$anten

Product/ Tlpenapar

Product Code/ Koa npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlata npouiBo.ICTBY

Date of analysis/ Jlata anaansa
Date of expiry/ Cpok 1roaHoCTH

Test/ Hokazareib

Appearance / Onncanne
Clarity / Ilpo3paunocrn

Color / I{seTHOCTH

Identification / HPLC /
Timelol Maleate /
NMoanaanocTs / B IKX /
THMONONA MaieaT

ldentification / HPL.C /
Pilocarpine Hydrochloride/
Noaawnnocrs / BXKX /
MHAOKAPIHHA TH/IPOX. 0P

CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAJIM3A

FOTIL, EYE DROPS, 5 ML /
GOTHI, KAMTH FIA3HBIE, § MJI
31169

3500843

08/2025

09/2023
08/2028

Requirements/ Hopmel

Clear, colorless solution/ [lpospaunbiii
DecuseTHBLA pacTBOP.

Product must be clear or stand comparison
with reference I/

ITpenapat 10/1keH GLITE NPO3PAUHbIM HITH
BBIACPKHBATE CPABHEHUE € ITANOHOM |

Product must be colorless and stand
comparison with reference B9 /
ITpeiapar aoukeH ObiTb OCCLBETHBIM H
BBIACPXHBATS CPABHEHHE C ITAIOHOM BY

Retention time of the main peak on the
chromatogram of test solution must
correspond to the main peak on the
chromatogram of timolol standard solution /
Bpems yaepi1BaHnA OCHOBHOTO NHKA HA
XPOMATOrPAMME HCIILITYEMOTO PACTBOPA
J0JIHO COOTBETCTBOBATL BPEMEHH
YACPHHBAIHA OCCHOBHOIO [IMKA Ha
XPOMATOIPaMMC CTAHAAPTHOTO PacTBOpa
THMONONA

Retention time of the main peak on the
chromatogram of test solution must
correspond to the main peak on the
chromatogram of pilocarpine standard
solution /

Bpems yuaepxuBaHHA OCHOBHOTO THKA Ha
XpOMATOUPAMME HCNBITYEMOTO PacTBOPA
JOIDKHO COOTBETCTROBATL BPEMCHH
YAEPAKHBAHUS OCHOBHOTO MHKA HA
XpOMaTorpaMMe CTaHAapTHOrO pacTBOpa
1HIIOKAPTIHHE
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Units/
EaurHOBI
HIMepeHHs

Results/
Pesyantartel

Clear, colorless
solution/
ITpo3pauneii
OecuBeTHBIA
PacTBop.
Product is clear
/

[Tpenapar
Npo3pavHbii

Product is
colorless and
stands
compatison with
reference B9 /
Ipenapar
OeclBETHBIH H
BBLLEPHHBAET
CPaBHEHUE C
TajioHoM B9
Positive/
FlomoxarensHan

Positive/
[MonoxurensHas



$anten

Product/ | [penapar

Product Code/ Kon npenapara
Batch no./ Homep cepuu

Date of manufacturing/

Jlata npoHsBoACTBA

Date of analysis/ Tara avamuza
Date of expiry/ Cpok roaHOCTH

Test/ [loxkalaTens

Identification / HPLC /
Benzalkonium chioride /
TMoanwunocts / BXHKX /
OGeH3aIKONKHA XNOpHI

Dispensable volume /
HasnekaeMblit 0Obem
pH

Osmolality / OcMonanenocTe

Mechanical impurities/
MexanuueckHe BKIoYeH s/

Assay / HPLC / Timolol maleate/

KonuuecTBeHHOE OIIPENEIEHHE |
BIYXX / tumonona manear

Assay / HPLC / responding timolol / 4.5 - 5.5

Konunuecteennoe onpeaenenue /
BIXKX / tumonon

Assay/ HPL.C/

Pilocarpine hydrochloride /

KoaMuccTsenHoe onpeaesienne /

BIOXKX/

NKAOKAPTIMHA THAPOXJIOPHA
Assay / HPLC/

Benzalkonium Chloride /
KojuuecTseHHOe ONpeeiIeHUE /
BXKX / GeH3anxoHHA XI0pH1
Related substances / HPLC /
Timolol maleate /

PoucteeHHble mpusMeck / BIXX /

THMOJ0JIa MaJTeat

Total/ Cymma npuMecei
Each / EaMnuuHas npuMecs
Related substances / HPLC /
Pilocarpine hydrochloride /

Poncreennsie npuMeck / BOXX /

HI0KAPITHHA THAPOXAOPHI
Total / Cymma npumeceit

CERTIFICATE OF ANALYSIS/
CEPTH®HKAT AHAJIH3A
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FOTIL, EYE DROPS, S ML/
POTHL, KATIIH INA3HBIE, 5 MJI
31169

3500843

08/2025

09/2025
08/2028

Units/
EauHHIE!
HIMEPEHHN

Results/

Requirements/ Hopmni PelyaLTATSI

Positive/
llosoxHTe b IAN

Retention times of main peaks on the
chromatogram of test solution must
correspond 10 the same peaks on the
chromatogram of C12, C14 and C16
components of benzalkonium chloride
standard solution /

Bpemena yaepAMBanns OCHOBHBIX TTHKOR 1A
XpOMATOrpaMMe HCTLITYEMOrO pacTRopa
JODKHBI COOTBETCTRORBATE BPEMEHAM
YACPKHBAHHSA TAKHX WE TTHKOB Ha
XPOMATOrpaMMe CTaHA3PTHOMO pacTBOpa
koMrodeHToR Genzankonus xjopuaa C12,

Cl4uClo

= 100 108 %

48-55 53

200 - 300 250 mOsmol/kg
mMOcMonb/Kr

Visible particles must not be present during  Complies/

visual inspection /
BuauMbIE BKAIQYCHHS NPH BH3YANBHOM
OCMOTPE JOMMKHR OTCYTCTBOBATD

Coorsercreyer

6.16-7.52 6.84 mg/ml
MIYM.T
5.01 mg/ml
MI/M
18.0-22.1 20.94 mg/ml
MM
G.09-0.11 0.10 mg/ml
MI/MA
<0.5 <0.05 %
<0.2 <0.05 %
< 10.0 0.08 %
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Product/ Ipenapar FOTIL, EYE DROPS, 5 ML./
®OTHIL, KATLIN TJTA3HBIE, 5 MJI

Product Code/ Koa npenapara 31169

Batch no./ Homep cepun 3500843

Date ol manufacturing/ 08/2025

Jara npon3soictsa

Date of analysis/ JlaTa anaimsa 09/2025

Date ol expiry/ Cpok roanocrn — 08/2028

Units/

Test/ [lokazaTean Requirements/ Hopmbi oy Eannunubt
PesynbTarthbl

H3MepeHHns
Pilocarpic acid/ [Muiaokanponosas < 6.0 0.08 %
KHC.10T4
Isopilocarpine / H30uni0kapiing <4.0 <0.05 Y%
Sum of all other impurities/ Cymma - < 1.0 <0.05 %
HEHACHTHHHUMPOBAHHBIX NpHMeced
Sterility / Product must be sterile/ Sterile/
CTepuibHOCTD [penapar j10sokeH ObITh CTEPHABHBIM CrepHibHbIi
BLOQ/HITKO = Below Limit of Quantitation/ Huse npesesia KoJHUeCTBCHHONO ONPEACICHHA
ND/HO = Not Detected/ He obunapyxeno

RRT/0BY = Relative Retention Time/ OTnocHTENLHOE BPEMSA YICPKHBAHHS

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
oceurrences which may have an influence on the product quality were noted.

HAacToSIMM  TIOATREPAULAI, UTO  YKA3UHHAS BLILC CEPUsl [IPOM3BCACHA, W KOHTPO/L KAUCCTBA NPOBCACH B
COOTBEICTBHU C JIOKYMCHTAUMCH HA CCPHIO. TEXHOIOIMEH [IPOM3BO/JICTBA M MCTOAHKAMHM KOHTPOAS KAHCCTRA.
JIOKY MCHTAUMS 11l CCPHIO W KYPHAILE TIPOBCICHHA MCIBITAHHH NPOBEPEHbl W NOIHOCTHIO  COOTBETCTEY IO
acicrsyoumv tpebosanusy GMP 1 yCraoBHAM. W3A0KEHHBIM B PErHCTPALMOHHOM YI0CTOBEPEHHH. BhLIAHHOM
COOTBETCTBYIOHLMM Py IATOPHBIM 0pratoM. [THKAKHX OTKIOHEHHH MW IIPOHCIICCTBHE, KOTOPBIC MOIYT IIOB/IHATE
Ha KauecTBO NPCHApATa. 0TMEHEHO He ObiIo.

Santen Oy, Tampere/ Caurin AO, Tamnepe
08 Jan 2026/ 08 Slus 2026 T.

2l I

Lioty v YW inAe ~o

Tarja Tuovinen

Product Quality Lead, Qualified Person)/
Beaynmii Ceuraniet no KauecTsy 1poJty KUHH,
VRIonHOMOYEHHOE JHIO



Fotil Batch 3500843 {reference to Certificate of Analysis dated 08.01.2026)

@otun Cepua 3500843 (ccoinka Ha cepTudMKaT aHanu3a ot 08.01.2026)

Importing country / CTpama 8so3a:

Russia / Poccua

Marketing Authorisation of importing country /

PeaucmpauuonHoe ydocmosepeHue CmpaHsl 8603a:;

M N015324/01 ot 11.12.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npoussodumens hapmaueemudeckol
cybemaHyuu:

Timolol / Tumoaon

Batch / Cepua: 2301866

Manufacturing site / lpoussoautens:

& Exceila GmbH & Co. KG / 3xkceana Tmbx n Ko. KI,
Nuernberger Strasse 12, 90537 Feucht, Germany

[[] Pcas Finland Oy / TKAC ®uHAana O4,

Messukentankatu 8, 20210 Turku, Finland

Pilocarpine / Munokapnumu

Batch / Cepusa: 24CEG2

Manufacturing site / NMpouseoauTens:

E Sourcetech Quimica Ltda / Copcetex Knumunka Jlraa,

Rua Suica 3.430, Pindamonhangaba, Sao Paulo, Brazil

]:l Anidro Do Brasil Extracoes SA / Aumgpo ay Bpasuna 3ctpacoec
C.A., Rua Policarpina, 1000 ZIP Coda 64216-815 Parnalba, Pl, Brazil

Name and address of bulk manufacturing site /
Hassaxue u adpec npussodcmsa 2omeosoil
nexapcmaeHHod Gopmel:

NextPharma Oy, Finland / AQ Hexkct®apma, PUHAAHAKA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Hazeanue u adpec naowiadku, omaeyarowell 3a
YIaKOBRY:

Primary Packaging site / MaowagKa nepBUMHOR YNaKoBKK:
NextPharma Oy, Finland / AQ Hekct®apma, PUHARHAWA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / NhowaaKa BTOPUUHOM YNaKOBKM:

Manufacturing Packaging Farmaca {MPF} B.V., the Netherlands /
MaHrydaruypvhr Neknaxun Dapmara (MNP} b.B., Hugepnanabl
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hazaanue u adpec npouseodumens {Boinyckaowui
KOHMPONeL KaYecmea):

Santen Oy, Finland / AO CaHran, ®UHAAHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma BbiNycKa

Eve drops, 20 mg/ml + 5 mg/ml {dropper bottle) 5 mix 1 (carton

pack} /
Kanau raastHoie, 20 mr/mAa + 5 mr/mn (pAakoH-Kanenesduua) 5

M x 1 (navka KapTOHHan)

Stability period / Cpox 2oduocmu:

3 years. After bottle opening - 28 days/
3 ropa. Nocae BcKpoITUA dnakoHa 28 agxen.

Storage conditions / Ycnosus xparerua:

In light protected place, at the temperature 2-8°C. After bottle
opening not higher 25°C, in light protected area /

B sawMLEeHHOM OT CBeTa MecTe, NpH TemnepaType 2-8°C. MNocae
BCKPLITHA (1aKOHA XPaHUTL B 3alWMLLEZHHOM OT CBETa MECTE NP
Temneparype He abiwe 25°C.

Label code / Kopg, 3TvikeTkun P110600011814

Carton code / Koa nausu KapTOHHOMA P101100012528

Leaflet cade / Koa UMN P090800013291
Page/CTpanuua
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Fotil Batch 3500843 (reference to Certificate of Analysis dated 08.01.2026)

®oTun Cepma 3500843 (cebinka Ha cepTudmkat aHanusa ot 08.01.2026)

Test/ MNoka3aTennb

Requirements/ Hopmbi

Results/ Pe3aynbTathbl

Packaging /
Ynakoska:

5 mL into a low-density polyethylene bottle, a low-
density polyethylene dropper tip and a screw cap
with ratchet ring tamper-evidence. One bottle
with the leaflet is placed into a carton box. /

Mo 5 mn BO GNAKOH-KANENbHULY U3 NOAMITUNEHA
HW3KOW NAOTHOCTH, YKYNOPEHHBIA NNACTUKOBOW
NPOBKOW M3 NONUITUAEHA HAZKOW NIOTHOCTM C
HaBWHYMBAIOLLEACA KPbIWKONM C BpawWwaTebHbIM
KONbUOM ANA KOHTPONMA NepBOro BCKPbITHUA.
®naKkoH-KanenbHULUa BMeCTe € MHCTpYKLMel no
npUMeHEHWIO NOMEeLLLAeTCA B KAPTOHHYHIO Nayky.

5 mL into a low-density polyethylene bottle, a low-

| density polyethylene dropper tip and a screw cap

with ratchet ring tamper-evidence. One bottle

| with the leaflet is in a carton box. /

Mo 5 mna BO GpakoH-KanenbHULY U3 NONU3ITUNEHA
HU3KOM NNOTHOCTW, YKYNOPEHHbIW NI1aCTUKOBOK
NPOBKOIA M3 NOAUITUNEHA HU3KOM NNOTHOCTH C
HaBMHYMBAIOLWECA KPLILWKOM C BpalLaTenbHbim
KONbLUOM A1 KOHTPOISA NEPBOro BCKPLITHA.

D nakoH-KanenbHWLE BMECTe C UHCTPYKUMER No
NPUMEHEHWIO NOMELLEHbI B KAPTOHHYH NauKy.

Labelling /
Mapkuposka:

The following information is indicated on the label

The following information is present on the label

of the bottle in the Russian language: the trade
name of the medicinal product with the symbol ®,
dosage form, quantity of the medicinal product in
ml, strength, group name, batch number, expiry
date, warning: “Sterile.”, company logotype in
Latin letters “Santen”, name and country of the
registration certificate holder which is also
manufacturer responsible for release, internal
company code (-s).

The following information is indicated on the

| of the bottle in the Russian language: the trade

name of the medicinal product with the symbol ©,
dosage form, quantity of the medicinal product in
ml, strength, group name, batch number, expiry
date, warning: “Sterile.”, company logotype in
Latin letters “Santen”, name and country of the

| registration certificate holder which is also
manufacturer responsible for release, internal

company codes.
The following information is present on the carton

carton in the Russian language: the trade name of
the medicinal product with the symbol ®, dosage
form, group name, quantity of the medicinal
product in ml, quantity of the bottles in the
secondary packaging, strength, warnings:
“Sterile.”, “Prescription.”, “Topical use into the
eye”, “Read the enclosed leaflet before use”,
“Keep out of reach of children”, storage
conditions, “Use within 28 days after opening the
bottle”, “Store in the original packaging”, name
and content of the active substances and
benzalkonium chloride, list of excipients in 1 ml of
the medicinal product, 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), expiry date,
manufacturing date, company logotype in Latin
letters “Santen”, name and country of the
registration certificate holder, which is also the
company that releases the product, registration
certificate number, bar-code, internal company
code (-s).

Additionally, there may be identification means
(I1S) for monitoring the movement of drugs. On all
components of the package can be factory

in the Russian language: the trade name of the
medicinal product with the symbol ®, dosage
form, group name, quantity of the medicinal
product in ml, quantity of the bottles in the
secondary packaging, strength, warnings:
“Sterile.”, “Prescription.”, “Topical use into the
eye”, “Read the enclosed leaflet before use”,
“Keep out of reach of children”, storage
conditions, “Use within 28 days after opening the
bottle”, “Store in the original packaging”, name
and content of the active substances and

benzalkonium chloride, list of excipients in 1 ml of

' the medicinal product, batch number, expiry date,
| manufacturing date, company logotype in Latin

letters “Santen”, name and country of the
registration certificate holder, which is also the
company that releases the product, registration
certificate number, bar-code, internal company
codes.

Additionally, there are identification means (IS) for

monitoring the movement of drugs. On all

Page/Crtpanuua
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Fotil Batch 3500843 (reference to Certificate of Analysis dated 08.01.2026)

doTmn Cepua 3500843 (ccbinka Ha cepTudukaT aHanmsa ot 08.01.2026)

production technology codes and technical details.
The location and color of the Sl, process codes and
production parts may vary depending on the
technological features of the production. Color
shades of packaging layouts may differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers. /

Ha aTuKeTKe dnakoHa Ha PYCCKOM A3bIKe
YKa3blBaKOT: TOProBOE HAWMEHOBaHWe npenapara ¢
npeaynpeavTensHOM MapKkupoBKoi ®,
NeKkapcTeeHHan Gopma, KoNM4YecTso npenaparTa B
M/, O3MPOBKa, rPYNNMPOBOYHOE HAUMEHOBaHKE,
HOMEp Cepuu, 4aTa OKOHYaHWA CPOKa rOAHOCTH,
«CTepunbHO», HAMMEHOBaHWe Bragenbua
PerncTpaLyMoHHOrN0 YAOCTOBEPEHWA, ABNAKOLLETOCA
NpoM3BOAMTENEM, OTBEYAIOLLMM 33 BbiMyCKAKOLLWiA
KOHTPO/Ib Ka4ecTsa, CTpaHy, ero NoroTun
NaTUHCKUMKM ByKBamK «Santen», BHyTPeHHMe Koz
bl) KOMNAHWM.

Ha KapTOHHOM Na4Ke Ha PYCCKOM A3biKe
YKa3blBAKOT: TOPrOBOE HaMMEHOBaHME npenapara c
npeaynpeanTensHON MapKkUpoBKoi ©,
nekapcreeHHaa dopma, rpynnupoBoYHOE
HaumeHOBaHWe, KO/IMYeCcTBO Npenapara B mA,
KO/NMYECTBO (GNAKOHOB BO BTOPWYHOMW YNaKoBKe,
[03UpoBKa, «CTepunbHO.», «lo peuenty.»,
«MecTHO B rnas.», «llepeg npUMeHeHHem
03HAKOMbTECh C NPUNAraemMoi MHCTPYKUMUEA.»,
«XpaHWTb B HEAOCTYMHOM 1A AeTei mecTe.»,
YCNIOBWA XpaHeHus, «Mcnob30saTh B TeyeHue 28
[AHER Nocne BCKPbITUA dnakoHa.», «XpaHuTb B
OPUTMHA/bHOM YNAKOBKe.», HAWMEHOBAHMUE W
cofepraHue AeNCTBYIOWMX BELLeCTB 1
BeH3anKOHUA XNopuaa, NepeyeHs
BCNOMOraTe/bHbiX BewecTs 8 1 ma npenapara,
Homep cepuu (bopmupoBaHue cepun roToBoro
NPOAYKTa: K HOMEpPY Cepuit, NPUCBOEHHOMY
npoaykty «in bulk» u ykazaHHomy Ha nepBUYHON
ynakoske, MoryT 406asiATLCA CUMBONLI (ByKBbI
W uMdpel), LONONHUTENLHO NPUCBOEHHbIE ANA
NPOMEXYTOUHOWH/BTOPUHHOM yNakoBKK. TakUmM
06pa3om, HOMep CepuM, yKasaHHOW Ha
NPOMEXXYTOYHOW/ BTOPUHHOM YNAKOBKE MOXET
6bITb HA HECKO/IbKO CMMBOJIOB [/IMHHEE HOMEPA
cepwu, yKa3aHHOro Ha NepeMYHON ynakoske), AaTa
OKOHYaHKWA CPOKa FOAHOCTH, AaTa U3roTOBAEHUS,
HaumMeHOoBaHWe BaAeNbla PerncTpauMoHHoro
YA0CTOBEPEHWA, ABNAIOLLETOCA NPOU3BOAUTENEM,
0TBEYAOLLMM 33 BbINYCKAOWMUIA KOHTPO/b
Ka4ecTBa, CTPaHy, ero 10roTMn NaTUHCKUMU
bykBamu «Santen», HOMep pPerucTpauoHHOro
YAOCTOBEPEHMS, WITPUX-KOA, BHYTPEHHHE KoA(-bi)
KOMNaHWK.

[lononHUTeNBHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHTuduKaumu (CA) 4na MOHUTOPUHTA

| YCNIOBMA XpaHeHus, «Mcnonb30BaTh B TeYEHUE 28

| Homep cepum, AaTa OKOHYAHMA CPOKA FOAHOCTH,

components of the package are factory production
technology codes and technical details. /

Ha s3TvKeTke dnakoHa Ha PYCCKOM A3bIKE YKa3aHo:
TOProBOE HaMMeHoBaHWe npenapara ¢
npeaynpeavTenbHOW MapkUpoBKoW ¥,
nekapcTBeHHan Gopma, KONMYECTBO NpenapaTa B
M/, JO3MPOBKA, rPYNNUMPOBOMHOE HAUMEHOBaHMe, |
HOMEP CepWK, AaTa OKOHYAHMA CPOKA FOAHOCTH,
«CTepUNLHO», HAUMEHOBaHME B/lajeNbLa
perncTpauMoHHOro YA0CTOBEPEHUA, ABNAIOLLErOCA |
NPOW3BOAMTENEM, OTBEYAIILLMM 33 BbINYCKAOLLMIA
KOHTPONb Ka4YecTsa, CTPaHy, ero 1orotmn
naTMHckumn BykBamu «Santen», BHyTpeHHUE
KOAObl KOMNAHWUH.

Ha KapTOHHOMW NayKe Ha PYCCKOM fA3blKe yKa3aHo:
TOpProBOe HaumMeHOoBaHWe npenapara ¢
npeaynpeauTenbHOR MapKUpoBKoi &,
nexkapcTeeHHas Gopma, rpynnuposoyHoe
HavMeHOoBaHWe, KOJIMYECTBO Npenapara B M/,
KoAM4ecTBo GAaKOHOB BO BTOPUYHOW YNaKoBKe,
[o3uposka, «CtepunbHo.», «[1o peuenTy.»,
«MecTHO B rna3s.», «llepea npUMmeHeHnem
03HaKOMbBTECh C NPMAaraeMoi MHCTPYKLMEN. »,
«XpaHWTb B HEAOCTYNHOM AR leTel mecTe.», |

[HeN nocne BCKpbITUA GAakoHa. », «XpaHuTb B
OPMUrMHaNbHOMN YNAKOBKE.», HAUMEHOBAHWE U
copepxaHue AerCTBYIOLLMX BELLECTB U
BHeH3aNKoOHWA XN10pKaa, NepedeHb
BCNOMOraTe/lbHbIX BewecTs 8 1 ma npenapara,

[laTa M3roToBNEeHUA, HaMMEeHOBaHKe B/ajenbLa
PerncTpaunoHHOro YAOCTOBEPEHHWA, ABNAKDLLEroCa
npoussoAuTeNnem, OTBEYaWMM 3a BbiNyCKaOWWH
KOHTPO/b Ka4ecTea, CTpaHy, ero 10roTun
naTMHCKKMMK BykBamm «Santen», Homep ‘
peruc*rpau,uon—moro VAOCTOBBDEHMQ, WTpUX-KoA4, ‘
BHYTPEHHWE KOAbl KOMNAHUM.

[L0NONHUTENBHO NPUCYTCTBYIOT CREACTBA
naeHtudurkaummn (CU) 4NA MOHWUTOPKHIA
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3/4



Fotil Batch 3500843 (reference to Certificate of Analysis dated 08.01.2026)

®otun Cepuna 3500843 (ccbinka Ha ceprudmrar aHanmza ot 08.01.2026)

L

ABVKEHWA NIeKAPCTBEHHBIX NpenapaTtos. Ha scex
KOMMOHEHTAX YNakoBKW MOTYT NPUCYTCTBOBATH

3aBOACKME TEXHONOMrMYeCcKne Koabl 1

NPOW3BOACTBEHHbIE TEXHUYECKKWe aeTanu. MecTo
pacnonoxeHua u uset CH, TeXHONOTMYECKMX
KOO0B 1 NPOU3BOACTBEHHbIX ﬂ,ETaﬂEﬁ MOXeT
MEHATLCA B 3aBUCMMOCTU OT TEXHONOTMUYECKUX
ocobeHHOCTEeN NPOM3BOACTBA. LIBETOBLIE OTTEHKM
MaKeTOB YNakKoBOK MOTYT OT/IN4ATLCA OT TAKOBbIX
Ha KOMMEPYECKOM YNaKOBKe, TaK KaK 3aBMCAT OT

TEXHUYECKWUX XaPaKTEPUCTUK NPUHTEPOB.

|
|

[ABUKEHWA NeKAPCTBEHHbIX NpenapaTos. Ha scex

| KOMNOHeHTax ynakoBKW NPUCYTCTBYHOT 3aBOACKME

TEXHONOTM4eCKne Koabl M NPOU3BOACTBEHHbIE
TEXHUYECKWe AeTanu.

Quality of the product is compliant with normative documentation M N015324/01-260219 with change_s_Né 1-6 / '

Kauectso npenapata cooTseTcTByeT TPe60BaHNAM HOPMATUBHOM AoKymeHTaumm N N015324/01-260219 ¢ u3am. Ne 1-6

Date/[arta 08.01.2026

Signature/MNoanuchb:

-

.na_)H

. G Uy ~

Tarja Tuovinen
Qualified person
Santen Oy

Seal/Meyatb
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