} Batch Release Certificate n® 148/2023

Name of product: OFHTHALMIC SOLUTION WITH HA and Sodium Chloride 5% preservative fren
Trade name: BAVI BaCl 5% PF, 10 mi REF: DIONCF386

Medical device certificate number: 1934/MDD

issued on: 13032017

Expiration date: Z8/05/2024

Notified Body: IMC

Destination Country: UKRAINE PO 980-23 PART 2 & 991-23 PART 2

batch number Quantity / Batch Size
230579 12412
Date of manufacture Expiry date
Year Month Year Month
2023 07 2025 07

Resulis of the tests made throughout production:

Appearance pH Density Osmolality Viscosity Nominal Test Result
20°C Content

Clear, viscous, {6,80 - {1,015~ (1600-2000 | (10 —40 cSt) | (9,70 - 10,30)

colorless, 7,40) 1,065 mOsm/Kg)

odourless. a/ml) X Conforming

o Non sonfornming

X Conforming 7,26 1,036 1862 27,63 9,85

o Non

conforming

Result of the final microbiological tests X Conforming o Non
conforming

Verifying Compliance Labeling X Conforming 1 Nen
conforming

Verifying Compliance transportation documents X Conforming o+ Non
corforming

Presence of deviation during production process X nodevistion o Ono oy more
deviations

i a deviation is present;
o confrollfed o pon controfled
N° deviation:

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

L
Monaco, 01/08/2023 Control of data performed by REGS QA/RQS/RQA:

Declaration of Conformity and Batch Release

The product RAVI NaCGl 5% PF batch n® 230579 is a Medical Device class lla (rule 5 annex IX 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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[rraNsLATION/ TEPERTIAZ]

Ho3ssin Ha peanizauito cepil Ne 148/2023

Hasga tosapy: O®TANLMOMOIMYHWUU PO3YNH 3 IH (rianypoHaTtom HaTpito) Ta HaTpito xnopugom 5%
Be3 KOHCepBaHTIB

Toprosa Ha3ea: Hagi NaCL 5% PF 10 mn Howmep 3a kaTanorom: D10NCF 386
Homep ceptudpikaty meauyHoro supo6y: 1934/MDD

Oie 3: 13.03.2017

TepwmiH gii: 26.05.2024

HotudikoraHuii opran ceptudikauii: IMQ

Kpaina npusnauenns: YKPAIHA PO 990-23 yacTtuHa 2 Ta 991-23 yactuHa 2

Howmep cepii Kinbkictb cepil
230579 12412
Hata BupoGHUUTBA TepmiH npuaaTHoOCTI
Pik Micsilb Pik Micsiub
2023 07 2025 07
Pesyneratu npoBeaeHnX TecTiB NpoayKTy:
3oBHilWHIK pH WineHicTe | OcMonsip | B'askicTk Howminane | PesynbTtat Tecty
BUrnag HiCTb HWI BMiCT
Mpo3sopuit, (6,80- (1,015 - (1600- (10 - 40 cP) (9,70 -
B'SI3KUN, 7,40) 1,065 2000 (cBixunin 10,30) mn
6e36apBHUH, r/mn) MOcm/kr) | npoaykT
Be3 3anaxy v/ Bignosigae
v 7,26 1,036 1862 27,63 9,85 M He Bignosinae
Bignosinae
[] He
Bignosigae

PesynbraTi niiIcyMKOBUX MikpoBionoriuux TecTis v Bignosinae

{1 He Bignosigae

Nepesipka BiANOBIAHOCTI MapKyBaHHS ANS 3asiIBHUKIB v Bignosinae

[7] He Binnosigae

Mepesipka BiANOBIAHOCTI TPAHCHOPTHUX GOKYMEHTIB V' Bignosigae
[7} He signosigae
BigxuneHxua B npoueci BupoGHuuTBa v BigcyTHi

"1 Haseni oaHe abo
[EeKINbKa BIAXUIIEHb
HassHe BiAXUMEHHS:

KoHTponLoBaHe
{_! He xonTponsosane
Ne BiAXWIEHHS;

Npumitkn: 36epiraTi npn Temnepatypi Big 5 4o 35°C Ta saxuwwaTth sig Jxepen NPAMOro cBiTna.

MoHako, 01.08.2023 KoHTponk 3pificHuB cneuianicT 3 perynioBaHHs ta skocti  [MIAMNC]
Heknapauis signosigHocTi Ta Jo3Bin Ha peanisauiio cepii

MenudHnit Bupi6 Hasi NaCL 5% PF cepii Ne 230579 knacy 6eaneku lla (npasuno 5, fogatok IX Oupekrusn

93/42/EEC €C si sminamu) Bigrnosigae Bumoram goaatky | Aupextusn 93/42/EEC €C 3i amiHamu Ta TeXHIYHUM

ymMOBaM, NoB'A3aHnM 3 TexHiYHUM aitnom, Lo HajarTbCs 3rigHO 3 A0AaTKOM |, BUKNoYaym po3ain 4 uiel
X Qupekrusn.

IlaTa: 01.08.2023 [NevaTka [Mignuc reHepanbHOro Menemxkepa

*npumimka nepexknadaya
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