$anten

Product/ [Tpenapar

Product Code/ Koj1 npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlata npouiBocTBa

Date of analysis/ Jlara ananusa
Date of expiry/ Cpuk rognocty

Test/ [Nokaszarespb

Appearance / Quucanne

Color / LlsetHocTtn

Clarity / 1Ipoapaunocts

Identification / HPLC /
Benzalkonium chloride /
lMogmnnocTs / BXWX /
OCH3AIKOHNA X10pHU

Identification / HPLL.C /
Dworzolamide hydrochloride /
TNoanuuuocts / BXX /
JIOP30JaMH 1A THAPOXIOPHI

CERTIFICATE OF ANALYSIS/
CEPTH®HKAT AHAJIH3A
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Trusopt 20 mg/ml eye drops, Smi
TpyconT® 20 Mr/ma Kanau raasHsie, 5 mi

31125
1RE00771
06/2025

06/2025
06/2028

Requirements/ Hopmei

Clear, colorless or nearly colorless,
slightly viscous sotution. /
[TpospatnLIf, GecLBETHBIH HIH TIOYTH
Hecupernsli, cnerka BA3kuit pacTsop.

The product must be colorless or stand the
comparison with the reference solution
B8./

[Tpenapar aonkeH ObITh HECUBETHBIM WK
BBIAEPKHBATL CPAaBHEHHE ¢ YTamonoM BE.

The product must be clear compared to
water or stand the comparison with
reference 1. /

Ipenapart 10:1%eH ObITE NPO3PAYHLIM B
CPaBHEHWUYK C BOIIO“ H]IR BBIACDKHBATL
CpaBHEHHE C 3TAlTOHOM IR

The retention times of main peaks in the
chromatogram of the test solution should
correspond to the retention times of the
peaks of homologues Ci, Ci4 and C, (if
present) in the chromatogram of standard
solution (within * 3%} / Bpemena
YAEPKUBRHAA OCHOBHBIX NMHKOB

Ha XPOMATOrPaMME HCILITYEMOrO
pacTBOPA HOJHKHDI COOTBETCTBOBATE
BpeMeHaM yrepxkupaHusa nuxkos C12, Cl4
nC16

(IIpH HATMYHK) HA XPOMATOrpamMMe
CTAHAApPTHOIO pacrTeopa (B Opeaenax

+ 3%).

The retention time of main peak in the
chromatogram of the test solution should
correspond to the retention times of
dorzolamide hydrochloride peak in the
chromatogram of standard solutien
{within +2.5%) /

Bpema yaepauBaHns OCHOBHOTO MUKA HA
XpOMATOrpaMMe HCIILITYEMOTO pacTeopa
JOTKHO COOTBETCTBOBATE BPEMEHH

Units/
EasHuub] H3Mepenust

Results/
Pe3yabTaThi
Clear. colorless,
slightly viscous
solution. /
{Ipospaunnli,
OecuBeTHbIH,
CNerka BAasKui
PACTBOP.

The product
stands the
comparison with
the reference
solution B8./
[Ipenapar
BhLAEPAHBAET
CpaBHeHHe C
stanoHom BS.

The product
stands the
comparison with
reference I,/
[penapart
BBIAEPHHBAET
CPaBHEHHME C
ITANOHOM .
Positive /
MMonoxuTensnas

Positive/
MonoxuTeIbHas
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Product/ Tlpenapar Trusopt 20 mg/ml eye drops, Sml
Tpycont® 20 Mr/MJ1 KanIH [JasHbie, 5 M

Product Code/ Koa npenapara 31125

Batch no./ Homep cepuu IREQ0771

Date of manufacturing/ 06/2025

Jara npow3eoncraa

Date of analysis/ lara ananmza  06/2025

Date of expiry/ Cpok rogvocts  06/2028

. Results ni

Test/ MokazaTe b Requirements/ Hopmni esults/ Units/
PesyabTaThl EAHHHLLL HIMEPECHHS

YAEPKHUBAHHA THKA J0P30IaMHE

THAPOXSOPHIA HA XPOMATOrpaMMe

CTAHAAPTHOrO pacTsoOpa (B npeaenax

+2,5%).

Viscosity / Bakocts 65-170 88 cP/clls

Osmolality / OcmonsnsHocTe 260 - 330 27 mQOsm/kg /
MOCMOIB/KT

pH 55-58 5.6

Assay / HPLC/ 90.0-115.0 97.2 % of nominal content

Benzalkonium Chloride/ /% OT HOMMHAJTLHOTO

KonnuecTBeHHoE CONEpPHaHHA

onpenenende / BOX /

OeH3ATKOHWS XJOPHIT

Assay / HPL.C / Dorzolamide 95.0-110.0 99.7 % of label claim /

hydrochloride / % OT 1afABICHHOFO

KoinyecTreHHOE coepkaHus

onpexenenne / BOXX /

JopsonaMua

Related Impurities / HPLC /

Dorzolamide /

PoacTrReHHBIE PHMECH /

B3XX / Nop3oaamua

Cis-Dorzolamide/ <2 ND/HO %

LEHC-A0P30IaMHL

Desethyldorzolamide/ <0.5 NDHO %

JAEI3THIAOP30AAMBAJL

Total refated impurities/ <25 ND/HO %

cymMa npHumecei

Mechanical impurities / Visible particles: The product must be Complies/

Mexaimdeckue Bonouenns/  free of any visible particles / CooTeeTcTBY €T

B ¢cooTBETCTBHH C TPeOOBAHHAMH.

Volume of package content / The average net volume of content of the  Average 5.66

0O6beM COIEPKRHMOTO 10 bottles is NL.T the labeiled amount and ml.

yMAKOBKH the net volume of content of any single  Individual 112%
bottle is NLT 90% of the labelled amount.
/
Cpeanee zHaqcHue obbeMa Cpennec 5,66
COIEPXUMOro, paccuuTaHHoe ana 10 ML
§p1aKoHOB, 10.DKHO DbITh HE MCHEE OTIea6Her0
YKa3aHHOTO Ha YTHKETKE, & 00BeM 112%

mobBore otdeNkHOro fuakoHa
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Product/ Ilpenapar Trusopt 20 mg/ml eye drops, Sml

TpyconT® 20 Mr/ma Kanju riaasHbie, S M
Product Code/ Kox npenapara 31125
Batch no./ Homep cepuu IRE00771
Date of manufacturing/ 06/2025
Jlata npous3sBoicTBa
Date of analysis/ Jara anaansa  06/2025
Date of expiry/ Cpoxk roqmoctn  06/2028

Results/ Units/

Test/ INokasarean Requirements/ Hopmbi — EQHHHILI HaMepeHns

cocrapiigeT He meHee 90 %, ykazaHuoro

P

Ha
ITUKETKE.
Sterility / Ph.Eur./ Sterile/ Sterile/
Crepuinnocts / Esp. @apy.  CrepuiibHbli pacTsop CrepuiibHbli

pacrsop

BLOQ = Below Limit of Quantitation/ HIIKO = Huke npenena KOJIHYECTBEHHOIO ONPEAE/ICHHA
ND = Not Detected/ HO = ne oGnapyxeHo
RRT = Relative Retention Time/ OBY = 0THOCHTE/IbHOE BpeMsl 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.

Hacrosuum HOATBEPAJIAK. YTO YKA3aHHAfA BBIIC CEpUA NPOM3BCJICHA, H KOHTPOJbL Kavyecrsa MpoBeIeH B
COOTBLICTBHH C JOI\'_\'_\IL‘H'[LIIJJ-[Ci:I Hd CCPHIO, TEXHO.I0THeH MPOH3BOACTBA M MECTOJAMKAMH KOHTPO.I Kauccrsa.
ﬂl)h‘_\.\lCH'lHuHH Had CCPHIO H JKYPHAILl 1POBC/ICHHWSA UCIIbITAHHH MPOBEPEHBI H NOJHOCTLIO COOTBCTCTBY KT
.'lCi:lL‘t‘li_\ HOUIHM lpC()UBLlHHS]M GMP u YCJIOBHAM, H3.10KCHHBIM B PEIrHCTPALIHOHHOM Y/JIO0CTOBCPCHHH, BbLAAHHOM
COOTBCTCTBY OLLUHM PCIY.IATOPHBLIM OpPraHoM. HUKAKHUX OTKJIOHEHHH HIIH ]IpOHCIlleCTBHﬁ. KOTOPBIC MOUYT HOBJIHATL
Had KQ4ECTBO npenapara, OTMCYCHO HE OblJ10.

Santen Oy, Tampere/ Tamnepe
23 Jan 2026 / 23 sauB 2026 1+

o i Pa)
N} C\'] o YU ~
Tarja Tuovinen
Product Quality Lead, Qualified Person/
Beayumii cieunaiuet no KavyecTBy npojly KUHH,
Y 10HOMOUYCHHOE JIHLO



TRUSOPT 20 mg/ml Batch 1REQQ771 (reference to Certificate of Analysis dated 23.01.2026)

Tpycont® 20 mr/mn Cepua 1RE00771 {ccoinka Ha cepTuduKaT aHanusa or 23.01.2026)

Importing country / CTpaHa Bso3a:

Russia/Poccua

Marketing Authorisation of importing
country /

PezucmpayuorHoe yoocmosepeHue CmpaHl
66030:

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

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepua u npouasodumens
thapmaieamuyeckoll cybemanyuu:

Dorzolamide / flopsonamng,

Batch / Cepua: 202403224043
Manufacturing site / pon3asoanTens:

F.1.S. — Fabbrica Italiana Sintetici S.p.A. /
GUC-Pabbpuka Nranmana CuHTeTun CNLA,
Via Dovaro, snc, 36045, Lonigo {VI), Italy

Name and address of bulk manufacturing
site /

HossaHue u adpec npuzeodcmaa 2omoeoil
nexkapcmeenHol ghopmbl:

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

CaHTsH dapmacsioTuran Ko. fira. 3asog HoTo, AinoHua

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, lapan
Manufacturing Licence / luuenaua: 17AZ000041

GMP EAEU: NeGMP/EAEU/RU/00394-2022

Name and address of packaging site /
Hazeanue u adpec naowadxky, omeedaioujed
30 ynaKkoeKy:

Primary Packaging site / Mnowaaxa NEPBUUKOA YNAKOBKH:

$anten Pharmaceutical Co., Ltd. Noto Plant, Japan /

CawnTtaH dbapmacbioTuxan Ko. fita, 3aeoa Hoto, AinoHuA

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

Manufacturing Licence / luuensua: 17AZ000041

GMP EAEU: NeGMP/EAEU/RU/00394-2022

Secondary Packaging site/ Nnowagka BTOPMHYHOW YNaKOBKK:
Manufacturing Packaging Farmaca (MPF} B.V., Netherlands /
MaHybaruyprHr NekngwimH apmaka (MI®) 6.B., HnaepnaHaw
Neptunus 12, Heerenveen, 8448CN Netherlands

Manufacturing Licence / inuensna: 108630F

GMP EAEU: NeGMP/EAEU/RU/00572-2022

Name and address of release site /
Haozsanue u adpec npoussodumens
(BrinycKaoWUi KOHMPOae Kayecmea):

Santen Oy, Finland / AQ CaHT3H, PUHAAHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / Nvuensuma; FIMEA/2023/006935

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

Stability period / Cpok 208Hocmu:

3 years. After bottle opening - 28 days /
3roga. Mcnonb3oeat B TeyeHue 28 arein NOCAE BCKPLITUA $naxoHa.

Storage conditions / Ycroeus xpaxerua:

Keep at the temperature not higher than 30°C, protected from light. / Npu
Temnepatype He Boiwe 30°C 8 3aMUIEHHOM OT CBET3 MECTE.

Label code / Kog aTukeTRU

P110600014597

Carton code / Koa Nauku KapTOHHOW P101100014596
Leaflet code / Koa UMN P0O90800014598
Page/CTpatuua
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TRUSOPT 20 mg/ml Batch 1RE00771 (reference to Certificate of Analysis dated 23.01.2026)

Tpycont® 20 mr/mn Cepus 1RE00771 (ccbinka Ha ceptudMKaT aHanumsa ot 23.01.2026)

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
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 S, graphic symbols, ‘
technological codes and production details may
vary depending on the technological features of
production. Color shades of packaging layouts may |

"

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 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, manufacturing date, expiry date,
registration certificate number, 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. /

Test/ MNokasatens | Requirements/ Hopmbi Results/ Peaynbrathl .
Packaging / 5 mLinto LDPE dimple plastic bottle with LLDPE 5 mL into LDPE dimple plastic bottle with LLDPE l
Ynaroeka: 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 mn Bo dnakoH NIHM NNacTMKoBbIiA C Mo 5 mn 8o dnakoH M3I3HM nnacTUKOBLIN C
yrny6neHuamu ¢ gozatopom JIN3IHM u yraybnenuamm ¢ gosatopom JINIHMN u
NONMNPONUAEHOBLIM KOANAYKoMm. 1 dnakoH ¢ NONUNPONUAEHOBLIM KONNAYKOM. 1 pAakoH ¢ ‘
JMCTKOM-BKIaAblLLIEM B KAPTOHHOW Nayvke. | MUCTKOM-BKNAAbILLEM HAaXOAUTCA B KAPTOHHOM ‘
' | nauke. o - o
Labelling / The following information is indicated on the The following information is present on the ]
Mapkuposka: primary pack (label of the bottle) in the Russian primary pack (label of the bottle) in the Russian ‘

]

Page/Crpanuua
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TRUSOPT 20 mg/ml Batch 1RE00771 (reference to Certificate of Analysis dated 23.01.2026)

Tpycont® 20 mr/mn Cepua 1RE00771 (ccbinka Ha ceptmduKar aHaausa or 23.01.2026)

differ from those of commercial packaging as they
depend on printer specifications. /

Ha nepBuyHOM ynakoBKe (3TukeTka dnaKkoHa) Ha
DYCCKOM A3bIKE YKa3blBaKOT: TOProsoe
HaMMeHOoBaHWe nNpenapara ¢ npeaynpeauTensHon
MapKWPOBKOW ®, mexayHapoaHoe
HenaTeHToOBaHHOE HaMMeHOBaHue (Ha PycCKoM M
AHIIMIMCKOM A3bIKax), 4O3MPOBKY, NEKAPCTBEHHYHD
dopmy, obbem npenaparta 8o pakoHe B M1,
npeaynpeauTesibHbie HaANUCK «CTEPUNbHOY,
«OTKPbIBATb 34€Cb», HAMMEHOBAHWE W CTPaHy
BNAAENbLA PEMMCTPALMOHHOMO YA0CTOBEPEHMA,
norotun dupmel (abBpesuaTtypa Ha natmHUue),
HOMEp Cepuu, AaTy OKOHYaHWUA CPOKa roAHOCTH,
BHYTPEHHMI(1e) Koa(bl), NMHUA KOHTPOIA NEPBOro
BCKPbITHA.

Ha BTOpu4HOWM ynakoBke (KAPTOHHOW Nayke) Ha
DYCCKOM f3bIKe YKa3blBAKOT: TOProBoe
HavmeHOBaHWe npenapara ¢ npeaynpeauTensHou
MapKMPOBKOK ®, MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHuWe (Ha PYCCKOM U
@HIIMIACKOM A3bIKaX), LO3WPOBKY, NEKAPCTBEHHYIO
dopmy, obbem npenapata 8o GpAakoHe B mA,
HauMeHOBaHWe W COAepHaHne AeHCTBYHOWEro
BewlecTsa 8 1 ma npenapara, nepeyeHs
BCNOMOTraTesIbHbIX BELLECTB, 10TOTUN GUPMbI
(abbpeewaTypa Ha natmMHULLE), HAMMEHOBaHWe U
CTpaHy BAaAeNblLa perucTpaumMoHHOro
YA0CTOBEPEHUA, ABNAKLLErOCA BbiNyCKAKLLMM
KOHTPO/JIEM Ka4ecTBa, HAMMEHOBaHWE U CTPaHy
Npo13BoAUTENA, NPeayNpeanTe/bHbIE HAANUCK!
«XpaH1Tb B HEAOCTYNMHOM A/1A AETel MecTe.»,
«CTepunbHO.», «Mcnonb3oBaTe B TeueHue 28 aHeun
noc/ae BCKPbITUA GnakoHa.», «OTKPbITO: »;
Cnocob npumeHeHnA 1 A03bl: CM. MHCTPYKUMIO NO
MeAWLMHCKOMY NMPUMEHEHMIO (TMCTOK-BKNaAbILW);
YC/IOBMA XPaHEHWA, YCIOBMA OTNYCKA, WTPUX-KOA,
Homep cepuu (bopmupoBaHue cepun

rOTOBOrO MPOAYKTA: K HOMEPY Cepuu,
NPUCBOEHHOMY NPOAYKTY «in bulk» u
YKa3aHHOMY Ha NePBMHHON ynakoske,

MOTYT 406aBNATLCA CUMBO/bI (BYKBbI MK
undpbl), 4LONOAHUTENLHO NPUCBOEHHbBIE

A8 BTOPUYHOM yNakoBKW. Takum

obpa3zom, HOMep cepuu, yKaszaHHbIA Ha
BTOPMYHOMW YNaKoBKe, MOXeT BbiTh Ha

HECKO/IbKO CUMBO/IOB AJ/IMHHEE HOMEpPa

CepuK, YKa3aHHOro Ha NepBMHHOM

yNaKkoBKe), AaTy U3rOTOBNEHWUA, 43Ty OKOHYAHKA
CPOKa rogHOCTU, HOMEP PErucTPaLMOHHOIO
YAOCTOBEPEHUA, BHYTPEeHHUI(1e) Koa(bl).
JononHuTenbHo MOryT NPUCYTCTBOBATL CPEACTBA
naeHTuoukaumum (CU) 4NA MOHUTOPUHTA
ABUMKEHWA NEKAPCTBEHHbIX NpenapaTtos. Ha scex
KOMMOHEHTaxX YNakoBKWU MOTYT NPUCYTCTBOBATL

Ha nepBMYHOW ynaKkoBKe (3TUKeTKa G/1aKoHa) Ha
DPYCCKOM A3bIKE YKa3aHO: TOProsoe
HauMeHOBaHue npenapara ¢ npeAynpeanTensHon
MapKUPOBKOW ®, MemayHapoaHoe
HenaTeHToOBaHHOE HauMeHOBaHWe (Ha PYCCKOM 1
aHIIMACKOM A3bIKax), LO3UPOBKY, N1EKAPCTBEHHYIO
dopmy, ob6bem npenapata BO ¢paKkoHe B mA,
npegynpeauTenbHble HaanucK «CTepuabHoO»,
«OTKPbLIBATb 34€Cb», HAMMEHOBAaHWE U CTPaHy
BNaAENbLa PErMcTPauMoHHOIo YA0CTOBEPEHUA,
norotun Gupmel (abbpesuatypa Ha natuHuue),
HOMEP Cepuu, AaTa OKOHYaHWA CPOKa rOAHOCTH,
BHYTPEHHWe KoAbl, TMHWMA KOHTPOAA NePBOTro
BCKPbITUA.

Ha BTOpM4HOM ynakoBke (KapTOHHOW Nayke) Ha
PYCCKOM A3bIKE YKa3aHO: TOProBoe HaMMeHoBaHue
npenapara c npeaynpeanTebHOM MapKUPOBKOM
®, MeXAayHapoAHOe HenaTeHTOBaHHoe
HaMMEHOBaHWe (Ha PYCCKOM WM aHTIMIMCKOM
A3blKax), 4O3MPOBKY, NEKAPCTBEHHYIO hopmy,
obbvem npenaparta Bo GpnakoHe B M,
HaMMEHOBAHUWE M COAEPHKAHUE AEHCTBYHOLLENO

| Bewecrsa 8 1 mn npenapara, nepeyeHs

BCMOMOTaTeNbHbIX BEWECTB, 10roT1n Gupmbl
(abbpesnaTypa Ha naTMHMLE), HAMMEHOBAHWE U
CTpaHa Bnajenblia PerucTpaLuoHHOro
YAOCTOBEPEHUA, ABJAIOWENOCA BbINYCKAKOLMM

| KOHTPO/NEM Ka4yecTsa, HAMMEHOBaHWe U CTpaHa
| npousBoguTens, npeaynpeauTENbHbIE HAAMUCHK:

«XpaHWTb B HEAOCTYNHOM A/1A AeTel mecTe.»,
«CTepunbHO.», «Mcnonb3oBats 8 TedeHue 28 aHel
nocne BCKpbITUA GAakoHa.», «OTKPbLITO: »,
Cnocob npumeHeHus u f03bl: CM. MHCTPYKLMIO NO
MEANLMHCKOMY NPUMEHEHUIO (MMCTOK-BKAAAbIW);
YC/0BMA XpaHeHWn, YyCNOBUA OTNYCKA, WTPUX-KOA,
HOMep cepuu, AaTa M3roToBaeHUA, aaTta
OKOHYaHWA CPOKa rogHOCTH, HOMep
PerucTpaLmnoHHOro yA0CTOBEPEHWA, BHYTPEHHWE
KoAbl.

[oNoNHWTEeNbHO NPUCYTCTBYIOT CPEACTBA
maeHTUdukauum (CKU) ons moHuTOpUHra
OBUXEHWA NEKAapPCTBEHHbIX Npenaparos. Ha scex

Page/Ctpanuua
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TRUSOPT 20 mg/ml Batch 1RE00771 (reference to Certificate of Analysis dated 23.01.2026)

Tpycont® 20 mr/mn Cepua 1RE00771 (ccbinka Ha cepTuduKaT aHanusa ot 23.01.2026)

| 3aBOACKWE TEXHONOTUYECKUE KOAbI U " KOMMNOHEHTAX YNaKOBKKU NPUCYTCTBYIOT 3aBOACKME |
|
NPoOW3BOACTBEHHbIE TEXHUYECKUE aeranu. MecTo | TexHoNnorud4eckue Koabl U NPOU3BOACTBEHHbIE

pacnonoMXeHus, pasmep TekcTa, user CH, TeXHUYECKWNe JeTanu. ‘
rpadMUYecKux CUMBOIOB, TEXHONOTMYECKMX KOLO0B ‘
1 NPOM3BOACTBEHHbIX fieTanei MOXET MEHATLCA B
33BUCMMOCTM OT TEXHONOTMYECKMX 0cobeHHoCTew
Npov3B0ACTBA. LiBETOBLIE OTTEHKN MaKeToB
yNaKoBOK MOTYT OTMYATLCA OT TAKOBbIX Ha
KOMMEepYeCKOM YNaKoBKe, TaK KaK 3aBUCAT OT
TEXHUYECKMX XaPaKTEPUCTUK NPUHTEPOB.

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

Kauectso npenapata cooTBeTcTBYeT Tpe6oBaHUAM HOPMAaTUBHOM AOKYMEHTaLUK JIN-Ne(005820)-(Pr-rRU)-180624

Date/[laTa 23.01.2026
Signature/Moanuce: Seal/MNeyaTtb
| .\_fl'\ | ‘L'\\‘\r\'uv‘ N

Tarja Tuovinen
Qualified person
Santen Oy
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