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CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAIN3A

$anten

Product/ I lpenapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Smli

Koconr® 20 Mr/ma + 5 Mr/MJ1 KaluIH 1JasHble, 5 M

Product Code/ Koa npenapara
Batch no./ Homep cepuu

Date of manufacturing/

Jara nponisoacrea

Date of analysis/ Jlara anajiwsa
Date of expiry/ Cpox roanoctu

Test/ MNokazatenn

Appearance / QuucaHne

Color / 1 peTHocTi

Clarity / Ipo3pauHocTh

Identification / HPLC /
Benzalkonium chloride /
MMoasunaocTs / BY(CX /
OEH3AIKOHHS X10pHA

Identification / HPLC /
Dorzolamide /
ITogannnocTe / BOXKX /
JloponamMuaa

Identification / HPL.C /
Timolol maleate /

31128
1CE02431
09/2025

10/2025
09/2027

Requirements/ Hopmbt

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

IMpospauHan, GecupeTHas HAK MOYTH
DecuBeTHA, CHErKa BAIKAs HHAKOCTD.

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

[penapar gjonxeH BolLAEpKHABATDL
CPaBHEHME C ITANOHHBIM PACTBOPOM
B8.

The product must stand the
comparison with reference 1./
IIpenapar nomxkeH BuLAEpKHBAT
CPaBHEHHE C ITAIOHOM |,

The retention times of the peaks Cja,
Cia and Cye in the chromatogram of
the test solution correspond to the
retention times of the peaks of C)3,
Cis and Cys in the chromatogram of
the benzalkonium chloride standard
solution {within £ 3%) /

Bpemena yaepxnsanus nuxos Ciz,
Ci4 1 C)g Ha xpomaTorpamme
HCTIBITY EMOFO PACTBOPA AO/TKHB
COOTBETCTBOBATL BPCMCHAM
yaepxuupaaua nuxoB Ciz, Cis v Cie Ha
XpOMATOrPAMME CTEHAAPTHOTO
pacTaopa HeHIAIKOHHA X10pHia (B
npeaeiax £ 3%).

The relention time of the main peak in
the chromatogram of the test solution
corresponds to the retention time of
the peak of dorzolamide
hydrochloride (within £2.5%) in the
chromatogram of the corresponding
standard solution /

BDCMSI YACpiHBaHHAA OCHOBHOIO NHKa

HA XPOMATOrPAMME HCIBITYEMOTO
pacTBOPa IODKHO COOTBCTCTBOBATH
BPEMEHH

YACPKUBAHHA 1THKA JOP301AMHIA
IMAPOXAOPHAA (B npeaeiax + 2,5 %)
Ha XPOMATOIPaMME CTAHAAPTHOTO
pacTBopa

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

Units/
EasHHup1 H3IMepeaHa

Results/ Pesyaprarsr

Clear, colorless, slightly
viscous liquid. /
[Mpospaunan, GecuseTHad,
clierka Ba3kas XXHAKOCTb.

The preparation stands the
comparison with the
standard solution B8./
IpenapaT BLIAEPKHBAET
CpaBHEHME ¢ ITANOHHBIM
pacteopom B8,

The product stands the
comparison with reference [.
/

[Mpenapar BLaepxHBacT
CPaBHEHHE ¢ ITATOHOM |,
Positive / [TonoxutensHas

Positive/ [Tonoxurensuas

Positive/ INosoxuTensHas
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Product/ Ilpenapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/ma + 5 Mr/ma Kanju raasseie, 5 Ma

Product Code/ Koa npenapara 31128
Batch no./ HoMep cepun 1CE(2431
Date of manufacturing/ 09/2025
Jlata npoW3BO,ICTBA
Date of analysis/ Jlata ananusa 10/2025
Date of expiry/ Cpok roaHocT# 09/2027
Test/ MNoxalaTean Requirements/ Hopmbr Results/ PezyabTatsl Units/

ETAHALLI HIMEPEHIEH
Moaaunuocts / BYXX / Thmonona the peak of timolo! maleate (within
manear +2.5%) in the chromatogram of the
corresponding standard solution /
BpeMms y1epiHBAHHA OCHOBHOIO [IHKA
HA XPOMATOI'PAMME HCHBITY EMOTO
pacTBOPA JOJDKHO COOTBETCTBOBATL
BpCMEHH
YASPXUBAHUS [IHKA THMONONA
maiieata (B npenenax + 2,5 %) ua
XPOMATOrpaMmMe CTaHAAPTHOTO

pacTBopa

Viscosity / BaskocTb 65-170 88 cP/cll3
Osmolatity / OcMONANEHOCTD -0.60 - -0.45 -0.48 °C

pH 55-58 5.6

Assay / HPLC / Benzalkonium 90.0-115.0 100.1 % of label claim /
Chloride/ % OT 3aABJEHHOTO
KoauuecTpennoe onpeneneHne / conepiaHns
BXX / fen3ankoHus XJA0PH

Assay / HPLC / Dorzolamide / 95.0 - 110.0 99.6 % of label claim /
KOoJHYecTReHHOE ONpeieeHHE / % OT 3afABIEHHOrO
BXX / nopzonamua COfepKaHHA
Assay / HPLC / Timolol/ 95.0-110.0 99.7 % of label claim /
KonnuecTBeHKOE onpeaeteHne / % OT 3a8BAECHHOTO
B2XX / Tumoaon COHCP}KHHH”
Related Impurities / HPLC /

Dorzolamide /

Poacreennbie npumecd / BOXX /

HopsoixaMu

Cis-Dorzolamide/ =2 NiHO %
HHC-10P30:1aMHA

Desethyldorzolamide/ <0.5 ND/HO %
ACIHTHILAOPIONAMHUL

Any other single impurity/ <02 ND/HO Y%

JTiobas apyras eanHHHan

NIPUMECE

Total related impurities/ <25 ND/HO %

CYMMA TIpUMECEH

Related Impurities / HPLC /

Timolol maleate /

PoacTheHnnle npumec / BOAX /

TuMonoa manear

Identified impurity L-613709/ <0.5 ND/HO Yo
HUaentudrunposansan npumecs L-

614709

ldentified impurity L-714471/ <05 ND/HO Y%

W, lentudHunposannas npumecs L.
714471
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Product/ llpenapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml

Kocont® 20 mMr/ma + 5 Mr/mi Kanjg raasible, 5 Ma
Product Code/ Koa npenapara 31128
Batch no./ HosMep cepun 1CE0243 1
Date of manutfacturing/ 09/2025
Jara npoussoacTsa
Date of analysis/ Jlara ananusa 10/2025
Date of expiry/ Cpok roanoctu 09/2027
Test/ [lokasaTeas Requirements/ Hopmbi Results/ PesyanTaThl Units/

EnuHHubl H3MepeHHA

Identified impurity 1.-153437/ <05 ND/HO %
HnexTndpuunposantias npuMecs [.-
L-153437
Any other single impurity / <04 ND/HO Y%
JMwobaa apyran eanHuyHan
NpHMeECE
Total related impurities / <1.0 ND/HO %
CYMMa lpHMECCH
Mechanical impurities / The product must be free of any Complics/ CoorBeTcryer
Mexanuueckue BrITHOUCHNN/ visible particles /

BHIMMBIC MEXaHHYECKHE BKAIOUEHHA
JAONAHDBI OTCYTCTBOBATD

Volume of package content / The average net volume of content of Average 5.65 mL/
O6bem coaepxUMoro the 10 Cpeanee 5.65 M
YIIAKOBKH bottles is NLT the labelled amount

and the

net volume of content of any single  Individual 112%/

bottle is Oraenwhoro 112%

NLT 90% of the labelled amount. /
Cpeance 3tHavenne obvema
COUEPRHMOTO,

paccuuTannoe ana 10 duakouos,
AOTKHO

ObiTh HE MEHee yKa3aHHOeI'O Ha
ITHKETKE, &

obnem moboro 0TaeBEHONO QrakoHa
COCTABIACT HE Mexdee 90 Y%,
YKa3aHHOI'O Ha

ITHKETKE.
Sterility / Product must be sterile/ Complies/ CooTsercTByeT
CrepuisHOCTD Npenapar goaxeH ObITh CTEPHALHBIM

BLOQ = Below Limit of Quantitation/ HIKQO = Huxe npeiena KOMHYECTBEHHOTO ONpeIencHHs
ND = Not Detected/ HO = ne odxapyxeHo
RRT = Relative Retention Time/ OBY = 0THOCHTENbHOE BpeMs YIEPKHBAHHA

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.

HacTofillinM MOATBEPAUAN, YTO YKA3aHHAS Bbllle CEPHA TIPOH3BENEHA, W KOHTPOJb KadecTBa TNPOBENEH B COOTBETCTBHH C

JAOKYMCHTaUHEH HA CEPHIO, TEXHOI0THEH NPOH3BOACTBA H METONMKAMM KOHTPONA KadecTBA. JIOKyMEHTALIHA HA CEPHKY H XY PHAIbI
lipUBEACHHSA HCABITAHHH NPOBEPEHDBI H NOJHOCTLEY COOTBETCTBYIOT JAeHCTBYIOLIUM TpeGoBanHsM GMP H yClnoBHAM, H3/10KEHHBIM
B PErHCTPALMOHHOM Y/10CTOBEPEHHH. BbIJAHHOM COOTBETCTBYIOIIHM DPEIyATOPHLIM opradoM. Hukxaxex oTknoxennid uin
NPOHCLLECTBHA, KOTOPBIE MOTYT IIOB/IMATL HA KAYECTBO Hpelapara, 0TMEYEHO He Bblio.
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Product/ TTpenapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/mi + 5 Mr/mii KamJiu riasuble, S mi

Product Code/ Kou npenapara 31128
Batch no./ Homep cepun 1CE02431
Date of manufacturing/ 09/2025
Jlara npou3BoICTBA
Date of analysis/ Jlara anasimsa 10/2025
Date of expiry/ Cpok roaHocTu 09/2027

Santen Oy, Tampere/ Tamnepe

27 Feb 2026 /27 ®eB 2026 T

Goae Vmanie ~

Tarja Tuovinen

Product Quality Lead. Qualified Person/

Bey uinii CleHaineT 10 KauecTsy npoy Kinm,
YIOIHOMOUYCHHOE [HIO



Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02431 {reference to Certificate of Analysis dated 27.02.2026)
Kocont® 20 mr/ma + 5 mr/mn Cepua 1CE02431 {cchinka Ha cepTudmKaTt aHanmsa ot 27.02.2026)

Importing country / Crpana BBo3a:

Russia/Poccua

Marketing Authorisation of importing
country /

PezucmpauuonHoe ydocmosepeHue cmpaHbt
8e03a;

M NO11096 ot 14.10.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npoussodumens
dapmauesmuyeckoil cybcmanyuu:

Dorzolamide / Rop3sonaming

Batch / Cepua: 202403284044
Manufacturing site / MNpoussogutents:

F.L.S. — Fabbrica italiana Sintetici S.p.A. /
PUC-Pabbpura UtannaHa CuHteTMum C.n.A.
Via Dovaro, 36045, Lonigo (V1), Italy

Timolol / Timolol

Batch / Cepwa: 005-24 TMDB

Manufacturing site / MpoussoanTens:
Fareva La Vallée/

tdapesa /la Banne

Zone industrielle de Blavozy, 928 avenue Lavoisier, 43700 Saint-Germain-
taprade, France

Name and address of bulk manufacturing
site [

Hassanue u adpec npusscdcmea 20moeoii
nAexkapcmeeHHol opmbi:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CanTaH papmacoiotukan Ko. Nita,. 3asoa Hoto, AinoHuA
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, lapan

Name and address of packaging site /
Hazagrue u adpec naowadku, omaevaojell
30 yraKkoeKy:

Primary Packaging site / MAowanKa nepsu4HOA YNaKOBKHK:

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

CanTaH dapmaceiotrran Ko. Nita. 3asog Hovo, AnoHuA

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, lapan
Secondary Packaging site/ MnowagKa BTOPUUHOK YNAKOBKN:
Manufacturing Packaging Farmaca (MPF) B.V., The Netherlands /
MaHybaryypuHr NekuamuH Gapmaka (MNP} B.B., Huaepnavas

Neptunus 12, Heerenveen, 8448 CN, The Netherlands

Name and address of release site /
Hassanue u adpec npouzsodumenn
{Beinyckalowuil konmpone kavecmaa):

Santen Oy, Finland / AQ CaHTaH, ®uHAARaMA
Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / Cpox eodrocmu:

2 years. After bottle opening - 28 days /
2 roga. Ucnone3osaTh B TedeHue 28 gHel nocae BCHPLITHR GrakoHa.

Storage conditions [/ Ycaosus xpanerun:

Keep at the temperature not higher than 25°C, protected from light. /
XpaHWTb NpU TemnepaType He Boiwe 25°C B 3aWMUIEHHOM OT CBETa MeCTe.

Label code / Kog aThKeTku

P110600011816

Carton code / Koa nauykv KapToHHOR P101100011866

Leaflet code / Koa UM POS0800011815

Test/ MNoxasatens | Requirements/ Hopmbit Results/ PeaynbTaTh

Packaging / 5 miinto LDPE dimple plastic bottle with LLDPE 5 ml into LDPE dimple plastic bottle with LLDPE

Ynaxoexa: dropper tip and PP cap. 1 bottle with the leafletin | dropper tip and PP cap. 1 bottle with the leaflet is
the carton pack. / in the carton pack. /
1o 5 ma 80 gnakoH NIHM NNACTUKOBBIA € Mo 5 mn Bo ¢paakoH MIHM nAacTMKOBLIA ¢
yrayBneHuamn ¢ aosartopom JINIHMN 1 yraybnennamu c posaropom NMN3HN
NOAMNPONUABHOBbIM KOANAYKOM, 1 PnakoH ¢ NOAMNPONUIEHOBLIM KONNAYkom. 1 paakoH ¢
WHCTPYKLMER NO APUMEHEHNIO B KAPTOHHOMA MHCTPYKUMEN NO NPUMEHEHW IO HaXO4UTCA B
naJke. KAPTOHHOW nauke.

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

Mapruposka: 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 ®

Page/CrpaHnua
1/4




Cosopt 20 mg/mi + 5 mg/ml Batch 1CE02431 (reference to Certificate of Analysis dated 27.02.2026)
Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE02431 {ccbinka Ha cepTHOUKAT aHaNU3a oT 27.02.2026)

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in mi,
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 informatign 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 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 leaflet before using
the product.”, “Only for topical use.”, “Sterile”
“Xeep 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. All
packaging components may have factory process
codes and manufacturing technical detaits.
Location, text size, color of S|, graphic symbals,
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 aTvKeTxe dnakoHa Ha DYCCKOM A3bIKE
YKA3LIBAIOT: TOProBOE HAMMEHOBAHKUE NPENapaTa ¢
npeaynpeAnTENbHOM MapKMPOBKOWA ®,
FPYHAMPOBOHHOE HAMMEHOBAHWE, NEKAPRCTBEHHYIO
dopmy, A03MpoBKY, 06beM Npenaparta BO
PnakoHe 8 mA, HagNMcs «CTepHUALHOY,
HAMMEHOBAHWE W CTRAHY BNASENbLLE
PErUCTPALMOHHOID YAOCTOBEPEHUA NOTOTHN
BAagensua PY{rpadurueckmnii cumeon v
abbpesuaTypy Ha NAaTUHWLE), HOMEp Cepuu, AaTY
OKOHYaHMWA CPOHA FOAHOCTH, HOHTPONL NEpPBOTo
BCKPLITUA, TEXHOAOTMYECKKE KOA(bI).

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning “Sterile”, registration certificate holder
logotype {graphical symbol 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 bottie 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 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 (graphica! 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,
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
marnufacturing technical details. /

Ha aTmkeTHe $A2KoHA Ha DYCCKOM A3bIKE YKA3AHO!
TOProBoe HAWMEHOBaHWE NPEnapara ¢
npeaynpeaMTEAbHOR MapKUPOBROA ¥,
rPYNNMPOBOYHOE HAUMEHOBaHWE, NEKAPCTBEHHYID
dopma, A03MPOBKa, 06bem NpenapaTa 80
$nakoHe 8 mn, Hagnnch «CTeprUNbHO»,
HaMMEHOBaHUE W CTPaHa BRagensua
PErMCTPAUMOHHOND YAOCTOBENEHUA NOTOTHN
Bnagensia PY({rpabuuecknii cnmpon U
aB6pesmaTypy Ha NaTMHULUE), HOMEP CEPWM, AaTa
CKOH4aHUA CPOKA TOAHOCTH, KOHTPO/1b NEPBOTo
BCKPLITUA, TEXHOAOTMHECKHE KOAbL.
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02431 (reference to Certificate of Analysis dated 27.02.2026)

KoconT® 20 mr/mn + 5 mr/mn Cepua 1CE02431 (ccbinka Ha cepTudmKaT aHanusa ot 27.02.2026)

Ha BTOpW4HOM ynakoBKe (KAPTOHHOM Nayvke) Ha
PYCCKOM A3bIKE YKa3biBAKT: TOProBoOe
HaMMeHOBaHWe npenapara c NpeaynpeauTenbHoN |
MapKUPOBKOW ®, rpynnupoBoyHoe
HaMMeHOBaHWe, 4O3MPOBKY, NEKAPCTBEHHYIO
dopmy, obvem npenapata BO dnakoHe B M,
HaMMEHOBaHUA U COAeprKaHWe AeNCTBYHLLMX
geliecTs B 1 M npenapara, nepeveHs
BCMOMOTaTe/IbHbIX BELLECTB, KONMYECTBO
bnakoHOB B ynakoBke, Hagnucu: «lepeg,
NPUMEHEHWEM 03HAKOMbBTECH C NPUNaraemoi
UHCTPYKUME.», « TONbKO ANA MECTHOTO
npumeHeHnA.», «CTeprunbHo», «XpaHuTb B
He4OoCTYNHOM ANS AeTeil MecTs.», «Mcnonb3osaTb
B TeueHue 28 AHeid Nocne BCKPbITUA GNaKoHa.»,
Norotun snagensua PY(rpaduyeckuii cumson u
abbpesuatypy Ha NaTUHULE); HAUMEHOBaHMWE W
CTPaHy BNafenblia perucTpauMoHHor
YAOCTOBEPEHUA, ABNAIOLLENOCA BbINYCKAOWUM
KOHTPONEM KayecTsa, HaMMEHOBaHME U CTpaHy
NPOM3BOLAMTENA, YCNOBUA XPAHEHWA, YCNOBUA
OTNyCKa npenapara, HOMep Cepun
(bopmuposaHue cepun roTOBOrO NPOAYKTa: K
HOMEpY Cep1K, MPUCBOEHHOMY NPOAYKTY «in
bulk» v ykaszaHHOMY Ha NEPBUYHOM YNaKOBKe,
MoryT 406aBNATLCA CMMBOLI (BYKBbI MAKW LUdPBI),
AONOAHWUTENLHO NPUCBOBHHBIE ANA
NPOMEKYTOYHOW/BTOPUYHOMN YNaKOBKK. TaKum
oBpa3om, HOMep CepuM, YKa3aHHOW Ha
NPOMEKYTOYHOW/ BTOPUYHOW YNAKOBKE MOXeET
6bITb HAa HECKO/IBKO CUMBO/IOB ANIMHHEE HOMEpa
Cepvu, yKa3aHHOTo Ha NepBUYHOM yNaKkoBKe), AaTy
W3roTOB/NEHUA/NPOU3BOACTBA, AATY OKOHYAHMA
CPOKa ro4HOCTH, HOMEP pPerucTpaLMoHHOro
YAOCTOBEPEHMUSA, LITPUX-KOL, TEXHONOTUHECKHe

KoA(bl).

[onoNHUTENLHO MOTYT NPUCYTCTBOBATL CPEACTBA
uwaeHTuduKauuu (CU) ona MOHUTOPKHrA
ABMMEHWA IeKapCTBEHHbIX NpenapaTtos. Ha Bcex

I Ha BTOpMYHOIM ynaKoBKe (KapTOHHOW Nayke) Ha

| ®, rpynnupoBOYHOE HAMMEHOBaHWeE, JO3MPOBKA,

KOMNOHEHTax yNakoBKKX MOTYT NPUCYTCTBOBATL
3aBO4CKUe TeXHONoru4yeckue Koabl 1
NPOM3BOACTBEHHbIE TEXHWYECKKNE geTanu. Mecto
pacnonoxeHua n uset CHU, TEXHONOTMYECKUX
KOZ0B M NPOM3BOACTBEHHbIX AETANEN MOXET
MEHATLCA B 3aBUCMMOCTH OT TEXHONOTUYECKMX
ocobeHHOCTEW NPOM3BOACTBA. LIBETOBbIE OTTEHKK
MaKeTOB YNaKOBOK MOTYT OT/IM4ATbLCA OT TAKOBbIX
Hda KOMMEDHECKOE YNAaKOBKE, TaK KaK 3aBUCAT OT

TEXHUYECKNX XapPaKTepUCTUK NPUHTEPOB.

PYCCKOM fAi3blKe YKa3aHO: TOPropoe HaMumeHoBaHWEe
npenapaTa ¢ NnpeAynpeauTeNbHOW MapKUPOBKOW

NekapcTBeHHyo popma, obvem npenapata BO
$GnakoHe B MN, HAUMEHOBAHUA U COAepHaHue
AeicTByOWMX BewecTs B 1 ma npenapara,
nepeyeHb BCNOMOraTelbHbIX BELLLECTB,
KO/IM4ecTBO GNAKOHOB B YNaKOBKe, HAAMWCHK:
«Mepen NnpMMeHeHWeM 03HAKOMBbTECH C
npuaaraemon MHCTpyKumei.», « ToNbKO AnA
MEeCTHOTO NPUMEHEeHWA.”, «CTEpMJ‘!bHO»,
«XpaHWTb B HEAOCTYMHOM ANA AeTei MecTe.»,
«Mcnonb30Bath B TedeHue 28 gHel nocae
BCKPbITUA GakoHa.», Norotun snagensua
PY(rpaduueckuit cumson n abbpesmatypy Ha
NaTuHULUE); HAMMEeHOBaHWe U CTPaHa Blagensua
PErucTpaLLMOHHOro yAOCTOBEPEHUA, ABMAIDLLEroCcA
BbIMYCKAaWKHUM KOHTPONEM KayecTsa,
HauMeHOBaHWe 1 CTpaHa NPoOn3BOAUTENS,
YC/IOBMA XpaHeHUA, yCNOBWA OTNYCKa npenapara,
HOMEp Cepuu, 4ata M3roTOBEHUA/NPOU3BO/ACTBA,
[aTa OKOHYaHWA CPOKa roAHOCTH, HOMEP \
pPEerucTpauMoHHOrO YA0CTOBEPEHWA, LTPUX-KOA,
TEXHONOTUYECKUE KOZbI.

JonoNHUTENBHO NPUCYTCTBYHOT CPeAcTBa
naeHtudurkaumm (CKM) ANA MOHUTOPUHIA
ABWKEHWA NEKapCTBEHHbIX NpenapaTos. Ha Bcex
KOMMNOHEHTaX YNaKoBKW NPUCYTCTBOBYIOT

| 3aBOACKME TEXHONOTUYECKME KOAbI W
| Nnpon3BoACTBEHHbIE TEXHUYECKME feTanu.
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02431 (reference to Certificate of Analysis dated 27.02.2026)

Kocont® 20 mr/mn + 5 mr/mn Cepus 1CE02431 (ccbinka Ha cepTuduUKaT aHanusa ot 27.02.2026)

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

Kauectso npenaparta cooTBeTcTBYEeT TpeboBaHWAM HOPMATMBHOW AOKymeHTauuu M N011096-270421 ¢ usm. Ne 1-2

Date/[ara 27.02.2026

Signature/Moanuce: Seal/MNeuats
Na 7+ V U A e ~
© Terja Tuovinen
Qualified person
Santen Oy
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