NOVAX

[rransLaTION/ TTEPEKNALY

[o3sin Ha peanisalito cepil Ne 20/2024 ;‘

Hasea ToBapy: OOTANBLMONOMNYHUA PO34UH 3 AINOCOMAMMA

Toproea Hassa: HABI JIIMNO, kpanni ouni, 10 mn Homep 3a katanorom: D1ONL278
Homep cepTudikaTy MeanyHOro supoBy: 1869/MDD

Die 3: 19.04.2016

Tepmin aii: 26.05.2024

HoTudikoBaHuit opran cepTudikauii: IMQ

KpaiHa npu3HaueHHs: CNOBAKIA PO N24-07 yactuHa 1 i 4actuha 2

Homep cepil KinbkicTs cepil
BF02212 28620
NaTa BUpoOHULTEA TepMiH NpUAATHOCTI
Pik Micaub Pik Micsaub
2023 12 2025 12
PesynbTaTu npoBefeHux TecTiB NPOAYKTY:
pH OcMONAPHICTL PesynbTar recry
(7,05-7,35) (280 — 320 mOsmikg) | X DIANOSAC
7,33 313 "1 He sigrosinae
PesynbTaTh NigCyMKOBUX MikpoGionoriyHux TecTiB X Bignoeigae [} He signosigae
MNepesipka BiANoOBiAHOCTI MapKyBaHHA ANA 3afBHUKIB X Bignosigae {1 He signosinae
MNepeBipka BignosigHoCTi TPAHCNOPTHUX LOKYMEHTIB X Bigrnoginae [T He sinnosigae
BigxuneHHs B npoueci BUPOBHULTBA X BincyTHi
HasisHi oaHe abo fekirbka sigxunieHs
{1 Kontponsosate
{"1 He konTponboBaHe;
Ne BifiXUfeHHs:

NMpumitku: 36epiratu Npu Temnepatypi 8ia 5 ao 35°C Ta saxuilaty Big, MKepen NpsMoro CBiTna.

MoHako, 15.01.2024 KoHTporb 3AiACHUR crielianicT 3 peryniosaHHs Ta sikocti  [MIANUC]
[Neknapaljs signoeigHocTi Ta [o3Bin Ha peanisadito cepii

Meausnuit Bupi6 HABIE JIINO cepii Ne BF02212 knacy 6esneku lib (npaBuno 15, AopaTok IX, nyskr 2.1

Ovipextnay 93/42/EEC €C 3i aMiHamK) Bignosigae BuMoraM AofRaTky | Dupektnen 93/42/EEC €C i aMiHamu

Ta TexHiYHM YMOBaMm, NOB'A3aHUM 3 TexHivyHuM dainom, Lo HaaarnTLes arigHo 3 goaaTkom Il, BuknouaHu

poagin 4 wiei x OupekTusu.

LNata: 15.01.2024 MNevaTKa Mignuc reHepanbHoro MeHemxkepa
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NOVAX

IRIBRI R

Batch Release Certificate n°® 20/2024

Name of product: OPHTHALMIC SOLUTION WITH LIPOSOMES

Trade name: NAVI LIPO, eye drops, 10 mi REF: D1ONL278
Medical device certificate number: 1869/MDD

Issued on: 19/04/2016

Expiration date: 26/05/2024

Notified Body: IMQ

Destination Country: SLOVAKIA PO N24-07 PART 1 & PART 2

batch number Quantity / Batch Size
BF02212 28 620
Date of manufacture Expiry date
Year Month Year Month
2023 12 2025 12

Results of the tests made throughout production:

pH Osmolality Test Result
X Gonforming
(7,05 - 7,35) {280 — 320 mOsm/kg) - Non
conforming
7,33 313
Result of the final microbiological tests ¥ Gonforming o Non conforming
Verifying Compliance Labeling ¥ Conforming 1« Non conforming
Verifying Compliance transportation documents ¥ Conforming © Non conforming
Presence of deviation during production process X no deviation i One ormore
deviations
If a deviation is present;
o eontralled o non controfled
N° deviation:

Remarks: Store between 5 and 35°C and protect from a direct source of light.

Monaco, 15/01/2024 Control of data performed by REGS QA/RQS/RQA: \M{\,‘V&vm,&@%

Declaration of Conformity and Batch Release

The product NAVL LIPO batch n® BF02212 is a Medical Device class lib (rule 15 annex IX point 2.1 Directive
93/42/EEC and following modifications) meets the requirements of annex | Directive 93/42/EEC and
following modifications and the specifications related in the Technical File as provided according to annex i,
excluding section 4, of the same directive.
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