$anten

Product/ | lponykr

Product code/ Kol npenaparta

Batch no./ Ne cepun

Date of manufacturing/ Jata

NPOX3BOACTEA

Date of analysis/ JlaTa ananiza
Date of expiry/ Jlata ncreuetus

CpOKa roanocTH

Test/ Ananns

Sterility /
CrepuibHOCTD
Appearance /
Onucanne

Clarity / Ilpo3paunocts

Color / LiBeTHOCTL

Mechanical impurities /
Mexanuueckue
BKILKOYCIIAA
[dentification /
UV-spectrophotometry
/ Levofloxacin /
WieHTugrkauus /
V-
cnekTpodoTeMeTpUs /
Jlepodriokcaumii
ldentification / HPL1.C /
Levofloxacin/
Haenruduranns/
BXX /
Jlesogrnokcanun

CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIU3A

Page | of 4/
Crpatuua | n3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
OPTAKBUKC 5 MI'/MJ1 KATUIH TJIA3ZHBIE § MJ

30818
3414261
05/2025

07/2025
05/2028

Requirements/ TpeGopanus

Solution must be stertle /

PactBop AokeH ObITh CTEPHIBHBIM

Light yellow or light greenish-yeilow solution /
CBETNO-KENTBIH HIH CBETAO 3¢ IEHOBATO-KEATHIH
pacTeop

Product must be clear or stand comparison with
reference 1/

Tpenapar fosseH GbiTh TEPO3PAYHLIM HIIH
BLLACPHKHBATE CPABRCHHE € ITATOHOM |

Product must stand comparison with reference GY3
/

ITpenapat TOoMXeH BblAEPKHBATL CPABHEHHE C
yranotoM GY3

Complies with the requirements /
B coorsercTBum ¢ TpEOOBAHHAMH

UV absorption spectrum of test solution must
correspond to UV-spectrum of levofloxacin
standard solution /

Y@-cnekTp nOrNoweHHsn HCNbiTYEMOTO pacTsopa
JOJIKEH COOTBETCTROBATL Y P-cnekTpy
CTAHAAPTHOTO pacTBopa 1esodaoKcaHHA

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

Bpems yaepausaHHs OCHOBHOMO NMKKa HA
XPOMATOTPAMME HCTILITY €MOro pacTeOpa JONKHO
COOTBETCTROBATL BPEMCHH YACDIKHBAHHA
OCHOBHOIO IHKA HA XPOMAaTorpaMMe CTaH1apTHOro
pacreopa nesotaokcaUHHA

Results/ Units/
Pe3ynabTaTel Eanuunet

HiIMepeHnHs
Sterile /

CreprapHuii
Light greenish-
vellow solution
/

CeeTno
3€7€HOBATO-
HENThIH
pacTBop
Product is clear
/ Tlpenapar
npo3pauHelid

Product stands
comparison with
reference GY3 /
ITpenapar
BLIAEPHHBACT
cpaBHeuue C
stanonoM GY3
Complies /
CootBeTcTBYET

Complies /
CooTeercTBYET

Complies /
CooteeTcTBYET



CERTIFICATE QF ANALYSIS/ Page 2 of &/
anten CEPTH®UKAT AHATH3A Crpannia 2 us 4

Product/ [Ipoayxr OFTAQUIX 5§ MG/ML EYE DROPS 5 ML/
O®TAKBHKC 5 MI'/MJI KATLJTH FJIAZHBIE 5 MU

Product code/ Koa npenapara 30818
Batch no./ Ne cepuu 3414261
Date of manufacturing/ lara 05/2025
IPOH3BOACTBA

Date of analysis/ Jlata ananuia 07/2025
Date of expiry/ Jlata ncTeaeHHs 05/2028

CpOKa TOIHOCTH

Test/ Ananns Requirements/ Tpebopanusa Results/ Units/

PelyaAbTaThl EanHHLbE
HIMEpeHHR

Identification / HPLC/  Retention time of two main peaks on the Complies /

Benzalkonium chloride  chromatogram of test solution must correspond to Coorsercrpyer

{ Mnenruduxanus / two main peaks on the chromatogram of

BOXCX / Bensankonus  benzalkonium chloride standard sample /

XJIOPHI Bpema yacpKiRBaHHA IBYX OCHOBHbLX NHKOB Ha

XPOMATOrPAMME HCIILITYEMOTO PACTROPA AOTKHEI

COOTBETCTBOBATL BPEMEHAM YACPWHBAHHSA JIBY X

OCHOBHBIX ITHKOB HA XpOMATOTpaMme

CTanaapTHOro 06pasua OeIBaNKOHNA XI0PHIA
Assay / HPLC/ 4,75 -5.50 5.05 mg/ml/
l.evofloxacin / MI/MO
KosmvecrseHHOC
otipeaeneure / BYAX
/ JlesodpnoxcanuH
Assay/ HPLC /D- <05 0,20 %
Ofloxacin/
KostnuecTBeHHOE
onpeaeaenne / BOXX
/ D-otnokcanni
Assay/ HPLC/ 0.0425 - 0.055 0,049 mg/ml/
Benzalkonium chloride MI/M.T
/ Konu4ecTBeHHOC
vnpesienenne / BXX
{ beH3aIKOHHA XNOpHA

pll 6.0-7.0 0.6

Volume of package > 100 107 %

contents / O6pem

COUEKHMOTO

YNaKkOBKH

Osmolality/ 270 - 340 269 mOsm/kg /
OCMOTANLHOCTD MOCMOB/KT
Related substances / <12 BLOQ/HIKO %

HPLC / Levofloxacin /
Total impurities /
PoacTeeHHbIE
coeanuennd / BIXX /
JlesodnoKcalmR /
Cymma npuMecei



$anten

Product/ [Mpoaykr

Product code/ Koa npenapara

Batch no./ Ne cepuu

Date of manufacturing/ Jlata

NnpoxH3iBOACTBA

Date of analysis/ Jlara ananusa

Date of expiry/ Qata HeTeueHns

CpOKa NoAHOCTH

Test/ AHaaus

Related substances /
HPLC / L.evofloxacin /
Desfluoro-
levofloxacin/
PoncrseHnwe
coeanHenna / BIXX /
JNiepodiokcauus /
Jesgropo-
JeBpIOKCALHH
Related substances /
HPL.C / Levofloxacin /
PoacTeenHbie
coearHenus / BYXX /
Jlesodnokcaunn /
Desmethyi-
levofloxacin/
Jesmeru-
nepodnokcaun
Levofloxacin-diamine/
Jlesodrokcalluu-
JIHAMHH

Levofloxacin N-oxide/
Jlesodpnokcaumn N-
OKCHT

Other single related
substances/ Ipyrue
HHAHBHLY &1bHBIE
POACTBCHHbIE TTIPHMECH

CERTIFICATE OF ANALYSIS/ Page 3 of 4/
CEPTU®HKAT AHAJIH3A Crpavuua 3 u3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
O®PTAKBHKC 5 MI'/MJI KAILJIK I'JIA3HBIE 5 MJI

30818
3414261
05/2025

07/2025
05/2028

Requirements/ Tpefosanus Results/ Units/

<02

PelyanTaTed Eanuuilb!
HIMepEeHHS
ND/HO %

BLOQ/ HITKO %

BLOQ/HIIKO %

BLOQ/HITIKO %

BLOQ/HIIKO %

BLOQAIIKO = Below Limit of Quantitation/ Hixe npesena ko IH4ECTREHHOTO ONPEACHCHHA
ND/HO = Not Detected/ He oBnapyaeHo
RRT/OBY = Relative Retention Time/ OTHOCHTENILHOE BPEMA Y 1CPKHBAHHS



CERTIFICATE OF ANALYSIS/ Page 4 of 4/
anten CEPTH®UKAT AHAJIU3A Crpanuia 4 u3 4

Product/ Ipoaykr OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
ODPTAKBUKC 5 MI/MJI KATIJIH I'TA3HBIE 5 MU

Product code/ Kox npenapara 30818

Batch no./ Ne cepuu 34142061

Date of manufacturing/ Jlata 05/2025

(IPOH3BO/ICTBA

Date of analysis/ Jlara ananusa 07/2025

Date of expiry/ Jlata ucreueHuns 05/2028

CPOKa TO/IHOCTH

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.

HacTosiiinm noATREPAIAIO, 410 BeILIEYKa3aHHas cepHst Oblild 11POH3BEACHA | ITPOIILIA IPOBEPKY KauceTsa B
COOTBETCTBHH € YTREPA/ICHHBIMH TEXHOJIOTHYECKUMH PEIIAMEHTAMH M HHCTPY KLMSMH. 8 TAKKE MCTO1aMH
KOHTPOJIS KauecTBa, JIOKYMEHTALHs HA JJAHHY IO CEPHIO NIPENAPATa U OTHETBL O MPOBE/ICHHBIX AHATH3AX MPOBEPCHEL.
[ToATBEPHIEHO HX NOIHOE COOTBETCTRHE eRCTRYIONMM TpeboBatinay Haiexaniel npon3BoACTBEHNON NPAKTHKH
W YCA0BHAM PErHCTPAIHOHHOIO YAOCTOBEPEHMA, BRUIAHIOI0 COOTRETCTRYI0IMM KOHTPO IbHbIM OpratoM. Kakux-
MO0 OTKIOHCHHH HIIH ABJICHHIL. KOTOPbIE MOTYT MOBIHATL HA KAYECTRO Npenapara, He 0GHapyKeno.

Santen Oy, Tampere/ Cantin AO, Tamnepe
13 Feb 2026 / 13 ®eB 2026 1.

ST )
Cli -

-(‘ L N U e ~

Tarja Tuovinen

Product Quality Lead. Qualified Person)/

Beayumii cnenmaiuet no kauecTsy npoy Kium.

Y1omoMouen Hoe J141o



OFTAQUIX Batch 3414261 (reference to Certificate of Analysis dated 13.02.2026)

Odraksukc Cepuna 3414261 (ccbinka Ha cepTudMKaT aHanusa ot 13.02.2026)

gflmporting country / CrpaHa BBoza:

Russia / Poccusa

Marketing Authorisation of importing country /
PeaucmpauuoHHoe y0ocmogepeHue cmparsl 8803a:

NIN-Ne(003525)-(PT-RU) ot 27.10.2023

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npoussodumens hapmayesmuyeckol
cybcmaHuyuu:

Levofloxacin / NlesodnokcaumH

Batch / Cepus: ABC5055

Manufacturing site / MpoussoguTens:

Alfresa Fine Chemical Corporation / Andpeca PaitH Kemukan
KopnopenwH

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

Name and address of bulk manufacturing site /
HaseaHue u adpec npoussodcmea 2omosoli
nexkapcmeeHHol gopmei:

NextPharma Qy, Finland / AO Hekct®apma, CDVIHHH-I—-U:LMH
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / Nluuensna: FIMEA/2020/000897

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

Name and address of pack_;aging site /
HaszeaHue u adpec naowadku, omeeyarowell 3a
YNaKOBKY:

Primary Packaging site / Mnowaaka nepBMYHON YNAKOBKKU:

NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAUA
Niittyhaankatu 20, 33720, Tampere, Finland

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

Secondary Packaging site / MNaowaaka BTOPMYHON YNaKoBKK:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
ManydakuypuHr Nekngxmd Papmara (MMNP) b.B., Huaepnanab!
Neptunus 12, 8448 CN Heerenveen, the Netherlands
Manufacturing Licence / JluueHaua: 108630F

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

Name and address of release site /
HassaHue u adpec npouzsodumena (Boinyckarowjull
KOHMPOab Ka4yecmea):

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

Manufacturing Licence / Jluuensua: FIMEA/2023/006935

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

Presentation form /
dopma BbinycKka

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack) /
Kannwu rnasueie, 0.5 % (dnakoH-kanenbHuua) 5 ma x 1 (nauka
KapTOHHAA)

Stability period / Cpok 200Hocmu:

3 years. Use within 28 days after opening /
3 roga. Mcnonb30BaTh B TeveHUe 28 AHew Nocne OTKPbITUA

Storage conditions / Ycio08usa xpaHeHus:

At the temperature not higher than 25°C /
Mpw Temnepatype He Boiwe 25°C

| Label code / Kop aTukeTkin P110600014297

Carton code / Koa naduku KapToOHHOM P101100014296

Leaflet code / Kog MM P090800014769
Page/Crpannua
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OFTAQUIX Batch 3414261 (reference to Certificate of Analysis dated 13.02.2026)

Odrakeurc Cepun 3414261 (cebinka Ha cepruduKaT aHanusa or 13.02.2026)

Test/ Noxazartesns

Requirements/ Hopmsb:

Results/ PesynuraTthl

language: the brand name of the medicinal
product with R, international non-proprietary
name {in Russian and English), dosage form,
guantity 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
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 mi, , 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, codels}, The
presence of a first-opening control for the carton
pack in the form of transparent stickers is
permitted.

Packaging / 5 ml in a low-density palyethylene hottle with a 5 ml in a Jow-density polyethylene bottle with a

Ynaxoska: dropper-tip and screw cap. The bottle with the dropper-tip and screw cap. The bottle with the
leaflet is in the carton pack. / leafiet is in the carton pack. /
o 5 mn pacTeopa BC $NavoHe K3 NOANITUAEHA flo 5 mn pacTeOpa 8o GNEKOHE M3 NOAIMITUNEHT
HIUSKOM NAOTHOCTM € HAKOHEUHUKOM-KAMENbHULIEH | HUIKOM NNOTHOCTH C HEKOHEUHWKOM-KaNeNbHULLeH
W 33BMHUMBAIOWERCA KPBIWKOK. PNaROH C M 33BUHYMBAOWENCA KPbIWKOH. PNaKoH ¢
MHCTPYKUMER N0 NTPUMEHEHWIO NOMELLAIOT B MHCTRYKLMEA N0 NPUMEHEHHUID NOMELIEHb! B
KAPTOHHYIO MaYKy. KAPTOMMYIO MAYKY.

Labelling / The following information is indicated on the The following information is present on the

Maprupogra: 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 mt, 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:

the brand name of the medicinal product with R,
dosage form, internaticnal 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 mi 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
quality 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/CrpaHuua
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OFTAQUIX Batch 3414261 (reference to Certificate of Analysis dated 13.02.2026)

Odraksukc Cepusa 3414261 (ccbinka Ha ceptudmKaT aHanusa ot 13.02.2026)

Additionally, there may be identification means
(IS) 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 sTnkeTKe dbnakoHa Ha pyCCKOM A3blKe
YKa3blBakOT: TOProBOe HaMMeHOoBaHMWe npenapara ¢
npeaynpeavTenbHOM MapKkMpoBKkom ®,
MeXAyHapOoAHOe HENaTeHTOBAaHHOE
HaMMeHOBaHMe (Ha PyCCKOM M aHTIMMCKOM
A3bIKaX), NEKapCcTBeHHas Gopma, KONMYECTBO
npenapara B M/, O3UPOBKA, HOMep CEPWUM, AaTta
OKOHYaHWA CPOKa roAHOCTH, NpeaynpeanTebHan
Hagnuce: «CTePUNBHOY; NYTb BBEAEHUA:
«MeCTHO.», TOrOTUN KOMNAHWUK NaTUHCKMMM
OykBamm «Santen», HAMMEHOBAHMWE W CTPaHy
BA2AENbLA PErMCTPALMOHHOIO YAOCTOBEPEHMS,
undpoBsble u/unm rpaduyecke BHYTPU3aBOACKOM
(-ve) TexHuueckui ( e) kop, (-bl)
npenaparTa/ynakoBKu.

Ha KapTOHHOI NayYke Ha PYCCKOM fA3blKe
YKa3blBaKOT: TOProBoe HaMMeHOBaHWe npenapara ¢
npeaynpeaMTensHOW MapKMposKoW ®,
nekapcTBeHHas Gopma, MexayHapoaHoe
HenaTeHTOBaHHOe HaMMEeHOBaHMWe (Ha PYCCKOM U
aHrWMIACKOM A3bIKaX), KONMYECTBO Npenapara B
M1, 03UPOBKa, NPeaynpeAnuTEeNbHbIE HaaNUCK:
«CrepunbHo.», «Mo peuenty.», «Cnocob
MPUMEHEHMWA: CM. MHCTPYKLUMIO NO MEAULMHCKOMY
NPUMEHEHMIO (NMCTOK-BKNAALIW)», «XPAHWUTL B
HEeAO0CTYNHOM ANA AeTei mecTe.», «Mcnonb3oBaTh
8 TeyeHue 28 AHel nocne nepBoro BCKPbITUA
dnakoHa.», « OTKPLITO:____ »; NyTb BBEAEHUA:
«MecTHO. »; YCNOBUA XPaHEHMA, HAUMEHOBaHKE u
cofepaHue AeHCTBYIOWEro BeLwecTsa 1
6eH3anKkoHWA XNopMAaa, NepeyeHs
BCMOMOraTe/IbHbIX KOMAOHEHTOB B' 1 mn
npenapara, Homep cepuun (popmuposaHue cepuu
roTOBOro NPOAYKTa: K HOMepy cepuu,
npyvcsoeHHoMy Npoaykty «inbulk» W ykasaHHomy
Ha NepBUYHON YNAKOBKE, moryT AobaBnaTLCA
cUMBO/bI (ByKBbI MK LUKMPLI), AONONHUTENBHO
NPUCBOEHHbIE ANA NPOMEKYTOYHOW/BTOPHUYHOA
YNakoBKW. Takum 0Bpa3om, HOMep Cepuu,
YKa3aHHOW Ha NPOMEKYTOYHOW/ BTOPULYHON
YNaKoBKe MOeT ObiTb Ha HECKO/IbKO CMMBO/IOB
A/MHHee HoMepa CepuM, yKa3aHHOro Ha

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 3TvKeTKe d1aKOHa Ha PYCCKOM A3bIKE YKa3aHO:
TOpProBoe HaMMeHOoBaHWe Npenapara c
npeaynpeauTenbHOW MapKkUpoBKoW &,
MeXAYyHapOoAHOe HenaTeHTOBaHHoe
HaMMEHOBaHME (Ha PyCCKOM W aHMIMACKOM
A3blKax), NekapcTBeHHas Gopma, KONUHECTBO !
npenapara B M/, 403MPOBKA, HOMED CEPUK, AaTa |
OKOHY3aHWA CPOKa rogHoCTH, NpeaynpeauTenbHan
Haanuce: «CTepunbHO», NYTb BBEAEHUA:
«MeCTHO.», NOTOTUM KOMMNAHUKW NAaTUHCKMMMU
6ykBamu «Santen», HAMMEHOBAHMWE U CTPAHY
BAafenbLa perncTpauuMoHHOIo YAOCTOBEPEHUA,
undposbie 1 rpaduueckme BHYTPU3aBOACKON
TEXHWYECKWIA KOAbl NpenapaTta/ynakoBKy.

Ha KaDTOHHOﬁ Nnavyke Ha PYCCKOM A3biKe YKa3aHo.
TOPropoe HanmeHoBaHKWe npenaparta C
npeaynpeavTenbHOn MapKkUpoBKoi ©,
NeKapcTBeHHan Gopma, MexayHapoaHoe \
HEMaTeHTOBaHHOE HaMMEHOBaHWeE (Ha PYCCKOM 1
aHIIMIACKOM A3bIKaXx), KONMYECTBO NpenapaTa B ‘
M/1, 0O3MPOBKA, NpeaynpeauTeNnbHble Haanucu: |
«CrepunbHo.», «lo peuenty.», «Cnocob
NPUMEHEHMA: CM. MHCTPYKLMIO N0 MeAULMHCKOMY
NPUMEHEHUK (NUCTOK-BKNAAbIW)», «XpPaHWTb B
HEeAOoCTYNHOM ANA AeTei mecTe.», «Mcnonb3oeaTth
B TeyeHue 28 AHel nocne Nepsoro BCKPbITUA
dnakoHa.», «OTKPLITO:_____ »; NyTb BBEAEHWA:
“MECTHO.», YCNOBWA XpaHEHWUA, HAUMEHOBAHWE U
COAepHaHue AerCTBYIOLEero BewecrTsa 1
6eH3anKkoHuA xnopuga, nepeveHb
BCMOMOraTeIbHbIX KOMNOHEHTOB B 1 Mn
npenaparta, HOMep CepuM, faTa OKOHYaHUA CPOKa
roAHOCTH, AaTa NPOM3BOACTBA, IOTOTUM KOMNAHUK
naTMHCKMMUK BykBamu «Santen», HAMMEHOBaHWeE U
CTpaHy BAaAENbLa PErMCTPALMOHHOMo
YA0CTOBEPEHWA W BbINYCKAKOLWENO KOHTPONA
Kayecrea, HaMmeHOoBaHue (‘bl/'lprl, no JTUMUEeH3un
KOTOPOM, Npou3BeaeH npenapar (8 dopmate «no
nuueHsumu dupmel Janum CaHkuo Ko. NlTa. |
ANOHMAY), WTPUX-KOA, UMDPOBbLIE U rpaduyeckue
BHYTPM3aBOACKON TEXHUYECKME KoApbl
npenaparta/ynakoBkn. KOHTpO/Ib Nepsoro

Page/Crpanuua
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OFTAQUIX Batch 3414261 (reference to Certificate of Analysis dated 13.02.2026)

Odraksukc Cepua 3414261 (ccbinka Ha cepTUMKAT aHanmsa ot 13.02.2026)

NepBMYHOM YNAKOBKE), AaTa OKOHYaHWA CPOKa

rogHoOCTH, AaTta NpPowu3BOACTBA, N0rOTUN KOMNAHUUK |

| BCKPbITUA KAPTOHHOW MaukK 8 BUAE NPO3PaYHOM
HaK/eMKK.

naTMHCKMMM BykBamu «Santeny», HaMMeHoBaH1e 1 |

CTpaHy BAagenbla perncTpaumoHHoro
YOCTOBEPEHMA M BbIMYCKAKOWLETO KOHTPO/IA
KayecTsa, HaMMeHOoBaHWe GUPMbI, NO ULEH3UK
KOTOPOIA, Npou3BeaeH npenapar (8 popmare «no
nvuensuun dupmb Jaiiumn Cankuo Ko. /ita.
ANOHMAR), WTPUX-KOA, UndpoBble u/mnu
rpadmyeckue BHYTPU3aBoACKoN (-ue)
TexHuueckuit ( e) Kog (-bl) npenapata/ynakosku.
[lonyckaeTca HalMu1e KOHTPONA Nepeoro
BCKPbITMA KAPTOHHOM NayKy B BUAE NPO3PaYHbIX
HaKneek.

[lONONHWTENbHO MOTYT NPUCYTCTBOBATL CPEACTBA
maeHtuduKkaummn (CU) Ana MOHUTOPKHIA
[ABUMEHWUA NeKapCTBEHHbIX NpenapaTtos. Ha Bcex
KOMMOHEHTax YyNakoBKW MOTYT NPMCYTCTBOBATbL
33B0O/ICKME TEXHONOTMYECKME KOAbI U
NPOU3BOACTBEHHbIE TEXHUYECKKMe AeTanu. MecTo
pacnosnoMeHus 1 et CK, TEXHONOTHYECKNX
KOJ0B ¥ NPOWM3BOACTBEHHLIX AeTanei Moxer
MEHATLCA B 3aBUCMMOCTH OT TEXHONOTUYECKUX
ocobeHHOCTeW Npou3BoACTBA. LIBeToBbIe OTTEHKM
MaKeTOB yNaKOBOK MOTyT OTNMYATLCA OT TAKOBbIX
Ha KOMMEepYECKOMW YNAaKOBKE, TaK KaK 3aBUCAT OT
TEXHUYECKUX XaPaKTEPUCTUK NPUHTEPOB.

[ONONHWTENBHO NPUCYTCTBYIOT CPEACTBA

| upenTUdUKaummn (CU) AnA MOHUTOPUHTA
[BMEHUA NIEKAPCTBEHHBIX Npenapatos. Ha seex

| KOMMNOHEHTAX YNIAKOBKM NPUCYTCTBYIOT 3aBOACKME

| TexHoNOrM4eckne Kofbl ¥ NPOU3BOACTBEHHbIE

| TeXHUYECKUe AeTanu.

Quality of the product is compliant with normative documentation JIN-Ne(003525)-(Pr-RU)-271124
KauecTso npenapata cooTeeTcTBYET TpeB6OBaHWAM HOPMaTUBHOM AOKYMEHTALMN JIN-Ne(003525)-(Pr-RU)-271124
Date/fata  13.02.2026

Signature/Moanucs: Seal/Meuatb

\'a_z—\ (-fi,{b‘\/’\w -
Tarja Tuovinen
Qualified person
Santen Oy
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