Iepexnan [TRaNSLATION]

Ho3gin Ha peani3auiro cepii Ne 31/2024

Haszea Tosapy: lNiHka ans nosik
Toprosa nasea: Hagidned TTO Woaenuui Qornsia 50 mn
Homep ceprudikaty meguyHoro supoby: 1934/MDD

Aie 3: 13.03.2017
Tepwmin aii: 26.05.2024

HoTtudikoBaHnuit opran ceprudikauii: IMQ

Kpaina npusnauenna: CJIOBAKIA PO 24-08

Homep 3a katanorom: FSONTTD389

Howmep cepii KinbKicTb cepil
230980 11449
[ara Bupo6HuUTBa TepmiH npupatHocTi
Pik Micsiub Pik Micsub
2023 12 2026 12
Pesyneratu npoBefeHnX TecTiB npoaykKry:
3oBHIWHIK BUrNAL pH WineHicTs | OcMmonsapHicTs | B'askicte | HomiHanbHuit Pesynbrart
(20°C) BMiCT TecTy
3nerka B's3knii Nnpo3sopuit 7,00 0,995 450 1,05 48,50
PO34MH, CBITNO-XOBTOrO - - - - -
KONbOPY, WO Mae 7,70 1,045 550 1,95 51,50 v/ Bignosigae
XapaKkTepHuii apomaTt g/ml mOsm/Kg cSt ml E] He
BiaAnoBinae
v Bignosigae 7,44 1,014 470 1,34 50,15
{] He Bignosinae

Pe3synbTatn niacyMkoBMX MikpoGionoriyHux TecTis v Bignosigae [ He signosigae

Mepesipka BignoBiAHOCTI MapKyBaHHA AN 3asiBHUKIB ‘/Bip'nosip'ae (] He Bignosinae

Mepesipka BinnoBiAHOCTI TPAHCNOPTHUX QOKYMEHTIR
Bigxuneuus B npoueci BUpo6HMLTRA

V' Bignosigae [1He Bignosigae

v Bigcythi_[[1Hasshi ogHe abo
OeKinbka BiaAXuneHb

HasgHe BigXuneHHs:

L] Konrporibosane L] He

KOHTPONbLOBAHE;
Ne BigxuneHHs:

Mpumitkn: 36epirath npodyKT B CyxoMy MicLi npu Temneparypi sig 5 go 35°C.

Monaxko, 21.02.2024 KoHTponb 34iiicHUB cneuianicT 3 perynioBanua ta sikocti  [[1IAMAC]

Hexnapauis signosigHocTi Ta [Jo3sin Ha peanisauito cepii

MeguiHui Bupi6 Hasibned TTO WopenHuit Jornsag 50 mn cepii Ne 230980 knacy 6eaneku HA (npaeuno 4,
Aogatok IX Aupektusn 93/42/EEC €C 3i amiHamu) eignosigae sumoram aoaartky | Onpektusu 93/42/EEC €C
3i amiHamu Ta TexHiYHUM yMOBaM, NOB'A3aHUM 3 TexHIYHUM dalinom, Wo HaaawTsCs 3rigHo 3 goaaTkom I,
BUKNtOYaoun posgin 4 uiel x Jupektusy.

Oara: 21.02.2024 Mevarka

[Tianvc reHepanbHOro MeHeaxepa

*NpumiTKa nepeknagava
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Batch Release Certificate n°® 31/2024

Name of product: Eyetid foam

Trade name: Naviblef” TTO Daily Care 50mi REF: FSGNTTD388
Medical device certificate number: 1934/NMDD

Issued on: 13/03/2017

Expiration date:26/05/2024

Notified Body: IMQ

Destination Country; SLOVAKIA PO 24-08

Batch number Quantity / Batch Size
230980 11 449
Manufacturing date Expiry date
Year Month Year Month
2023 12 2026 12
Results of the tests made throughout production:
Appearance pH Density Osmolality | Viscosity Nominal Test Resul}
(20) Content
Slightly viscous 7.00 0,995 450 1,05 48,50
clear solution, light - - - - -
yellow color, having 7,70 1,045 550 1,95 51,50 X Conforming
a characteristic g/ml mOsm/Kg cSt mit
aroma . Non
X Conforming 7,44 1,014 470 1,34 50,15 confarming
a Non
canforming
Result of the final microbiolagical tests X Conforming - Non
conforming
Verifying Compliance Labeling X Conforming .+ Non
conforming |
Verifying Compliance transportation documents X Conforming :+ Non
Conforming
Presence of deviation during production process X _no deviation « One or
more deviations
If a deviation Is present:
v _controlied . non
contralled
N°¢ deviation:

Remarks: Store the product in a dry place between 5 and 35°C.

Monaco, 21/02/2024 Control of data performed by REGS QA/RQS/RQA: /

Declaration of Conformity and Balch Release

The product Naviblef* TTO Daily Care 50iml batch n°® 230980 is a Medical Device class lIA (rute 4 annex
IX, Directive 93/42/EEC and following modifications) meets the requirements of annex | Direclive 93/42/EEC
and following modifications and the specifications related in the Technical File as provided according to
annex ll, excluding section 4, of the same directive.

Date: 21/02/2024 NOVAX PHARMAS.AM o
LE CORONADO

20, Avenue de Fontvieille
88000 Monaco
RCI : 08504866

DSSE : 4646213033

Novax Pharma S.AM.
20 avanue de Fontviellle, Le Caronado - 98000 MONACO - Telephone: (+377) 97983211 - Fax: (+377) 97983212 - vavw.novaxpharma.com
Register DSEE : 4846213033 - RCI: 08 S 04866 - TVA No FR 47000080845

MOD 7.5.03 Rev.07 dated 17/10/2022




