JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

12.08.2025 Ne 30944/25/10

JEKCA®PI®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kpaiii o4Hi, po3uns, 1 Mmr/mi, no 0,4 M B 01HO1030BOMY KOHTeiHepi; 10 5 01HO1030BHX
KOHTeliHepiB 3'eIHaHUX Mixk c00010 y cTpiuky y came; no 4 came (Ne20) y kapToHHiii kopobui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpauiitnoro nocsizuenns UA/17337/01/01 crpox aii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nixapcrkoro 3acoby Ne 8V50 Kinskicts BBe3eHOIO Jikapeskoro 3acoby 9216
BupoGuux EKCEJIBI3IOH, ®pannis
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMiid, i Miclie IPOKHUBAHHS TA PEECTpaLiiHI HOMep 0DNIKOBOT KAPTKY IIIATHUKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutposo six 15.07.2025 Ne 1986/1.
JlaGoparopHuit aHa1i3 KOCTI JIKApCHKOTo 3ac00y 3/iHCHEeHMIA:

JI1 "LentpansHa J1abopatopis 3 aHaii3y SKOCTI JIKapchbKUX 3ac001B 1 MeuHOT IpoayKii"
(m.Kuis, Byi. Kynpseceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka o6nacts, ¢. Hosi Ilerpisiii,
Bys1. IBana @panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)
BHCHOBOK 1010 SIKOCTi JHiKapehkoro 3acoby, Buanmii maGoparopieio sin 07.08.2025 Ne 1192

Pesynsrari 1a60paTopHOro aHA3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3Hukamy BiANOBial0TH
BHMOTI'aM METOJ(IB KOHTPOJIIO SKOCTI (aHATI THYHO-HOPMATHBHOI JOKyMEHTALLIT).

3a pesynbTaTaMM JIGpP:KABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 BBeseHo B VYkpainy 3

Ounera €EPEOMEHKQ

(i) {isinizmm Ta npizaHIE)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



FARE
S
CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHAINZY

DEXAFREE®
eye drops solution 1 mg/m,
1 ml solulion contains 1.093 my of dexamethasone sodium phosphate corresponding to
1 mg of dexamethasone phosphate;

v y UD
JEKCADPI®
KpanI OuHi, OIUIH, 1 maimn
1 101 POTULHY MICMUMIL ORKCAMEMAIOHY HAMPII hocpamy 1,093 me, wo aidnosidae

dercaremadony hocthamy 1 me

Raegistration certificate Ne UA/17337/01/01 of 24.05.2024
Pegcmpaiiive noceidyenns Ne UA/TT337/4) 1/01 6idd 24.05.2024

Valid till 7 flidcuo do: untimited [HEOOMENEHNHA

Type of packaging: on 0.4 mlina single-dose container; on & single-dose containers connected to each ather in a strip in
aachel: on 4 sachets (Ne20) in a cardboard box with marking in Ukrainian

Tur naxysarns: 10 0,4 M1y 00H0003080MY koHmeliHepi: o 5 0H000306UX KOHIMEIHEPIE 3'ANAHUX MiX cOBOI0 Y
cmpiuky y cauie,; no 4 cawe (Ne20) y kapmorHill KopoGui 3 MapKyeaHHsd VHPAIHCHK O MOBOI0

Product No. / Ne nipoadykmy: 1916U20UKR

Batch No /Ne cepii : 8V50

Balch siza / Poamip cepil: 25600 ynakoeok Ipackages.
Manufacturing date / [Jama aupobHuumsa: 21/02/2025

Date of expiration / Mpudamuuti do. 0212028

Date of batch release / Jama sunycky cepi:

Manufacturer :

Applicant:

LABORATOIRES THEA

12 rue Louis Bleriot 63100 Clermont-Ferrand Cedex 2, France

Manufacturer:

EXCELVISION

27 rue de la Lombardiere, ANNONAY, 07100, France
BupobHuk:

3aaBHUK

NABOPATYAP TEA

12 ayn. Nlyi Briepio 63100 Knepmou-Geppar Cenaske 2, dparLia

BupobHni

EKCENBISIOH

27 pyn. fe na flomdapaesep, AHHOME, 07100, GnauLyis

Manufacturing license / JTiieHais oupolinnka : EXGELVISION — 2023 _260_1_2 ! EKCENBI3IOH ~2023 269 1.2
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e EXCELVISION v
ANALYSIS SPECIFICATIONS RESULTS
AHAIIZ CIHELUGIKALISA PE3YIILTATH

General characters
Zazanuhi asracmugocni

Appearance
{visual chieck)

Onue
(sigyantuul 0e100)

Golourless to slightly brown, clear solution,
practically free from foreign particles

BesdapsHuit 10 3MEIKA KOPUUHEBOID,
MPO3OPUEA POIUKH, MIPAKTIUHO BINLHUKA Bif)
CTORQHHIX HACTOK

Complies

Ridnoaidae

(Internal mothod or Eur. Ph. 2.2.1)
Mpasopicmt
(Buym. memod ado Gsp. hapm.2.2.1)

s emanoiHa cycnedsi |

Colour s ref. sol, BY Complies
(Fur. Ph.2.2.2)

Kontoposicnt < emanouHull poguun B7 Bidnogidae
(Cap. Qapm. 2.2.2)

Clarity % ref. susp. | Complies

Bidnosidac

(Eur. Ph, 2.2.35.)
QuMOAALHICTE
(€an. Papm.2.2.38)

240 - 300 MOCMONBL/KE

pH 7310 8.1 77

{Cur. Ph. 2.2.3.)

pH 7.3 81 7.7

(Eap. Wapm. 2.2.3)

Qsmolality 240 to 300 mosmolikg 266 mosmol/kg

2066 MOCMOTIL/KE

Filling volume

(Internal method)

OfH'em, WO BUMRNZACILCSH
(Brym. Memod

2 0,40 mi

= 0,40 mn

0.47 ml

0.47 myi

fdentification
Hdenmuhurayus

Disodium adetate

(Internal method HPLC)
Sunampiio edemam

(Buymp. memod BEPX/HPLC)

Chromatogram identical to that of standard
Xpowamoapama [OeHmudHa
xXpomamozpami cmatcapmy

Complies

Bidnosidae

Dexametnasone sodium phosphate
(Intemal TLC+HPLC)

JlexcamemazsoH Hampio Hocham
(Brymp. memod TIWXATLCY BERXHPLE)

Chromatogram identical to that of standard
Xpomamoapama [denmudna
XpOMamozpami crandapmy

Complies

Bidnosidae

Assay
KintKkicHe aU3Ha¥eHHs

Disodium edetaie

(Intermnal method HPLG)
Ljudampio edemam

(Brymp. memod BEFX/HPLE)

0.095 to 0.105 g/100 mi

0.095 —~ 0.105 /106 mn

0.100 g/100 ml

0.10Q &/100 mn

Dexamethasone phosphate
(Internal method HPLG)
Lexcametazony thoadar
{(Buytp. meTog BEPX/HPLC)

0.095 to 0.105 g/100 ml

0.095 - 0.105 /100 mn

0.101 /100 mi

0401 &/100 mnr
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Impurities

{Internal method HPLC)
Homitai

(Bryimp. mMemod BEPX/HPLC)

Free dexamethasone £0.5aea % <0.0233%
BinsHull 0ekcaMemasol % 0.5 nnowli % < 0.0233%
Bethamethasone %0.5area % 0.0%
LemamemasoH < 0.5 nnowy % 0.0%
Unknown impurity 2 (RRT = 0.68) 0.2 area % 0.1%
Hesidoma domiuixa 2 (RRT = 0,68) 0.2 nnowy Y 0.7%

Unknown impurily 3 (RRT = 0.70)
Heesidoma domiwka 3 (RRT = 0,76)

< 0.2 area %
< 0.2 nnoud %

< (0.0233%

Unknown impurity 7 (RRT = 2.00)
Heeidonma domituka 7 (RRT = 2,00)

s 0.2 area %
< 0.2 nnowli %

< (0.0070%
< 0.0070%

Unknown impurily 8 (RRT = 2.33)
Hosidoma domira 8 (RRT = 2,33)

% 0.2 area %
< 0.2 nnoul %

< (.0233%
< 0.0233%

Unknown impurity ¢ (RRT = 3.28)
Haaidoma domituxa @ (RRT = 3.28)

% 0.2 ared %

as

% 0.2 nnowy Yo

0.1%
01 %

Individual other impurity

Inia indueidyasibHa domitia

< 0.2 area %

= 0.2 nnowi %

< 0.0233%

< (.0233%

(Eur. Ph. 2.8.1)
CmepusibHicm

(Cap. Papm, 2.6.1)

Cmepunsiul

Total impurities < 1.0 area % 0.1%
Cyma domituor < 1.0 naowid % 0.1%
Sterility Sterile Sterile

CrepunnHuh

Declaration of certification:
| hereby confirm that the above information

is authentic and accurate. This hatch of medicinal products has

manutactured (including packaging / labeling) and passed quality control at the above mentioned manufacturing site, in
fult compliance with the requirements of the GMP established by the local Regulalory Authority and according o the
Specifications of the Registration Documents approved in Ukraine for the medicinal product being tested. Preduction,
packaging and analysis protocols have heen revised and GMP compliance has been established.

Aasiga NPO CERMUMIKaL0:

[Jum 5 nidmeepdiyIn, WO BULESKa3ana fHchopaatiisn € QOCMOBIDHOIO | MOYHOK). [lana cepin nikapcuKkoso 3acoly byna
BUPOGHEHA (GKITOYRIOYL VOUKOGKY / MAPKYBaHHA) | POt KOHMpOnk aKoCi Ha sasnayeHit aupoBHuMUT JibHUL, &
noaniti eidnosionoemi 3 sumozamu HBIT (GMP} scmanosieHumMu micyesun PeaynsmopHum OpaHom i azidHo
Cneupikaugil Pecempauidnux AOKyMEHITIE, 3amEenoOKeHUX & Vipaini dnst QoCHIGKYaaH0R0 NIKAPCHLKOED aacody.

Mpomokonu sUpOBHUYMER, NAKYEARHS I1a aHamsic Byno NEPLGIPEHO M GCMaroeeHo QiBnosidnicms GMF.

CONCLUSION! BUCHOBOK

Batch is released in conformity on the current version of the Dexafree Quality Control Methods UA7337/01Q1 Cepis
sunywena y sfdnosidnocmi do diouol sepcil "Memaodis KoHmposo Skocmi” fexcachpi UA/T7337/61/01

Product Quality Assurance Pharmacist

an behalf and by delegation of the Qualified Person/
Gapmayes i3 aabeane et siacmi npodykuil
i ineni ma sa dopyacHism Keanipikoeaol ocobu

Date / fJama -
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EXGELVISICON

CERTIFICATE OF RELEASE
CERTIFICAT DE LB /

5

H

d

dlame of the product DEXAFREE 1mghml Eye drops, solution, 04ML 320 UA THEA

Ukraine

UAM 733780401

Dexarmncthasone phosphate 1mg/ml

Eyedrops

200 X 0.4mi

Transparent Single Dose Unit

8vs0

E

OFPRO56216

2110212025

0212028

25 600

e Yes
4 No

EXCELVISION
27, rue de fa Lombardiére
07100 ANNONAY France

w Excelvisfon, 27 rue do la tombardiére, 07100 Annonay
@ Servipac, 13 Cours Offenbach, 26000 Valence

Excelvision:
2023_269 1.2
20110/2023
Servipae:
2022

I GMP cerliiivale numisg F.xr,c'lv.

FIFRI054
25032021

Servipac:
2019/HPFIFRIZ29,_NA

17.

2022-03-15

Analysis resulls attached CoA

18.

sting, there weré

iy it
m See altached report n®

Certification stotement :

| hereby cerlify that the above information is authentic and accurate. The Aclive Pharmacentical Ingrediont has been manufactured i fuli compliance with the
GMP. This bateh of produet has beer mandfactured, including packagingilabeling and quality control at he above mentioned sile(s) in full compliance valh the
GMP requirements of the Jocal Reguintory Authority and with the specifications in the Marketing Autherisalion of the imporling country or product specification
file for Investigational Medicinal Products, The bateh processing, packaging and analysis records were reviewed and found (o be in compliance with GMP.

Certification :

Date:

on behalf and by delegation of the Qualified Person
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