$anten

Product/ Ilpenapar

Product Code/ Kon nnpenapara
Batch No./ HoMep cepuu

Date of manufacturing/

Jata npoussogcTsa

Date of analysis //]ata ananusa
Date of expiry/ Cpok rogHoCTH

Test/ Iloxa3zaTenn

Appearance / Onicanue

Identity / Precipitation / Carbomer /
Unentudukanus / Ocaxaenne /
Kapbomep

Identity / HPLC / Benzalkonium
chloride /

Unentudurarms / BOXX /
BeHsankouus Xmopus

Identity / TLC / Sorbitol /
Unentndukaums / TCX / Copburon

Identity / TLC / Lysine monohydrate
/

Unentuduxaums / TCX / Jlusuna
MOHOTHAPAT

Identity / Color reaction / Polyvinyl
alcohol /

Unentndmkanys/ KauecTrenHas
peaxius / [loTuBUHHNOBEI CIMPT

CERTIFICATE OF ANALYSIS/ Page 1/3
CEPTHO®UNKAT AHAJIN3A Crpanuna 1/3

OFTAGEL 2.5 mg/g 10 G EYE GEL/
O®TATEJD 2.5 mr/r, TEJIb [JIAZHOM, 10 T

985029
253608
02/2026
03/2026
08/2028
Units/
Requirements/ Hopmb1 Results/ Exnanus
Pe3yanTaThl
H3MepEeHUus
Colourless or slightly opalescent gel. / Slightly
BecupeTHrIi! mimn cierka onanecunpyromuii  opalescent gel. /
Tenb. Crerka
onanecuupyromui
Teb.

The gel becomes liquid and a white curdled Complies/
precipitate is formed. / T'ens cTaHoBUTCS CoOTBETCTBYET
SKHJIKAM M IPOHCXOUT 00pa3oBaHie

6enoro TROPOKHUCTOTO OCAKA.

The retention times of the peaks of Complies/
benzalkonium chloride homologs in the CooTBeTCTRYyET
chromatogram of the test solution

should correspond to the retention

times of the main peaks in the

chromatogram of the benzalkonium

chloride standard solution. /

Bpemena yepxHBaHHs NHKOB FOMOJIOTOB
OEH3IKOHMSA XJIOPHa Ha XPOMATOrpaMMe
HCTIBITYEMOT'0 PacTBOpa HOJDKHEI

COOTBETCTBOBATH BpeMeHaM YICPKHBAHHSI

OCHOBHBIX TTHKOB Ha XpoMaTorpaMme

CTaHJaPTHOTO PacTBOPa GeH3aIKOHUS

XJIOPHIA,
The main spot in the chromatogram of Complies/
the test solution should correspond in CoorsercTByeT

position to the main spot in the
chromatogram of the standard solution. /
OCHOBHOE HISTHO Ha XpOMAaTOTpaMMe
HCIIBITYEMOT0 PacTBOpa O NON0KEHHIO
JIOJKHO COOTBETCTBOBATH OCHOBHOMY IISTHY
Ha XpoMaTorpaMMme CTaHIapTHOI'O pacTBopa.

The main spot in the chromatogram of Complies/

the test solution should correspond in CooTBETCTBYyET
position and intensity of coloration to

the main spot in the chromatogram of

the standard solution. /

OCHOBHOE TIITHO Ha XpOMaTOrpaMMe

HCIIEITYEMOTO pacTBopa TI0 MONOKEHHIO H

HHTEHCHBHOCTH OKpaliHBaHHs JOIKHO

COOTBETCTBOBATH OCHOBHOMY HATHY Ha

XpoMaTorpaMme CTaHAapTHOIG PACTBOpA.

Formation of blue-green coloration. / Complies/
O6pasopanHe cHHE-3¢JICHOTO OkpanHBaHusI. COOTBETCTBYET



§anten CERTIFICATE OF ANALYSIS/ Page 2/3

CEPTUDOHNKAT AHAJIU3A Crpanuna 2/3

Product/ TIpernapat OFTAGEL 2.5 mg/g 10 G EYE GEL/
perap O®TATEJb 2.5 mr/r, TEJIb TJIA3HOM, 10 T
Product Code/ Kox npenapara 985029
Batch No./ Homep cepun 253608
Date of manufacturing/
Hara npoussoncrea 02/2026
Date of analysis /[lata ananusa 03/2026
Date of expiry/ Cpok roTHOCTH 08/2028
Results/ Units/
Test/ Iloxazarenn Requirements/ Hopmbi Enqunnnst
Pe3yanrarsl
H3MepeHns

Clarity / Ilpo3paunocTs The drug product should be Complies/

comparable to reference II1. / [Ipenapar CooTBeTCTRYET

JOJDKEH BEIICPKUBATEL CPAaBHEHHE C

arasonom III.
Color / LIBeTHOCTE The drug product should be Complies/

comparable to reference BY7. / CooTBETCTBYET

ITpenapat HOMKEH BRIIEPKUBATE CPABHEHHE

¢ 3TaloHOM BY,
Minimum fill / 10,3 -11,0 10,6 g/
Macca conepKHMOro YIIakOBKH r
pH 7,0-7,6 7,4
Osmolality / 280 - 340 306 mOsml/kg/
OcMmonsneHOCTh MOcM/kr
Viscosity / 470 - 840 645 mPas /
Bsskocts mlla-c
Particulate matter / Visible particles should be absent, / Complies/
Mexanndeckue BKIIOYEHHS BuauMele MexaHHYeCcKHe BKITIOYCHHS CooTtBeTcTByET

JOJDKHBI OTCYTCTBOBATh,
Sterility / The preparation must be sterile. / Complies/
CTepHIbHOCTD TIpenapat nomkeH GLITH CTEPHITBHBIM CoO0TBETCTBYET
Assay / HPLC / Benzalkonium 0,054 - 0,066 0,057 Mg/g /
chloride / Mr/r
KonuuecrBenHoe ornpejenenne /
B3XX / Benzankonus XIopug
BLOQ/HIIKO = Below Limit of Quantitation/ Hixe npenena KoNIHYeCTBEHHOTO OTIPEACICHHSA

ND/HO = Not Detected/ He o6uapyxeso
RRT/OBY = Relative Retention Time/ OTHOCUTENEHOE BpEMS VAEPKUBAHHUS

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.

Hacrosmmm TOATBEPKIAK0, YTO YKazaHHas BBIIIC CCPUA NMPOU3BEACHA H KOHTPOJIb KAUYCCTBA MPOBEZICH B
COOTBCTCTBHH C ,E[OKYMCHTHHHGﬁ Ha CEPHIO, TEXHOJOTHEH HOpOoN3BOACTBA H METOAMKAME KOHTPOJIA KAYECTRA,
)IOKYMGHTHHH}I Ha CCPHIO U XXYPHAJBI IPOBCACHUSA HCTIBITAHHH TIIPOBEPEHB! U NOJTHOCTBIO COOTBETCTBYIOT
HCﬁCTBymLHPIM TpCGOBaHH}IM GMP u YCIOBHUAM, H3JIOXKCHHBIM B PETHCTPAITHOHHOM YIOCTOBEPEHH M, BEITAHHOM
COOTBECTCTBYIOIIUM PETYIATOPHBIM OPraHOM. Huxakux oTkIoHEHUH HIH HpOIrICHICCTBI/II\:I, KOTOPBIC MOTYT IIOBIIUATH
Ha KauecCTBO npenapara, OTMCHCHO HE OBL10.
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OFTAGEL 2.5 mg/g 10 GEYE GEL/
O®TATEJIb 2.5 mr/r, TEJIb TJIA3HOH, 10 T’

985029
253608

02/2026

03/2026
08/2028

Santen Oy, Tampere/ Cantan AO, Tamnepe
23 Mar 2026/ 23 Map 2026 T.

c S o L,«»«NOQ s \4\(
Hssica Lumberg
Qualified Person, Senior QA Manager /
Ueccuka Jlambepr, YronHoModeHHOe Ju10, CTapmui
MeHeJDKep OT/eNa obecrieueH s KauecTBa



Oftagel Batch 253608 (reference to Certificate of Analysis dated 23.03.2026)

Odrarenb Cepua 253608 (ccbinKa Ha cepTuduKat aHanusa ot 23.03.2026)

Importing country / CrpaHa BBo3a:

Russia / Poccusn

Marketing Authorisation of importing country /

PezucmpatuoHHoe ydocmosepeHue cmpaHbl 68034

NN-Ne(009075)-(PT-RU) ot 27.02.2025

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepusn u npouzsodumers gapmayesmudecKol
cybcmanyuu;

Carbomer / Kap6omep
Batch / Cepua: 0000087011
Manufacturing site / Npoussogurens:

Lubrizol Advanced Materials Inc. / ly6pu3on daparces MaTtepuanc

WHK.
2468 Industrial Parkway, Calvert City, Kentucky 42029, USA

Name and address of bulk manufacturing site /
HaseaHue u adpec npuzsodcmea 2o0mosoli
nekapcmeaeHHoll gpopmsl:

Ursapharm Arzneimittel GmbH, Germany / Ypcadapm
ApuHaiimuTrens MmbX, Nrepmanus

35 Industriestrasse, 66129 Saarbrucken, Germany
Manufacturing Licence / iuuensus: DE_SL_01_MIA_2024_0034

GMP EAEU: NeGMP/EAEU/RU/01741-2025

Name and address of packaging site /
Hasearue u adpec nnowadku, omsevarowell 3a
YIAKOBKY:

Primary Packaging site / Mnowagka nepeUyHOK YNakoBKK:
Ursapharm Arzneimittel GmbH, Germany / Ypcadapm
ApuHaiimuTtens 'M6X, NepmaHun

35 Industriestrasse, 66129 Saarbrucken, Germany
Manufacturing Licence / luuenaua: DE_SL_01_MIA_2024 0034
GMP EAEU: NeGMP/EAEU/RU/01741-2025

Secondary Packaging site / Naowaaka BTOpUUYHOI YyNaKoOBKU:
Ursapharm Arzneimittel GmbH, Germany / Ypcadapm
ApuHailmuTtens MbX, Nrepmarus

35 Industriestrasse, 66129 Saarbrucken, Germany

Manufacturing Licence / inuenaua: DE_SL_01_MIA_2024_0034

GMP EAEU: NeGMP/EAEU/RU/01741-2025

Name and address of release site /
HaseaHue u adpec npoussodumens (Boinyckaroujuii
KOHMPpOosb Kayecmsa):

Santen Oy, Finland / AO CaHraH, duHasHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / /inuenaus: FIMEA/2023/006935

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

Presentation form /
$opma BbINycKa

Eye gel, 2.5 mg/g (bottle) 10 g x 1 (carton pack) /
Fenb rnasHol, 2.5 mr/r (pnakon) 10 r x 1 (nayka KapToHHas)

Stability period / Cpok 200Hocmu:

30 months. Use within 28 days after opening the bottle. /
30 mecaues. Ucnonb3osaTs B TeYeHue 28 aHel nocne BCKPbITUA
dnakoHa,

Storage conditions / Ycrnosus xparHenus:

Keep at temperature 15°C - 25°C protected from light/
Mpu remnepatype ot 15°C go 25°C, B 3awuiieHHOM OT CBeTa
mecre.

Page/CrpaHuua
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Oftagel Batch 253608 (reference to Certificate of Analysis dated 23.03.2026)

Odrarennb Cepusn 253608 (ccbinka Ha ceprudukart aHanusa ot 23.03.2026)

Label code / Koa atukeTku

11.1352 / 1183-03

Carton code / Kog nauky KaptoHHoit

31.1352/1184-04

Leaflet code / Koa UMM

32.1352 / 2536-04

Test/ Nokasartens

Requirements/ Hopmbi

Results/ PeaynbTaTthl

The following shall be indicated on the label of the

Packaging / 10 g in a transparent 10 ml low density 10 g in a transparent 10 ml low density
Ynakoska: polyethylene bottle. The bottle is equipped with a | polyethylene bottle. The bottle is equipped with a
built-in dropper and screw tamper evident cap. built-in dropper and screw tamper evident cap.
The bottle with instruction for use is packed into a | The bottle with instruction for use is packed into a
carton box. / carton box. /
Mo 10 r B npo3pauHbiit dnakoH smectumocTbio 10 Mo 10 r 8 npo3payHbii prakoH emecTUmocTbio 10
M/, U3roTOBAEHHbIN 13 NOAN3TUNEHA HU3KOW M7, U3roTOB/IEHHbI U3 NOAKATUIEHA HU3KOMN
NAOTHOCTU. DNAaKOH YKYNopeH NUNEeTKoMN, ¢ NNOTHOCTU. DRAKOH YKYNOPEH NUNETKOM, C
HaBMHYMBAEMbIM KONMAYKOM U KONBLOM, O/1s HaBMHUMBAEMbIM KONINAUYKOM U KOALLOM, AJ15
KOHTPOANA BCKPbITUA dnakoHa, PnakoH ¢ KOHTPO/A BCKPbITUA PNakoHa, PnakoH ¢
WNHCTPYKLUMEW NoMeLLatoT B KapTOHHYIO NaukKy. WHCTPYKUMEN NOMELLEH B KAPTOHHY!IO Mauky.
Labelling / In accordance with section 1.3.2. of Module 1 of In accordance with section 1.3.2. of Module 1 of
Mapkuposka: the registration dossier. the registration dossier.

The label of the vial in Russian indicates: the trade

vial in Russian: the trade name of the drug with
warning ®, dosage form, amount of the drug in
grams, dosage, name of the active substance in
Russian and English, batch number, expiration
date, warning inscriptions: "Between instillations
the vial should be stored in a cardboard package
upside down, to facilitate the flow of gel. ",
"Sterile.", "Use within 28 days after opening the
bottle.", the name and country of the holder of
the registration certificate, the company logo
(graphic symbol and abbreviation in Latin),
internal code(s).

The following shall be indicated on the cardboard

name of the drug with warning ©, dosage form,
amount of the drug in grams, dosage, name of the
active substance in Russian and English, batch
number, expiration date, warning inscriptions:
"Between instillations the vial should be stored in
a cardboard package upside down, to facilitate the
flow of gel. ", "Sterile.", "Use within 28 days after
opening the bottle.", the name and country of the
holder of the registration certificate, the company
logo (graphic symbol and abbreviation in Latin),
internal codes.

The cardboard package in Russian indicates: trade

package in Russian: trade name of the drug with
warning ®, international nonproprietary name in
Russian and English, dosage form, quantity of the
drug in grams, dosage, name and content of active
substance and preservative in mg per 1 g of gel,
list of excipients, 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 balk" 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), expiration date,
manufacturing date, inscriptions: "For the
treatment of dry eye symptoms.”

"Helps with:

- tearing

-fatigue

-itching and burning

name of the drug with warning ®, international
nonproprietary hame in Russian and English,
dosage form, quantity of the drug in grams,
dosage, hame and content of active substance and
preservative in mg per 1 g of gel, list of excipients,
batch number, expiration date, manufacturing
date, inscriptions: "For the treatment of dry eye
symptoms."

"Helps with:

- tearing

-fatigue

-itching and burning

-foreign body sensation in the eye", "1 drop 1-4
times daily."”, method of administration and
dosage: see the medical instruction (package
leaflet), "Between injections the bottle must be
kept upside down in the carton pack, to facilitate
the flow of the gel. ", "Use within 28 days after
opening the vial.", "Keep out of reach of
children.", "Sterile.", storage conditions,

Page/CTpaHuua
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Oftagel Batch 253608 (reference to Certificate of Analysis dated 23.03.2026)

Odrarenn Cepua 253608 (ccbinka Ha cepTudUKaT aHanusa ot 23.03.2026)

-foreign body sensation in the eye", "1 drop 1-4
times daily.", method of administration and
dosage: see the medical instruction (package
leaflet)", "Between injections the bottle must be
kept upside down in the carton pack, to facilitate
the flow of the gel. ", "Use within 28 days after
opening the vial.", "Keep out of reach of
children.", "Sterile.", storage conditions,
prescription status, company logo (graphic symbol
and Latin abbreviation), hame and country of the
registration certificate holder/producer (batch
release site), manufacturer hame and country,
barcode, internal code(-s).

Additionally, means of identification (SI) may be
present to monitor the movement of medicines.
Factory process codes and manufacturing
technical details may be present on all packaging
components. Location and color of identification
means, process codes and manufacturing
technical details may vary slightly depending on
the technological features of production. Color
shades of packaging layouts may vary slightly from
those on commercial packaging because they are
dependent on the specifications of the printers./
B coorBetcTBuUM ¢ paspenom 1.3.2 moayna 1
perncTpalMoHHoro aocke.

Ha atukeTke dprakoHa Ha PYCCKOM fi3blke
VKa3blBaloT: TOProBoe HaMmeHoBaHWe npenapara ¢
npeaynpeautensHol mapkMposKoli @,
NekapcTeeHHyio Gopmy, KONMYECTBO Npenapara B
rpammax, fLO03UPOBKY, HAMMeHOBaHWe
AeHCTBYIOLLEro BELLeCcTBa Ha PYCCKOM U
aHFIMICKOM A3bIKax, HOMEp Cepuu, paty
OKOHYaHUA CPOKa rofHOCTH, NpeaynpeguTensbHble
Hagnucu: «Mexay 3akanbiBaHUAMY GNaKoH
cnenyer XpaHuTb B KAPTOHHOW navyke B
nepesepHyTOM BUAE, ANA obnerdyeHun
nocrynnenus reas.», «CTepunbHo.»,
«Wcnonb3oBath B TeYeHue 28 AHelt nocne
BCKPbITUA hfaKoHa.», HaMMEHOBaHUE W CTPaHy
AepsKaTtena permcTpalMoHHOro y40CcToBepeHns,
norotun dbupmsl (rpaduyeckuit cumson u
abb6pesuaTypa Ha naTUHULLE), BHYTpeHHuit{e)
Kop(b1).

Ha KapTOHHOI na4yke Ha PYCCKOM A3biKe
YKa3bIBalOT: TOProBoe HaMMeHoBaHWe Npenapara ¢
npeaynpeavTensHoi MapKUpoBKoN ®,
MeKAyHapoAHoe HenaTeHTosaHHoe
HauMeHOBaHWE Ha PYCCKOM U aHIIUNCKOM
A3bIKaX, eKapcTBEHHYI0 GOPMY, KONUYECTBO
npenapaTa B rpammax, LO3VMPOBKY,
HauMeHoBaHWe 1 cofiepXkaHne AeicTByIOWErO
BeLiecTsa U KOHcepBaHTa B Mr Ha 1 rrens,

prescription status, company logo (graphic symbol
and Latin abbreviation), name and country of the
registration certificate holder/producer (batch
release site), manufacturer name and country,
barcode, internal codes.

Additionally, means of identification (SI) are
present to monitor the movement of medicines.
Factory process codes and manufacturing
technical details are present on all packaging
components. /

CootsercreyeT pasgeny 1.3.2,. moayna 1
perucTpalMoOHHONo A0ChE.

Ha aTukeTKe dNakoHa Ha PYCCKOM AisblKe YKasaHo:
TOprosoe HauMeHoBaHUe npenapara ¢
npeaynpeamTenbHoi MapKuposKoi @,
NekapcTBeHHas Gopma, KOAMUecTBO npernapara B
rpammax, A03UPOBKA, HauMeHoBaHKe
DEeNCTBYIOWEro BelecTsa Ha PYCCKOM 1
aHrNUICKOM A3bIKax, HOMEp cepuu, gata
OKOHUYaHUA CPOKa FOAHOCTH, NpeaynpeanuTenbHble
Hagnucu: «MexKay 3aKanblBaHUAMU GaKoH
cnepyer XpaHuTb B KapTOHHOM Nayke B
nepesepHyTOM BUAE, ANA o6serdyeHun
nocTynneHua rena.», «CTepunsHo.»,
«Mcnonb3oBath B TeueHWe 28 aHel nocne
BCKPbITAA BlakoHa.», HaUMeHOoBaHWe U CTPaHa
AeprKaTens perncTpalluoHHOro yaocToBepeHus,
norotun dpupmb! {rpaduueckuin CUMBOA U
abbpesuaTypa Ha NaTMHULE), BHYTPEHHME Koapbl.

Ha KapTOHHOM Nayke Ha PYCCKOM fi3biKe YKa3aHo:
TOProBoe HavMeHoBaHWe npenapata ¢
npeaynpeautensHoit MapKupoBKon ©,
MeKAyHapoAHoe HenaTeHToBaHHoe
HalMeHOBaHWe Ha PYCCKOM W aHINUicKoM
A3bIKaX, NekapcTBeHHasn Gopma, KONUYecTso
npenapaTa B rpaMmax, [O3MPOBKa,
HauMeHOoBaHWe U cogepkaHue aeicTayioLero
BELUECTBa W KOHCEpBaHTa 8 Mr Ha 1 rrena,

Page/CrpaHuua
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Oftagel Batch 253608 (reference to Certificate of Analysis dated 23.03.2026)

Odrarenb Cepun 253608 (ccbinka Ha cepTudMKaT aHanumsa ot 23.03.2026)

nepeyeHb BCMOMOraTe/IbHbIX BELLECTB, HOMEep
cepuu (hopmupoBaHme cepuu roTOBOrc NPOAYKTa:
K HOMepy cepuu, NPUCBOEHHOMY MPOAYKTY «in
balk» 1 yrazanHoMy Ha nepsuyHOl ynaKkoske,
moryT nobasnatbca cumBeobl (ByKebl uan undpsl),
LOMNONHUTENLHO NPUCBOEHHbIE ANA
MPOMEKYTOUHO/BTOPUUHOM YNaKoBKKU. Taknm
0bpasom, Homep cepuu, yKa3aHHOMN Ha
NpoMeyTOUHOM/ BTOpUUHOM ynaKkoBKe MoxeT
6bITb Ha HECKONBKO CUMBOJIOB A/IMHHEE HOMepa
CepwK, YKasaHHOTo Ha NepBUYHON yNaKoBke), aaty
OKOHYaHWUA CPOKa roAHOCTH, AATY U3rOTOB/IEHUS,
Hagnueu: «[ns neyeHusn CUMNTOMOB CYXOCTU
rnas.», «omoraet npu:

-cNe30TeYeHum

~yCTanocTu

-3y[1e U HIKEHUM

-OlYLLEeHUM MHOPOAHOTO Tena B rnasy», «1 kanna
1-4 pasa B cyTKU.», cnocob NpUMeHeHUA ¥ f03bl:
CM. MHCTPYKLMIO NO MEAULUHCKOMY NPUMEHEHWIO
(nucTok-Brnaabiw).»,«Meway 3akansiBaHUAMM
b1aKoH cnepyeT XpaHuTb B KAPTOHHOW MayKe B
nepesepHYTOM BUAeE, Ans obnerdeHns
noctynaeHun rens.», «icnonb3osarth B TedeHUe 28
AHell nocne BCKpbITUA GnakoHa.», «XpaHuTb B
HefOCTYNHOM ON1A AeTell mecte.», «CTepuibHO.»,
YCNOBUs XpaHeHUA, YCNOBUA OTNYCKA, NOroTUN
dupmbl (rpadudeckuii cumson 1 abbpesuatypa Ha
naTuHULe), HaMMeHoBaHMWe U CTpaHy AepyKaTens
perucTpaLMoHHoro
yaocToBepeHua/nponssoauTtens (Bbinyckalowmi
KOHTPOAb KayecTsa), HauMeHoBaHue U CTpaHy
NPOU3BOANUTENA, WUTPUX-KOS, BHYTPEHHUIA(-e)
Kop(-bl).

JononHutenbHo MOryT NpUCYTCTBOBaThL CPEACTBa
naeHTuduraumm (CU) ana MOHUTOPMHTa
[ABWXEHWA NeKapcTBEHHbLIX NpenapaTos. Ha scex
KOMMOHEHTaX YMaKoBKN MOrYT NPUCYTCTBOBATbL
3aBO/CKUE TEXHONOTUYECKUE KOAbI U
NPOU3BOACTBEHHbIE TeXHUYECKMe aeTann. Mecro
pacnofoXeHns v LIBET CPeACTB UAEHTUDUKaUUHU,
TEXHONOIMYECKUX KOLOB U NPOU3BOACTBEHHbIX
Aetanelt MOXKeT He3HAUUTENbHO MEHATHCA B
3aBUCUMOCTM OT TEXHOIOrMYECKUX ocobeHHocTeM
npoussocTBa. LiBeToBble OTTEHKM MaKeToB
YNaKOBOK MOTYT HE3HAYMTENbHO OTAMYaThCA OT
TAKOBbIX Ha KOMMEPUECKOW YNaKoBKe, Tak KaK
3aBUCAT OT TEXHUYECKUX XapaKTepUcTuK
NPUHTEPOSB.

nepeyeHb BCMOMOraTeIbHbIX BelLecTs, Homep
cepumn, AaTta OKOHYaHWA CPOKa ro4HOCTY, AaTa
WU3roTOBNEHWA, Haanucu: «4na neyeHus
CUMNTOMOB CYXOCTU rnas.», «[lomoraer npu:
-cnesoTeyeHmu

-yCTanocTy

-3yZie U HKEHUN

-olLy e HUM UHOPOAHOrO Tena 8 raasy», «1 kanna
1-4 pasa 8 CyTKW.», cNocob npUMeHeHUA 1 A03bl;
CM. MHCTPYKLMIO O MeAULMHCKOMY NpUMeHeHNIo
(nucTok-BKNaabiw).», « Mexay 3akanblBaHUAMM
dnakoH cinenyeT XPaHUTb B KAPTOHHOM Nayke B
nepesepHyTOM BUAe, 415 obnerdeHns
nocTynneHus rens.», «Mcnonbsosats B TeyeHue 28
AHelt nocne BCKPbITUA GNAKOHA.», «XpaHUTh B
HefoCTYMHOM Ans aeTelt mecte.», «CTepUsibHO.»,
YCNOBUA XpaHeHWUA, YCAOBUA OTAYCKA, NOrOTUN
bupmbi (rpaduueckuit cumson 1 abbpesuaTypa Ha
natuHUue}, HaMMEHOBaHKeE U CTpaHa AepsKaTens
perMcTpauuoHHoro
yZocTosepeHua/nponssoauTens (BoinycKalowmi
KOHTPOAb KayecTsa), HauMeHOoBaHUe U CTPpaHy
NPOU3BOAUTENS, LUTPUX-KOL, BHYTPEHHMUE KOAb.

JononHutenbHO NpUCYTCTBYIOT CPEACTBa
naeHTudukaumm (CHU) ans moHuTopuHra
ABWXeHUA NeKapcTBeHHbIX NpenapaTob. Ha Bcex
KOMNOHEeHTax YNakoBKY NPUCYTCTBYIOT 3aBOACKKE
TexXHoNoru4yecKkue Kogbl U NPOU3BOACTBEHHbIE
TexHuyeckune getanu.

Page/CtpaHuua
4/5

Quality of the product is compliant with hormative documentation J1M-Ne(009075)-(Pr-RU}-270225 /




Oftagel Batch 253608 (reference to Certificate of Analysis dated 23.03.2026)

Odrtarenb Cepusa 253608 (ccbinka Ha cepTuduKaTt aHanusa ot 23.03.2026)

KauyecTBo npenapata cooTBeTCTBYET TpeboBaHUAM HOpMaTUBHOM AoKymeHTauuu J1M-Ne(009075)-(Pr-RU)-270225

Date/farta 23.03.2026

Signature/Moanuce: Seal/MNeyvatb
)W e Lt\Q&»v@X

Jessica Lumberg
Senior Manager

Product Quality Lead, QP
Santen Oy
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