®OThéa

CoA 0923 - V03 ucr

THEALOZ DUO 10 ml

PosunH odranemonorivuHmnin TEAZIO3 YO 10 mn

Certificate of Analysis Ne/ Ceptudirar aHanizy Ne: 040000031401

Code/ Kog : 6001164
Batch/Cepin: 625719

Manufacturing date/ flata supobruursa: 12.04.2024

Expiry date/ Tepmin npugardocti: 2027.03

Batch quantity/ Poamip cepil: 50037

Théa Specification Version/ Bepcis cneundikauii Théa: CMC-DP-0923 V03

QecmonansHicme
(diroqa Eap. Gapm 2.2.35.)

170 - 230 mocmons/Kr

TESTS/ AHAJI3 SPECIFICATIONS/ CIEUUDIKALIT RESULTS/ PE3Y/IbTATHU
Chemical Laboratory/
Ximiuna naboparopin
Appearance Practically clear, cotourless liquid and Complies
{visual inspection) practically free from particies
3oBHIWLHIN BUrAag, MpaxtuiHo nposopa, 6esbapsHa pignra, Bipnosipae
(aizyanenull v2nad) MPaKTUYHO BiNIbHE BiJ YaCTHOK
Colour < ref. sol. By Complies
(Current Eur.Ph 2.2.2.)
Konip He BiNbLY HTEHCUBHIIA, HIX eTanoH Bo Bianosigae
{Lirova Eep. Dapm 2.2.2.}
Opalescence < ref. susp. | Complies
{Current Eur.Ph 2.2.1.)
Mpo3sopicry He nepesuLlye KanamyTHOCT etanoHa b Bignosigae
{Aioya Eap. Papm 2.2,1.)
pH 6.8-7.6 7.2
(Current Eur.Ph 2.2.3.)
oH 68-7.6 7.2
{Airoua Eap, Gapm 2,2.3.)
Osmolarity 170 - 230 mosmol/kg 195 mOsmol/kg
{Current Eur.Ph 2.2.35.)

195 mOsmol/ kg

identificatin Sodium
hyalurcnate

{internal method (HPLC))
|peHTudikauia HaTpio rianypoHar
{8H. memod(BEPX}}

Kpomarorpama igeHTHUHE XpPOMaTorpami
CTaHiapTy

Viscosity 2.0-5.0mpPas 3.2 mPa.s
{Current Eur.Ph 2.2.8.; fatling ball,
viscosimeter) ‘
B's2KiCTh 2.0-5.0mlla.c 3.2 mila.c
{Airoua E€ap. bapm 2.2.8.; memold
nadorYoi KyABKU, BICKO3UMEMP)

Chromatogram identical to that of standard Positive

flosnrieHa
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Sodium hyaluronate assay
{internal method (HPLC))

0,142 - 0,158 g/100 m!

0.145 g/100 m!

KiNbKiCHE BUBHAYEHHA 0.142 - Q.158 /100 mn 0.145 r/100 mn
HaTpito rianypoHar
(8. memod{BEPX})
identification Trehalose Chromatogram identical to that of standard Positive
(Current Eur.Ph.(HPLC))
lnentudikauia Tperanoza XpomaTtorpama igHTHIHE Xpomarorpami NosuTreHa
{flitoua Eap. Bapm.(BEPX)) craHgapTy
Trehalose assay 2.85-3.15 g/100 m! 3.00 g/100 mi
{Current Eur.Ph.(HPLC))
KinibkicHe Bu3RadeHHn Tperanosa 2.85-3.15r/100 mn 3.00 r/100 mn
{diwova Esp. Gapm [BEPX))
Extractable volume 2 10.0 ml 10.9 ml
(internal method)
OpepxysaHuit o8'em He merwwe 10.0 ma 10.9 mn
{8+, mMemod) :
Glucose <05% < LOD (LOD = 0.014%)
(Current Eur.Ph.(HPLC))
I'nokosza He Binbwe 0.5 % < LOD (LOD = 0.014%)
{ditoua Eap. Dapm (BEPX))
Other individual impurity %05% 0.1%
{Current Eur.Ph.(HPLC))
Byab-aki iHW nomiuky He 6inswe 0.5 % 0.1%
{liroua Eap, Papm (BEPX))
Total impurities <1.0% 0.1%
{Current Eur.Ph.(HPLC))
3aranbHa KinbricTs HomiluoK He Ginowe 1.0 % 0.1%
{diroua Eep. Qapm .(BEPX))
Microbiological Laboratory/
MixpobionoriuHa naboparopin
Sterility Sterile Sterile
{Current Eur.Ph 2.6.1.)
CrepusabHicTs CrepuiibHuit CrepnnbHnit
{dirova Eap. bapm 2.6.1.)
Packaging Laboratory/
Naryesanevra naboparopin
Packaging control Complies Complies
KOHTPO/IL NMaKyBaHHs Bignosigae Bignosinae
State APPROVED
CraH CXBAJTEHWIA
Date:

Quality Control Manager/
MeuemKep 3 KOHTPOII AKOCTI

Margherita Valente

!w . '"Z/Tﬁifmﬂlﬁ)

Date:
Cualified Person/
YnosHoBaKera ocoba

Laura lannotti
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(2) Théa

Batch Certificate for Medical Device

Cetificate No. BC474/2024

Product Name Thealoz ®Duo

Product Code 2762C10L13

Dosage Form Eye Drops

Strength/Potency 3% Trehalose 0.15% Sodium Hyaluronate
Batch Number 625719

Expiry Date 2027/03

Package Size 10 mi

Manufacturing Date 12/04/2024

Analytical Cerlificate No. 040000031401

Certified Units 50037

Country Ukraine

Manufacturer Farmila-Thea Farmaceutici S.p.A.
Authorization No. Manufacturing Site aM —~47/2023

Remarks i
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| hereby cerlify that the above information is authentle and accurate and that al} the manufacturing stages of this batoh of finished

product have been carried out including quality control in full compliance with the GMP at the above mentioned site and in full

corpllance with the current medical device regulation in EU and in the destinations country/countries, the specifications of the

Registration file of the destinations counfry/countries and with the quallty agreement signed belween Partes. Farmila-Thea

Farmaceutic! S.p.A has implemented and maintains a Quality Management System with complies with the following standards:

- ISC 13485:2018 for the manufacturing for third parties of madical device for ophthalmology and otolaryngology (Certificate No.
17745).

- 180 9001:2015 for the manufacturing for third parties of medical device for ophthalmology and otolaryngelogy (Certificate No:
177486).

This batch mests acceptance requirements and it is approved according to above-mentioned requiraments by an authorized person.

® LABORATOIRES
®Théa

Autorisation pour expédition par
I’ Assurance Qualité
Authorization for shipment by
Quality Assurance

Authorization No. alDT-34/2013 . Date * 24-Mai-2024

Date: 2_5 OfoZ % By : Severine BARBATE

L

Qualifidd Person

Dr.ssa Laura lannotti

FARMILA-YHEA FARMACEUTICE 5.p.4. con unico azionista
Soclohs soggetva ol contrelle di tabaratalres Thba SAS con sade o Clermant-Ferrand, Frands

Vies Enrico Ferm, 50 - 20019 Seimo Milanese (M) liofia - Tel. +39 02 33.550.1 feentiofing} - Fax 439 02 32.85.160
PIVA/C.E: n. 07486020154 - Codice Univoco Azienda RZO4GRX
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