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CEPTHOHKAT AHAJIM3A

Product/ lpenapar Trusopt 20 mg/ml eye drops, 5ml
TpyconT® 20 Mr/ma Kaniiy riaasmsie, S Mi

Product Code/ Koa npenapara 31125

Batch no./ Homep cepuu 1RE00781

Date of manufacturing/ (7/2025

Hara npoussoacrsa

Date of analysis/ lata anaanza  08/2025

Date of expiry/ Cpok roanoctn 07/2028

Test/ [lokazarenn Requirements/ Hopmbi g::;.;l]t:ia'rm g:::imm p——
Appearance / Onucalnue Clear, colorless or nearly colorless, Clear, colorless,
slightly viscous solution. / slightly viscous
[Mpo3payHblii, GecUBETHEIH WIH OYTH solution. /
GecupeTHbli, ciaerka BI3KHA pacTBop. [pospauHeiii,
OeclBETHEIH,
CJETKa BAIKUH
pacTBop.
Color / LlseTHOCTR The product must be colorless or stand the The product
comparison with the reference solution  stands the
B8./ comparison with

Ipenapar nomuen OwiTh GecuseTHbM HaK the reference

BHIIEPXUBATE cpasHenue ¢ atTanodom B8. solution B8./
[penapar
Bb1ACDKHBAET
CpaBHEHHE C
JtatosoM B8,

Clarity / Ilpospaqynoctb The product must be clear compared o~ The product
water or stand the comparison with stands the
reference 1. / comparison with

Tpemapar aoaxkeH 66iTs npospadubiM B reference [/
CpaBHEHHH C BOAOH HJIH BRIAEPKHBATD Ipenapar

CpaBHEHHE ¢ FTANOHOM . BbiIEPKHBAET
CpaBHeHHe ¢
Tanorom 1.
Identification / HPLC / The retention times of main peaks in the  Positive /
Benzalkonium chloride / chromatogram of the test solution should  [Hoaoxutenbhasn
loaannHocts / BXX / cortespond to the retention times of the
BEH3A TKOHHA XIOPHI peaks of homologues Cz, Cy4 and Cys (if

present} in the chromatogram of standard
solution {within * 3%) / Bpemena
YAEPHHUBAHHS OCHOBHBIX TIHKOB

Ha XpOMATOrpaMMe HCITBITYEMOTO
pacTBopa A0JIKHbl COOTBETCTBOBATh
BpeMenaM yaepxupadus nwkos C12, Cl4
uCle

(1ipH HATHYUK} HA XPOMATOTPAMME
CTaHAapPTHOTO PACTBOpPA (B {Ipeaenax

+ 3%).
Identification / HPLC / The retention time of main peak in the Positive/
Dorzolamide hydrochioride /  chromatogram of the test solution should Ilonoxutensnan
HogaunnocTs / BXX / correspond to the retention times of’

A0p30aamuaa ruapoxiopuil  dorzolamide hydrochloride peak in the
chromatogram of standard solution
(within £2.5%)/
Bpems yAEp®HBaAHHS OCHOBHOTO NUKA Ha
XPOMATOTPAMME HCMBITYEMOrQ PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH



$anten

Product/ l1penapar

Product Code/ Koa npenapata
Batch no./ HoMep cepuu
Date of manufacturing/

Jlara Npon3ROICTBA

Date of analysis/ Jlara aHanusa
Date of expiry/ Cpok roaHocT:

Test/ [TokazaTean

Viscosity / BasxocTb

Osmolality / QOcMonanbrocTb

pH

Assay / HPLC/

Benzalkonium Chloride/

KoJsiHdecTREHHOE

onpenenende / BOXX /

OeH3LTIKOHHA XTOPH

Assay / HPLC / Dorzolamide

hydrochloride /
Kosuuectsentoe

onpenenenue / BIHX /

Hopsonamua

Related Impurities / HPLC /

Dorzolamide /

PoacTBeHHbIE TPHMECH /

BOXX / Jopsonamus
Cis-Dorzolamide/
[IHC-10P30NIaMHE
Desethyldorzotamide/
A€IITHAAOP30TAMHL

Total related impurities/

CyMMa IIpUMEceH

Mechanical impurities /
MexaHHRueckne BITIOYEeHNs/

Volume of package content /

OGLeM COASPHHMOro
YTIaKOBKH

CERTIFICATE OF ANALYSIS/
CEPTH®UKAT AHAJIM3A

Trusopt 20 mg/ml eye drops, Sml

Tpycont® 20 Mr/ma KanJH riasHble, S ma

31125
1REOG781
07/2025

08/2025
07/2028

Requirements/ Hopmbl

yAep/KHBAaHHR NTHKA AOP3I0IaMHIa
THAPOXJIOPHAA HA XPOMATOrpaMMe
CTaHAapPTHOTO pacTeapa (B npelenax
+ 2.5 %).

65-170
260 - 330

55-58

90.0-115.0

95.0-110.0

<25

Visible particles: The product must be
free of any visible particles /
B cooTBeTcTBHH ¢ TpefoBannamy.

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.
/

Cpennee 3HadeHHE 00beMa
COJEPXKKMOro, paccuuTanHoe ana 10
¢uiakonoB, JOKHO ObITh HE MEHEE
YKA3AHHOIO HA 3THKCTKE, 8 00beM
nodoro otiaeapHore (rakoHa

Results/
PeiyanTaThl

80
271

5.6

98.4

99,2

ND/HO

ND/HO

ND/HO

Complies/

CooteeTctyer

Average 5.63

mL

Individual 112%

Cpeanee 5.63

M
Ore)BHOrO
112%
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Units/
Eﬂlﬂllllll:l mmepemm

cP /clla

mQOsm/kg /
MOCMOJIb/KT

% of nominal content
/% OT HOMHHAILHOTO
coaepixanns

% of label claim /
% OT 3a4BJIEHHONO
COAepAKAHUS

%%

%

%
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Product/ Tpenapar Trusopt 20 mg/ml eye drops, Sml
TpyconT® 20 MIr/mMJ KaILIH IJ1a3HbIe, S M

Product Code/ Ko npenapara 3L125

Batch no./ Homep cepun IRE00781

Date of manufacturing/ 07/2025

Jlara npousso;icTea

Date of analysis/ Jlata anannza  08/2025

Date of expiry/ Cpok roanocrn  07/2028

Test/ Ilokazaress Requirements/ Hopmbi ?esults/ Units/
e3yJIbTaThl EAMHHIBI H3MEPEHHN

cocrasnser He Menee 90 %, yKkazaHHOIo

Ha
ITHKETKC.

Sterility / Ph.Eur./ Sterile/ Sterile/

CrepuiibHocts / EBp. @apm.  CrepuiibHbli pacTBop CTepuibHbIi

pacTsop

BLOQ = Below Limit ol Quantitation/ HITKO = Hue npejiena KoJIHUeCTBEHHOTO ONpeleietus
ND = Not Detected/ HO = ne oGnapyxeno
RRT = Relative Retention Time/ OBY = oTnocHTe1bHOE BpeMsl Y ICpHBAHNUA

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 sct 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.

Hacrosiumm HOATBEPKIAK, HTO YKa3aHHas Bblle CepHs MPOM3BCACHA, W KOHTPOJL Kaudecrsa I1POBE/ICH B
COOTBCTCTBHH € .:IOK}',\'!CIITLlIlHL‘Fi Ha CEpHIO. TEXHOJIOTHEH MPOH3BOACTBA H METOJAHKAMH KOHTPO.IH Ka4HecTBd.
JIOK} MCHTAUHA Ha CEPHI0 W IKYPHa.lbl TPOBCIACHHS HCNBITAHUH NPOBEPCHLI H MOJHOCTLIO  COOTBETCTBYIOT
JICHC1 BY FOLLIHM I'pCGOBaHHH\I GMP wu YCJIOBHAM, H3/10KEHHBIM B PCrHCTPALIHOHHOM Y/IOCTOBCPCHHH. BbLA4HHOM
COOTBCTCTBYHLIHM PErY/IATOPHBIM OPIraHOM, HHUKaKHX OTKIOHEHHH HIIK llp()HCLHCCTBHﬁ. KOTOPLIC MOLYT HOBJIHATh
Ha KaueCTBoO Hpenapara, OTMeqeHo HE OBIJ10.

Santen Oy, Tampere/ Tamnepe
26 Feb 2026 / 26 ¢es 2026 1

P ST B
oy Y WLnne ~—

Tarja Tuovinen

Product Quality [.cad. Qualified Person/

Beiy i CrICIHAIMCT 10 Ka4ecTBY NPOJLY KITHH,

YnoanoMoueHHOE MU0



TRUSOPT 20 mg/ml Batch 1RE00781 (reference to Certificate of Analysis dated 26.02.2026)

Tpycont® 20 mr/mn Cepua 1RE00781 (ccbinika Ha cepTuduMKaT aHanm3a ot 26.02.2026)

Importiné country / CTpé_Hé BBO3a:

Russia/Poccua

Marketing Authorisation of importing
country /

PeaucmpayuoHHoE yooCcmosepeHue cmparsl
8803a:

NM-Ne(005820)-(Pr-RU) ot 18.06.2024

 Active Pharmaceutical Ingredient batch and
manufacturing site /
Cepus u npouszeodumens
¢apmauesmudeckol cybcmaHyuu:

Dorzolamide / flopzonamug,
Batch / Cepusa: 202403284044
Manufacturing site / MpoussoauTens:

F.l.S. — Fabbrica Italiana Sintetici S.p.A. /
PUC-®abbpura UtanmaHa CuHTeTnum C.n.A.
Via Dovaro, snc, 36045, Lonigo (VI), Italy

Name and address of bulk manufacturing
site /

HassaHue u adpec npussodcmea comosol
nekapcmeerHol hopmei:

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

CaHTaH papmacsiotukan Ko. Jlta. 3aBog HoTo, AnoHKuA

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan
Manufacturing Licence / lnyeHsua: Ne17AZ000041

GMP EAEU: NeGMP/EAEU/RU/01939-2025

Name and address of packaging site /
HazeaHue u adpec naowadku, omeeyaroujed
30 YNaKosKy:

Primary Packaging site / NnowaaKa nepBUYHON YNaKOBKK:

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

CaHT3H ¢papmacbroTukan Ko. /lta. 3asoa Hoto, AnoHuKA

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan

Manufacturing Licence / lnueHsua: Ne17AZ000041

GMP EAEU: NeGMP/EAEU/RU/01939-2025

Secondary Packaging site/ MNnowagKka BTOPUYHON YNaKOBKMK:
Manufacturing Packaging Farmaca (MPF) B.V., Netherlands /

MaHydakdypuHr MeknarxuH Papmaka (MN) b.B., HugepnaHab!
Neptunus 12, Heerenveen, 8448CN Netherlands

Manufacturing Licence / /luuersua: 108630F

GMP EAEU: NeGMP/EAEU/RU/02118-2025

Name and address of release site /
Hazea+ue u adpec npouszsodumena
(Boinyckaroujull KOHmMpones Kayecmaa):

Santen Oy, Finland / AO CaHT3H, PuHAAHAMA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / lnueH3una: FIMEA/2023/006935

GMP EAEU: NeGMP/EAEU/BY/00378-2025

Stability period / Cpok 2odHocmu:

3 years. After bottle opening - 28 days /
3 roga. Mcnone3osatb B TedeHWe 28 gHEe nocne BCKPbITUA GpaakoHa.

Storage conditions / Ycnoeua xpanenua:

Keep at the temperature not higher than 30°C, protected from light. / Npwu }
Temneparype He Bbiwe 30°C B 3alMLUIEHHOM OT CBETa MeCTe.

Label code / Kog atuketku

P110600014597

_Carton code / Koa nauku kapToHHO#M 'P101100014596 7 7
Leaflet code / Kog UMM P090800014598 |
Page/CrpaHuua
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TRUSOPT 20 mg/mi Batch 1REQ0781 (reference to Certificate of Analysis dated 26.02.2026)

Tpycont® 20 mr/mn Cepun 1RE00781 {ccbinka Ha cepTudMKaT aHaNM3a OT 26.02.2026)

Test/ Noxasartenb

Requirements/ Hopmbl

Results/ PesynbraTel

The following information is indicated on the

Packaging / 5 mL into LDPE dimple plastic bottle with LLDPE 5 ml into LDPE dimple plastic bottle with LLDPE
Ynaxoska: 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. /
Mo 5 mn Bo pnaxon NIHM NAACTUKOBLINA C No 5 mn Bo pnakor MIHM nnacTMKoBbIA ¢
yrayGnenusmu ¢ ao3atopom AM3HMN yraybaeHuamu ¢ aosatopom JINIHMN
NOAUNPONKMAEHOBLIM KOANAUKOM. 1 GnaxoH ¢ MOAMMPONMAEHOBLIM KOAMNA4KOM. 1 pnaKoH ¢
MCTKOM-BKAAABILIEM B KADTOHHOK NaqKe. NACTHKOM-BHN3AbIWLEM HAXOLUTCA B HAPTOHHOW
nauxe.
Labelling / In accordance with section 1.3.2, of Module 1 of In accordance with section 1.3.2. of Module 1 of
Moapruposgka: the registration dossier. the registration dossier.

The following information is present on the

primary pack {label of the bottle) in the Russian
language: trade name of the product with the *

sign; international non-proprietary name (in
Russian and English languages); strength;
pharmaceutical form; product volume in the
bottle in ml; warning “Sterile”, company logotype
(Romanized abbreviation); batch number; expiry
date, product codes, line of first opening control.
The following information is indicated on the

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

sign; international non-proprietary name {in
Russian and English languages}; strength;
pharmaceutical form; product volume in the bottle
in ml; warning “Sterile”, company logotype
(Romanized abbreviation}; batch number; expiry
date, product codes, line of first opening control.
The following informatign is present on the

secondary pack [carton) in the Russian language:

trade name of the product with the ® sign;
international non-proprietary name {in Russian
and English languages); strength; pharmaceutical
form; product volume in the bottle in ml; name
and content of the active ingredient in 1 ml of the
product, list of excipients, company logotype
{Romanized abbreviation); name and country of
the registration certificate holder registered as a
release site, name and country of manufacturer,
warnings: “Keep out of the reach of children.”,
“Sterile.”, “Use within 28 days after opening of the
bottle.”, “Opened: ”, administration
method and dose: “Look at the leaflet”, storage
conditions, prescription status, bar code, batch
number (batch format of the finished product:
additional symbols (letters or numbers) assigned
for intermediate/secondary packaging may be
added to the series number assigned to the
product "in bulk" and indicated on the primary
package. Therefore batch number given on the
intermediate/secondary packaging may be several
characters longer than the series number on the
primary package), manufacturing date, expiry
date, registration certificate number, product
codes.

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 Si, graphic symbols,
technological codes and production details may

secondary pack (carton} in the Russian language:

trade name of the product with the ® sign;
international non-proprietary name {in Russian
and English languages); strength; pharmaceutical
form; product volume in the bottle in mi; name
and content of the active ingredient in 1 mi of the
product, list of excipients; company logotype
(Romanized abbreviation); name and country of
the registration certificate holder registered as a
release site, name and country of manufacturer,
warnings: “Keep out of the reach of children.”,
“Sterile.”, “Use within 28 days after opening of the
bottle.”, “Opened: " administration
method and dose: “Look at the leaflet”, storage
conditions, prescription status, bar code, batch
number, manufacturing date, expiry date,
registration certificate number, product codes.

Additionally, identification means (51} are present
to monitor the movement of drugs. All packaging
componenis have factory process codes and
manufacturing technical details. /

Page/CTpaHuua
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TRUSOPT 20 mg/ml Batch 1RE00781 (reference to Certificate of Analysis dated 26.02.2026)

Tpycont® 20 mr/mn Cepua 1RE00781 (ccbinka Ha cepTudMKAT aHanusa ot 26.02.2026)

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. /

B cooTtseTtcTBum € pasgenom 1.3.2. moayna 1
DPErMcTPaUMOHHOIO A40Che.

Ha nepsun4HO ynakoBke (3TMKeTKa dnakoHa) Ha

B cooteeTcTBMM € pazgenom 1.3.2. moaynda 1
perncTpaumMoHHOro Aocoe.

Ha nepBr4HOiA ynakoBke (3TMKeTKa GiakoHa) Ha

DPYCCKOM A3bIKE YKa3biBAOT: TOProsoe
HaMMeHOBaHWe Npenaparta ¢ NpeAynpeAnTeNbHOH ,
MapKMPOBKOMW ®, MexayHapogHoe
HenaTeHToOBaHHOE HAUMEHOBaHWeE (Ha PYCCKOM K
aHMMICKOM A3bIKax), 4O3MPOBKY, NEKAPCTBEHHYIO
dopmy, obbem npenapata Bo GNaKkoHe B M/,
npeaynpeautencHbole Haanuck «CTepunbHo»,
«OTKPbLIBATH 34€Ch», HAMMEHOBaHWE U CTPaHy
BN13feNblLa PerucTPaLMoOHHOTO YA0CTOBEPEHNS,
norotun pupmol (a66pesuatypa Ha naTuHUue),
HOMEp Cepvu, AaTy OKOHYaHUA CPOKa roAHOCTH,
BHYTPeHHMIt(1e) Koa(bl), NMHUA KOHTPONA NepBoro |
BCKPbITUA.

Ha BTOpPUYHOW ynakoBKe (KapTOHHOM nayke) Ha

| MapKupoBKOM ®, MexayHapoaHoe

DYCCKOM A3bIKE yKa3aHOo: TOProBoe
HauMeHOoBaHWe npenapara c npeaynpeauTensHoMN

HENaTeHTOBaHHOE HauMeHOBaHKe (Ha pyccKom v |
aHrNMIUCKOW A3bIKax), AO3MPOBKY, NEKAPCTBEHHYHO
dopmy, o6bem npenapara BO paKoHe B mA,
npeaynpeaunTesbHbie Haanucn «CTepunbHo»,
«OTKPbIBATb 3€Cb», HAWMEHOBAHME U CTPaHY
B/MaZeNbla perucTpaLmMoHHOIo ya0OCTOBEPEHUA,
norotun ¢pupmbl (abBpesuraTypa Ha NaTUHKLE),

| HOMmep cepuu, AaTa OKOHYaHUA CPOKa rogHOCTH,

BHYTPEHHWE KOAbl, TMHWA KOHTPO/IA NEPBOTO
BCKPbITHA.
Ha BTOpUYHOM yNaKkoBKe (KapTOHHOW Nayke) Ha

PYCCKOM A3bIKE YKa3biBaOT: TOProsoe
HaMMeEHOBaHWe Npenapara ¢ NnpeaynpeauTenLHoM
MapKUpPOBKON ®, MewayHapoaHoe
HENaTeHTOBAaHHOE HAMMEHOBaHMe (Ha PYCCKOM U
AHTIMICKOM A3bIKax), 4O3MPOBKY, NEKAPCTBEHHYIO
bopmy, o6bem npenapata BO GpaKoHe B M7,
HaMMEHOBAHWE W COAEPHKAHWE AeiCTBYIOLWEro
gelLecTsa B 1 ma npenapara, nepeyeHs
BCNOMOTaTe/IbHbIX BELLEeCTs, NOroTUn Gupmel
(abBpesunaTtypa Ha NaTUHKULE), HAMMEHOBAHWE U
CTpaHy Blafenbla perucTpaLuoHHoro
YAOCTOBEPEHWSA, ABNAIOLLETOCA BbINyCKAOLWWM
KOHTPO/NIEM Ka4yecTBa, HaMMEHOBaHWe W CTPaHy ‘
NPOM3BOAMUTENA, NPeAYNpeanTENbHbIE HAANWUCHK:
«XpaHuTb B HEAOCTYMHOM AR AETEW MeCTe.»,
«Crepmano », d(MCTIOﬂb.?GBaTb B TeYeHue 28 gHew
nocne BCpr;TMﬂ dJnar(OHa », «OTKpbLITO: »;
Cnocob anMEHEHMFI 1 403bl: CM. MHCTRYKLUMIO NO
MEAMUMHCKaMY NPUMEHEHWIO (NMCTOK-BKNAAbIW);
ycnoBua XPaHEHWA,yCAOBUA OTNYCKA, WTPUX-KO,
HoMep cepuu (bopmupoBaHue cepum

rOTOBOrO NPOAYKTA: K HOMEPY CEpUM,
NpUCBOEHHOMY NPOAYKTY «in bulk» 1

YKa3aHHOMY Ha NepBUYHOK ynaKoBKe,

MOTyT 406aBAATLCA CUMBOLI (BYKBbLI MK
undpbl), AONONHWUTENBHO NPUCBOEHHbIE

ANS BTOPUYHOW YNAKOBKU. TakmMm

obpasom, HOMep CepuM, YKa3aHHbIW Ha
BTOPMYHOW yNakoBKe, MoXeT BbiTb Ha

HECKO/IbKO CUMBONIOB AJIMHHEE HOMepa

cepuiu, yKazaHHOro Ha NepBUYHON

DYCCKOM 3bIKE YKA3aHO: TOProBOe HanMeHoBaH1e
npenapaTa ¢ npeaynpeauTeNsHON MapKUPOBKOK
® MeMayHapoAHOe HenaTeHToBaHHoe
HaMMeHOBaHWe (Ha PYCCKOM M aHIIMACKOM
A3bIKax), 4O3MPOBKY, IEKAPCTBEHHYIO Gopmy,
obvem npenapara Bo GpakoHe B M,
HaVMeHOBaHWe 1 COAEPHKAHWE AEHCTBYIOLLEro
sewecTsa B 1 mn npenapara, nepeyeHb
BCMOMOraTe/IbHbIX BELLECTB, 10roTUN Grpmbl
(ab6peBunatypa Ha NaTUHULE), HAUMEHOBaHMWE U
cTpaHa Bnajenbua perncTpaLuoHHOro

| YAOCTOBEPEHMA, ABNAKOLLEroCa BbiNyCKarowmMm

KOHTPOMEM Ka4yecTBa, HAMMEHOBAaHKUE U CTpaHa
NpoOM3BOAMTENA, NpeaynpeanTe/bHbie Haanucu:
«XpaHWTb B HEAOCTYNHOM ANA AETel mecTe.», ‘
«CTepunbHO.», «Mcnonb3osaTth B Te4eHue 28 ﬂ,Held ‘
nocne BCKpbITMA dnakoHa.», «OTKpbITO: ‘
Cnocob npumeHeHus 1 Ao3bl: CM. MHCTRYKLKIO No \
MEAMLMHCKOMY NMPUMEHEHWIO (NMMCTOK-BKNAAbIW); 1
YCNOBWMA XPAHEHWA, YCAOBUA OTNYCKA, WUTPUX-KOA,
HOMEp cepuu, AaTa U3roToBNEHUA, AaTa

OKOHYaHMWA CPOKa rogHOCTHU, HOMEP
PErMCTPaLUMOHHOIO YA0CTOBEPEHUA, BHYTPEHHMUE
KoAbl.
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TRUSOPT 20 mg/ml Batch 1RE00781 (reference to Certificate of Analysis dated 26.02.2026)

TpyconT® 20 mr/mn Cepus 1RE00781 (ccbinka Ha cepTUdMKAT aHanmsa ot 26.02.2026)

YnaxkoBKe), AaTy U3roTOBNEHMA, ATy OKOHYAHUA
CPOKa rogHoOCTH, HOMEpP PerncTpaLMoHHOIO
YAOCTOBEPEHWA, BHYTPEHHUI(1e) koa(bi).
[loNONHWUTENBHO MOTYT MPUCYTCTBOBAaTL CPEACTBA
naeHtudurkauum (CU) ana MOHMTOPUHTA
[BUMKEHWUA NeKapCTBEHHbIX NpenapaTtos. Ha scex
KOMMOHEHTaxX YNaKOBKW MOTYT NPUCYTCTBOBAThL
3aBOACKUE TEXHONOTUMYECKUE Koabl U
NPOM3BOACTBEHHbIE TEXHWUYECKKe AeTanu. MecTo
pacnonoXeHus, pasmep Tekcra, uget CH,
rpadmMyeckUX CUMBOIOB, TEXHONOTUHECKWX KOAOB
W NPOM3BOACTBEHHbIX AeTaNei MOXKET MEHATLCA B
3aBUCMMOCTH OT TEXHOIOTMYECKMX 0COBEHHOCTEH
npouseoacTsa. LIBeToBbIe OTTEHKU MaKeToB
YNaKoBOK MOTYT OT/IM4aTLCA OT TaKOBbIX HA
KOMMEp4YECKOM YNaKoBKe, TaK KaK 3aBUCAT OT
TeXHUYECKUX XapaKTEPUCTUK NPUHTEPOB.

JOonoNHUTeNbEHO NPUCYTCTBYHOT CPeACTBa
naeHTudukauum (CU) AN MOHMTOPUHIA
[IBUWMEHWA NekapCTBEHHbIX NpenapaTos. Ha scex
KOMMNOHEHTaX yNakoBKW NPUCYTCTBYIOT 3aBOACKME
TeXHONOTMYecKue KoAbl U NPOU3BOACTBEHHbIE
TEXHUYECKME AeTanu.

Quality of the product is compliant with normative documentation JIN-Ne(005820)-(Pr-RU)-180624

KauecTso npenapara cooTBeTcT8YeT TPeBHOoBaHWUAM HOPMATUBHOM JOKYMEHTALWK NN-Ne(005820)-(PT-RU)-180624

Issued to replace Cover page dated 26.02.2026

BbINyLLEHO B3aMeH NPUNOMKEHWA K CepTUMKATY aHanusa, aaTmpoBaHHoro 26.02.2026

Date/[OaTa

Signature/Moanuce: /41 '\

27.04.2026

J Uvirve ~ Seal/Meuatb
arja Tuovinen
Qualified person

Santen Oy

Page/Crtpanuua
4/4




	Santen CoA 1RE00781
	Cover page 1RE00781_

