$anten

Product/ IIpemapat

Product Code/ Kop mpenapara
Batch no./ Homep cepun

Date of manufacturing/

Jara npousBoacTBa

Date of analysis/ JlaTa ananuza
Date of expiry/ Cpox rogHOCTH

Test/ IloxazaTesan

Appearance / OnucaHue

Colour of solution /
IIBeTHOCTH

Clarity / IIpo3pagHocTh

pH

Osmolality / OcMOISUTEHOCTB

Mechanical impurities, Visible
particles /

BupnMbie MexaHHYECKIE
BKJIFOUCHHS

Volume on the content /
O6BbeM COIEPIKUMOTO YITAKOBKH

Identification test Levofloxacin /
Wpentuduxanms
JleBodokcarnuH:

HPLC (By retention) /
IogmuanocTs (BOXKX)

UV (By PDA) /

ITompnuuanocts (BIXKX ¢
HCIIONIB30BaHHEM JIETEKTOpa Ha
JIHOJTHOM MaTpHILe)

CERTIFICATE OF ANALYSIS/
CEPTUO®UKAT AHAJIU3A

Page 1/4
Crpannua 1/4

COMVEO (DEXAMETHASONE 1 MG/ML + LEVOFLOXACIN MG/ML

SEYE DROPS 5 MLL

KOMBEO ® (IEKCAMETA30H 1 MI'/MJI 1 TEBO®JIOKCAITUH 5

MI'/MJI)

KAIIJIM I'JTIA3HBIE BO ®JIAKOHE 5 MJI
31462

C0678A

10/2025

11/2025
10/2028

Requirements/ Hopmsl Results/ Pe3yJabTaTsl
Clear solution of greenish-
yellow color /
IIpo3payHslii pacTBOp
3€JIEHOBATO-)KEJITOTO L{BETA

Clear solution of greenish-yellow
color /

IIpo3pauHsiii pacTBOp 3€JIEHOBATO-
XKEJITOTO IBETA

The color intensity of the solution The color of the solution

should not exceed that of the reference does not exceed the color of

solution GY3/ GY3 standard /

Okxpacka pacTBopa He J0JDKHA Oxpacka pacTBOpa He

NPEBHIIIATE 3TAJOH 1BEeTHOCTH GY3  mpeBBIIIAET 3TaJOH
userHoctu GY3

The medicinal product must be clear. / Complies/ CooTBeTCTBYET
Ipenapar Ho/mKeH ObITh

IIPO3PAYHBIM.
7.0-7.6 7.3
270-330 294

Visible particles must be absent / Visible particles are absent/
BumiMble MEXaHHYECKHE BKIIIOYEHHsT BHIIMbIE MEXaHHYIECKHE
JIOJDKHBI OTCYTCTBOBATh BKJIKOUEHHSI OTCYTCTBYIOT

In accordance with requirements/ Complies/ CooTBeTCTByET

B cooTBeTCcTBHHE C TpCGOBaHHSIMH

The retention time of the main peak in Positive /

the chromatogram of the test solution ITomoxuTensHas
must correspond to the retention time

of the main peak in the chromatogram

of levofloxacin standard solution /

Bpemst yiep>KHBaHHS OCHOBHOTO ITHKA

Ha XpOMAaTOTPaMMe HCIIBITYEMOTO

pacTBOpa HOJDKHO COOTBETCTBOBATh

BPEMEHH YIEPXXHBAHHS OCHOBHOTO

MHKa Ha XpoMaTorpaMme

CTaHJapTHOTO PacTBOpa

neBo¢uIoKcaIHa

The absorption spectrum through the Positive /

diode array detector of the test IonoxurensHas
solution corresponds to the absorption

spectrum through the diode array

detector of levofloxacin /

Units/
EquHune1 u3MepeHus

mOsm/kg /
MOcm/kr

mL /
M
%/
%



$anten

Product/ IIpenapar

Product Code/ Kox npenapara

Batch no./ Homep cepun

Date of manufacturing/

Jlata npon3BoacTBa

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

Test/ Iloka3zaTenn

Levofloxacin Assay (g/100ml)
(HPLC)/

KonuuecTBeHHOE onpeneneHne
JleBodumoxcaruna (r/100 M)
(BOXX)

Levofloxacin related substances
(%) (HPLC)/

PoxcTBeHHbIE TipHMECH
nesodutoxcaruHa (%) (BOXKX) :

CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIN3A
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COMVEO (DEXAMETHASONE 1 MG/ML + LEVOFLOXACIN MG/ML

SEYE DROPS 5 ML

KOMBEO ® (JIEKCAMETA3O0H 1 MI'/MJI 1 TEBO®JIOKCAIIUH 5

MT/MUJT)
KATIJIM TJIAZHEIE BO ®JIAKOHE 5 MJI
31462

CO0678A

10/2025

11/2025
10/2028

Requirements/ Hopmsi Results/ Pe3ynbTaThl
CHeKTp IOTJIOMEHHS Yepe3 AeTEKTOp
Ha JHOJHOH MaTpHIIE HCIIBITYEMOTO
pacTBOpa JOJDKEH COOTBETCTBOBATh
CIIEKTPY TOTJIOIIEHHS Yepe3 AETeKTOp
Ha JHOJHOH MaTpHIIEe CTaHAAPTHOTO
o0pasua eBodoxcarHa

0.465 - 0.535

(93.0-107.0)

0.495
(99.0)

N-Desmethyl Levofloxacin (imp B) < 0.7 <0.1

/

N-necmeTni-neBodaokcanus
(npumecs B)

Levofloxacin N-oxide (imp C) /
neBodrokcarys N-oKkcHy
(npumecs C)

Diamine derivate (imp G) /
TIPOM3BOJHOE JHAMHHA
(mpumecs G)

Each unknown impurities /
KaXkasi HeUJeHTH()HIHpOBaHHAST
IIpHMeECh

Total Impurities /

CyMMa npuMeceit

Identification test

Dexamethasone Sodium Phosphate

/

IlomuaHOCTE

JexcameTazoHa Hatpus docdara
HPLC (By retention) /

BIXX

UV (By PDA) /

<0.7 <0.1

<0.5 <0.1

<0.3 <0.1

The retention time of the main peak in Positive /

the chromatogram of the sample IonoxutensHast
solution should correspond to the
retention time of the main peak in the
chromatogram of dexamethasone
sodium phosphate standard solution /
BpeMst yep)xuBaHus Muka
JexcameTazona ocara Ha
XPOMATOrPaMMe HCIBITYEMOTO
pacTBOpa JOJDKHO COOTBETCTBOBATH
BPEMEHH yIEPKUBAHHS MTHKA
JekcaMeTta3oHa ¢ocdara Ha
XpoMaTorpaMMe CTaHAAPTHOTO
pacTBopa

The absorption spectrum through the
diode array detector of the test
solution corresponds to the absorption

Positive /
ITonoxxurensHast

Units/
EquHuub u3mMep eHust

% wiv

(% of the label claim) /
r/100Mn

(% oT 3as1BJIEHHOTO
COJIepIKaHHs)

%

%

%

%

%



§anten

Product/ IIpenapat

Product Code/ Kon npenapara
Batch no./ Homep cepun

Date of manufacturing/

Jlata npousBocTBa

Date of analysis/ JlaTa ananuza
Date of expiry/ Cpok rofHoOCTH

Test/ IToka3zaTennb
TTopnuaHocTs (BOXKX ¢

HCIIOJIb30BaHHEM AETEKTOpa Ha
JHOJHOI MaTpHIie)

CERTIFICATE OF ANALYSIS/ Page 3/4
CEPTHUOUKAT AHAJIN3A Crpanuna 3/4

COMVEO (DEXAMETHASONE 1 MG/ML + LEVOFLOXACIN MG/ML
S EYE DROPS 5 ML

KOMBEO ® (IEKCAMETA3O0OH 1 MI'/MJI 1 JIEBO®JIOKCAIIUH 5
MI'/MJI)

KAIIJIU TJIA3HBIE BO ®JIAKOHE S MJI

31462

C0678A

10/2025

11/2025
10/2028

Requirements/ HopMbl Results/ Pe3yabTaThl Units/
EQuHHIBI H3Mep eHust

spectrum through the diode array

detector of the reference standard of

dexamethasone sodium phosphate /

CHeKTp TOTJIOMEHHS Yepe3 JeTeKTop

Ha JIHOJ{HON MATPHULE HCIIBITYEMOTO

pacTBopa DOIKEH COOTBETCTBOBATh

CIIEKTpY TOTJIOLIEHHS Yepe3 JETEKTOp

Ha JJUOJIHOM MaTpHIIEe CTAHAAPTHOTO

ob6pasia nekcaMera3oHa HaTpHs

docdata
Dexamethasone Sodium Phosphate 0.123 —0.141 0.134 % wiv
Assay (g/100ml) (HPLC) / (93.0-107.0) (101.5) (% of the label claim) /
KomuecTBenHOE onpesneneHue /100 Mt
JekcameTa3oHa HaTpus docdara (% ot 3asBIIEHHOTO
(r/100mm) (BIXKX) coJiepIKaHH)
Dexamethasone Sodium Phosphate
related substances (%) (HPLC) /
PojcTBeHHEIE IPHMECH
JiekcameTa3oHa Hatpus docdara
(%) (BOXX):
Dexamethasone (imp A) <20 <0.1 %
JlekcaMeTa3oH (TIpuMech A)
D Homo A (Imp. C) <0.5 <0.1 %
D-romo A (mpumecs C)
D Homo B (Imp. D) <0.5 <0.1 %
D-romo B (mpumecs D)
Impurity G <0.2 <0.1 %
npumeck G
Each unknown impurities <0.5 <0.1 %
KaXK[[asi HeWIeHTH()HIIHPOBaHHAS
HPHMECH
Total Impurities <3.0 <0.1 %

cyMMa npuMeceit

Identification test

The retention time of the main peak in Positive /

Benzalkonium Chloride (UHPLC) / the chromatogram of the sample IonoxurenbHast -

TlomuHHOCTE
Benzankonus xnopun (YBIXX)

solution should correspond to the
retention time of the main peak in the
chromatogram of benzalkonium
chloride standard solution /

BpeMst yep>XUBaHHsI OCHOBHOTO TTHKa
Ha XpOMAaTOTpaMMe HCIBITYMOTO
pacTBopa JHOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPKHBAHHSI OCHOBHOTO
MHKa Ha XpOMATOrpaMMme
CTaHJApTHOTO PacTBOpa OEH3AIKOHHA
XJIopHaa



§anten CERTIFICATE OF ANALYSIS/ Page 4/4

CEPTUOUKAT AHAJIU3A Crpanmnna 4/4
Product/ TTpenapar COMVEO (DEXAMETHASONE 1 MG/ML + LEVOFLOXACIN MG/ML
5 EYE DROPS 5 ML
KOMBEO ® (IEKCAMETA30H 1 MI'/MJI X1 JIEBO®JIOKCAIIMH 5
MI'/MJI)
KAIIJIA I'VTASHBIE BO ®JIAKOHE 5 MJI
Product Code/ Kox npemnapara 31462
Batch no./ Homep cepun C0678A
Date of manufacturing/ 10/2025
Jara npoussoacrea
Date of analysis/ Jlata ananusa 11/2025
Date of expiry/ Cpok rogHocTi 10/2028
Test/ Iloxa3zatens Requirements/ Hopmebl Results/ Pe3yabTaTsl Units/

EHHHHHBI H3MEpPEHUA

Benzalkonium Chloride Assay 0.0045 — 0.0055 0.0050 % wiv

(g/100ml) (UPLC)/ (90.0 - 110.0) (100.0) (% of the label claim) /
KonmnyecTBeHHOE onpenenenne r/100m1

6enzanxonus xnopuzaa (r/100mm) ( (% oT 3asiBNEHHOTO
VYBIXX) KOJINYECTBA)

Sterility / Product must be sterile/ Complies/ CootBeTcTBYET -

CTepHiIbHOCTD Ipenapar noyKeH OBITh CTePHIIbHBIM

BLOQ = Below Limit of Quantitation/ HITKO = Hixe npe/iena KONTMYECTBEHHOTO OTPENENICHHS
ND = Not Detected/ HO = ne o6HapyxeHO
RRT = Relative Retention Time/ OBY = oTHoCHTENBHOE BpeMs YACPKHBAHHS

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.

HaCTOHLlIHM TMOATBEPKIA0, YTO YKa3aHHasi BBIIIC CEpHs MPOU3BENEHA, U KOHTPOJIb Ka4eCTBa IMPOBEIACH B COOTBETCTBHH C
HOKyMeHTaHIICﬁ Ha CepH1o, TEXHOJIOTHEH IIPOH3BOACTBA U METOOUKAMH KOHTPOJISI KauyeCcTBa. HOK}'MCHTHHIH{ Ha CEPHIO | XXYpPHaJIbI
IIPOBEOCHUA HCTIBITAHHIA TIIPOBEPEHBI U IIOJTHOCTBIO COOTBETCTBYIOT I[CﬁCTByIOH.IHM TpeGOBaHILﬂM GMP u YCIIOBUAM, HU3JI0OXKCHHBIM
B PETrHCTPAllMOHHOM YIOOCTOBEPEHHH, BbIJAHHOM COOTBCTICTBYIOIUM DPETYJSITOPHBIM OPraHOM. Hukakux OTKJIOHEHMH HIH
HpOHCI.UCCTBHﬁ, KOTOPBIE MOT'YT IIOBJIHATH HA KAYECTBO IIpenapaTa, 0OTMEYEHO HE OBLIO.

Santen Oy, Tampere/ Tamnepe
8 December 2025 / 8 nexabpst 2025 r.

- —

Leena Honkonen

Qualified Person, QA Pharmacist (M.Sc.)/

Jleena X oHKOHEH, YTIOJIHOMOYEHHOE JINLIO,

dapmaneBT oTaena obecreyeHus kauectsa (Maructp Hayk)



COMVEO Batch C0678A (reference to Certificate of Analysis dated 08.12.2025)

Komseo Cepusa C0678A (ccbinka Ha cepTudukat aHaamsa ot 08.12.2025)

Importing country / CtpaHa BBO3a:

Russia / Poccus

Marketing Authorisation of importing country /

PeaucmpayuoHHoe ydocmoeepeHue CMpaHbI 88034

JIN-Ne(007336)-(PT-RU) ot 22.10.2024

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouzsodumerns hapmayesmuyecKkoli
cybcmaHyuu:

Levofloxacin/ lesodpnokcauuH

Batch / cepua: LCOA4378

Quimica Sintetica S.A. /

Knmuka CnuHtetnka C.A.

C/Dulcinea s/n, 28805 Alcala de Henares (Madrid), Spain
Dexamethasone / [lekcameTa3oH

Batch / cepus: 2404501152

Euroapi France / EBpoanu ®paHc

Le Bourg, 63480 Vertolaye, France

Name and address of bulk manufacturing site /
Ha3ssaHue u adpec npuszsodcmea 20mosoli
nekapcmeeHHoUl hopmei:

Tubilux Pharma S.p.A, Italy / Ty6untokc ®apma C.n.A., Utanun
Via Costarica 20/22, 00071 Pomezia (Rome), Italy

Manufacturing Licence / lnueHsus: a.M-141/2023

GMP EAEU: NeGMP/EAEU/RU/02210-2025

Name and address of packaging site /
HazsaHue u adpec naow,adku, omeevarouweli 3a
YNAKOBKY:

Primary Packaging site / Mnowagka neperuHO yNnakoBKM:

Tubilux Pharma S.p.A, Italy / Ty6umokc ®apma C.n.A., Utanus
Via Costarica 20/22, 00071 Pomezia (Rome), Italy

Manufacturing Licence / lnueHsus: a.M-141/2023
GMP EAEU: NeGMP/EAEU/RU/02210-2025

Secondary Packaging site / Mnowagka BTOPUUHOIN YNaKOBKU:

Tubilux Pharma S.p.A, Italy / Ty6umokc ®apma C.n.A., Utanna
Via Costarica 20/22, 00071 Pomezia (Rome), Italy

Manufacturing Licence / luueHsus: a.M-141/2023

GMP EAEU: NeGMP/EAEU/RU/02210-2025

Name and address of release site /
Ha3zeaHue u adpec npouszsodumers (Boinyckarowjuli
KOHMPOb Kayecmaa):

Santen Oy, Finland / AO CaHT3aH, PUHAAHAMNA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / NuueHsua: FIMEA/2023/006935
GMP EAEU: NeGMP/EAEU/BY/00378-2025

Presentation form /
dopma BbINycKa

Eye drops (bottle) 5 ml x 1 (carton pack)
Kanau rnasHble (bnakoH) 5 mn x 1 (nayka KapToHHasA)

Stability period / Cpok 200Hocmu:

3 years. After bottle opening - 28 days /
3 roga. MNocne BcKpbITUA dnakoHa 28 aHel

Storage conditions / Yciosus xpaHeHusa:

Keep at the temperature not higher 25 °C/
XpaHuTb Npu TemnepaType He Bbiwe 25°C

Label code / Koa atnkeTkn 557389SAF27/2B

Carton code / Ko nauyku KapTOHHOM 667389SAF27/5C

Leaflet code / Kog UMM 777389SAF27/4C
Page/CtpaHuua
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COMVEO Batch C0678A (reference to Certificate of Analysis dated 08.12.2025)

Komseo Cepusa C0678A (ccbinka Ha cepTudukat aHaamsa ot 08.12.2025)

Test/ Noka3aTtenb

Requirements/ Hopmbl

Results/ PesynbTtathbl

language: trade name of the product with the
trade mark ®, group name (in Russian and English
languages), strength, dosage form, volume of the
product in ml, logo of the marketing authorization
holder (in latin), warning: “Sterile”, “Series No:”,
batch number, “Used till:”, expiry date, may be
applied internal code(s).

The following information is indicated on the
secondary pack (carton) in the Russian language:
trade name of the product with the trade mark ®,
group name (in Russian and English languages),
strength, dosage form, volume of the product in
the bottle in ml, content and quantity of product
with names and benzalkonium chloride in 1 ml of
the drug, list of other excipients, logo of Marketing
Authorization Holder (in latin), name and country
of the marketing authorization holder (RC) and
manufacturer (batch release site), name and
country of the bulk manufacturing site, warnings:
“Method of administration: see the instructions
for medical use (Leaflet), “Keep out of reach of
children”, “Sterile”, “Use within 28 days after
opening the bottle”, storage conditions,
prescription status, bar-code, “Series No:”, batch
number, “Date of mfr:”, manufacturing date,
“Used till:”, expiry date, internal code(s).

Note.

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.

Additionally, there may be identification means
(IS) for monitoring the movement of drugs.

Packaging / 5 ml into LDPE bottle with inbuilt LDPE dropper 5 ml into LDPE bottle with inbuilt LDPE dropper
Ynakoska: with HDPE screwing cap. 1 bottle with the leaflet with HDPE screwing cap. 1 bottle with the leaflet
in the carton pack. / in the carton pack /
Mo 5 mn npenapata Bo dnakoH m3 M3HM co Mo 5 mn npenapata Bo dnakoH mn3 M3HM co
BCTPOEHHOW KanenbHuuen ns NI3HM u ¢ BCTPOEHHOM KanenbHuuen n3 N3HM un ¢
HaBWHYMBAIOLLLENCA KpbIwKoM 13 MIBIM. HaBUHYMBAtOLLEMNCS KpbIWwKoM 13 MIBI.
Mo 1 pnakoHy BMECTE C IMCTKOM-BKIA4bILLEM B Mo 1 ¢pnakoHy BMECTE C IMCTKOM-BKIAbILLEM B
KapPTOHHYIO MauyKy. KapTOHHYIO MayKy.
Labelling / The following information is indicated on the The following information is indicated on the
MapkKuposka: primary pack (label of the bottle) in the Russian primary pack (label of the bottle) in the Russian

language: trade name of the product with the
trade mark ®, group name (in Russian and English
languages), strength, dosage form, volume of the
product in ml, logo of the marketing authorization
holder (in latin), warning: “Sterile”, “Series No:”,
batch number, “Used till:”, expiry date, applied
internal code(s).

The following information is indicated on the
secondary pack (carton) in the Russian language:
trade name of the product with the trade mark @,
group name (in Russian and English languages),
strength, dosage form, volume of the productin
the bottle in ml, content and quantity of product
with names and benzalkonium chloride in 1 ml of
the drug, list of other excipients, logo of Marketing
Authorization Holder (in latin), name and country
of the marketing authorization holder (RC) and
manufacturer (batch release site), name and
country of the bulk manufacturing site, warnings:
“Method of administration: see the instructions
for medical use (Leaflet), “Keep out of reach of
children”, “Sterile”, “Use within 28 days after
opening the bottle”, storage conditions,
prescription status, bar-code, “Series No:”, batch
number, “Date of mfr:”, manufacturing date,
“Used till:”, expiry date, internal code(s).

Additionally, there are identification means (IS) for
monitoring the movement of drugs. Specifiers of
data (such as batch number (in the wording
“Series No:”), expiry date (in the wording “Used
till”, manufacturing date (in the wording “Date of
mfr:”) are printed directly on the package. On all
components of the package are factory production
technology codes and technical details. /

Page/CtpaHuua
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COMVEO Batch C0678A (reference to Certificate of Analysis dated 08.12.2025)

Komseo Cepusa C0678A (ccbinka Ha cepTudukat aHaamsa ot 08.12.2025)

Specifiers of data (such as batch number (in the
wording “Series N2:”), expiry date (in the wording
“Used till”, manufacturing date (in the wording
“Date of mfr:” may be printed either directly on
the package or applied to a label (sticker) affixed
to the package. On all components of the package
can be factory production technology codes and
technical details. /

Ha nepBWYHOM ynakoBKa (3TUKeTKe daakoHa) Ha
PYCCKOM A3blKe YKa3blBalOT: TOProBoe
HaMMeHOBaHWe Npenapara ¢ NpeaynpeanTeNbHOM
MapKMpOoBKoW ®, rpynnnmpoBoYHOEe HaMMeHOoBaHue
(Ha pycckom m aHFMIMCKOM A3bIKaX), A03UPOBKY,
NeKapcTBeHHyto ¢popmy, o6bem npenapaTta BO
dbnakoHe B M/, NOroTMN AepKaTens
PEerucTpauMoHHOro yA0CTOBEPEHUSA (NaTUHCKUMM
byKkBamu), npeaynpeauTenbHyo HagNuchb
«CrepunbHo», «Cepua Ne:», Homep cepun, «lfogeH
[0:», 1aTy OKOHYaHMA CPOKA FOAHOCTU, MOTYT
6bITb HaHECEHbI BHYTPEHHUI (1e) Kog(bl).

Ha BTOPMYHOW yNaKkoBKe (KAaPTOHHOM Nayke) Ha
PYCCKOM fA3bIKE YKa3blBakOT: TOProBoe
HauMeHOBaHMWe NpenapaTa c NpeaynpeanTebHOM’
MapKUpOBKOM ®, rpynnnpoBoYHOE HaUMeHOBaHMe
(Ha pyccKOm M aHrIMIMCKOM A3bIKax), LO3VPOBKY,
NleKapcTBeHHYO popmy, 0b6bem npenapara Bo
¢dnakoHe B M1, HAUMEHOBAHMWE U COAEPHKaHME
AeNCTBYIOWMX BELECTB M BEH3a/IKOHUA X10pUAaa B
1 mn npenaparta, nepeyeHb BCMOMOraTesIbHbIX
BELUECTB, IOrOTUN AeprKaTens PerncTpaLMoHHOro
yAoCTOBEPEHUA (NAaTUHCKMMM ByKBaMM),
HauMeHOBaHMWe 1 CTPaHy BrajesnbLa
perucTpaumMoHHoro yaocrtoseperus (PY) u
npoussoguTens (BbinycKkatowmin KOHTPOb
KayecTBa), HAMMEHOBaHWUE W CTPaHy
Npou3BOANTENIS TOTOBOW IEKAPCTBEHHOM Ppopmbl,
npeaynpeauTensHble Hagnucu: «Cnocob
NPUMEHEHUSA: CM. MHCTPYKLMIO NO MEAULUHCKOMY
NPUMEHEHMUIO (IMCTOK-BKNAAbILL).», KXPAHUTb B
HeJoCTYNHOM ANa AeTei mecte.», « CTepUNbHO.»,
«Mcnonb3oBaTh B TeueHne 28 aHel nocne
BCKPbITUA GNaKOHa.», YCI0BUA XPaHEHUs, YCA0BUA
oTnycKa», WTpux-Koa, «Cepua No:», Homep cepum,
«[laTa u3r.:», AaTy u3rotoBneHus, «fogaeH go:»,
ATy OKOHYaHWUA CPOKa roAHOCTH, BHYTPEHHUI
(ne) kog(bt).

dopmMmmpoBaHME CEPUM FTOTOBOIO NPOAYKTa: K
HOMEPY CepUU, NPUCBOEHHOMY NPOAYKTY «in
bulk» 1 ykazaHHOMYy Ha NepBUYHOI YNaKoBKE,
MoryT 06aBnATbCA cMMBOAbI (ByKBbI AN UMdpbI),
AONOJIHUTENBbHO NPUCBOEHHbIE ANA
NPOMEKYTOUYHON/BTOPUYHOM YNaKOBKU. TaKum
06pa3om, HOMep CEPUN, YKa3aHHbIN Ha

Ha nepBurYHOI ynakoBKe (3TMKeTKe daakoHa) Ha
PYCCKOM fA3bIKE YKa3aHO: TOProBoe HauMeHoBaHWe
npenapara c npeaynpeauTebHOM MapKUPOBKOM
®, rpynnMpoBoYHOE HanMeHOBaHMeE (Ha PYCCKOM U
AHrIMIACKOM f3blKax), O3MPOBKA, /1IEKAapPCTBEHHas
dopma, obbem npenapata BO GpaKoHe B M,
JIOroTMn aepykaTens perncTpaumoHHoOro
yA0CTOBEpeHUs (NaTUHCKUMK ByKBamm),
npeaynpeavTenbHaa Haanucb « CTepuibHoY,
«Cepua Ne:», Homep cepumn, «fogeH oo:», Aaty
OKOHYaHWSA CPOKa rogHOCTU, MOTYT BbITb
HaHeceHbl BHYTPeHHWI (ne) koa(bl).

Ha BTOpWYHOW ynaKkoBKe (KapTOHHOM Mayke) Ha
PYCCKOM fA3bIKe YKa3aHO: TOpProsoe
HanmeHOBaHMWe Npenapara ¢ npeaynpeavTe/bHOM
MapKMpPOBKOM ®, rpynnnpoBoYHOE HanMeHOBaHME
(Ha pycCKOM M aHrIMIMCKOM A3bIKaxX), LO3UPOBKa,
NleKapcTBeHHyto popma, obbem npenaparta Bo
¢dbnakoHe B M1, HAUMEHOBAHMWE U COAEPMKaHME
AeNCTBYIOWMX BELWECTB U BEH3A/IKOHUSA X10pMAa B
1 mn npenaparta, nepeyeHb BCNOMOraTesIbHbIX
BELLECTB, IOrOTUN AeprKaTeNs PerncTpaLMoHHOro
yA0CTOBEPEHMA (NaTUHCKUMM ByKBamMK),
HanMMeHOBaHMWe U CTpaHa BAagenbla
perncTpaumMoHHoro yaoctosepeHus (PY) u
npoussoanTens (BbinycKkarowmii KOHTPONb
KayecTBa), HAMMeHOBaHWe U CTpaHa
Nnpou3BoANTENA FOTOBOW 1EKAapCTBEHHOMN GOPMbI,
npeaynpeauTenbHble Haanucn: «Cnocob
NPUMEHEHUSA: CM. MHCTPYKLMIO NO MEAULMHCKOMY
NPUMEHEHUIO (NNUCTOK-BKNABILW).», KXPAHWUTb B
HeLOCTYMHOM Ans aetelt mecte.», «CTePUIBbHO.»,
«Mcnonb3oBatb B TeueHue 28 AHen nocne
BCKPbITUA GNaKOoHa.», YCA0BUA XPaHEHUS, YCNOBUA
oTnycKay, wWtpux-koa, «Cepua No:», Homep cepum,
«[aTa usr.:», Aaty usrotosneHus, «foaeH 4o:»,
ATy OKOHYaHWA CPOKa roAHOCTM, BHYTPEHHMI
(ne) koa(bl).
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COMVEO Batch C0678A (reference to Certificate of Analysis dated 08.12.2025)

Komseo Cepusa C0678A (ccbinka Ha cepTudukat aHaamsa ot 08.12.2025)

NPOMEKYTOUYHON/BTOPUUHOM YaKOBKE MOKET
6bITb Ha HECKO/IbKO CMMBOJI0B A/IMHHEE HOMepa
Cepwum, yKasaHHOro Ha NepPBUYHON YNaKoBKe.
JonosHUTeNbHO MOTYT NPUCYTCTBOBATbL CpeacTBa
naeHTMoukaumm (CAU) ana moHMTOpUHra
OBUXKEHMA NeKapCTBEHHbIX NpenapaTos.
CneundukaTopbl AaHHbIX (TaKMX Kak HOMepP cepun
(8 pemakumm «Cepus N2:»), gaTa OKOHYaHMSA CPOKa
roaHoctv (B pegakumm «lfogeH ao:», gaTa
nponssoacTea (B peaakumu «Jlata mar.:») moryt
6bITb HanevyaTaHbl IM6O HENOCPEACTBEHHO Ha
yrnakoBKe, MMb60 HaHeCeHbl Ha 3TUKETKY (CTUKep),
NPUKIENBaEMbIN Ha YNaKOBKY.

Ha Bcex KOMNOHEeHTax ynakoBKu MoryT
NPUCYTCTBOBATb 3aBOACKNE TEXHOIOTUYECKME
KOZbl M NPOM3BOACTBEHHbIE TEXHUYECKUE AETaNM.

[onoNHUTENbHO NPUCYTCTBYIOT CpeacTBa
naeHtTnoukaumm (CU) ana MoHUTOpPUHra
OBUXKEHMA NeKapCTBEHHbIX NPenapaTos.
CneundurKaTopbl AaHHbIX (TaKMX Kak HOMep cepumn
(8 peaakumm «Cepus N2:»), aTa OKOHYaHMA CPOKa
roaHoctv (B pegakumm «fogeH Ao:», gata
Npou3BoACTBa (B pefakumm «[laTta u3r.:»)
HaneyaTaHbl HENOCPEACTBEHHO Ha YNaKoBKe.

Ha BCcex KOMNOHEHTax YNakoBKWU NPUCYTCTBYIOT
3aBO/CKME TEXHOIOTUYECKME KOAbl U
NPOU3BOACTBEHHbIE TEXHUYECKUE AETaNU.

Quality of the product is compliant with normative documentation J1M-Ne(007336)-(Pr-RU)-221024 /

KauecTBo npenapaTa cooTBeTCTBYET TPE6OBaHMAM HOPMATUBHOW AOKymeHTauun JIM-Ne(007336)-(Pr-RU)-221024

Date/fata 09.12.2025

Signature/MNoanuce: Seal/MNeuatb

This docunment, referring to the CoA and related batch CO678A rel eased done by Santen 08.12. 2025,
has been approved and signed with DocuSign program (due to a non-col | aborative manual printer).
DocuSi gn has been validated and approved for GW use.

/—Signed by Leena Honkonen
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\— 0818E295985543F59A2609BD2F 195309

09-12-2025
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