$anten

Product/ IMpoayxr

Product code/ Koa npenapara
Batch no./ N cepru

Date of manufacturing/ Jlata
NpOH3BOICTBA

Date o analysis/ Jlata anaiuia
Date of expiry/ lara ueredenus

CERTIFICATE OF ANALYSIS/
CEPTHO®HKAT AHAJIM3A

Page 1 of 4/
Crpanuua 1 v3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
OD®TAKBHKC 5 MI'/M.J1 KAIJIHN I'JTAZHBIE 5 M

30818
3395641
05/2025

06/2025
05/2028

CpOKa I'OJTHOCTH

Test/ Ananus

Sterility /
CTepHilbHOCTE
Appearance /
Onucatine

Clarity / ITpospadnocrb

Color / LiseTHocTh

Mecchanical impurities /
MexaHuueckue
BKMHMEHHA
Identification /
UV-spectrophotometry
/ Levotloxacin /
Hachrndukatids /
Y-
crierTpooTOMEIPHS /
JleBoduiokcaunu
Identification / HPLC /
Levofloxacin/
Hnenrudukauus/
BAKX/
Jleodurokcaunn

Requirements/ TpeGopannsa

Solution must be sterile /

Pacrsop aonxeH ObiTh CTEPHIBHLIM

Light yellow or light greenish-yellow solution /
CBETUI0-KENTEIH HIH CBETNIO 3ENEHOBATO-XKEThiH
pacTsop

Product must be clear or stand comparison with
reference | /

[penapar aonxeH HbITE MPO3IPAYHEIM HITH
BbiJICP)KHBATL CPABHCHHE € 3TAIOHOM |

Product must stand comparison with reference GY3
/

IIpenapar 40/IKEH BLIACPIKHBATL CPABHEHUE ©
rajonom GY3

Complies with the requirements /
B cooteercTsHH ¢ TpeDOBAHHAMH

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

YO-crekTp NOrIOWEHHS KCTILITYEMOID pacTBopa
AOIIKCIE COOTBETCTROBATE Y P-crcKTpY
CTaHAAPTHOIO PAcTROPA JICBOQUIOKCALHHA

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 YACPKHBAHHA OCHOBHOI( NTHKA Ha
XpoMarorpaMmMe HCIbITY EMOTo pacTBOPa A0 1KHO
COOTBCTCTBOBATE BPEMEHH YACPHHUBAHKA
OCHOBHOTIO ITHKA HA XpOMaTOTrpaMMe CTanAapTHoOro
pacTeopa jiepodaokCaunHa

Results/ Units/
Pesyabntatsl Eavunust

H3IMepeHHSs
Sterile /

Crepuiibhniil
Light greenish-
yellow solution
/

Ceetrno
3eJ1eHOBATO-
HKENTBIH
pacTeop
Product is clear
/ Ilpenapar
IpO3payHblH

Product stands
comparison with
reference QY3 /
[pemnapar
BRIIEPHKHBAET
CpaBHEHHE C
stanoHoM GY3
Complies /
CooTtBercTBYET

Complies /
CootsercrByer

Complies /
CooTBETCTBYET



CERTIFICATE OF ANALYSIS/ Page 2 of &/
anten CEPTHOMKAT AHATN3A Cromnia 2 134

Product/ INpoaykr OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
ODTAKBHKC 5 MI'/MJI KATIJIH FAAZHBIE 5 M

Product code/ Koa npenapata 30818

Batch no./ Ne cepuu 33935641

Date of manufacturing/ Jlata 0572025

IIPOU3IBOACTBA

Date of analysis/ Jlata auann3a 06/2025

Date of expiry/ flata Hcreqenus 05/2028

CpOKa POHOCTH

Test/ Anaaus Requirements/ TpeGoranun Results/ Units/
PesyabtaTel Eaunuubl

HIMepeHnH

Identification / HPL.LC/  Retention time of two main peaks on the Complies /

Benzalkonium chloride  chromatogram of test solution must correspond 1o CoorsercrayeT

/ Unentudmkanus / two main peaks on the chromatogram ol

BYXX / Benzanxouua  benzatkonium chloride standard sample /

XJIOPHA Bpems yIepxUBAHNS JBYX OCHOBHBIX THKOB Ha

XpOMATOrpaMMe HCNbITYEMOTO PACTBOPA JOIKHbI
COOTBETCTBOBATE BPEMEHAM Y ICDHUBAKHA JIBYX
OCHOBHBIX MHKOB HAa XPOMATOrpamMme
cranzaprroro obpasua DEH3aNKOHHS XJI0pHAR
Assay / HPLC/ 4,75 - 35,50 497 mg/mi/
Levofloxacin / MI/Mi
KonnvecTBCHHOE
onpeaenenne / B3XKX
/ Jlepodnoxcanuu
Assay/ HPLC /D- <{.5 0,20 %
Ofloxacin/
Koanuecrsenuoe
onpenciienne / BOXX
/ D-ogokcainnu

Assay/ HPL.C / 0.0425 - 0,055 0.049 mg/ml/
Benzalkonium chloride MM

/ Konvuecreennoe

onpeaeaende / BOXX

/ beH3aNKOHHA XJNOPHA

pH 6,0-7,0 6.5

Volume of package = 100 107 %
contents / O6nem

COACPHHUMOro

YTaKOBKH

Osmolality/ 270 - 340 298 mOsm/kg /
OCcMOIAIBHOCTD MOCMOJIB/KT
Related substances / <12 BLOQ/ HITKO %

HPLC / Levofloxacin /
Total impurities /
PoncreeHHbie
coennHenna / BN/
Jlesodaoxcauus /
CymMMa [pumecei



$anten

Product/ ITpoaykr

Product code/ Kou sipenapara

Batch no./ Ne cepun

Date of manufacturing/ Jara

[IPOX3IBLACTRA

Date of analysis/ lara anaausa

Date of expiry/ Jlata ucreyenus

CPOKA IN'OAHOCTH

Test/ Ananni

Related substances /
HPLC / Levofloxacin /
Desfluoro-
levoflexacin/
Poacreeunnle
coeiuHeHus / BXX /
Jlesodaokcaunn /
Hesdropo-
neBOPIOKCALHH
Related substances /
HPLC / Levofloxacin /
PoacreeHnsle
cocanHennn / BXX /
Jlesodytokcauns /
Desmethyi-
levofloxacin/
Je3sMeTu -
Jslesodriokcanmn
Levofloxacin-diamine/
Jlesodnokcauus-
AHAMHH

Levolloxacin N-oxide/
Jlesogtoxcanun N-
OKCHJL

Other single related
substances/ Jlpyruc
HHAHBHIYAILHbIE
POACTBCHHLIE IPHMCCH

CERTIFICATE OF ANALYSIS/ Page 3 of 4/
CEPTH®HKAT AHAJIH3A Crpanvua 3 u3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
OPTAKBHKC 5 MI'/MJ KATWIH I'TASHBIE 5 MJI

30818
3395641
05/2025

06/2025
05/2028

Requirements/ TpeGosanun Results/ Units/

<02

PesyanTaThl Eaunuusy
H3MEPEHHR
ND/HO %

BLOQ/HIIKO %

BLOQ/ HIIKO %

BLOQ/HIIKO %

BLOQ/RITKO %

BLOQ/IIKO = Below Limit of Quantitation/ Huxe npeaena k0 IH4ECTBEHHOTO ONpEALICHASN
ND/HO = Not Detected/ i1e obHapyxeHo
RRT/OBY = Rclative Retention Time/ OTHOCHTEIILHOC BPEMSA y ICPIKHBAHHS



CERTIFICATE OF ANALYSIS/ Page 4 of 4/
s a“ En CEPTUOUKAT AHAJTU3A Crpannua 4 us 4

Product/ [lpoayxkr OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
O®TAKBUKC 5 MI'/MJ1 KAIUIH INVIA3BHBIE 5 MJ1

Product code/ Ko npemapara 30818
Batch no./ Ne cepuu 3395641
Date of manufacturing/ [lata 05/2025
IIPOM3BO/ICTBA

Date of analysis/ Jlara anaausa 06/2025
Date of expiry/ Jlata ncteuenus 0572028

CpOKa roJIHOCTH

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.

Iactosiuum HOATBEPAKIAI0, HTO BbIILCYKA3aHHAA CEPHA Oblia IpOH3BCACHA U NIPOLILIA HPOBCPKY KayecTna B
COOTBETCTBHH € YTBEPHKICHHBIMH TCXHOJIOIHHYCCKHMH perjiiaMcHTaMH M HHCTPYKIMAMH. & TAKKC METOTaMH
KOHTPO.I Kaiccrsa. H()K}'MCHT&!IHS{ Ha JaHHYK) CCPHIO MNpenapara v OTHCThI O MPORBEIACHHBIX AHATH3AX MPOBEPEHbBI.
IIO,'I'I'BEP)KJIGHU HUX [IOJIHOC COOTBETCTBUE ).lCFlC‘]‘B}"IOHIHM Tpt‘.ﬁ{)B'clH usam Hajexaneh IIpOH'}BD;‘lCTBEIlIIOFi NPaKkTHKH
H YCI0BHAM Pcmcrpauuommro Y10CTOBEPEHHU A, BEIIAHHOTI'O COOTBLI CTBVIOIIHM K()H'I‘Pll.’lb}lbl!\i OpPraHoM. Kakunx-
AM60 OTKIIOHCHHH WK SBAEHUH, KOTOPBIC MOT'YT MOBIHATL HA Ka4yecTBO lIpenapara., HE UGHHP}'}KEI-JO.

Santen Oy, Tampere/ Cantin AO, Tamnepe
12 Jan 2026 / 12 s 2026 1.

i - <

“ae s~ U PvYWwe ~
Tarja 'Rum'incn

Product Quality Lcad. Qualilied Person)/

Besty uit CrieinanneT no KauecTsy Hpoly KUxH,
Y HOIHOMOUEHHOE TTHILO



OFTAQUIX Batch 3395641 (reference to Certificate of Analysis dated 08.01.2026)

Odrakeukc Cepua 3395641 (ccbinka Ha cepTudmkat aHanusa ot 08.01.2026)

fimporting country / CtpaHa Beo3a:

Russia / Poccra

Marketing Authorisation of importing country /

PezucmpayuoHHoe y8ocmosepeHue CmpaHbi 8603a;

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

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npoussodumens apmayesmudeckod
cybemanyuu;

Levofloxacin / ResogaokcauuH

Batch / Cepur: ABC5049

Manufacturing site / NponasocauTens:

Alfresa Fine Chemical Corporation / Angpeca ®ailH Kemukan
Kopnope#rwH

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

Name and address of bulk manufacturing site /
Haseanue u adpec npoussodcmsa 2omoaot
nexapcmeenHoll gropmol:

NextPharma Oy, Finland / AO Hexcr®apma, DUHAAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / Tuuenana: FIMEA/2020/000897

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

Name and address of packaging site /
Hazaarue u adpec nAoWOOKY, omeedyaiowel 3a
YNAKOBKY:

Primary Packaging site / MnoLiaaka nepenyHON yNakoBku:

NextPharma Oy, Finland / AQ Hexct®apma, @UHAAHAUA
Niittyhaankatu 20, 33720, Tampere, Finland

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

Secondary Packaging site / TaowaaKa BTOPUIHOA YNAKOBKW:

Manufacturing Packaging Farmaca {(MPF} B.V., the Netherlands /
ManydaruypvHr Nekngxuwn Gapmara (MN®) b.B., Huaepranabl
Neptunus 12, 8448 CN Heerenveen, the Netherlands
Manufacturing Licence / Tuuen3sua: 108630F

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

Name and address of release site /
Hoseanue u adpec npoussodumena (Beinycraouwjud
KOHMPOAbL Kavecmeaa):

Santen Qy, Finland / AQ CanTaH, $HHARHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / flnuensua: FIMEA/2023/006935

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

Presentation form /
Popma BbINyCKa

Eye drops, 0.5 % {dropper bottle} S ml x 1 (carton pack} /
Kannu rnasHoe, 0.5 % (pranok-kanensanua) 5 mn x 1 (nadka
KapTOHHaR)

Stability period / Cpox 20dHocmu:

3 years. Use within 28 days after opening /
3 roda. Mcnonb3oBaTh B TeueHue 28 AHeil nocae OTKPLITUA

Storage conditions / Ycroeus xpanenua:

At the temperature not higher than 25°C/
Npw Temnepatype He Bhiwe 25°C

Label code / Kog sTMKETKM P110600014297

Carton code / KoA nauku HapToHHOW P101100014296

Leaflet code / Kog UMIN PO90800014769
Page/CTpanuua
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OFTAQUIX Batch 3395641 (reference to Certificate of Analysis dated 08.01.2026)

Od¢raksurc Cepua 3395641 (ccbinka Ha cepTudukar aHanusa ot 08.01.2026)

Test/ NokazaTtensb

Requirements/ Hopmbi

| Results/ PeaynbTatbi

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

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

Ynakoeka: 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. / i
Mo 5 mn pactBopa BO GNaKoOHe M3 NOAM3ITUNEHE Mo 5 mn pacteopa Bo dnakoHe M3 NONUITUNEHA ‘
HU3KOM MAOTHOCTU C HAKOHEYHMKOM-KanebHULEH | HU3KOM NNOTHOCTU € HAKOHEYHUKOM-KanenbHUUen |
M 3aBMHYMBAIOLLENCA KPbIWKOW. PnakoH ¢ W 33aBMHYMBAIOLWENCA KPbILWKOW. PNAKOH C i
WMHCTPYKLUMEN NO NPUMEHEHWUIO NOMELLAIOT B MHCTPYKUMENR NO NPUMEHEHU IO NOMELEHbI B
KapPTOHHYIO NayKy. KAPTOHHYHO NayKy.

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,
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, 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.

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, 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/Crpanumua
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OFTAQUIX Batch 3395641 (reference to Certificate of Analysis dated 08.01.2026)

Odrakeukc Cepusa 3395641 (ccoinka Ha cepTudmKar aHanusa or 08.01.2026)

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 3TvkeTke dnakoHa Ha PyCCKOM A3bIKe
YKa3bIBAKOT: TOProBOE HAMMEHOBAHWE Npenapara ¢
npeaynpeauTenbHOR Mapkuposron ®,
MEMAYHapOoAHOe HenaTeHTOBaHHoe
HaumeHoBaHMe (Ha PYCCKOM M aHIMIACKOM
A3blKax), NekapcTeeHHans Gopma, KONU4ecTso
npenaparta 8 mA, 403MPOBKA, HOMEp Cepuu, gaTta
OKOHYaHWA CPOKa rOAHOCTH, NpeaynpeanTenbHan
Haanuck: «CTepUNbHOY; NYTb BBEACHUA:
«MeCTHO.», NOrOTUMN KOMNAaHWKM NAaTUHCKUMM
bykBamu «Santen», HAUMEHOBAHWE W CTPAHY
BNafeNbLa PerMcTpaLroHHOro yA0CTOBEPEHHS,
undposbie n/unmn rpaduyeckue BHyTPU3aBOACKOM
(-ne) TexHuueckuii ( e) koa (-bi)
npenapara/ynakoBKu.

Ha KapTOHHOW NayKe Ha PYCCKOM fA3biKe
YKa3bIBAKOT: TOPrOBOE HAMMEHOBAHWE Npenapara ¢
npeaynpeavTeNbHOW MapKMpOBKOMr ©,
nekapcreeHHan Gopma, MmeayHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHWe (Ha PyCCKOM u
AHINIMIACKOM A3bIKax), KOMYECTBO Npenapara 8
MA, l03MPOBKa, NpeaynpeauTebHbIe HAaAMUCK:
«CrepunbHo.», «lo peuenTty.», «Cnocob
NPUMEHEHMWA: CM. MHCTPYKLMIO NO MEAULIMHCKOMY
NPUMEHEHWIO (NUCTOK-BKNAAbILW)», «XPaHWUTb B
HEAOCTYNHOM 405 AeTer mecTe.», «Mcnonb3osaTh
B TeyeHue 28 gHel Nocne Nepsoro BCKPbLITUA
dnakoHa.», «OTKPLITO:____ »; NyTb BBEAEHWA:
«MeCTHO.»; YCNOBMA XPaHEHWA, HAUMEHOBaHMWe U
cofepiaHue ASUCTBYHOLLEro BeLLecTsa 1
6eH3aNKoHUA X10pUaa, NepeyeHs
BCNOMOTaTe/IbHbIX KOMMNOHEHTOB B 1 mA
npenapara, Homep cepuu (bopMuMpoBaHKUe cepun
roTOBOrO NPOAYKTA: K HOMEDPY CEPUM,
npyvcBoeHHOMY NPOAyKTY «in bulk» 1 ykasaHHomy
Ha NepBWYHOW ynakoBKe, moryT gobasnateca
cuMBONbI (ByKBBI MNK LUMdPELI), AONOAHUTENBHO
NPUCBOEHHbIE AN MPOMEKYTOUHON/BTOPUUHOM
YyNakoBKKW. Takum obpazom, HOMEpP cepum,
YKa3aHHOW Ha NPOMEXYTOYHOW,/ BTOPUYHO#M
YyNakoBKe MOMeT BbiTb Ha HECKO/IbKO CUMBONOB
 ANVHHee 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 aTuketke dJJ"IBKOHB Ha PYCCKOM fA3blKE YKA3aHO!
TOpProBoe HauMeHOBaHue npenapara ¢
npeaynpeauTenbHOW MapKUpoBKoi ®,
MeXAyHapoAHOe HenaTeHToBaHHoe
HaMMeHOBaHME (Ha PYCCKOM M aHITMACKOM
A3bIKax), NeKapcTBeHHan popma, KoNM4ecTso
npenapara B M/, 03MPOBKa, HOMEp cepuu, AaTta
OKOHYaHWA CPOKa roAHOCTH, NpeaynpeauTeibHan
Haanuce: «CTepuabHO», NYTh BBEAEHMA:
<(M€CTHO.J>, NOroTrn KOMnNaHUKM N1aTUHCKMUMH
BykBamu «Santen», HAUMEHOBaHWE WU CTPaHy
BNagenbla perucTpauMoHHOro Y4,0CTOBEPEHUA,
undpoBsbie U rpapuyecKne BHYTPU3aBOACKOM
TEXHWUYECKUIA KoAbl NpenapaTa/ynakoBKu.

Ha KapTOHHOW Na4YKe Ha PYCCKOM A3blKe YKa3aHo:
TOProBOe HaMMeHOBaHKe npenapara c
npeaynpeguTebHOW MapKkUpoBKoW ®,
NeKapcTBeHHana Gopma, MexayHapogHoe
HenaTeHToOBaHHOE HaMMeHOBaHMe (Ha PYCCKOM 1
AHTIMIACKOM A3bIKax), KONWMYECTBO Npenapara B
MA, 03UPOBKa, NpeaynpeauTeNbHbie Haanucu:

| «CtepunbHo.», «Mo peuenTy.», «Cnocob

NPUMEHEHUA: CM. MHCTPYKLMIO N0 MESULMHCKOMY
NPUMEHEHMWIO (NMCTOK-BKNAAbIW)», «XPaHUTL B
HeA40CTYNHOM ANA AeTel mecTe.», «Mcnonb3oBaTs
B TeueHue 28 gHen nocne nepBoro BCKPbLITUA
¢dnakoHa.», « OTKPLITO:____ »; NyTb BBEAEHWA:
«MecTHO.», YCNOBUA XPaHEHWA, HAMMEHOBaHME U
coAepHaHue AeiCTBYIOLLEro BeLecTsa 1
6eH3aNKOHUA XN0pMaa, NepeyeHb
BCNOMOraTe/ibHbIX KOMNOHEHTOoB B 1 mn
npenapara, HOMEp CepuM, 1aTa OKOHYAHUA CPOKa
rofiHOCTH, AaTa NPOU3BOACTBA, IOTOTUM KOMMaHWK
natTMHCKMMKM BykBamu «Santen», HaUMeHoBaHKWe K
CTpaHy BNagenbla perncTpaLmoHHoro
YZAOCTOBEPEHUA W BbIMYCKAIOWEro KOHTPOAA
KayecTsa, HAMMEHOBaHWe GUPMbI, N0 NTUMLEH3WMK
KOTOPOW, Npou3BeLeH npenapar (B dopmare «no
nvueHsun dupmel Qaidum Cavkuo Ko. flTa.
AinoHuAY), WTPKUX-KOA, udpoBslie u rpaduyeckue
BHYTPU3AaBOACKOW TEXHUYECKHUE KOAbI
npenaparta/ynakoBku. KOHTponb nepeoro

Page/Crpanuua
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OFTAQUIX Batch 3395641 (reference to Certificate of Analysis dated 08.01.2026)

Odraksukc Cepun 3395641 (ccbinka Ha cepTUOUKAT aHanu3a ot 08.01.2026)

NepBUYHON YNAKOBKe), 4aTa OKOHYaHMA CpOKa
roAHOCTK, AaTa NPOM3BOCTBA, IOrOTUM KOMNAHWUK
NATMHCKMMK ByKBamu «Santeny», HaUMeHOBaHWe U
CTpaHy BNaAeNbLa PEerncTpauMoHHOro
YAOCTOBEPEHWUA M BbINYCKAIOWEro KOHTPONA
KayecTsa, HaMmeHoBaHue GUPMbl, MO NNLEHIUK
KOTOpOIi, Npou3BeaeH npenapart (B popmate «no
nuueHsuu dupmsl Jaitumn Cankuo Ko. /174,
ANoHUAY), WTPUX-KOL, LMbPOBbIE U/UK
rpaduHeckue BHYTPU3aBOACKOM (-ue)
TexHuueckuii ( e) koa (-bl) npenapaTa/ynakosxu.
[lonyckaeTcs HanMume KOHTPONA Nepeoro
BCKPbLITMA KAPTOHHOW NayKW B BMAE NPO3PadHbIX
HaK/eekK.

JlonoAHUTENBHO MOTYT NPUCYTCTBOBATbL CPE/ACTBA
naeHTudukaumm (CHU) AnA MOHUTOPKHIA
[BWKEHWA NeKapCTBEHHbIX NpenapaTos. Ha Bcex
KOMMOHEHTaxX YNakOBKW MOTYT NpUCyTCTBOBATh
3aBOACKMUE TEXHONOMMHECKNE KOabl 1
NPOW3BOACTBEHHbIE TEXHUYECKUe feTann. MecTo
pacnonoMmenns v uset CH, TEXHONOTUYECKUX
KO/A0B 1 NPOM3BOACTBEHHbIX AeTanei moxer
MEHATLCA B 3aBUCMMOCTU OT TEXHONOTUYECKUX
ocobeHHOCTER Npon3BoACcTBa. LiBeToBbIE OTTEHKK
MaKeToB yNaKoBOK MOTYT OT/IM4aTbCA OT TAKOBbIX
Ha KOMMEPUYECKOW YNaKOBKe, TaK KaK 3aBUCAT OT
TEXHUYECKUX XapaKTEPUCTUK NPUHTEPOB.

BCKPBITUA KAPTOHHOW Maukn B BU/E NPO3PaYHON
HaKNenku.

JlonoNHUTENBHO NPUCYTCTBYIOT CPEACTBA
uaeHTMduKauum (CU) 4na MOHUTOPUHIA
LBWKEHMA NeKapCcTBEHHbIX Npenapartos. Ha seex
KOMMOHEHTaX yNakoBKM NPUCYTCTBYHOT 3aBOACKHE
TEXHONOTMYECKUE KO/Abl M NPOWU3BOACTBEHHbIE
TEXHUYECKUE AeTanu.

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

KauecTso npenaparta coOTBETCTByeT TpefoBaHmaAM HOPMaTMBHOW AOKYMEHTAUWUH NN-Ne(003525)-(Pr-RU)-271124
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