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OFTAN DEXAMETHASON IMG/ML 5 ML EYE DROPS/

Product/
roduct/ [Ipenapar O®TAH JJEKCAMETA30H 1 MI/MJ1, KAILIH TJIA3HBIE, 5§ M

Product Code/ Ko.1 npenapara 31110
Batch No./ [lomep cepun 3587421
Date of manufacturing/
Hara npon3soacTea 11/2025
Date of analysis /Jlara anansa 122025
Date of expiry/ CpoK roaHOCTH 11/2027
T . Results/ Units/
est/ [TokazaTens Requirements/ Hopmbi Eannnust
PesyantarTel .
HIMepeHHs
Appearance / Onucanue Clear, colorless solution/ [Tpo3painbii, Clear, colorless
OecuseTHbif pacTeop solution/
TTpo3pauHblii
feclpeTHBIf
pacTeop
Clarity / 1Ipo3pavHocTs Solution must be clear and not exceed Solution is clear
opalescence of reference suspension I/ and does not
Pacrsop Aomken GuITh IPO3pauHbvM ¥ He  exceed
A0HEH TIPEBLINATE ONATECLEHIIMIO opalescence of
cTanjapTHol cycrensuy [ reference
suspension 1/
Pactasop
HpO3pauHbIH H
HE NPERbLILIAET
OTIAIECTIEHIIHIO
CTaHAaPTHOH
CYCHEH3HH |
Color / UserHocTs Solution must be colorless and color Solution is
intensity must not exceed reference solution colorless and
B9 color intensity / color intensity
PacTpop R0iiKeH ObITh HECLBETHLIM H does not exceed
MHTEHCHBHOCTL OKPACKH HE J0JDKHE reference
NpeBLILATE HHTEHCHBHOCTh OKPacKu solution B9
crangapTroro pactsopa B9 color intensity /
PacTeop
OeciBeTHBIH H
HHTEHCHBHOCTD
OKPAcKH HE
npesLITIacT
HHTEHCHBHOCTE
OKpackH
CTAHAAPTHOTO
pacteopa B9
[dentification/ HPLC/ Retention time of the main peak on the Positive/
Dexamethasone-21 -sodium chromatogram of test solution obtained [MonaoxuTenuHan
phosphate / during assay must be identical to the main
Haenrndmxkaius / BXWX / peak retention time on the chromatogram off

sekcameraion-2 1 -uarpus pocpar  dexamethasone-2 1-sodium phosphate
standard solution /
Bpems yaepxnBaHHA OCHOBHOTO MAKA Ha
XpoMaTorpiMmMe HCIhITYCMOI'O pacTROPA,
NOJY4EHHON MPH KONHYECTBEHHOM
OnpeeteHrH, J0DKHO ObITE HACHTHYHO
BpPEMEHH Y AEPHHBAHNA OCHOBHOI'0 NHKA HA
XPOMATOrpaMMe CTAHAAPTHOTO PacTBODA
AekcameTa3on-21-Harpua docdata



$anten

Product/ Ilpenapar

Product Code/ Kon tipenapara
Batch No./ Homep cepiu

Date of manufacturing/

Jara npon3eocTsa

Date of analysis /Jlata ananusa
Date of expiry/ Cpok roAHOCTH

Test/ HokazaTens

identification / HPLC /
Benzalkonium chloride/
Haentadurauus/ BIXX /

CERTIFICATE OF ANALYSIS/
CEPTH®HUKAT AHAJIH3A

OFTAN DEXAMETHASON IMG/ML § ML EYE DROPS/
OPTAH JEKCAMETA3OH 1 MI'/MJ1, KATL/IH I'VTA3HBIE, 5 MJ

o
3587421
112025
12/2025
11/2027
Units/
Requirements/ Hopmei Re.sults/ Eanunnn
PeiyabTarn
H3MepeHHn

Retention times on the chromatogram of test Positive/
solution must correspond to the same peaks {1oN0KUTENbHAR
retention times of compoenents C12. C14

Page 2/3
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and C16 on the chromatogram of
benzalkonium chloride standard solution /
Bpemcena yaepkHBaHHA MUKOB HA
XPOMATOTPAMME HCOBITYEMOTO DACTBOPA
JOITKHB COOTBETCTROBATH BpeMenam
YIEPWHBAHUS TAKHX WE MHKOB HA
XPOMATOPAMME CTaHNapTHOTO PacTBOpa
KOMNOHEHTOB GeHzankonds xiopuaa Cl12,

BEHIANKOHHA XJIOPHA

ClaucCle
Assay / HPLC / Dexamethasone/ 0.93 - 1.07 1.00 mg/ml
Koanuecrsennoe MI/mt
cnpenencuue/BINX/ nexcamerazon
Assay / HPLC / 0,030 - 0,044 0.042 mg/ml
Benzalkonium chloride / MM
KonunuecTBenHoe onpeaeneHue /
BXX / Gensankonua xJiopua
Assay / Titrimetry / boric acid 13.50 - 16.50 15.37 mg/ml
Koanueerrennoe onpeaenenune / MI/MA
TuTpuMeTpHUECKHii / KHCIOTHI
GopHoii
pH 50-7.0 6.6
Dispensable volume / > 100 106 %
Homunanenelit obbem
Mechanical impurities/ Visible mechanical particles must not be ~ Not detectable/
MexaHnueckHe BKIHOYEHHS present during visual inspection / He obuapyxeHo
BHInaMble MEXaHHYECKHE BKIOUEHHS TTPH
BH3YANLIIOM OCMOTPE JI0JKHB
OTCYTCTROBATh
Osmolality/ OcmonansHoCTL 225-275 237 mOsmol/kg
MOeMoB/Kr

Related substances / HPLC /

Dexamethasone sodium phosphate /

[Tocroponnue npumMecr / BOXX /

JeKcameTaiona Hatpus gocdar

Total / =3 033 %
CVMMa MpHMeced

Dexamethasone / <2 0,15 %
JEKCAMETAI0H
Any other / RRT 0.50 =<1 0.09 %

mobas apyras npumeck / OBY (.50
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OFTAN DEXAMETHASON IMG/ML 5 ML EYE DROPS/

b ot/ i
Product/ IIpenapar ODPTAH JEKCAMETA30H 1 MI'/MJL, KATIJIH TJIA3HBIE, S MUI

Product Code/ Ko npenapara 31110
Batch No./ Homep cepuu 3587421
Date of manufacturing/
Jlara npoussojicTsa 11/2025
Date of analysis //lata anannsa 12/2025
Date of expiry/ Cpok roinocru 11/2027
Units/

Test/ [lokaszaTean Requirements/ Hopmbi ReSI_'ItS/ ) Eannnusi

Pesyabtarnl

; H3IMepeHns
Any other / RRT 0.93 <1 0.09 %
mobas apyras npumecs / OBY 0.95
Sterility / CrepuabiocTh Must be sterile / Sterile/ Sterility /
JlospkeH ObITh CTCPHIILHBIM CrepuibHbIH CrepribHOCTh

BLOQ/HIIKO = Below Limit of Quantitation/ Huke npeaeia KoJM4ecTBEHHOIO OllpeieieHns

ND/HO = Not Detected/ He o0Hapyxkeno
RRT/OBY = Relative Retention Time/ OTHOCHTENILHOE BpeMs Y 1€PHKHBAHHSA

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.

| |LIL"I'U§H[1H\I IlO,’I'I‘BL‘i‘J'fE\';lHI(). HTO } Ka3aHHas BLINIC 'L‘(.‘])HH npon‘mucna H I{OHTPO.’Ih Ka4yecrsa IlpOBC,’!C]I B
COOTBETCTBHH C ,'I(}E\‘_\ \lC!H'LlLlPICﬁ Ha CL‘pH[—O. IE.\‘IIU.'IHI'HL:I‘& upuumo;wma H METOJIHKAMH }\'OH']'[)OJ]F[ Kadcecrpd.
}lOI\'}'.\IEHTaI[HS{ Ha CCPHE() H Ky pHa.;Ibl llpOECJQHHﬂ WCIIbITAHHH IIpOBL‘pCHI)] H HOJHOCTBH COOTBCTCTBYIOT
_-'lef‘iCTB)"EOlllHM 'I'[?CGOB'dHHSI.VI GMP H ‘VC.'IOBHSIM. H3/I0JKCHHLIM B perHC'rpaummlloM )_EIOCTOBCPCHPIPI, BblAdHHOM
COO'I'Be’lC'I'By[OlllHM pl:l'}'.[}ll'()plll..l.\l UpI'GHO,\l. “HKLN\'P‘I.\ t)‘]‘KleHCHHI‘;I HIIH ﬂpOHCIl]CCTIiHI‘/’l, KO'['OprC \10[')"] HOBJIHATL
Ha KQUuecTBO upenupu'ra. OTMEYCHO HE ObL10.
Santen Oy, Tampere/ Cantin AO, Tamnepe
27 Mar 2026/ 27 Map 2026 .
—~ Vs #
Moo UL ine ~o
Tarja Tuovinen
Product Quality Lead. Qualified Person)/
Beayiuii clieyHa/ et 1o KayecTBy NPOLYKIHH,
Yoa1HOMOYCHHOE JIHILO



OFTAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27.03.2026)

Od¢ran flekcameTazoH Cepuna 3587421 (ccbinka Ha cepTUUMKAT aHanusa ot 27.03.2026)

Importing country / CtpaHa BBo3a:

Russia / Poccua ‘

Marketing Authorisation of importing country /
PeeucmpaqUOHHoe ydocmoaepenue cmpaHsl 8603a:

JIN-N2(009861)-(Pr-RU) ot 22.04.2025

_|
Active Pharmaceutical Ingredient batch and Dexamethasone /[lekcameTa3oH .
manufacturing site / Batch / Cepua: 2504532898 |
Cepus u npoussodumens hapmauesmuyeckoli Manufacturing site / Npoussogutens:
cybcmanyuu: EUROAPI France / EBPOANU ®parc
S - | 4 La Paterie, 63480 Vertolaye, France B -
Name and address of bulk manufacturing site / NextPharma Oy, Finland / AO Hekcr®apma, ®UHAAHAMA
HassaHue u adpec npussodcmea zomosoll Niittyhaankatu 20, 33720, Tampere, Finland |
nexkapcmeeHHol gopmbi:
Manufacturing Licence / luueHsua: FIMEA/2020/000897 |
GMP EAEU: NeGMP/EAEU/BY/00398-2025 r
Name and address of packaging site / Primary Packaging site / MNnowanka nepBuYHOM yNakoBKu: i
Hazeanue u adpec nnowadku, omeeyarowell 3a '
yraKosxy: a3 IHOERS " NextPharma Oy, Finland / AO Hekct®apma, ®uHnaHAMA |
' Niittyhaankatu 20, 33720, Tampere, Finland {
Manufacturing Licence / /inuensua: FIMEA/2020/000897 ‘
GMP EAEU: NeGMP/EAEU/BY/00398-2025 |
\
Secondary Packaging site / Nnowagaka BTopUYHO# yNaKoBKu: |
Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands / '
MaHyakiypuHr MeknmkuH @apmaka (MMN®) 6.B., HuagepnaHapi i
Neptunus 12, 8448 CN Heerenveen, the Netherlands '
Manufacturing Licence / Jluuensua: 108630F
GMP EAEU: NeGMP/EAEU/RU/02118-2025 j

Name and address of release site /
Hassanue u adpec npouseodumens (Boinyckatowudi
KOHMPpOoAe Kayecmaa):

Presentation form /
®opma Bbinycka

Santen Qy, Finland / AO CaHTaH, ®UHAAHAWA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / lnueHsua: FIMEA/2023/006935

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

7E;e drops, l-r;igilrﬁl (dropper bottle) 5 ml x1 ic?rton paa() /7 - |
Kannu rnasueie, 1 mr/mn (bnakoH-kanensHuua) 5 ma x 1 (nauka 1
KapTOHHaA)

Stability period / Cpox 200Hocmu:

VStoragé- conditions i/ Ycnosua xpa;euun:

| rpan.)

2 years. After bottle opening - 28 days (at the temperature not l
higher than 25°C) /
2 roAa; nocne BCKPLITWA - 28 cyT. (Npu Temnepatype He sbile 25 i

Keep at the terh;éa'c_ure 2-8°C,7iirﬁrr7gi7nal paﬂcka_gi';gi '(bottle“i_n the ‘
carton) /
Mpu TemnepaType 2-8 rpaj,., B OPMriHanbHON ynakosKe (GnakoH 8

nauke)
_ i
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OFTAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27.03.2026)

Odran flekcamerasoH Cepua 3587421 (ccbinka Ha cepTudMKaT aHam3a o1 27.03.2026)

Label code / Kog, aTuKkeTKM P110600014835
Carton code / Kog nauku KapTOHHOM P101100014831
Leaflet code / Ko UMI P090800014833

Test/ Mokasatens

Requirements/ Hopmbi

Results/ PesynbTatbl

The following information is indicated on the

Packaging / 5 ml in a transparent bottle made of low-density 5 ml in a transparent bottle made of Iow-déﬁsity_
Ynakoska: polyethylene (LDPE) with a transparent dropper | polyethylene (LDPE) with a transparent dropper
tip made of LDPE, sealed with a white cap made of | tip made of LDPE, sealed with a white cap made of |
high-density polyethylene (HDPE) with a first- high-density polyethylene (HDPE) with a first- !
opening control. The dropper bottle, together with ‘ opening control. The dropper bottle, together with |
the package insert, is placed in a cardboard box. / ! the package insert, is placed in a cardboard box. / \
Mo 5 Mn B NPO3padHbliA GNaKoH U3 NOAWITUNEH l Mo 5 mn B NPO3paYHbIA GNAKOH U3 NOAUITUNEHE ‘
HM3KoW nnoTHocTv (N3HM) ¢ HW3Ko# nnoTHOCTK (M3HM) ¢
Npo3paqHoi HacagKoM-KanensHuuen w3 MIHT, | npoapauHoit Hacaakoi-KanensHuuei u3 M3HM, {
YKYNOpeHHbIW 6enbim Koinavkom ‘ YKYNOpeHHbIW Benbim KoNnaykom ‘
13 NOAM3TUNEHA BbICOKOM NAoTHOCTH (M3BMN) ¢ | M3 NONUATUNEHA BLICOKOIX NaoTHocTH (M3BM) ¢
KOHTPO/IEM NEPBOrO BCKPLITUA. KOHTPONEM NEPBOTO BCKPbITHA. :
dnakoH-KanenbHMLUA BMeCTe ¢ IMCTKOM- ®nakoH-KanenbHWLa BMECTe C IMCTKOM-
BKAAAbILIEM NOMELLAETCA B BKNAAbILWEM NOMEeLLAeTCA B ‘
KapTOHHYIO NauKy. KapPTOHHYH Nadky. ‘
Labelling / In accordance with section 1.3.2. of Module 1 of | In accordance with section 1.3.2. of Module 1 of ‘
MapkuposKxa: the registration dossier. | the registration dossier.

The following information is present on the

primary package (label of the bottle) in the
Russian language: the brand name of the
medicinal product with the warning symbol ®,
dosage form, strength, volume of product in bottle
in ml, name of the active substance in Russian and
English, batch number, expiry date, “Sterile”,
“SANTEN QY, Finland”, “Santen” logo, numerical
or graphical internal technical code(s) of
product/package.

The following information is indicated on the
secondary package (carton) in the Russian
language: the brand name of the medicinal
product with the warning symbol ®, dosage form,
strength, INN in Russian and English, volume of
product in ml, name of the active substance and
preservative in 1 mi of the medicinal product, list
of other excipients, 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), manufacturing
date, expiry date, prescription status, storage

L

primary package (label of the bottle) in the [

Russian language: the brand name of the

medicinal product with the warning symbol ®, [

dosage form, strength, volume of product in bottle |

in ml, name of the active substance in Russian and ‘

English, batch number, expiry date, “Sterile”, ‘
|
|

“SANTEN OY, Finland”, “Santen” logo, numerical

and graphical internal technical codes of

product/package.

The following information is present on

the secondary package (carton) in the Russian

language: the brand name of the medicinal |

product with the warning symbol ©, dosage form, ‘
l

strength, INN in Russian and English, volume of
product in ml, name of the active substance and

| preservative in 1 ml of the medicinal product, list
| of other excipients, batch number, manufacturing

date, expiry date, prescription status, storage [
conditions, warnings “Use within 28 days after
opening the bottle.”, “Keep out of reach of \
children.”, method of administration, !
“Administration and dosage: see the attached

leaflet.”, “Sterile.”, “Opened: ” name of the

| Marketing Authorization Holder and the release

Site “SANTEN OY, Finland”, bar code, numerical I
and graphical internal technical codes of
product/package.

Page/Crpanuua
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OFTAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27.03.2026)

OdraH [lekcametasoH Cepua 3587421 (ccbinka Ha cepTudUKaT aHanusa ot 27.03.2026)

conditions, warnings “Use within 28 days after
opening the bottle.”, “Keep out of reach of
children.”, method of administration,
“Administration and dosage: see the attached
leaflet.”, “Sterile.”, “Opened: ", name of the
Marketing Authorization Holder and the release
Site “SANTEN OY, Finland”, “Santen” logo, bar
code, numerical or graphical internal technical
code(s) of product/package.

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. /

B cooTBeTtcTemuM ¢ pasgenom 1.3.2. moayna 1
pPErncTpaLMoOHHOIoO A0Che.

Ha nepBuruHoit ynakoseke (3TmkeTke GnakoHa) Ha
PYCCKOM f3bIKe YKa3blBAKOT: TOProBoe
HavMmeHoBaHWe Npenapara c npeaynpesuTensHomn
MapKMPOBKOW ®, NeKapcTBeHHy0 dopmy,
[03UpoBKy, 0bbem npenapara 8o GakoHe B M,
Ha3BaHWe AeWCTBYIOLLEro BELWECTBa Ha PYCCKOM U
AHrMIACKOM A3bIKax, HOMep CepuK, AaTy
OKOHYaHMWA CPOKa rOAHOCTH, «CTepuabHO», «AQ
CAHTIH, ©uHAAHAKAY, NOTOTUN GUPMbI «Santen»,
undpoBbie u/uau rpadmuecKMe BHYTPU3aBOACKON
(-ne) TexHnueckuii ( e) kog, (-bi)
npenapara/ynakoBKku.

Ha BTOpPWYHOR YNakoBKe (KapTOHHOW nayke) Ha

Additionally, there are identification means (IS) for
monitoring the movement of drugs. On all
components of the package there are factory
production technology codes and technical details.

/

B cooTseTcTBMM € pazaenom 1.3.2. mogyna 1
pPErMcTpaLMoOHHOIo Aocke.

Ha negaw—moﬁ YNaKkoBKE !BTMKGTHE QJ'IBKOHai Ha

DYCCKOM A3bIKe YKa3aHo: TOProBOe HaMMEeHOBaHWe
npenapaTa ¢ NpeAynpeanTenbHOM MapKMpPOBKOW

| ® nexapcreeHHyto Gopmy, 03UpoBKY, 0bbem

npenapaTa BO pNakoHe B M/, Ha3BaHue
[EUCTBYHOLLEro BeLwecTBa Ha PYCCKOM M
aHTIMACKOM A3bIKax, HOMep Cepun, Aaty
OKOHYaHMWA cpoKa roaHocTu, «CtepuiibHO», «AO
CAHT3H, ®uHnaHaua», norotun dupmel «Santen», |
undposbie 1 rpaduyeckne BHYTPU3aBOACKKE

| TexHUueCKue KoAbl Npenapara/ynakosKu.

Ha BTOPMYHONM YrNaKoBKe (KapTOHHOW Nayke) Ha

DYCCKOM fi3bIKe YKa3blBaKOT: TOProBoe
HauMeHOBaHWe nNpenapara ¢ NnpeaynpesuTenbHOMI
MapKUPOBKOI ®, nekapcTeeHHyo dopmy,
[1031Mp0oBKY, MHH Ha pyccKom W aHrMMACKOM
A3bikax, 0bbem npenapara Bo GpaakoHe B M,
COCTaB C YKa3aHWeM KO/IMYECTBEHHOMo
COAEePaHWA aKTMBHOIO BELLECTBA U KOHCepBaHTa
8 1 MA npenapara, nepe4YeHb 0CTaNlbHbIX
BCMOMOTaTeAbHbIX BELECTB, HOMEP Cepum
(bOpMMpOBaHIE CEpIN FOTOBOTO NPOAYKTA: K
HOMEPY: CEPWU, MPUCBOEHHOMY NPOAYKTY «in
bulk» 1 yrasaHHOMy Ha MePBUYHDI yNaKkoBKe,
MoryT o6aBAATHEA C;t'ﬁ\%gﬂb!}%ﬁ'\f.KBbl nnm undpsi),
[I0NONHNUTENBHO NPUCBOEHHETR AN1A BTOPUYHOI
ynakoBKu. Takum 06pa3om, HOMep cepui,
yKa3aHHbI Ha BTOPWUHOM YraKoBKe, MOXeT BuiTb
Ha HECKONbKO CUMBO/NOB A/IMHHEE HOMEpa cepuu,
YKa3aHHOro Ha NepBMYHON yNaKoBKe), AaTy

PYCCKOM A3bIKE YKa3aHo: TOprosoe
HauMeHoBaHWe nNpenaparTa ¢ npeaynpeamTensHoNn
MapKUPOBKOWA ®, ieKapcTBeHHY0 Gopmy,
[,031poBKy, MHH Ha pyccKom W aHrIMACKom
A3bikax, 06bem npenapaTa BO GNaKoHe B M,
COCTaB C yKa3aHWEM KOJIMYECTBEHHOIO
COJEepXaHuA aKTUBHOIO BEWECTBA U KOHCEPBaHTa
8 1 Mn Nnpenapara, nepeyeHb 0CTa/bHbIX
BCNOMOraTe ibHbIX BEWECTB, HOMEep Cepvm, AaTy
NPOM3BOACTBA, [ATy OKOHYaHWA CPOKA FOAHOCTH,
YCNOBWA OTMYCKa, YCNOBUA XPaHEHWSA,
npegynpeauTensHbie Haanuck «Mcnonb3osats B
TeyeHue 28 AHeN Noce BCKPbITUA GNaKoHa.»,
«XpaHWTb B HELOCTYNHOM ANIA AeTeil mecTe.»,
cnocob npumeHeHna, «Cnocob NpUMEHEeHUA: CM.
NUCTOK-BKNaAblw», «CTepUAbHO.»,

«OTKpbITO: », HAMMEHOBaHWe AepxaTens
PerucTpauuoHHOro yAOCTOBEPEHWUA W

Page/Ctpanuua
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OFTAN DEXAMETASON Batch 3587421 (reference to Certificate of Analysis dated 27.03.2026)

OdraH [ekcamertazoH Cepun 3587421 (ccbinka Ha ceptuduKaTt aHanusa ot 27.03.2026)

NpPOW3BOACTBA, AATY OKOHYaHWA CPOKa roAHOCTH, BbINyCKalOLWero KOHTPoNA KadectBa «AO CAHTIH,
YCNOBKWA OTNYCKA, YCNOBUA XPaHEeHuUs, OuHnaHAUAY, norotyun GUpmel «Santeny, WTPKUX-
npeaynpeauTenbHble HaaANUeK «Mcnonb308ath B KOZ, HOMED PerucTpaLMoHHOro YA0CTOBEPEHMS,
TeyeHue 28 AHel Nocne BCKPbITUA GNaKoHa.», undposble U rpaduyeckue BHYTPU3aBOACKHE
«XpaHWTb B HEAOCTYNHOM AN1A AeTel mecTe.», TeXHUYECKKUE KOAbl NpenapaTa/ynakosKu,

cnocob npumeHeHua, «Cnocob npuMeHeHuA: cm. [ononHUTEeNbHO NPUCYTCTBYIOT CPEACTBa
NUCTOK-BKNAAbIW», «CTeEpUNbHO. », naeHTuoukaunmn (CHU) ana MoHUTOPUHIA
«OTKpLITO: », HAUMEHOBAHWE AEpKaTeNs | ABUMKEHUA NIEKAPCTBEHHbIX NpenapaTos. Ha Bcex
PErucTPaLmMoOHHOro YA0CTOBEPEHMUA U KOMNOHEHTaX YNaKoBKKU NPUCYTCTBYIOT 3aBOACKHE
BbINyCKaloLWero KoHTpons Kadectsa «AQO CAHTIH, | TEeXHONOTMYECKNe KOAbI U NPON3BOACTBEHHbIE
DUHNAHAKA», NOTOTUN GUPMBbI «Santeny, WTPUX- | TEXHUYECKMe AeTanu.

KOZ, HOMEp PerucTpauMoHHOrO yA0CTOBEPEHUS,
undposbie U/Mnu rpadrUyeckue BHYTPU3ABOACKON
(-ne) TexHuueckni ( e) koa (-bi)
npenaparta/ynakoBKu.

[onoNHWTENBHO MOTYT NPUCYTCTBOBATL CPEACTBa
naeHTuourkauum (CK) ona MoOHUTOpUHTa
ABWKEHWUA NeKapcTBeHHbIX Npenapatos. Ha Bcex
KOMMOHEHTax YNakoBKW MOTyT NpUCYTCTBOBATh
33aBOACKME TEXHONOMMYECKHUE KOAbI U
NPOW3BOACTBEHHbIE TEXHUYECKWE aeTann. MecTo
pacnonoxeHus u uset CH, TeXHONOMMUYLCKUX
KO/10B ¥ NPOM3BOACTBEHHbIX AETaNel MOXET
MEHATbCA B 33BUCMMOCTM OT TEXHOIOTUYECKUX
ocobeHHOCTEN NPOM3BOACTBA. LiBeTOBbIEC OTTEHKM
MaKeTOB YNakoBOK MOTYT OT/IMYATLCA OT TAKOBbIX
Ha KOMMEPYECKOM YNaKOBKE, TaK KaK 3aBUCAT OT
TEXHUYECKUX XaPaKTEPUCTUK NPUHTEPOS.

Quality of the product is compliant with normative documentation J1M-Ne(009861)-(Pr-RU)-220425 /
Kauyecteo npenapara cooTBeTcTByeT TpeBOBaHMAM HOPMATUBHOW AOKYMeHTaumm JTN-Ne(009861)-(PT-RU)-220425
Issued to replace cover page dated 27.03.2026 /

BbinyuieHo B3ameH NpUAOXKeHUA K cepTuduKkaTy aHanusa gatuposaHHoro 27.03.2026

Date/[arta 27.04.2026
A &
Signature/Mognuce: L‘t-)\ { UL e ~— Seal/MNeyarb

Tarja Tuovinen
Qualified person
Santen Oy
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