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CERTIFICATE OF ANALYSIS/
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CEPTHOUKAT AHAJIU3A

Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
Kocontr® 20 Mr/mJ1 + 5 Mr/mMJal KAy rjia3Hbie, 5 M

Product Code/ Koa npenapara
Batch no./ Homep cepuu

Date of manufacturing/

Jlata npoussojacTsa

Date of analysis/ /lata ananusa
Date of expiry/ Cpok rosHOCTH

Test/ [Toxasarenn

Appearance / Onucanue

Color / liBeTHOCT)

Clarity / I1po3pausocTs

Identification / HPLC/
Benzalkonium chloride /
Moanuutocts / BOXWX /
OeH3aIIKOHHS XJIOPH

Identification / HPLC/
Dorzolamide /
MotaHoeTs / BOWX /
Jop3osaMuia

Identification / HPLC/

Timolol maleate /

IMoanuuHocts / BOXX / tuMonona
manear

31128
1CE02481
10/2025

11/2025
10/2027

Requirements/ Hopmmi

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

IpospauHas, GecliBETHas! WU MOUTH
OecuBeTHAs, CErka BA3Kas XHIKOCTb.

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

[Mpenapar A0JKEH BbiIEPHKHBATE
cpaBHeHHKE C ITAJOHHBIM PACTBOPOM
B8.

The product must stand the
comparison with reference [. /
[Ipenapar a0/KeH BIEPKHBATD
cpaBHEHHE C ITaNOHOM L.

The retention times of the peaks Cia,
Cs and Ce in the chromatogram of
the test solution correspond to the
retention times of the peaks of Cia,
Cis and Ce in the chromatogram of
the benzalkonium chloride standard
solution (within + 3%) /

Bpemena yaepxuBanus mukos Cia,
Cia 11 Ci6 HA XpoMaTOTpaMme
HCIILITYEMOTO PacTBOPA AOMKHBI
COOTBETCTBOBATHL BpEMEHaM
yaepaupanug nukos Cio, Ciq v Cig Ha
XpOMaTorpamMme CTaHIapTHOTO
pacTBopa OGEH3aNIKOHHS XJI0pKa (B
npeaeiax = 3%).

The retention 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 /

Bpemst yaepuBaHusi OCHOBHOTO THKa

Ha XpOMaTOrpamMe HCrbITY EMOTO
pacTBOpa AOJDKHO COOTBETCTBOBAThL
BPEMEHH

yAepHBAHHUS TTHKa 10p30JamMua
rugpoxaopuia (B npegenax + 2,5 %)
HA XpPOMATOrpaMMe CTaHJaPTHOTO
pacTBopa

The retention time of the main peak in
the chromatogram of the test solution
corresponds to the retention time of
the peak of timolol maleate (within

Units/
EAnHHIbI H3MepeHs

Results/ PesynapTarhi

Clear, colorless, slightly
viscous liquid. /
[Mpospaunas, OecuserHasi,
cilerka BsI3Kas XHIKOCTb,

The preparation stands the
comparison with the
standard solution B8./
[Tpenapat BbLIEPHKHBAET
cpaBHEHHE C ITaNOHHBIM
pacteopom B8.

The product stands the
comparison with reference I.
/

Ilpenapar BLIACPKHBAET
cpaBHEHHE ¢ 3TajloHoM 1.
Positive / ITonoxuTebHAs

Positive/ ITonoxurenbHas

Positive/ ITonoxutenbHas
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CEPTHOHUKAT AHAJIHU3A Crpannua 2/4
Product/ Iperapar Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
Kocont® 20 mr/mn + § Mr/Ma Kanju riaazsbie, S mia
Product Code/ Kon npenapara 31128
Batch no./ Homep cepun 1CE02481
Date of manufacturing/ 10/2025
Jlara npoussoacTaa
Date of analysis/ J/lata ananusa 11/2025
Date of expiry/ Cpox roaHocTH 10/2027
Test/ Flokazarens Requirements/ Hopmbi Results/ Pesyabrarst Units/
EaiHuubl n3mepennst

+2.5%) in the chromatogram of the

corresponding standard solution /

Bpemst yuepxuBaHus OCHOBHOTO MHKa

Ha XpOMATOrpaMme HCIILITYEMOro

pacTBOpa JOMKHO COOTBETCTBOBATh

BpeMeHH

yHepIKHBAHUS MTHKA THMOJIONA

maneara (B npeneiax = 2,5 %) na

XpoMaTorpaMMe CTaHaapTHOro

pacTBopa
Viscosity / Baskocts 65-170 86 cP/cll3
Osmolality / OcmonsuibHOCTD -0.60 - -0.45 -0.49 °C
pH 55-5.8 5.6
Assay / HPLC / Benzalkonium 90.0 - 115.0 100.0 % of label claim /
Chloride/ % OT 3asiBNEHHOro
KonuuecrseHHoe onpenenexue / conepxaHus
BOXX / GensancoHus xaopua
Assay / HPL.C / Dorzolamide / 95.0 - 110.0 100.8 % of label claim /
KonuuecrseiHoe onpeaeneHue / % OT 3asABJICHHOTO
BOXX / A0p3oJiaMi Coﬂep){(aH”;{
Assay / HPLC / Timolol/ 95.0-110.0 99.8 % of label claim /
KoJjuvecTBeHHOE onpenenelne / % OT 3asBJIEHHOrO
BDXXX / Tumoson coaepKaHms
Related Impurities / HPLC /
Dorzolamide /
Poncreennble npumecu / BOXX /
Hopsonamuz
Cis-Dorzolamide/ <2 ND/HO %
UMC-0P30TaMI]
Desethyldorzolamide/ <0.5 ND/HO %
Ne3ITHAROP3OAAMHA
Any other single impurity/ <0.2 ND/HO %
Jhobas apyras enMHHYHAs
npuMech
Total related impurities/ <25 ND/HO Y%
cymma nipumeced
Related Impurities / HPLC /
Timolol maleate /
Pojcrsenusie npumec / BRXX /
Tumonon manear
Identified impurity L-613709/ <0.5 ND/HO %
Maentuduuuposannas npumecs L-
614709
Identified impurity L-714471/ <0.5 ND/HO %

Unenrndunnpoparnas npumecs L-
714471



Product/ I'penapar

Product Code/ Koa npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlara npoH3BoACTBa

Date of analysis/ [lara ananusa
Date of expiry/ Cpok roaHocTH

Test/ [lokazatenab

Identified impurity L-153437/

CERTIFICATE OF ANALYSIS/
CEPTHOUHKAT AHAJIH3A
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Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/mit + 5 Mr/mJ KanJia riaasHble, S mi

31128
ICE02481
10/2025

11/2025
10/2027

Requirements/ Hopmbi

<0.5

WnentudmuuposardHas npumech L-

1.-153437

Any other single impurity /
Jliobas npyras eqHHH4Has
NpHMECh

Total related impurities /
cymMma npumeceit

Mechanical impurities /
Mexannueckue BiOUeHHA/

Volume of package content /
O0beM CONEPKUMOTo
yNaKoBKH

Sterility /
CTepHIBHOCTD

<04

<1.0

The product must be free of any
visible particles /

BuauMble MEXGHHUECKHE BKIIOUEHHS
JIOJDKHBI OTCYTCTBOBATh

The average net volume of content of
the 10

bottles is NLT the labelled amount
and the

net volume of content of any single
bottle is

NLT 90% of the labelled amount. /
Cpeatiee 3HaueHue o0beMa
COAEPIKUMOTO,

paccunrantoe 1 10 daaxonos,
JIOJIKHO

ObITh HE MEHEE YKA3aHHOTO Ha
DTHKETKE, a

obbem Moboro oTaenbHOTo hrakoHa
cocrasnser ve meHee 90 %,
yKa3aHHOTO Ha

ITHKETKE.

Product must be sterile/

Tpenapat 1oJkeH ObiTh CTEPHIBLHBIM

Crpanuua 3/4
Resulits/ PesyabTarbl Units/
Eauuanus! H3Mepenus
ND/HO %
ND/HO %
ND/HO %

Complies/ CoorBercTByer

Average 5.63 mL/
Cpensee 5.63 mn

Individual 110%/
OrnenbHoro 110%

Complies/ CooTBeTCIBYET

BLOQ = Below Limit of Quantitation/ HITKO = nuxe npejena KoJIM4ECTBEHHOTO ONpeIe/ICHHUs
ND = Not Detected/ HO = ne oOnapyxeno
RRT = Relative Retention Time/ OBY = oTHOCHTELHOE BPEMS YACPKHBAHHS

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.

HacTosuiuM MOATBEPIKAAIO, YTO yKA3aHHAs BbILIE CEPHs NPOHM3BENCHA, W KOHTPOINb KAueCTBAa MPOBEICH B COOTBETCTBHH C
JOKyMeHTaLHel Ha CEPHIO, TEXHOIOTHEH HIPOH3BOCTBA H METOAMKAMH KOHTPOIIS kauecTBa. JIokyMEHTaLHs HA CEPHIO H Ky pHATIbI
[POBEAEHHS! HCMBITAHMH TPOBEPEHbI W OTHOCTBIO COOTBETCTBYIOT AeHCTBY FoLM TpeGoBanHsiM GMP 1 yC/OBHAM, H3JIOHCHHBIM
B PErHCTPALMOHHOM YIOCTOBEPEHHH, BBLIGHHOM COOTBETCTBYIOWIMM DEryJSTOPHbIM OpraHoM. Hukaiux OTKJIOHEHUH HJIH
MPOMCLIECTBHIT, KOTOPHIE MOFYT MOBJIMSITH HA KAYECTBO NIPENapara, OTMEUeHO He OblTo.



$anten

Product/ IIpenapat

Product Code/ Kox npenapara
Batch no./ Homep cepuu

Date of manufacturing/

JlaTa npou3BoACTBa

Date of analysis/ Jlata ananusa
Date of expiry/ Cpok rongHoctu

CERTIFICATE OF ANALYSIS/
CEPTUOUKAT AHAJIM3A

Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
Kocont® 20 Mr/ma + 5 Mr/mJ Kaniau riaasabie, 5 mJ
31128

1CE02481

10/2025

11/2025
10/2027

Santen Oy, Tampere/ Tamnepe
30 Apr 2026/ 30 Anp 2026 r

Gav N tvove ~
Tarja Tuovinen
Product Quality Lead, Qualified Person)/

Benyumii cneunanier no kauecTBy npojy KM,

Y oJIHOMOYEHHOE JIHIIO
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02481 (reference to Certificate of Analysis dated 30.04.2026)

Kocont® 20 mr/mn + 5 mr/mn Cepus 1CE02481 (ccbinika Ha cepTuduKaTt aHanmsa ot 30.04.2026)

Importing country / CrpaHa BBo3a:

Russia/Poccua

Marketing Authorisation of importing
country /

Pe2ucmpayuoHHoe yoocmoaepeHue CmpaHs!
86030:

1 N011096 ot 14.10.2008

Active Pharmaceutical ingredient batch and
manufacturing site /

Cepua u npoussodumens
thapmauesmuveckoli cybcmanyuu:

Dorzolamide / flopaonamug

Batch / Cepwua: 202411294026
Manufacturing site / NpounssoaunTens:

F.L.S. — Fabbrica Italiana Sintetici S.p.A. /
PUC-dabbpura Uranuara Cuntetnum C.n.A.
Via Dovaro, 36045, Lonigo (Vi), Italy

Timolol / Timolol

Batch / Cepua: 005-24 TMDB

Manufacturing site / NpoussoguTenb:
Fareva La Vallée/

dapesa fla Banne

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

Name and address of bulik manufacturing
site /

Haszsarue u adpec npu3goocmea 20omosoli
nexkapcmeeHHol (hopmol:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CantaH dpapmacbiotukan Ko. /ita. 3asog HoTo, AnowHna
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan

Name and address of packaging site /
HaseaHue u adpec naowadku, omeeyaroujell
3Q yrnaKosKy:

Primary Packaging site / NiiowasaKka nepBuUHON YNaKOBKK:

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

CaHTaH ¢papmacsloturan Ko. /itg. 3asoa Hoto, Anonus

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan
Secondary Packaging site/ Mnolagka BTOPUMHON yNaKoBKuU:
Manufacturing Packaging Farmaca (MPF) B.V., The Netherlands /
ManybakuypuHr Mexugxmnu Gapmaka (MNO) b.B., Hugepnangp

Neptunus 12, Heerenveen, 8448 CN, The Netherlands

Name and address of release site /
HazeaHue u adpec npouseodumens
(Boinyckatowuli KOHMPOsbL Kayecmsa):

Santen Oy, Finland / AO CaHTaH, PUHAAHAKA
Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / Cpok 200Hocmu:

2 years. After bottle opening - 28 days /
2 ropa. Mcnonb3osaThb B TeueHmne 28 AHeN nocne BCKPbITUA draKkoHa.

Storage conditions / Ycnosua xpaneHus:

Keep at the temperature not higher than 25°C, protected from light. /
XpaHuTb Npu Temnepartype He sblie 25°C B 3alMLIEHHOM OT CBeTa mecTe,

Label code / Kop sTnkeTku

P110600011816

Carton code / Kog nauxku KapToHHOM

P101100011866

Leaflet code / Kog M

P090800011815

Test/ Mokasatens | Requirements/ Hopmbi

Results/ Pe3ynbrarhbi

Packaging /
Ynakoska:

5 mL into LDPE dimple plastic bottle with LLDPE
dropper tip and PP cap. 1 bottle with the leaflet in
the carton pack. /

Mo 5 mn Bo GpnakoH MIHM naacTMKoBebii ¢
yray6nenuamu ¢ gosatopom JIMIHM n
NOANMPONU/IEHOBbIM KOANAYKOM. 1 PNaKoH ¢
MHCTPYKLUMEH MO NprMeHeHUIo B KapTOHHOIA
nauke.

5 mL into LDPE dimple plastic bottle with LLDPE
dropper tip and PP cap. 1 bottle with the leaflet is
in the carton pack. /

o 5 ma 8o pnakoH MIHIT naacTMKoBbIN €
yraybnenuamm ¢ gosatopom JINIHM u
NCAMMAPONUNEHOBbLIM KoANaukom. 1 ¢pnakoH ¢
MHCTPYKLMEN N0 NPUMEHEHWIO HAXOANTCA B
KapTOHHOW nayke.

Page/Crpanunua
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02481 (reference to Certificate of Analysis dated 30.04.2026)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE02481 (ccbinka Ha ceprudukaT aanusa ot 30.04.2026)

Labelling /
Mapkuposka:

The following information is indicated on the
primary pack {label of the bottle) in the Russian

The following information is present on the
primary pack {label of the bottle) in the Russian

Janguage: trade name of the product with the ®
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 code(s).

The following information is indicated on the
secondary pack (carton) in the Russian language:

language: trade name of the product with the ®
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 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”
“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. All
packaging components may have factory process
codes and manufacturing technical details.
Location, text size, color of Sl, 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 atuxeTke GbnakoHa Ha PYCCKOM f3biKe
YKa3bIBAIOT: TOProBoe HaMMeHOBaHMWe npenapara ¢
npeaynpeauTenbHoin MapkupoBkoi ®,
rpynnupoBoYHOE HAUMEHOBAHWE, IEKAPCTBEHHYIO
dopmy, no3nposkKy, obbem npenaparta 8O
dnakoHe B mA, Haanuch «CTepuabHo»,
HauMeHOBaHWe U CTPaHy Braje/bua
perucTpauuoHHOro YAOCTOBEPEHUA NOToTUN
snafensua PY(rpaduueckuii cumson u

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 mi 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,
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 sTukeTke d1aKoHa Ha PYCCKOM A3bIKe YKA3aHO:
TOProBoOe HauMeHOBaHWe npenapara ¢
npeaynpeanTenbHoi MapKkupoBKon ©,
rpynaMpoBoYHOE HAaUMEHOBAHWE, IEKAPCTBEHHYIO
¢dopma, fo3uposKa, obbem npenapara BO
dnaKkoHe B M/, HaANUCh «CTEPUIBHOY,
HauMeHOBaHWE 1 CTpaHa Baajenbla
PErncTPaLMOHHOrO YAOCTOBEPEHNA AOTOTHN
sragensua PY(rpaduueckunit cumson u

Page/Crpanuua
2/4




Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02481 (reference to Certificate of Analysis dated 30.04.2026)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE02481 (ccbinika Ha cepTuduKaT aHanmsa ot 30.04.2026)

abbpesuaTypy Ha flaTMHULE), HOMEp cepun, Aaty
OKOHYaHWA CPOKA rOAHOCTU, KOHTPOJIb NEPBOTO
BCKPbITUA, TEXHOIOTMYECKUe KOA(bl).

Ha BTOpUYHO# ynakoBKe (KapTOHHOM nayke) Ha

abbpeBuaTypy Ha IaTMHULLE), HOMep cepuu, AaTa
OKOHYaHMA CPOKa ro4HOCTH, KOHTPO/Ib NEPBOTO
BCKPbITUA, TEXHOIOTUYECKUE KOAbl.

Ha BTOpWYHOI ynakoBKe (KapTOHHO nayke) Ha

PYCCKOM A3bIKE YKa3blBalOT: TOProBoe
HavMeHOoBaHWe npenapara c npeaynpeauTesIbHON
MapKUPOBKOI ®, rpynnuposBoyHoe
HauMeHOBaHWe, 03UPOBKY, NEKAPCTBEHHYIO
dopmy, ob6bem npenapata BO Gp1aKoOHE B M,
HauMEHOBaHWA U coAepaHue AeiCTBYIOLNX
Beuiects 8 1 mn npenapata, nepeyeHb
BCMOMOraTe/IbHbIX BELLECTB, KOIMYECTBO
bnakoHOB B ynakoBske, Haanwucu: «lepeg,
npMMeHeHneM 03HAKOMbTECh C NMpUiaraemoi
MHCprKumeﬁ’», ‘«TOlleO A/151 MECTHOTO
NPUMEHEHUA.», «CTepmano», «XpaHuTb B
HeAOoCTYNHOM AnA AeTel mécTe.», «Mcnonb3osath
B TeyeHue/28 AHEM notne Bc«pinmn dnakoHa.»,
NOroTUN BNagenbLa Py(rpawqecxmw CMMBOA U
ab6pesuatypy Ha naTMHmu,e) glawmeHoaaHme 7
CTpaHy BnagensLa perncrpau,MOHHoro
Y/10CTOBEPEHUSA, ABNAIOLLEIOCS BbIMYCKAIOLWUM
KOHTPO/EM KayecTBa, HAMMEHOBaHMWE U CTPaHy
Npou3BOAMTENSA, YCIIOBUA XPAHEHUA, YCIOBUA
oTnycKa npenapaTa, Homep cepun
(bopmupoBaHue cepum rotoBOro NPoAyKTa: K
HOMepY cepum, NPUCBOEHHOMY NPOAYKTY «in
bulk» 1 ykazaHHOMY Ha NepBUYHOM ynaKoBKe,
MOryT A06aBAATLCA CUMBOIbI (BYKBbI MW Lndpb),
[LONO/IHUTE/IbHO NMPUCBOEHHbIE ANA
NPOMEKYTOYHOM/BTOPUUYHOI YNaKOBKU. Taknm
06pa3om, Homep cepuu, ykasaHHOM Ha
NPOMEKYTOUYHO/ BTOPUYHOW YNAKOBKE MOXET
6bITb HAa HECKO/IbKO CMMBOJ/IOB AJ/IMHHEE HOMEpa
cepuu, yka3aHHOro Ha NepBUYHOI ynakoBKe), AaTy
M3roTOBNEHWA/NPON3BOACTBA, ATy OKOHYaHWA
CpOKa roAHOCTM, HOMEpP PErncTPaLMOHHOro
YAOCTOBEPEHUSA, WTPUX-KOZ, TEXHONOTUYECKNE

koa(bt).

[OonosHMTeNbHO MOTYT NPUCYTCTBOBATb CPeACTBa
naeHtuourkaumm (CU) ona MOHUTOPUHIa
OBUKEHWUA NeKapCTBEHHbIX npenapaTos. Ha Bcex
KOMMNOHEHTaX yrnaKkoBKWM MOTYT NPUCYTCTBOBATb
3aBOACKME TEXHO/IOrMYeckue Koabl 1
NpPou3BOACTBEHHbIE TEXHUYeCKMe aetann. Mecto
pacnonoxenua u uset CU, TeXHONOTUYECKMX
KO/ZI0B M NPOW3BOACTBEHHbIX AeTanei MoxKeT
MEHATbLCA B 3aBUCUMOCTU OT TEXHONIOTMHECKMX
ocobeHHocTeM Npou3BOACTBA. LiBeTOBbIE OTTEHKM
MaKeTOB YNaKoBOK MOTYT OT/IM4ATLCA OT TaKOBbIX
Ha KOMMEepPYEeCKOl YNaKoBKe, TaK KaK 3aBUCAT OT
TEXHUYECKUX XapaKTePUCTUK NMPUHTEPOB.

PYCCKOM A3blKe YKa3aHO: TOproBoe HaMMmeHoBaHue
npenaparta ¢ npeAynpeanuTebHOM MapKUPOBKOW
® rpynnuMpoBOYHOE HaMMeHOBaHWe, A03UPOBKa,
NeKkapcTeeHHylo popma, obbem npenapara BO
bnakoHe B M/, HAMMEHOBAHUA 1 CofepIKaHne
AeicTeylolmx BelecTs B 1 m1 npenapara,
nepeyeHb BCMOMOraTe/ibHbIX BeLLecTs,
KoamyectBo $GIaKOHOB B YNaKOBKe, HaAMUCH:
«Mepen NprMeHEHNEM 03HaKOMbTECD C
npwnaraemoﬁ MHCTPYKUMeENn.», «TonbKo ana
MeCTHoro npmmeHeva », «CTEepUNbHOY,
«XpanTb B HEJOCTYMHOM A1 AeTen MecTe.»,
«Mcnonb3osaTb B TeueHue 28 gHel nocne
BCKPbITUA aKOHa.», NOroTun BaagenbLa
PY(rpadmueckuit cumBon v abbpesnatypy Ha
naTUHULE); HaMMeHOBaHWe 1 CTpaHa Bnaaenbla
perucTpaLmMoHHOTO yA0CTOBEPEHUA, ABNAIOLLerocs
BbIMYCKaOLWMUM KOHTPO/IEM Ka4yecTsa,
HaMMeHOBaHWe W CTpaHa NPOoU3BOAUTENA,
YC/I0BUA XpaHeHWsA, yCN0BUA OTNYCKa npenapara,
HOMep cepuu, AaTa U3roToB/IeHUA/NPON3BOACTBA,
[aTa OKOHYaHWA CpoKa roAHOCTU, HOMep
PerucTpaLMoHHOro yA0CTOBEPEHNS, WTPUX-KOA,
TEXHO/IOTUYECKNe KoApbl.

[lonoIHUTENbHO NPUCYTCTBYIOT CPEACTBA
naeHtnudukauum (CU) ana MOHUTOPUHra
[BUKEHUA NIeKapCTBEHHbIX npenapaTtos. Ha Bcex
KOMMOHEHTaxX ynaKkoBKW NPUCYTCTBOBYIOT
3aBO/ICKME TEXHO/IOTMYECKME Koabl U
NPOW3BOACTBEHHbIE TEXHUYECKME AeTasu.
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE02481 (reference to Certificate of Analysis dated 30.04.2026)

Kocont® 20 mr/mn + 5 mr/mn Cepuna 1CE02481 (ccbinka Ha cepTtuduKaTt aHanvsa ot 30.04.2026)

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

KauecTBo npenaparta COOTBETCTBYET TPeH6OBaHUAM HOPMATUBHOMN AoKymeHTaumu N N011096-270421 c nam. Ne 1-2

Date/fata 30.04.2026
(

Signature/Moanuce: & ]T\ UL~ Seal/Neyatb

arja Tuovinen
Qualified person
Santen Oy
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