$anten

Product/ ITpenapar

Product Code/ Kog nipenapara
Batch no./ Homep cepun

Date of manufacturing/

Jara npoussoacrea

Date of analysis/ Jata aHanuza
Date of expiry/ Cpok roHocTH

Test/ Iloxa3zaTelin

Appearance / Onncanie
Clarity / TIpospauHocThb

Color / IIsetHOCTD

Identification / HPLC /
Timolo! Maleate /
Hopmarocts / BOXX /
THMOJIOJIA MaJsieaT

Identification / HPLC /
Pilocarpine Hydrochloride/
Homuunocts / BDXX /
ITHIIOKAPHHHA THIPOXJIOPHL

CERTIFICATE OF ANALYSIS/
CEPTMOUKAT AHAJIU3A

FOTIL, EYE DROPS, 5§ ML./
OOTHJI, KAIIJIU I'IASHBIE, 5§ MJI
31169

3508201

08/2025

09/2025
08/2028

Requirements/ Hopnmnl

Clear, colorless solution/ Ilpospaunsii
6eciBETHRIH pacTBOp.

Product must be clear or stand comparison
with reference I/

Tpenapat JOIMKEH OLITH MPO3PAYHBIM HITH
BBIZEPKUBATH CPABHEHHE € 3TAIOHOM [

Product must be colorless and stand
comparison with reference B9 /
Ipenapat xomxeH 6bITh GECUBETHEIM U
BBEIIEPXKHBATL CPABHEHHE C 3TaIOHOM B9

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 /

BpewMs yiep)XUBaHHA OCHOBHOIO MHKa Ha
XPOMATOrpaMMe HCIIBITYEMOrO PacTBOpa
JOJKHO COOTBETCTBOBATh BPEMEHH
YIepKUBAHHS OCHOBHOT'O IHKA Ha
XpOMaTOrpaMMe 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 /

BpeMmst yjiepxHBaHHA OCHOBHOT'O ITHKa Ha
XPOMATOTpaMMe HCIIBITYEMOTO PACTBOpa
JIOJDKHO COOTBETCTBOBATL BPEMEHH
YIEPXKHBAHHS OCHOBHOTO ITHKA Ha
XPOMATOTPaMME CTAHJAPTHOI'O PACTBOpPA
TTHJIOKapHHHA
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Units/
ExuHans:
H3IMeEpEeHHT

Results/
PezyabTaThl

Clear, colorless
solution/
Mpo3paynsii
OecrBeTHBIH
pacTBop.
Product is clear
/

IIpenapat
IIPO3PAYHBIH

Product is
colorless and
stands
comparison with
reference B9 /
ITpenapat
GecHBeTHBI 1
BBIIEPKHBAET
CpaBHEHHE C
stanoHoM B9
Positive/
TonoxurensHas

Positive/
TlonoxurenpHas



$anten

CERTIFICATE OF ANALYSIS/

CEPTUOUKAT AHAJIN3A
Product/ TTpemapar FOTIL, EYE DROPS, 5 ML,/
OOTHJI, KATLJIA T'JIAZHBIE, 5 MJI
Product Code/ Kog npenapara 31169
Batch no./ Homep cepun 3508201
Date of manufacturing/ 08/2025
JlaTa npomsBojcTaa
Date of analysis/ lata ananmza  09/2025
Date of expiry/ Cpox rogroctsn  08/2028
Test/ Iloxazatenn Requirements/ HopmMe1
Identification / HPLC / Retention times of main peaks on the
Benzalkonium chloride / chromatogram of test solution must
HogmrroCcTh / BOXX / cotrespond to the same peaks on the

OGeH3aNKOHNS XJIOPHI chromatogram of C12, C14 and C16
components of benzalkonium chloride
standard solution /

BpeMeHa yaepiKHBaHH OCHOBHBIX [THKOB Ha
XPOMaTOrpaMMe HCIBITYEMOT0 PACTROpA
JIOJKHBI COOTBETCTBOBATL BPEMEHAM
YIESPIKHBAHHS TAKIX XK€ [HKOB Ha
XPOMATOTpaMMe CTaHAAPTHOTO PACTBOpa
KOMITOHEHTOB Oex3ankouus xnoprmga C12,

Cl4ucClé
Dispensable volume / 2100
H3BnexaeMsrit 00bem
pH 48-55
Osmolality / OcmonseHOCTS 200 - 300

Mechanical impurities/
Mexanugeckie BIIOUeHMs/

Visible particles must not be present during
visual inspection /

BuanMele BKITIOUEHYS IPH BU3YATLHOM
OCMOTPE JIOJDKHBI OTCYTCTBOBATh

Assay / HPLC / Timolol maleate/  6.16 - 7.52
Komuuectrenroe onpenenenue /

B3XX / THMoniona Manear

Assay / HPLC / responding timolol / 4.5 - 5.5
KonnuecrseHHoe onpeneneHue /
B3XX / timornon

Assay/ HPLC /

Pilocarpine hydrochloride /
KonmuectrenHoe onpenenenne /
BOXX /

TIOKAPIIHHA THAPOXJIOPH]L
Assay /HPLC/

Benzalkonium Chloride /
KomruecrBennoe onpeenetue /
BOXX / 6enzankonus xaopHn
Related substances / HPLC /
Timolol maleate /

Poxcreennste npumecn / BOXKX /
THMOJIONA MAJIearT

Total/ Cymma npumeceii

Fach / Exnanunas npumech
Related substances / HPLC /
Pilocarpine hydrochloride /
Poxcreennnie npumecn / BOXX /
THITOKAPIIHHA THAPOXIIOPUL

Total / Cymma nipumeceit

18.0-22.1

0.09-0.11

<10.0
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Results/ Units/
Ennnannst

PesyabTaTny
H3MepeHust

Positive/

IonoxurensHas

106 %

53

253 mOsmol/kg
MOCMOIB/KT

Complies/

CooTBeTcTBYET

6.84 mg/ml
MT/MIT

5.00 mg/ml
MI/MIT

21.12 mg/ml
MF/MJT

0.10 mg/mi
MI/MIT

<0.05 %

<0.05 %

0.24 %
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CEPTU®UKAT AHAJIU3A

Product/ TTpenapar FOTIL, EYE DROPS, 5 ML /
OOTUI, KAILJIU I'NTABHBIE, 5 MJI

Product Code/ Kox npenapata 31169

Batch no./ Homep cepru 3508201

Date of manufacturing/ 08/2025

Jata npousBojcTea

Date of analysis/ Jlata anamimza  09/2025

Date of expiry/ Cpok rogHocti  08/2028

Results/ Units/
Test/ Iloxa3aTesn Requirements/ Hopmpl EnuHuns!

PesynbTatel

H3MepeHHUs

Pilocarpic acid/ ITniokanporosas < 6.0 0.12 %
KHCIIOTA
Isopilocarpine / M3ommmokaprue < 4.0 0.06 %
Sum of all other impurities/ Cymma < 1.0 0.06 %
HEHJICHTH(HIIHPOBAHHBIX NIPHMeCceit
Sterility / Product must be sterile/ Sterile/
CrepHiIbHOCTh IIpenapar qomKeH OBITH CTEPHIBHBIM CrepunbHEIi
BLOQ/HIIKO = Below Limit of Quantitation/ Hike npezena KOJIHIeCTBEHHOTO ONpeIeeHHS

ND/HO = Not Detected/ He obuapysxeHo
RRT/OBY = Relative Retention Time/ OTHOCHTEIBHOE BpeMst yIEPKHBAHHS

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.

HacrosmuMm moATBep)kparo, YTO yKa3aHHAs BBINIE CepHs MPOM3BEIEHAa, M KOHTPOJb KAadyeCcTBa MPOBEJEH B
COOTBETCTBHH C JOKYMEHTAallHEil Ha CEpHI0, TEXHOJIOTHEH IPOH3BOJCTBA M METOJHKAMH KOHTPOJS KadyecTBa.
JIoKyMeHTalisl Ha CEpHI0 H JKypHAJbl IIPOBEJCHHS HCIBITAHHH MPOBEPEHB H TOJHOCTBIO COOTBETCTBYIOT
JeificTByromiM TpeboBaHHsIM GMP U YCIOBHSM, M3JIOXEHHBIM B PETHCTPALHOHHOM YJOCTOBEPEHHH, BBIJAHHOM
COOTBETCTBYIOLIMM PETYJISITOPHBIM OpraHoM. HHUKaKHX OTKJIOHEHHH HIIH IPOUCHIECTBHH, KOTOPBIE MOTYT MOBJIHSATH
Ha Ka4yeCcTBO TIperapara, OTMEYEHO He ObIIO.

Santen Oy, Tampere/ Cantan AO, Tamnepe
16 Mar 2026/ 16 map 2026 1.

G T il b
{fage N UL\ nxe~_

Tarja 1uovinen

Product Quality Lead, Qualified Person)/

Benynuii crieruanucT o KauecTBy POy KIIHH,

VHOJIHOMOYEHHOE JIHII0



OFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.2026)

Odraksukc Cepua 3505631 (ccbinka Ha cepTudmkar aHanumsa ot 03.03.2026)

‘qflmporting country / Ctpana BBO3a:

Russia / Poccusa ‘

Marketing Authorisation of importing country /
PezaucmpayuoHHoe yoocmosepeHue CmpaHsl 8803a:

NN-Ne(003525)-(Pr-RU) ot 27.10.2023 |

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouzsodumens papmayesmudeckol
cybcmaryuu:

Batch / Cepua: ABC5052
Manufacturing site / MpoussoguTens:
Alfresa Fine Chemical Corporation / Anppeca ®aiiH Kemukan
KopnopenwH

1-10-1 Mukaihama, 010-1601 Akita, Japan

Levofloxacin / NlesodnokcaumH

Name and address of bulk manufacturing site /
HassaHue u adpec npoussodcmea 2omosgol
nekapcmeaeHHol ¢opmel:

NextPharma Oy, Finland / AO Hekct®apma, tDMﬂnFiH,qma ‘
Niittyhaankatu 20, 33720, Tampere, Finland ‘

Manufacturing Licence / MuueH3aua: FIMEA/2020/000897

GMP EAEU: NeGMP/EAEU/BY/00398-2025

| Name and address omékagin_g sitéT-
Ha3zea+ue u adpec naouw,adku, omeeqarowed 3a
YNaKkoeKy:

Primary Packaging site / Nnowagka nepeuyHOK vriauosuu:_ ' "

NextPharma Qy, Finland / AO Hekct®apma, PUHNAHAWA
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / /luuensua: FIMEA/2020/000897
GMP EAEU: NeGMP/EAEU/BY/00398-2025

Secondary Packaging site / MNnowaaka BTOPMYHON YNaKOBKU:

Manufacturing Packaging Farmaca (MPF) B.V,, the Netherlands /
ManydakuypuHr Meknamud ®apmara (MNP) 6.B., Huaepnauas
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence / luueH3sua: 108630F

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

Name and address of release site /
HaseaHue u adpec npoussodumens (Boinyckarowjul
KOHMponb Kayecmea):

Santé?Oy, Finland /AO—CLEHTaH, CDVIHFIHH-AMH
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / /luueHsunsa: FIMEA/2023/006935

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

Presentation form /

dopma BbINycKa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack) /
Kanau rnasusbie, 0.5 % (bnakoH-kanenbHuua) 5 mn x 1 (nayka
KapToHHaA)

Stability period / Cpox eodHocmu:

3 years. Use within 28 days after opening /
3 roaa. MUcnonb3osaTh B TeyeHue 28 AHer nocne OTKPbITHA

Storage conditions / Yci0eus xpaxeHus:

At the temperature not higher than 25°C/
Npu Temneparype He Bbiwe 25°C

| Label code / Kop 3TiKeTku P110600014297
Carton code / Koa nayku KapTOHHOW P101100014296 |
Leaflet code / Koa MM P090800014769 1\
Page/Ctpanuua
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OFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.2026)

Odraksukc Cepua 3505631 (ccbinKka Ha cepTudumKaT aHanusa ot 03.03.2026)

Test/ Nokasatenb

Requirements/ Hopmbli

Results/ PeayabTaThbi

Packaging / 5 ml in a low-density polyethylene bottle with a S mlin a low-density polyethylene bottle with a

Ynakoska: dropper-tip and screw cap. The bottle with the | dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. / leaflet is in the carton pack. /
Mo 5 mn pacTBopa BO GAakOHEe M3 NOAUITUNEHA | Mo 5 mn pacTeopa 8o GNaKoOHE U3 NOAMITUNEHA
HU3KOM NAOTHOCTM C HAKOHEYHMKOM-KanebHULEA | HW3KOM NNOTHOCTHU C HAKOHEYHUKOM-KaneabHUUen
W 3aBUHYMBAIOLLENCA KPbILWKOW. PNAKOH C 1 3aBUHUYMBAIOLLLEMCA KPBIWKOW. DNaKkoH ¢
WHCTPYKLMEN MO NPUMEHEHU IO NOMELLaloT B WHCTPYKLUMEN Mo NPUMEHEHUIO NOMELLEHDI B
KAPTOHHYIO MayKy. | KapTOHHYHO mauky.

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

language: the brand name of the medicinal
product with R, international non-proprietary
name (in Russian and English), dosage form,
quantity of the medicinal product in ml, strength,
batch number, expiry date, warning: “Sterile.”,
method of administration: “Topically.” company
logotype in Latin letters “Santen”, name and
country of the registration certificate holder,
code(s).

The following information is indicated on the

| name (in Russian and English), dosage form,

language: the brand name of the medicinal
product with R, international non-proprietary

quantity of the medicinal product in ml, strength,
batch number, expiry date, warning: “Sterile.”,
method of administration: “Topically.” company
logotype in Latin letters “Santen”, name and
country of the registration certificate holder,
codes.

The following information is present on the

secondary pack (carton) in the Russian language:

secondary pack (carton) in the Russian language:

the brand name of the medicinal product with R,
dosage form, international non-proprietary name
(in Russian and English), quantity of the medicinal
product in ml, , strength, warnings: “Sterile.”,
“Prescription.”, “Method of administration: see
instruction for medical use (patient information
leaflet)”, “Keep out of reach of children”, “Use
within 28 days after the first opening of the
bottle”, “Opened on:___ ", method of
administration: “Topically.”, storage conditions,
name and content of the active substance 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 Marketing
Authorization holder and release quality control,
name of the company-licenser (as “with a license
of Daichi Sankyo Co., Ltd, Japan”), registration
certificate number, bar-code, code(s), The
presence of a first-opening control for the carton
pack in the form of transparent stickers is \
permitted. |

| administration: “Topically.”, storage conditions,

| the brand name of the medicinal product with R,

dosage form, international non-proprietary name
(in Russian and English), quantity of the medicinal \

| product in ml, strength, warnings: “Sterile.”,
| “Prescription.”, “Method of administration: see

instruction for medical use (patient information
leaflet)” ,“Keep out of reach of children”, “Use
within 28 days after the first opening of the
bottle”, “Opened on:___"; method of

name and content of the active substance 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
Marketing Authorization holder and release
guality control, name of the company-licenser (as
“with a license of Daichi Sankyo Co., Ltd, Japan”),

| registration certificate number, bar-code, codes.

The first-opening control of the carton pack in the
form of a transparent sticker.

Page/Crpanuua
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OFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.2026)

Odraksukc Cepusa 3505631 (ccbinka Ha cepTudmMKaT aHanumsa ot 03.03.2026)

Additionally, there may be identification means
(1S) for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and color of the IS, 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 3TnKeTKe ¢paKkoHa Ha PYCCKOM A3bIKE
YKa3biBalOT: TOPrOBOE HAMMEHOBaHKWe npenapara ¢
npeaynpeanTebHON MapkUpoBKOiA ®,
MeXayHapoaHOe HenaTeHToOBaHHoe
HavMeHOoBaHWe (Ha PYCCKOM W aHIIMHCKOM
A3blKax), 1eKapcTeeHHan Gopma, KoAU4ecTBo
npenapara B M/, 4O3MPOBKa, HOMEP Cepuu, aara
OKOHYaHWA CPOKa roAHOCTHU, NpeaynpeauTe/bHas
HaaANWCb: «CTEePUNBHON; NYTb BBEAEHUA:
«MeCTHO.», NOrOTUMN KOMNAHWKU NATUHCKUMU
BykBamu «Santen», HAUMEHOBaHWE K CTPaHY
B/lafenblia perucTpaumMoHHOro yA0CTOBEPEHHA,
undpoBsbie u/vunu rpaduHeckre BHYTPU3aBOACKON
(-me) TexHuueckui ( e) ko (-bi)
npenapara/ynakoBKu.

Ha KapTOHHOM Na4Kke Ha PYCCKOM f3biKe
YKa3blBaKOT: TOProBoe HaMMeHOBaHue npenapara ¢
npeaynpeanTe/ibHONM MapKWpoBKONW ®,
nekapcTeeHHaa Gopma, mexayHapoaHoe
HenaTeHTOBaHHOe HaUMEHOBaHMWE (Ha PYCCKOM W
aHIIMACKOM A3bIKax), KONMYECTBO npenaparta B
MA, [l03UPOBKA, NpeaynpeauTeNbHble HAaAMUCK:
«CrepunbHo.», «o peuenty.», «Cnocob
NPUMEHEHMWA: CM. MHCTPYKLUMIO NO MEANLMHCKOMY
NPUMEHEHMIO (NMCTOK-BKNAAbIW)», « XPaHWUTb B
HeA0CTYNHOM ANA AeTel mecTe.», «Mcnoab3osaTh
B TeyeHue 28 AHen Noc/ie NepBoro BCKPbITUA
dnakoHa.», «OTKPLITO:_____ »; NYTb BBEAGHWA:
«MecTHO. »; YCIOBUA XPaHeHWA, HAMMEeHOBaHKWe 1
cogepiKaHve AeWCTBYIOLWLero BelecTsa U
BGeH3aNKOHWA XI0OpKAa, NepeyeHb
BCMOMOraTeIbHbIX KOMAOHEHTOB B 1 MA
npenapara, Homep cepuun (GopmupoBaHue cepun
rOTOBOTO MPOAYKTA: K HOMEPY Cepuu,
NPUCBOEHHOMY NPOAYKTY «in bulk» U ykazaHHomy
Ha MepBMYHOIA yrakoBke, moryT fo6asnaTecA
CMMBO/bI (BYKBBI MW LUMdPbLI), AONOAHWUTENBHO
NPUCBOEHHbIE ANA MPOMEKYTOUHON/BTOPUYHON
YNaKoBKMW. Takum obpa3om, Homep cepuu,
YKa3aHHOW Ha NPOMEXYTOYHOMU,/ BTOPUYHON
YNaKoBKE MOMKET BbITb Ha HECKOMIbKO CUMBO/IOB

Additionally, there are identification means (IS) for |

monitoring the movement of drugs. On all
components of the package are factory production
technology codes and technical details. /

Ha aTnkeTke dnakoHa Ha PYCCKOM A3biKe YKa3aHO:
TOpProBoe HAaMMEHOBaHWe npenaparta C
npeaynpeauTensHOn MapKUpoBKoi ®,
MEXAyHapoaHoe HenaTeHToBaHHoe
HanMMeHOBaHWe (Ha PYCCKOM M aHIIMIACKOM
A3blKax), NeKapcTeeHHan Gopma, KoNM4ecTBo
npenaparta B M/, A03UMPOBKA, HOMEp CEPUM, AaTa
OKOHYaHWA CPOKa ro4HOCTK, NpeaynpeanTebHad
Hagnuce: «CTepunbHO», NyTb BBEAEHWA:
«MecTHO.», NOrOTUN KOMMNAHWK NaTUHCKUMMU
BbyKBamu «Santen», HAUMEHOBAHUWE W CTPaHY
BNaAeNblLa PerucTpaLMoHHOro yA0CTOBEPEeHMUA,
undpoBbIe U rpapuU4ecKne BHYTPU3aBOACKOM
TEeXHWMUYECKUI KOZbl Npenaparta/ynaKkoBKu.

Ha KapTOHHOW Na4Ke Ha PYCCKOM A3bIKEe YKa3aHo:
TOProBOEe HaMMeHOBaHue npenapara ¢

npeaynpeauTenbHOW MapKMpoBKOW ®,
NeKapcTeeHHan bopma, mexayHapoaHoe
HenaTeHTOBaHHOE HAMMEHOBAHWE (Ha PYCCKOM 1
aHMMUCKOM A3bIKax), KONMYECTBO NpenapaTta 8
M/, AO3MPOBKA, NpeaynpeanTenbHbie HaANMUCK:
«CtepunbHo.», «Mo peuenty.», «Cnocob

| MPUMEHEHUA: CM. MHCTPYKLUMIO MO MeANLMHCKOMY
| npumeHeHuto (MMCTOK-BKNAABIW)», «XpaHUTb B

HeLOCTYNHOM ANA AeTel mecTe.», «Mcnonb30BaTh
B TeueHue 28 aHelr noc/ie NepBoro BCKPbITUA
dnakoHa.», «OTKPLITO:_____ »; NYTb BBEAEHWUA:
«MeCTHO.», yCN0BUA XpPaHeHWUA, HaMMeHoBaHWe 1
coAeprkaHue OerCTBYIOLero BewecTsa u

| BeHsankoHWs xA0pKUAa, NEpPeYeHb

BCMOMOraTe/lbHbIX KOMNOHEHTOB B 1 Mn
npenapara, HOMep CepUn, AaTa OKOHYaHKUA CPOKa
roAHOCTKM, AaTa NPOM3BOACTBA, NOrOTUN KOMNAHWK
naTMHcKkumu BykBamu «Santen», HAUMEHOBAHWE U
CTpaHy Bnagenbla PerucTpauoHHoro
YAOCTOBEPEHWA W BbINYCKAKOLLEro KOHTPONA
Kayecrsa, HaMMeHoBaHue d)VIprI, no INUEH3uKn
KOTOPOK, Npon3BeaeH npenapart (8 popmarte «no
nuueH3un dupmel danum Cankmo Ko. Jita.
AnoHKWA»), WTpMX-Koa, undpossie 1 rpaduyeckme
BHYTPM3aBOACKON TEXHUYECKME KOAbI
npenaparta/ynakoBku. KOHTPO/lb NepBoro

Page/CtpaHnua
3/4



OFTAQUIX Batch 3505631 (reference to Certificate of Analysis dated 03.03.2026)

Odraksurc Cepua 3505631 (ccbinka Ha cepTUdUKAT aHanM3a oT 03.03.2026)

nepBUYHOW YNaKOBKe), AaTa OKOHYaHWA CPOKA
rofHOCTK, AaTa NPOW3BOACTBA, IOFOTUN KOMNAaHWUK
NaTMHCKUMM ByKkBamK «Santen», HaMMEHOBaHUE K
cTpaHy BAage/blia PerucTpaunoHHoro
YAOCTOBEPEHMA U BbiMYCKaIOWLErO KOHTPONA
KayecTsa, HAaMMeHOoBaHWe GUPMbI, NO NULEH3UK
KOTOPOiA, NPOW3BeAeH npenapat (s popmare «no
nvueHsuu oupmel fanumn Cankuo Ko. Slta.
ANOHMAY), WTPUX-KOA, UMPPOBBIE W/UnK
rpaduyecKkue BHyTPU3aBOACKON (-ue)
TexHuueckuii ( e) kog (-bi) npenapaTa/ynakoBKu.
[onycKaeTcsa HalMUMe KOHTPO/A NepBoro
BCKPbITUA KAPTOHHOW Na4KK B BUAE NPO3PaYHbIX
HaKneex.

[lonoNHUTENBHO MOTYT NPUCYTCTBOBATL CPEACTBA
uaeHTnduKauumn (C1) ana moHUTOpUHra
[BUXKEHUA NeKapCTBeHHbIX NpenapaTos. Ha Beex
KOMMNOHEHTaX YNakoBKW MOTYT NPUCYTCTBOBATb
3aBO/ICKME TEXHONOTMHECKME KOObl 1
NpOW3BOACTBEHHbIE TEXHUYECKKNe geTanu. MecTo
pacnonoXeHua u uset CK, TEXHONOTUYECKMX
KOA0B U NPOM3BOACTBEHHLIX AeTane MoxeT
MEHATbCA B 3aBUCMMOCTM OT TEXHONOMMYECKUX
ocobeHHOCTEM Npou3BoACcTBa. LiBeToBble OTTEHKM
MaKETOB yNaKOBOK MOTYT OT/IM43TLCA OT TAKOBbIX
Ha KOMMEPHECKOW YNaKOBKe, TaK Kak 3aBUCAT OT
TEXHUYECKUX XapaKTePUCTUK NPUHTEPOB.

BCKPLITUA KAPTOHHOM NadvkW B BUAE NPO3PaYHOMA
HaKNEeWKH,

[lonoAHWUTENEHO NPUCYTCTBYIOT CPeaCcTBa
naeHTuduraumm (CKU) gna MOHWTOPUHra
[ABUMEHWA NeKapCTBEHHbIX NpenapaTos. Ha Becex
KOMMOHEHTaX YNaKoBKM NPUCYTCTBYIOT 3aBOACKUE
TEXHONOTMYeCKUe KOAbl U NPON3BOACTBEHHbIE
TEeXHUYECKME AeTalM.

Quality of the product is compliant with normative documentation /M-Ne(003525)-(PT-RU)-271124

KauecTso npenapaTa cOOTBETCTBYET TpeBOoBaHWAM HOPMATMBHOM AOKYMEHTaLMM JIN-Ne(003525)-(PT-RU)-271124

Date/[arta

Signature/Mognuce: N o \Quuvw Ve s

03.03.2026

Seal/Meyatb

Tarja Tuovinen
Qualified person
Santen Oy
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