOTO
NPUMeEHEeHHA. », «CTepuibHO», «XpaHUTb B
HEeAO0CTYNHOM ANA AeTel mecTe.», «Mcnonb3osath
B TeYeHue 28 aHel Nocne BCKpbITUA GnakoHa.»,
noroTvn Bnaaensua PY(rpadryecknini CMMBo K
abbpesnaTtypy Ha NaTMHULE); HAMMEHOBaHKWE U
CTpaHy Bnaje nbla perucTpaLmuoHHoro
YA0CTOBEPEHWA, ABNAIOLLETOCA BbINYCKAKOWWM
KOHTPO/IEM Ka4yecTBa, HaUMEHOBaHWe 1 CTpaHy
NPOU3BOAMTENA, YCNOBUA XPAHEHWA, YCNOBKA
OTNycKa Npenapara, HoMep Cepuu
(bopmupoBaHME CEPUM TOTOBOrO NPOAYKTA: K
HOMEepY Cepuu, NPUCBOEHHOMY NPOAYKTY «in
bulk» v yKazaHHOMY Ha NEPBUYHON YNaKOBKe, '
MOryT 406aBAATLCA CumBObI (ByKBbl Uau undpsl), |
AONONHATENBHO NPUCBOEHHbIE ANA
MPOMEKYTOUHOM/BTOPUYHOIR yNaKoBKK. Takum
06pasom, Homep CepuK, yKasaHHOW Ha
NPOMEKYTOYHOM,/ BTOPUYHOW YNaKOBKE MOMET
BbITb Ha HECKO/IbKO CUMBOJIOB A/IMHHEE HOMepa
CepyM, YKa3aHHOro Ha NepBUYHON YNakoBKe), aaTy
M3roToBNEHWA/NPOU3BOACTBA, AATY OKOHYaHWA
CPOKa rofiHOCTK, HOMEP PErMCTPaLUOHHOro
YAOCTOBEPEHMA, WTPUX-KOA, TEXHONOTMHECKME
Koa(bt).

[ononHUTeNbHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHTudurkaumm (CN) oA MOHUTOPUHTA
[ABVXEHWA NeKapcTBeHHbIX NpenapaTos. Ha scex
KOMMOHEHTaxX YNakoBKM MOTyT NPUCYTCTBOBaTb
3aBO/CKUE TEXHONOTUHECKME KOAbI 1
NPOM3BOACTBEHHbIE TEXHWYECKKNe AeTanu. MecTo
pacnonoxeHua u upeT CH, TEXHONOTUYECKKUX
KOZOB 1 NPOM3BOACTBEHHBIX AeTanei MoMmeT
MEHATLCA B 3aBUCMMOCTH OT TEXHONOTUYECKMX
ocobeHHOCTEW NPOM3BOACTBA. LiBeTOBbIE OTTEHKHM
MaKeTOB YNaKOBOK MOTYT OT/IMYATLCA OT TAKOBbIX
Ha KOMMEPYECKOMW YNaKoBKe, TaK KaK 3aBUCAT OT
TEXHUYECKUX XaPaKTEPUCTUK NPUHTEPOS.

BCKPbLITWA hNakoHa.», NOrOTUN BNagenbLa

DYCCKOM A3bIKE YKa3aHO: TOProBoe HauMeHoBaHme
npenapaTa c npeaynpeAvTeNsHOM MapKMpOBKOA
® rpynnuMpoBOYHOE HAMMEHOBAaHWe, 03NPOBKaE, |
nekapcrsexHyo popma, obbem npenapaTa 8O
dNakoHe B M, HAMMEHOBAHMWA W COEpKaHue
[AeUCTBYOUMX BelecTB 8 1 ms1 npenapata, ‘
flepeyeHb BCMOMOraTeNbHbIX BeLecTs, \
I

| KONUM4ECTBO PNIAKOHOB B YNAKOBKE, HAAMUCH!

«MNepes NnpUMEHEHWEM O3HaKOMbTECH C
npunNaraemon MHCTpyKUMen.», «ToNbKO Ana \
MECTHOTrO NPUMEHEHUA.», «CTepunbHO»,
«XpaHWUTb B HEAOCTYNHOM AJ1A AeTel mecTe.»,
«Mcnonb3osaTh B TeueHue 28 gHel nocne

PY(rpaduueckunin cumson v abbpesunatypy Ha
NaTMHULUE); HAMMEHOBaHWe U CTpaHa Bnajensua
PerucTpauMoHHOMo YAOCTOBEPEHWA, ABNAIOWETOCA
BbINYCKALWMM KOHTPOMEM KayecTBa,
HaWMeHOBaHWe 1 CTpaHa NPOU3BOAMTENS,
YCNOBUA XPaHEHWA, YCIOBKA OTNYCKa Npenapara,
HOMEP Cepuu, AaTa W3roTOBNEHNA/NPOU3BOACTBA,
[aTa OKOHYaHWA CPOKa roAHOCTU, HOMEp
PerucTpaumuoHHOro YAOCTOBEPEHUSA, WTPUX-KOA,
TEXHO/IOTUYECKUE KOAbI.

[lononHUTEILHO NPUCYTCTBYIOT CPeACTBa
naeHTuduKaumm (CH) Ana MOHUTOPUHTA
OBUKEHUA NeKapCTBEHHbIX npenaparos. Ha Bcex
KOMMNOHEHTaxX yNakOBKK NPUCYTCTBOBYIOT
33BO/ACKME TEXHONOMMYECKME KOabl 1
NPOU3BOACTBEHHbIE TEXHUYECKUE AeTaNy.

Page/CrpaHuua
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02341 (reference to Certificate of Analysis dated 24.11.2025)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE02341 (ccbinka Ha cepTudUKaT aHanmsa or 24.11.2025)

Quality of the product is compliant with normative documentation N N011096-270421 with changes Ne 1-2 /

KauecTBo npenaparta cooTseTcTBYeT TpeboBaHWAM HOPMATUBHOW aokymeHTaummn M N011096-270421 c uam. Ne 1-2

Date/[flara 24.11.2025

Signature/MNognuce: Seal/MeyaTb
[& e (J Ao e ~
Tarja Tuovinen

Qualified person
Santen Oy
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