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Farrita-Thea Farmaceutici SpA
Vi E. Ferml, 50 2C018 Seftitmo Milanese (Mi)

Product Name: Theagel® Code/ Kos: 6000863
Batch n°/Cepis: 106397 Expiry date/ TepMin IpUAATHOCT] : 04.2026

Manufacturing date/ J1aTa REPOCHUITBa: , )
Batch quantity / Posmip cepii: 14010

29.04.2024
Date of analysis/ [lata agamisy; ) .
Certificate of Analysis N*/ Cepruixar anainizy Net: 040000031610

24.05.2024

TEsTS/ AHANI3 SPECIFICATIONS/ CNELMOIKALLT | RESULTS/ PESYJIBTATH
Appsarance Clear colourless to yellow-brownish gel k
(visual inspection) Complies
30BHILHIA BUIrIAg Mposopuit rens sig, desbaperoro Binnosinae
@isyansHull 02nad) [0 KOBTO-KOPUHHERBOIO

pH (Current Eur.Ph 2.2.3.) 8878 74 i
pH (diroua €gp. Papm 2.2.3) 5,878 7.4

Viscosity (Current Eur.Ph 2.2,10) 15000 -25000 mPa.s 17750 mPas
Brasyicte (iroua Egp. Papm 2.2.10) 15000 ~25000 miia.c 17780 mila.c

Stability to centrifugation No separation of phase Complios
CritikicTs 40 UeHTPUOYryBaHHa Hemae noginy dasu Bignosipae

Loss on drying (Current Eur,Ph 2.2.32)

, 89.5 ~ 94.5 % 92.0%

Butpati npu BUCHXaHHI

(Jitoua Eap. Papm 2.2.32) 895 - 845% o20%

Average content Z30g 31g

Cepegnilt smict Z30F 3T

Sterility {Current EurPh 2.6.1.) Sterile Sterile
CrepunsHicts (ditova €ep. Gapm 2.6.1) CrepuibHNUi CrepunbHmii

' Packaging control Complies Complies
KoHTpORb fnakyBaHHA Binnogigae Bignosigae

State APPROVED

Cran CXBAHEHO

| hereby certify that the above infermation ls authentic and accurate This batch of finished product bas been controlled at the above
mentioned site in full compliance with the GMP requirements of the local Reguiatory Authority and with the specifications in the Marketing
Authorization of the importing country. The Analytical Baich Record and analysis records were reviewed and found to be in compliance.
b g
4 el 1 o e W
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Cedificate No. BCE04/2024

Batch Certificate for Cosmetic Product

Product Name Theagel
Product Code 687G30L10
Dosage Form ophthalmic gel
Strength/Potency Carbopol
Batch Number 106397

Expiry Date 0412026
Package Size 30g
Manufacturing Date 29/04/2024
Analytical Certificate No., 040000031610
Number of Released Units 14010

Country UKRAINE
Manufacturer Farmila-Thea Farmaceutici 8.p.A.
Authorization No. Manufacturing Site aM -~ 47/2023

Reference No. Cosmetic Products Nofification Portal 12.2-18-3/17544

Remarks oo
DBRBDPBRBDODPODPODRDRIERPPDRRPRGDD

| hereby certify that the above information Is authentic and accurate and that all the manufacturing stages of this batch of finished
product have been carried out including quality control in full compliance with the GMP at the above mentioned site and in full
compliance with requirements of the EU and of the Marketing Authorisation(s) of the destination country/countries,

That Farmila-Thea Farmaceutict 8.p.A, complies with the (SO 22716:2007 for the manufactusing of cosmetics far ophihialmolagy, also
far third parties (Cerlificate No. 18602)

The documentation pertinent to the lot described above was reviewed and all the aspects of manufacturing and packaging were
judged acceptable and consistent with the requirements outlined in the Master Manufacturing documents. All the components were
analysed and released in compliance with Specifications and any deviation was thoroughly reviewed and solved before the release.
This batch meels acceptance requirements and it s released aceording to current rules governing cosmetic product in the European

Community.
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,ffg yar Autorisation pour expédition par
v I’ Assurance Qualité
Qualified Person Authorization for shipment by [— -

Quality Assurance
Date : 27-Jun-2024
By : Andréa LEVADOUX

Dr.ssa Laura lannotti
Authorization No. alDT-34/2013

Release date: @//f”; L;';:i\z/ f;}

FARMILA-THEA FARMALCEUTICI 5.p.A. con unite oxionista
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