$anten

Product/ ITpojyxr

Product code/ Kox npenapara

Batch no./ Ne cepuu

Date of manufacturing/ Jlara

MpOX3BOJICTBA

Date of analysis/ Jlata aitanusa
Date of expiry/ Jlata ucreucnus

CpOKa roJioCTH |
|

Test/ Ananns

Sterility /
CrepuasnocTs
Appearance /
Onucanue

Clarity / TTpo3paunocts

Color / LipeTHOCTE

Mechanical impurities /
Mexanuueckue
BEJIOYCHHS
Identification /
UV-spectrophotometry
/ Levofloxacin /
Hacntuduranms /
Y-
cnekrpooromerpus /
JleBodnokcauun
Identification / 1IPLC /
Levofloxacin/
Haenrndurauns/
BOXKX/
Jlesodokcanun

CERTIFICATE OF ANALYSIS/
CEPTUOHUKAT AHAJIM3A

Page 1 of 4/
Crpanuua 1 u3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
ODPTAKBUKC 5 MI'/MJI KAITJIN [JIA3HBIE 5 MJI

30818
3298581
02/2025

03/2025
02/2028

Requirements/ T'peGosannst

Solution must be sterile /

Pactsop nomxell OLITL CTEPHALHBLIM

Light yellow or light greenish-yellow solution /
CBeTno-#enThlil UK CBETNO 3CNCHOBATO-KENTHIHA
pacTrop

Product must be clear or stand comparison with
relerence 1/

Ipenapar gomkcH ObITh NPO3PAYHBIM HITH
BbIJIEP:KHBATE CPABHEHHE € ITANOHOM |

Product must stand comparison with reference GY3
/

Ilpenapar qonxcH BLIACPXUBATE CPABHCHHE C
stanonom GY3

Complies with the requirements /
B3 coorsercTanu ¢ TPeOOBAHNAMK

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

Yd-cnexTp noraotenus MCNLITYCMOrO pacTaopa
JI0/Kel COOTRETCTBOBATL Y (D-clieKkrpy
cTangapTHoro pactsopa scsodaokcaluna

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 /

Bpema yaepsuBaliia 0CHOBHOIO MHKA HA
XPOMATOrPaMME HCHLITYEMOr0 PARCTBOPA A0JIKHO
COOTBCTCTBOBATL BPEMCIIN YACPKHBAHKA
OCHOBHOTO 1IHKA 112 XPOMATOI'PAMME CTRHAAPTHOTO
pacrsopa nesoduiokcaumna

Results/ Units/
Pesyanrarn: Eannnui

n3MepeHust
Sterile /

Crepunbhbiii
Light greenish-
yellow solution
/

Cserno
3C/ICHOBATO-
WCNTHINA
pacTBop
Product is clear
/ Ilpenapar
Nnpo3payuHbli

Product stands
comparison with
reference GY3 /
[Mpenapar
BBLICPHKUBACT
CPaBHEHHE C
sranonom GY3
Complies /
CooteercrByer

Complies /
CoorBercTByer

Complies /
Coorsercrayer



$anten

Product/ [Tpoaykr

CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAJIM3A

OFTAQUIX 5§ MG/ML EYE DROPS 5 ML/
ODOTAKBHKC 5 MI/MJI KATUIM I'JIA3BHBIE 5 MUJI

Product code/ Koa npenapara 30818

Batch no./ Ne cepum

Datc of manufacturing/ Jlata

NPOH3BO/CTRA

Date of analysis/ Jlata aHain3a
Date of expiry/ Jlara ucrcueHus

Cpoka rojiHocTH

Test/ Ananns

Identification / HPLC /
Benzalkonium chloride
/ Upenrndmraums /
BDXX / Bensankonun
Xnopuj

Assay / [IPLC/
Levofloxacin /
Konuyectrenuoe
onpegencuue / BOXX
/ Jlesodnokcaumnn
Assay/ HPLC /D-
Ofloxacin/
KosuuecTseHHOE
onpesenchne / BOACX
/ D-odhnoxcauun
Assay/ HPLC/
Benzalkonium chloride
/ KonuuccTseHHOC
onpeaenerue / BOXX
/ Benzanxkonuus XIopHa
pH

Volume of package
contents / O0bem
CO/IEPINUMOro
YIAKOBKY

Osmolality/
OcMoNANbLIOCTh
Related substances /
HPLC / Levofloxacin /
Total impurities /
Ponctpennbie
cocaunenns / BOWX /
Jlerodpiiokcaumn /
Cymma npumecei

3298581
02/2025

03/2025
02/2028

Requirements/ Tpebosanns

Retention time of two main pcaks on the
chromatogram of test solution must correspond to
two main peaks on the chromatogram of
benzalkonium chloride standard sample /

BpeMﬂ YACPHHBAIIHA IBYX QCHORBILIX [THKOB 112
KpOMaTOI']JZlMMC HCNIBITYEMOTO pACTEOPA NOJAKHEL
COOTBETCTBOBATL BPEMEHAM YIEDKHBAHHUA JIBYX
OCHOBIBIX THKOB HA XPOMATOrpaMmc
craiapTHoro obpasia deH3ankoH!s XI0pHIa
4.75-5,50

A
e
("3

0.0425 - 0,055

6,0-7.0
> 100

270 - 340

<12

Page 2 of 4/
Crpanuua 2 uz 4

Results/
PesyabTaTs

Complics /
Coorsercrayer

0.21

0.049

6.6
106

Units/
Ennnnusl
H3MCPCHRS

mg/ml/

Mr/sn

%

mg/ml/
MM

mOsm/kg /
MOQOcMmosb/Kr
%



$anten

Product/ [Tpoayxr

Product code/ Ko npenapara

Batch no./ Ne cepun

Date of manufacturing/ JlaTa

OPOH3IROJCTRA

Date of analysis/ lata ananusa

Date of expiry/ Hlara ucretenus

CpoKa roiHocTH

Test/ Ananus

Related substances /
HPLC / Levofloxacin /
Desfluoro-
levofloxacin/
Poscreennsie
coenurenun / BOXX/
Jlesodnokcaunit /
Headropo-
nesodnokcalun
Related substances /
HPLC / Levofloxacin /
Ponctsennie
coeuuenus / BXX /
Jlesodtorcarmn /
Desmethyl-
levofloxacin/
JHeamerun-
neBopnoKcau
Levofloxacin-diamine/
Jlesodnokcauun-
JIHaMHH

Levofloxacin N-oxide/
Jlepodnokcanmn N-
OKCHJ]

Other single related
substances/ Jlpyrue
Ir{lUlHIlHleaJ'leb!E
])UJICTBCH HBIC MPHMCCH

CERTIFICATE OF ANALYSIS/ Page 3 of 4/
CEPTHOUKAT AHAJIM3A Crpanuua 3 ns 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
ODTAKBHUKC 5 MI'/MJI KAITIJIN T'JIAZHBIE 5§ MJI

30818
3298581
02/2025
03/2025
02/2028
Requirements/ TpeGosanus Results/ Units/
Pesyabrars! Ennnsnup
HiMepenns
<02 ND/HO %
<02 0.057 %
<0.2 BLOQ/ HITIKO %
<10 BLOQ/HIIKO %
<0.1 BLOQ/HIIKO %

BLOQ/HITKOQ Below Limit of Quantitation/ Husxe Npejiena KONHYECTBEHHOTO ONpeieNenUs
ND/IIO = Not Detected! He oBnapysxeno
RRT/OBY = Relative Retention Time/ OrHocHTEABHOE BPEMS YCPKHBAHUS



CERTIFICATE OF ANALYSIS/ Page 4 of 4/
anten CEPTUMHKAT AHAJIN3A Crpannna 4 us 4

ProducV/ [MpostykT OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
OOTAKBUKC 5 MI'/MJI KAILIN IJIA3IBIE 5 MJI

Product code/ Koa npenapara 30818
Batch no./ Ne cepun 3298581
Date of manufacturing/ Jlata 02/2025
HIPOH3BOJICTBA

Datc of analysis/ Jlara anaimsa 03/2025
Date of expiry/ Jlata nereucuus 02/2028

CpoKa rojinocTH

| 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.

HacToAwwyM NoATBEPIKAAL), HTO BbllIEyKasaHias cepua Oblia NPOM3BE/IEHA H IPOLILIA 1IPOBEPKY KAUCCTBA B
COOTBETCTBHH € YTBEPAJICIHLIMH TEXHONOIHUECKHMH PCTIAMCIITAMH H HHCTDYKILHAMH, 4 TAKKC MCTO/aMH
KONTPOs KarecTsa. JIOKyMEHTAIMA 1 JAHHYIO CCPHIO IPENAPATa M OTHETHI O NPOBCACHIBIX aHATH3AX POBEPEIhL.
[ToATBEPIIENO KX NOMHOE COOTBCTCTBHE AcHCTBYIOWMM TpeGosanusy Haunexameii [[POM3BOJICTBCHHOM NPAKTHKH
 YCAOBUAM PCrUCTPAItMOHHOTO YI0CTOBCPCHHSA, BLIIRHHOIO COOTBETCTBYIOUHM KOHTPOJIbILIM Opratom. Kakunx-
JIMGO OTKIOHCHHI HIlH ABJCIHH, KOTOPBIC MOTYT IOBJHATS 114 KANECTBO Npenupara, ne oSuapyieno.

Santen Oy, Tampere/ Canon AO, Tamnepe
22 July 2025 /22 Hion, 2025 r.

- “‘/“: e R

Jaalvh Liihteenmiiki, Product Quality Lead, QP
Slaana JlsxteenMmsakH, QTBETCTBEHHbIH 3a KauecTBO
MPO,LY KLIMH, YIOJIHOMOUEHNOC JIHLO




OFTAQUIX Batch 3298581 (reference to Certificate of Analysis dated 22.07.2025)

Odraxemkc Cepua 3298581 (ccbiika Ha cepTdMKaT aHanusa or 22.07.2025)

fimporting country / CTpaHa eso3a:

Russia / Poccwusa

Marketing Authorisation of importing country /

PezucmpauuoHHoe y8ocmosepeHue Crparbi 8803a:

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

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npoussodumene dapmayesmuqeckoll
cybemaryuy:

Levofloxacin / Nesognokcaumn

Batch / Cepua: ABB5001

Manufacturing site / Mponseogurens:

Alfresa Fine Chemical Corporation / Andpeca ®aiH Kemuran
KopnopeWwH

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

Name and address of bulk manufacturing site /
Haseanue u adpec npuzsodcmaa 2omosoli
nexapcmaeHHol popmor;

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

Manufacturing Licence / lnuenana; FIMEA/2020/000897

GMP EAEU: NoGMP/EAEU/RU/00372-2022

Name and address of packaging site /
Hazearue u adpec nnowadky, omeeqaowed 3a
YNaKOEKY:

Primary Packaging site / Mnowaaka nepBUYHON YNAKOBKM:

NextPharma Oy, Finland / AQ Hekct®apma, PUHIAHAUR
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / flnuenana: FIMEA/2020/000897
GMP EAEU: NeGMP/EAEU/RU/00372-2022

Secondary Packaging site / MaowaaKa BTIOPHUHOH YNaKOBKK:

Manufacturing Packaging Farmaca (MPF} B.V., the Netherlands /
ManydaruypuHr Nexkngmun ®apmana (MNE) 6.B., Huaeprarab
Neptunus 12, 8448 CN Heerenveen, the Netherlands
Manufacturing Licence / uuenans: 108630F

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

Name and address of release site /
Haseanue u adpec npouzgodumenn (Boinyckaouwjull
KOHMpPOne Kavecmea):

Santen Qy, Finland / AO CanTaH, $uHAAHAUA
Keiloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / fuensus: FIMEA/2023/006935

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

Presentation form /
dopma seinycxa

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack) /
Kanau rnasnele, 0.5 % (PprakoH-kanenbHnua) 5 ma x 1 (nauxa
KapTOHHaHA)

Stability period / Cpok 208HOoCMU:

3 years. Use within 28 days after opening /
3 roaa. Mcnonb3osath & TedeHWe 28 AHEW NoCAe OTKPbLITUA

Storage conditions / Ycaoeus xpanerun:

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

Label code / Koa sTMKeTKH P110600014297

Carton code / Koa navuky KapTOHHOW P101100014296

Leaflet code / Kog UMD P090800014769
Page/Ctpanvua

1/4




OFTAQUIX Batch 3298581 (reference to Certificate of Analysis dated 22.07.2025)

Odraksukc Cepun 3298581 (ccoinka Ha cepTUdmKaT aHanusa ot 22.07.2025)

Test/ Moxkasarenw

Requirements/ Hopmbi

Results/ PeaynbTaTthbl

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,
codels).

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 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
henzalkonium 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 contral,
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.

Packaging / 5 ml in a low-density polyethylene bottle with a 5 ml in a low-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. / leaflet is in the carton pack. /
Mo 5 mn pacTeopa BO GnakoHe U3 NOANITUAEHA Mo 5 mn pacTBopa Bo GpAakoHe U3 NOAUITUAEHA
HW3HOR NAOTHOCTH C HAKOHEYHUKOM-KANEeNbHULEH | HUIKOR NADTHOCTH € HAKOHEYHUKOM-Kane bHULeiA
M 3aBUHYMBAIOWENCA KPBILIKOW. PNAKOH ¢ M 33BMHUMBAIOLLEACA KPbILKOW, PAAKOH ¢
MHCTPYKLMER NO NPMMEHEHW IO NOMELLAIOT B HMHCTPYKUMEH NO NPUMEHEHUID NOMELLEHbI B
KaPTOHHYIO NavKY. KAPTOHHYID NauKYy.

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

Mapruposxa: 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,
codes.

The following informatign is present 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 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 m| of
the medicinal product, batch number, expiry date,
manufacturing date, company logotype in Latin
Jetters “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/CTpaHnua
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OFTAQUIX Batch 3298581 (reference to Certificate of Analysis dated 22.07.2025)

Odraksukc Cepua 3298581 (ccbiika Ha cepTudmKar aHanmsa ot 22.07.2025)

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 atukeTke GnakoHa Ha pyCCKOM A3bIKe
YKa3blBalOT: TOPrOBOE HaMMEeHOBaHMWe npenapara ¢
npesynpeauTeNbHON MapKMpoBKoM ®,
MeayHapOoAHOe HenaTeHToBaHHoe
HaMMmeHoBaHWe (Ha PYCCKOM W aHI/IMACKOM
A3bIKax), NekapcTeeHHan Gopma, KO/MHecTBo
npenaparta B M/, O3MPOBKa, HOMEp Cepuu, AaTa
OKOHYaHWA CPOKa roAHOCTH, NpeaynpeauTebHasn
Haganuch: «CTepunbHO»; NYTh BBEAEHWA:
«MeCcTHO.», NOroTUM KOMNAHUKU NATUHCKUMMA
BykBamu «Santen», HAMMEHOBAHWE U CTPaHyY
BNaAeNbUa PErMCTPALMOHHOIO YA0CTOBEPEHMS,
undposbie n/unm rpadudeckme BHYTPU3aBOACKON
(-ne) TexHuueckmi ( e) kog, (-bl)
npenapaTa,/ynakoBKM.

Ha KapTOHHOW NayYKe Ha PYCCKOM A3biKe
YKa3bIBAIOT: TOPrOBOE HAWMEHOBaHWE Npenapara ¢
npeaynpeauTensHoW MapkUpoBKon ®,
nexkapcTBeHHan popma, mexayHapogHoe
HenaTeHTOBaHHOE HaWMEHOBaHMUe (Ha PYCCKOM U
aHMKMIICKOM A3bIKax), KONMYeCTBo Npenapara 8
MN, AO3MPOBKa, NpeaynpeanTebHble Haanucu:
«CtepunbHO.», «[o peuenty.», «Cnocob
NPUMEHEHMWA: CM. MHCTPYKLUMIO N0 MeAWLMHCKOMY
MPUMEHEHWIO (MMCTOK-BKAAABILL)», «XPaHUTb B
HeA0CTYNHOM ANA AeTel mecTe.», «Mcnone3oBate
8 TeyeHue 28 gHer nocse Nepsoro BCKPbITUA
dnakoHa.», «OTKpbITO:_____ »; NYTb BBEAEHUA:
«MecTHO.»; YC/I0BUA XPAHEHWA, HAUMEHOBaHWE U
CoAepMKaHWe AeUCTBYHOLLErO BELLeCTBa U
6eH3aNKOHUA XN0pUAa, NepedeHb
BCMOMOraTebHbiX KOMNOHEHTOB B 1 mn
npenapara, HoMep cepuu (bopmuposaHne cepun
roTOBOrO NPOAYKTA: K HOMEPY CepuM,
NpUCBOEHHOMY NMpoAyKTy «in bulk» 1 ykasaHHomy
Ha NepBMYHOI ynakoske, MoryT Ao6asnATLCA
CUMBONbI (BYKBBI MW LMPPBI), AONONHATENBHO
NPUCBOEHHBIE AN1A NPOMEMYTOYHON/BTOPUYHOM
ynakosKu. Takum o6pasom, Homep cepuy,
YKa3aHHOW Ha MPOMEKYTOUHOMN/ BTOPUUHON
yNaKoBKe MOXeT BbITb Ha HECKO/IbKO CUMBO/IOB

| ropHOCTWM, gaTta NPoOW3BOACTBA, OrOTUN KOMMNAaHWUK

Additionally, there are identification means (IS) for ‘
monitoring the movement of drugs. On all 1
components of the package are factory production

technology codes and technical details. / ‘

Ha aTukeTke GnakoHa Ha PYCCKOM A3bIKE YKa3aHO:
TOProBOe HauMeHOBaHWe npenapara ¢
npeaynpeauTeIbHOW MapKUPOBKO# ¥,
MEXAyHapoAHOE HenaTeHTOBaHHOoe
HaumeHOoBaHWe (Ha PYCCKOM M aHTIMIACKOM
A3blKax), 1eKapcTBeHHas dopma, KONMYecTBo
npenapaTa B M/, 4O3MPOBKA, HOMEp Cepuu, AaTa
OKOHYaHMWA CPOKa rOAHOCTH, NpeaynpeauTe/ibHanA
Haanuce: «CTepunbHO», NYTh BBEAEHWA:
«MeCTHO.», NOroTUM KOMNAHUK NAaTUHCKUMM
BykBamu «Santen», HAUMEHOBAHWE W CTPAHY
BNafensla perMcTpauMoHHOro ya0cToBepeHus,
UMPpPOBBIE W rpaduUEecKre BHYTPU3aBOACKON
TEXHUYECKUIA KOAbI Npenapara/ynakoBKu.

Ha KapTOHHOW NayYKe Ha PYCCKOM A3bIKE YKA3aHO:!
TOpProBoe HaMMEeHOBaHMe npenapara ¢
npeaynpeanTenbHOM MapKUpoBKoii ,
nexkapcreeHHas Gopma, mexayHapoaHoe {
HEeMaTeHTOBaHHOE HaMMeHOBaHUe (Ha pycckom u |
AHTIMACKOM A3blKax), KOAWYECTBO npenapara 8 !
M/, O3MPOBKA, NpeaynpeaunTe/ibHble Haanueu:
«CrepunbHo.», «[lo peuenty.», «Cnocob
NPUMEHEHUA: CM. MHCTPYKLMIO MO MeULMHCKOMY
NpUMeEHeHUo (nucToK-BKNaAbIW)», «XpaHUTL B
HefoCTyNHOM ANA AeTei mecTe.», «cnone3oeath
B TeyeHue 28 AHei nocne nepsoro BCKPbITUA
¢dnakoHa.», « OTKPLITO: ____»; NYTb BBEAEHUA:
(cMeCTHO.», ycnosua XpaHEHMFl, HanMeHoBaHWe n
coAepaHue AelCTBYIOLEero BelwecTea v
6eH3aNKoOHWA XN0pKuaa, NnepedeHs
BCMOMOraTe/ibHbiX KOMNOHEHTOB B 1 Mn
npenapara, HOMep CEpUM, AaTa OKOHYAHWA CPOKa

natMHckMmn BykBamu «Santen», HauMeHoOBaHWe U1
CTpaHy BNajeNbLa perucTpaLuoHHoro
YAOCTOBEPEHWUA U BbINYCKAKOWIEro KOHTPONA
KayecTBa, HaMMeHoBaHue GUPMbI, MO TULEH3NK
KOTOPOIA, Npou3BeaeH npenapar (8 dopmate «no ,
nvueHsuu pupmbl Lanum Cankuo Ko. /T4, |
ANOHWAY®), WTPUX-KOA, LMPPOBbIE K rpadu4eckue
BHYTPW3aBOACKOMN TEXHUUYECKWUE KOAbI
npenaparta/ynakosku. KOHTpO/b NepBoro

Page/CtpaHuua
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OFTAQUIX Batch 3298581 (reference to Certificate of Analysis dated 22.07.2025)

Od¢rakeukc Cepun 3298581 (ccoinka Ha cepTudmkar aHanmsa ot 22.07.2025)

|

A/MHHEE HOMEpa CEePUK, YKA3aHHOro Ha
NepBUYHON YNaKOBKe), 1aTa OKOHYaHUA CPOKa
rOAHOCTH, faTa NPOM3BOACTBA, 1OrOTUM KOMMEHWK
NaTMHCKMMK BykBamu «Santen», HaUMEHOBaHWe K
CTpaHy BNajenbLa perucTpauuoHHoro
YAOCTOBEPEHWA U BbINYCKAKLWEro KOHTPONA
Ka4yecTea, HaMMeHOoBaHue GUPMbI, N0 NMLEHIUK
KOTOPOK, NpoM3BeAeH Npenapar (B dopmare «no
nuueHsun dupmol Jaum CaHkuo Ko. Nlta.
AnoHuA»), WTpUX-Koa, uudpoBbie u/unu
rpaduyeckue BHYTPU3aBOACKOH (-ve)
TeXHUYECKUH ( e) Koa (-bl) NnpenapaTa/ynakoBku.
[onyckaeTca HaM4me KOHTPONA Nepsoro
BCKPbITUA KAPTOHHOW Nayky B BUAE NPO3padHbix
HaK/eeK.

LononHUTENbHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHTuduKkaumm (CKU) ana MoOHUTOPUHra
[OBUKEHWA NNEKapPCTBEHHBIX NpenapaTtos. Ha Bcex
KOMMOHEHTAX YNakoBKKM MOTYT NPUCYTCTBOBATb
33aBOACKWE TEXHONOMMYECKME KOAbI W
NpoW3BOACTBEHHbIE TEXHUYECKUE geTanun. MecTo
pacnonomeHua U uset CH, TexHONornueckux
KOAOB M NPOU3BOACTBEHHbIX AETanei MoxeT
MEHATLCA B 3aBUCUMOCTM OT TEXHONOMMYECKUX
ocobeHHOCTeW Npon3BoAcTBa. LIBeToBble OTTEHKM
MaKeTOB yNaKOBOK MOTYT OT/IM4aTLCA OT TAKOBbIX
Ha KOMMEPYECKOW YNAKOBKE, TaK Kak 3aBMCAT OT
TEXHWUYECKUX XapaKTePUCTUK NPUHTEPOB.

BCKPbLITUA KAPTOHHOW NaYykK B BUAE NPO3PavyHOM
HaKNeWKM,

[ononHUTEeNbHO NPUCYTCTBYIOT CpeacTsa
maeHtTudukaumum (CU) ana moHUTOpUHra

| ABMXEHWA NeKapCTBEHHbIX NpenapaTos. Ha Bcex

KOMMNOHEHTAaxX yNakOBKK NPUCYTCTBYKOT 3aBOACKKME
TEXHONOrMYyecKkne KoAdbl U NPOU3BOACTBEHHbIE
TeXHU4Yeckue getanu.

Quality of the product is compliant with normative documentation J1M-Ne(003525)-(Pr-RU)-271124

Kauectso npenapara cootBeTcTyer Tpeb0BaHUAM HOPMAaTWMBHOM AoKyMeHTauum /IMN-Ne(003525)-(Pr-RU)-271124

Date/fara 22.07.2025

Signature/Moanuce:

(I\qux“fL{Pf\"lc ~

Seal/MNeyvats

Tarja Tuovinen
Qualified person
Santen Oy
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