npenapar Opthtolique Ultra UKR

Kon: 009530308
Boxuru no: 05/2027

Bunyck nmaprii

Ceprudikar sikocti Ne 202403166

Cepist: 0240524
K-ctb wit. 4800

Hara BupoSuuyrsa: 05/2024

BunpoQysatinst

3osHitunii BUrns

pH

OcmonsanbHicTs

B’si3cicTs

O6’emM HANIOBHEHHS

HasiBuicTb riasypoHary Hatpito
Bwmicr rianyponarty Hatpilo
AyTteurnunicts TS-nonicaxapumy
Awnaniz TS-nonicaxapuay
CrepuibHICTD

Knacudikauiiina nepesipka
KOHTEHHEPa

Knacudikatifina nepesipka siimka
epesipka Britaamina

BiutaieHHst y JIOKyMCHTALLIO Ha
napriio

Poamip raprii

Mobinbni pani

Tpouesypa oumILeHHs

KinnkicTk MaTepiaiis
Konrpons Bukuais
Iinrmmcn Ha JOKYMEHTaxX

TexHOoNoT{4HHH KOHTPOJDb

Pospaxyiku

AHUNTHUHE TTOTOJDKSHHS
Bijxuners

KepiBHUK BiLILY TEXHIMHOTO KOHTPOJIIO
<Hionucano>

TexuiuHi XapakTepHCTHKH

[Tposopwii Ta Geskosnipruit a6o MoOuHO-Gimnuit
PO3UMH
>= 6,5 <=1775
>=70 <=150
= 10

[Tozuruena
>= 90,0
IMozuTHBHA
>=80.0
CrepuibHHH
[TosureH BianosigaTy

<=120.0

[MoBHHEH BiJTIOBIOATH

[ToBMHEH BiANOBiIaTH

Bci BageHHs y IOKYMEHTAILIO Ha MapTiio 0yio
riepeBipeHo.

Besi cupoByHa Ta nakyBaiibHi MaTepiaiy
BIINOBIJIAIOTD OITHCY, KOJaM Ta Bepcil (e ue
JIOLINBHO), siki Oy0 3a3HAUCHO Y BIZIOMOCTSIX
BHpOOHHKA

Po3Mip napril Bianosizae BiioMocTsiM BHpOOHHKA
Homep naprii, gara BUpOOHULTBA Ta TEPMiH
MPUOATHOCTI, a TaKOXK IHIH MOGIIBHI Jlaki, Brazami
Ha yraKkoBili, BiANoBilalorh BiAOMOCTAM BUPOOHHKA
Po3pobka nokymeHTaui, 1110 CTOCYEThCs BCixX
NPOLEAYP OUHILCHHS O0NaiHaHHs Ta BUPOOHHUHX
NpHMiLlieHb, BiJTIOBiAae HOpMaM

KinbkicTs inrpesienTis Binosinac BuMoram ckiagy
naprif

KoHTtposb BUKHILIB BITIOBIaE TeXHIUHUM
XapakTepHCTHKaM

Bcei sgokymenTr Ha riapTilo MicTsITh BiLNOBiiHy naty
i HaIEXKHO nianucaui oneparopaMu

Pe3yabpTaTy TEXHONOM YHOTO KOHTPOJTIO
Bi/INOBINAIOTH HOPMaM, BCTAHOBICHUM
JIOKYMEHTaMH Ha NnapTiio

Bei pospaxyHKH NpaBWILHI, a Pe3yJibTaTH
BI/LMOBIIAIOTH HOPMaM, BCTAHOBICHHUM
JIOKYMEHTAMH Ha napriio

AHasiTU4HE MOroJRKeHHs! rapTii 6yso nepeBipeHo
HastBHicTs Oy ab-sikuX BifxuneHs OyJo nepesipeHo

OnuHuLs
BUMIPIOBaHHs!

Pesysimrar

Bixnosinac

7,1

256 mOcm/Kr
94 cl'l

10m1
IMosurusHa
106,3%
[NozurusHa
90.4%
CrepuiibHuit
Bignonigac

MOCM/Kr
cfl
Mt

<=110,0

Bijarosiac
Bijnosijac
Bianosinac

Binnosijac
Biarnosixac

Biarosinac

Biarnosinac
Bijnosinae
Bijarosijae

Binnosinac

Binrnosijnae

Bijinosinac
Bianosisac

VIoBHOB@OKEHHH NMPEACTABHHK
<Iionucaro>

FARMIGEA S.p.a.
Enatiza Cimonerri

KepiBHUK BiIIiTYy TEXHIUHOTO KOHTPOIIIO

04/06/2024

Hixona Jlykkesi



Tiza: 04/06/2024

CeprudikaT BHPOOGHHKA

Hazpa ToBapy: Ophtolique Ultra UKR

Kon ToBapy: 009530308

Jlikapcnia dopma: Barartogo3nuii npenapar 6e3 KOHCEPBaHTIB
Taprist: 0240524

Bokuru no: 05/2027

Jlara BupoOHuLTBA: 05/2024

KinbkicTs BUpoBAcHUX OfMHHL: 4860 (60 3 sikux yTpuMaHo s apxiByBaris pos)

Kpaiua npusHaveHHs: 3a mexkamu €C
Biaxuneusi: He BUSIBIIEHO
Binxunens sin crieupdikauii: HE BUSIBJICHO

M#, 0cO6H, 10 MiANMCATHCS HIDKYE, 32 BAACHOIO BIANOBINAILHICTIO 3aCBIMMY€EMO, 1O MApTis BUILE3TAAAHOIO
ToBapy OyJia BHPOBIEHa, BITIOYAIONH NIaKy BaHHs/MAPKYBAHHS Ta KOHTPOIb SKOCT], KOMITaHieio Farmigea S.p.A, via G.B.
Oliva n8 (ITiza), Ta nosHicTio Bianosifac Bumoram crauaaptis cCGMP (noToUHa HaJEHKHA BupoOHHua rpaxruka) Ta UNI
(incTuTyT cranpaprusauii Itanii) EN 1SO 13485 Ta milicHomy JIoroBopy LLUOAO SKOCTI.
O6pobicy, MaKysats Ta aHaTiTHYHI Jani o0 napTii 6yJIo NepeBipeHo Ta MOroKEHO JIO BUIYCKY napTil i BU3HAHO
TAKMMH, 1110 BiANOBIgaioTs crannaprosi cGMP.
LM 3acBindyeThCs, WO BHLIGHABEEHA iHpOpMAaLlis € AIHCHOIO Ta IOCTOBIPHOIO.

VHoBHOBAOKEHUH npeacradHnK

<[lionucaro>

Hikona Jlykkesi

Komrauis: Farmigea S.p.A
Ajpeca: Via G.B. Olivia 8, 56121 Ospedaletto Pisa, Italia (Tliza, Itanis)
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RARAIGEAS o ,
Certificate of Analysis N, 202403166
Ophtolique Ultra UKR
Code: 009530308 Batch: 0240524
Expiry date: 05/2027 No. of pieces: 4800 Manufacturing:  05/2024
Test Specification Unit Measure Result
Anpedrance Clear and colourless solutlon or slightly opalescent Complies
pH >= 65 <= 75 7.1
Osmolality >= 220 <= 280 mQsm/Kg 256 mQOsm/Kg
Viscosity >= 70 <= 150 cPoise 94 cPoise
Filling volume >z 10 mi 10 mt
Sodium hyaluronate identification Positive Posilive
Sodium hyaluronate assay >= 900 <= 110.0 % 106.3 %
ID T8 Polysaccharide Positive Positive
TS Polysaccharide assay >=  80.0 <= 120.0 % 904 %
Sterility Sterile sterile
Container codifying check must comply Complies
Box codifying check must comply Complies
leaflet check must comply Complies
Batch Record Attachments All the attachments to the Batch Record have baen checked and Complies
verified
Raw materials All the raw and packaging materials used correspond in terms of Complies
description, code and version (where applicable), to those reported
in the manutacluring worksheet
Batch size The Batch Slze is in compliance with the manufacturing worksheet Complies
Mobile data The batch number, the manufacturing and the expity dates, and Complies
other mobile data reported on the packaging are in compliance with
the manufacturing worksheet
Cleaning procedures The compilation of the documentation relating to the execution of all Complies
the cleaning procedures of equipments and production areas, is
correct
Amount of materials The amounts of the Ingredients are in accordance with the Complies
requirements of Batch Formula
Environmental monitoring Environmental monitoring are in accordance with the specifications Complies
Signatures on documents All the documents of the batch record are properly signed and dated Complies
by the operators
in process controls The results of all in-process controls are within the limits laid down Complies
in the batch record
Calculations All the calculations are correct and the results are within the limits Complies
established in the batch record
Analytical appraval The analyticat approval of the bacth has been verified Complies
Deviation The presence of any deviation has been verified Complies
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Certificate of Manufacturing

Product nome:  Ophtolique Ultra UKR

Producl code: 009530308

Dosage form:  multidose preservative free

Batch: 0240524

Exp. date: 05/2027

Manufacturing date:  05/2024

Number of pieces produced: No. of pieces 4860 ( 60 of which for retained sample archive)
Name of destination country: Extra EU

Deviations! n.a.

00S: n.a.

We the undersigned certify on our responsibility that the batch of product above mentioned has been
manufactured, including packaging/labelling and quality control at Farmigea S.p.A., viaGB. Oliva n°8, Pisa,
in full compliance with cGMP and UNT EN 150 13485 requirements and

according to the Quality Agreement in force.

The batch processing, packaging and analysis record were reviewed and approved before the batch
release and found to be in compliance with cGMP.

il is hereby certified that the above information is authentic and accurate.

Qualified Person
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FARIIGEA S.0a
/ Nicola Lucches
Ciuplifed Person

Company: Farmigea S.pA.
Site Address: Via G.B.Olivia 8, 58121 Ospedaletio Pisa, ltalia
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