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npenapat Opthtolique Balance UKR
Koa: 009530357
Boiutu no: 05/2027

Cepist:
K-ctb urr. 9880

Bunyck napTii
Ceprudixar sicocTi No 202403055

0260524

Jlara BupoGunuTBa: 05/2024

Bunpobysanist

30BHILIHIH BUITISIA

pH

00’ €M HaroBHEHHS

B’s13KicTh

OCMOIBUILHICTh

ABTEHTHUHICTD II0UOT PEHOBHUHU
BwmicT rianypoHary BaTpito
AyTtentrunicts TS-rionicaxapuiy
Anantis TS-nosicaxapuiy
CTepuiibHICTh

Knacmbmamma m.pualpka KoHTelHepa

Knacudikaniiita riepesipka siuka
Ilepesipka BiJIGANILA
Brsazienst y AOKYMEHTAILIO Ha TMapTilo

Posmip naprii

Mo6isnbHi jaHi

Tlpouenypa OUHLIEHHS!

Kinbkicts marepianis
KoHTpOsL BUKHAIB

[Tirvcy Ha JOKYMEHTax

TexHonoriuHni KOWTPOIh

PospaxyHKH

AHAITHYHE TIOTOJRKCHHS

BiaxuneHHs

04/06/2024

KepiBHuK BIIULITY TEXHIMHOTO KOHTPOMO
<[lionucano=>

Texuiuni XapaKTepHCTHKH

Tposopuii Ta Ge3konipHHH 260 MOJIOUHO-
Oiuii po3urH

>= 6,5 <=17,5
>= 10

>=20 <=70
>=220 <=280
ITosurusHa

>=90,0 <=110,0
[TosuruBHa

>=80.0 <=120.0
CrepusbHUH

[ToBuHEH BiATNOBIAATH

IoBUHEH BIANOBIAATH

[ToBHHeH BlaroBigaTH

Bci BnameHus Yy JIOKyMeHTauiio Ha

fapTito ByJ10 NEPEBipeHo.

Best CHPOBHHA Ta TAKYBaJIbHI MalbplcUIVl

Bi AOBIAAIOTD OMHCY, KOJiaM Ta Bepeii (1

e AOLILHO), siki OyJI0 3a3HaUeHO Y

BIOMOCTSX BUPOOHHKa

Posmip maprii Birosisae BiIOMOCTAM

BUPOOHHKA

Howmep naprii, zata Bnpo61muTBa Ta

TepMiH ﬂpHI[aTHOCTl a Takox iHui

MOGIILHI iani, Brasani Ha ynaKoBiy,

BiANOBIAQIOTD BisloMOCTSM BHpOOHHKA
Pospobika AOKYMEHTALLT, L0 CTOCYETHCA

BCiX MPOLELYp OUHIIEHHs O0Na/IHaHHs

Ta BUPOOHMUNK NPUMILLICHD, Biprnoeinae

HOpMaM

KinpkicTs mrpcmc}mB BijroBifac

BUMOTaM clulazy naprii

KoHTposih BUKWLB BiroBifae

TEXHIUHHM XapaKTEPHCTHKAM

Bei 10KyMEHTH Ha TIapTiio MICTAT

BIAMOBLAMY JIaTY | HAICKHO ni grivcani

oriepaTopamu

Py ibTaTH TeXHOJIOTHHOIO KOHTPOIO

BiAMNOBiAAIOTH HOPMaM, BCTAHOBJICHNM

[OKYMEHTAMH Ha MapTiio

Bei pospaxyHK# [PaBuIibHi, a

pesyNILTATH BILTOBIAIOTE HOPMaM,

BCTAHOBJCHHM JOKYMEHTaMH Ha NapTiio

AHaJliTHYHE TIOrOmKeHHs! fapTil Oyno

riepeBipeHo

HasipHicTs By Ib-AKHX BIAXUICHD Oyno

nepeBipeHo

FARMIGEA S.p.a.

Onuumus
BUMIPIOBAHHS!

M
cll
MOCM/KT

VY oBHOBOKEHHH MPEICTaBHHUK
<[Tionucano>

Enaitza CiMOHETTi
KepiBHHK Biaiy TEXHIUHOTO KORTPOMO

Hikona Jlykuesi

PesynbrTar

Bigrnosigae

7,2

10Mmn

38 cll

247 mOcm/kr
INosurupHa
106,0 %
[TosuTunHa
95.5%
CrepuibHHii
Bimrogijae
Bianosijgae
Bijnosinac
Bijuosinace

Bianosinae

Bigrosinae

Bianosizae

Biarosinae
Bianosinac

Bianosinae

Bianonixac

Bijnosinae

Binnosinae

Bianosinac




TMiza: 04/06/2024

Ceprudikat BupoSunia

Hasga toBapy: Ophtolique Balance UKR

Kon tosapy: 009530357

Jlikapebka hopma: Bararonosuuii npenapar 6e3 KOHCEPBaHTIB
Haprist: 0260524

Boxuru no: 05/2027

Hara BupoGuunrea; 05/2024

Kinnkicrs BupoGaenux oanmems: 9940 (60 3 AKX yTpUMaHO a5t apxiByBaHHst npoB)

Kpaiua npusuauenms: 3a mexxamu €C

Binxuseuus: HE BHSIBIICHO

Binxunenns sin cnenndikani: HE BHSIBJICHO

Mu, ocobu, wo nignucanucs HKUE, 33 BJIACHOIO BiJUIOBRI fANILHICTIO 3aCBIAYYEMO, LUO NAPTisl BULIE3rafiaHoro TOBapy
Gyna supobnena, Bimouaioun MaKy BaHHsI/MapKyBAHHS Ta KOHTPOI SIKOCTI, KOMIIAHIEIO Farmigea S.p.A, via G.B. Oliva ng8
(Miza), Ta nosHicTIO BiaNoBiAae BUMOram crannaptis cGMP (notousa uanexua BUpOOHUMua npairuka) Ta UNI (iHcturyT
craunaprusauii Itanit) EN ISO 13485 ta nikicHOMy JI0roBopy wono axocri.
OBpobiy, naxysanms Ta avaniTHIHi gaHi WOKO naprii 6ynio nepesipeHo Ta noromkeHo 10 BUITyCKY I1apTii i BU3HAHO Takumu,

1O BiroBi patoTs cranaprosi cGMP.
Lnm sacsimuyerses, o Buiuenanenena indopmauis e aiticuoro ta ZIOCTOBipHOIO.

YIOBHOBAXKEHUE MpenCcTABHUK

<Mionucarno>

Hikona Jlykxkesi

Komranis: Farmigea S.p.A
Aunpeca: Via G.B. Olivia 8, 56121 Ospedaletto Pisa, Italia (ITiza, Itarist)



Ratch Release

Cettificate of Analysis N. 202403055

Ophtolique Balance UKR

Cuakty Unit Managey
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Qualified Persorn

Code: 009530357 Batch: 0260524
Expiry date: 05/2027 No. of pieces: 9880 Manufacturing: 05/2024
Specification Unit Measure Result
Appearance Clear and colourigss or slightly opalescent solution Complies
pH >= 6.5 <= 7.5 72
Filling volume >= 10 mi 10 mi
Viscosity >= 20 <= 70 cPoise 38 cPoise
Osmolality >= 220 <= 280 mOsm/Kg 247 mQOsm/Kg
Active ingr. identific. Positive Positive
Sodium Hyaluronate Assay >= 900 <= 110.0 % 106.0 %
ID TS Polysaccharide Positive Positive
TS Polysaccharide Assay >=  B0.0 <= 1200 Y% 95.5 %
Sterllity Sterile sterile
Container codifying check must comply Complies
Box codifying check must comply Complies
Leaflet check must comply Complies
Baich Record Attachments All the attachments to the Batch Record have been checked and Complies
verified
Raw materials Al the raw and packaging materials used correspond in terms of Complies
description, code and verslon (where applicable), to those reported
in the manufacturing worksheet
Batch size The Balch Size is in compliance with the manufacturing worksheet Complies
Mobile data The batch number, the manufacturing and the expiry date, and Complies
other mobile data reported on the packaging are in compliance with
the manufacturing worksheet
Cleaning procedures The compliation of the documentation relating to the execulion of all Complies
the cleaning procedures of equipment 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 docuiments All the docurnents 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 correcl and the results are within the limits Complies
established in the batch record
Analytical approval The analytical 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 Balance UKR

Product code: 009530357

Dosage form: Multidose preservative Free

Batch: 0260624

Exp. date: 0572027

Manufacturing date:  05/2024

Number of pieces produced: No. of pieces 9940 ( 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., via G.B. Oliva n°8, Pisa,
in full compliance with cGMP and UN{ EN ISO 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.

Itis hereby certified thal the above information is authentic and accurate.

Qualified Person
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Qualified Person

Company: Farmigea S.p.A.
Site Address: Via G.B.Qlivia 8, 56121 Ospedaletio Pisa, italia
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