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MIZTOMOIHTIKO EK / EC CERTIFICATE
NAHPEZ LYZTHMA AIAXQAAIZHEZ MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MoToTroETal 6T 0 TAPAKATW AVAPEPOUEVOG KATOOKEUTGTAG £XEI KaBIEPWOE! Kal EQapPU6LE!
mhripeg clotua Siagedhiong Tng ToIGTNTAg cUuWyva Pe TIg amaitiosig g OBnyiag 93/42/EO0K, Mapdptnua Il
(eZpoupévou Tou onueiou 4) kai TG EVOWPATWANS TS otV eAAnvikr vopoBeaia,
yia 70 OXeBITOUGS, TNV KATAGKEUR KOl TOV TEMKG EAEYX0 TWV TTPOIGVTWY TTOU QVA@EPOVTAl OTO TTAPAV TTICTOTTOINTIKG.
To moToTTOmTIKG UTTOKEITaH OTOUS GPOUS Kal TIC MPOUTTOBETEIS TToU avaypdoviar aTnv ETGUEYn oEAida.
Omoieadrimore onpavnikés arayés o1o oxeSIaoue Ij TNV KATAOKEUS) UTTOPRE va KATaoTiioouV TO MGTOTTOMTIKG GKUDO.

We hereby certify that the under mentioned manufacturer has established and maintains
a full quality assurance system according to the requirements of Directive 93/42/EEC, Annex 1
(with the exemption of section 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overleaf,
Any significant changes in design or manufacture may render this certificate invalid.

Ap18pég MoTotromnTikod / Certificate Number: 301011036

Karaoksuaotis: BIOZEP A.E.
Manufacturer: VIOSER S.A.
Eykaraotaon: TAZIAPXEEZ, TPIKAAA.
Facility: TAXIARCHES, TRIKALA GREECE.
Mpoidvra: Q EXOYN ZTO MAPAPTHMA |
Products: AS LISTED IN ANNEX |

Karmnyopiotroinan MpoidvTwy:
Devices Classification:
Huepounvia pwTng ékdoorng:
First issue date:

Hugpounvia Tpéxoucag ékdoong:
Current issue date:

loyos yéxpr

Valid until:

ExBtosig emBewpnong:
Audit reports:

%. MOPABOX, AteuBlviuv E0uBouloc
S. PORAVCS, Managing Director

QF EXOYN ZTO NAPAPTHMA |
AS LISTED IN ANNEX |

01/07/1998

21/05/2018

20/05/2023

200061036

K. MANAPA, Np6edpog
K. PANARA, President of the Board

To EBvikG Kévrpo Afiohdynong g MNowdtrag ket Texvoroylag otnv Yyela (EKANTY) elvar Kowvonoinuévog Opyaviopdc obpdava
pe v Odnyia 93/42/EOK nepl Twy iaTpoTexvoloyikmy npoltviwey, e amBud avayvapione 0653,
National Evaluation Center of Quality & Technology In Health S.A. (EKAPTY) is a Notified body according to Council Direciive
93/42/EEC concerning medical devices, with identification number 0653




n EGNIKO KENTPO AZIOAOTHIHX
| THIMOIOTHTAL & TEXNOAOTIAX

MAPAPTHMA I TOY YTI1. APIOM. 301011036 MIZETONOIHTIKOY.
ANNEX | No. 301011036 CERTIFICATE.

= Karnyopia / Classification lla

ZTEIPA Al
STMATA BN TR [ STERRE 1.1 SODIUM CHLORIDE 0,9% IRRIGATION SOLUTION

IRRIGATION SOLUTIONS
2, ITEIPA AIAAYMATA EKMAYZHZ O@BAAMON / 2.1, SODIUM CHLORIDE 0,9% EYE WASH SOLUTION
STERILE EYE WASH SOLUTIONS 2.2. BUFFERED EYE WASH SOLUTION

ANOZITEIPOMENG NEPOQ IMA EIZNNOEZ /
WATER FOR INHALATION

NEPG MA EKMAYZH /
WATER FOR IRRIGATION

« Karnyopia / Classification llb

ZTEIPA AIAAYMATA EKMAYZHEZ ODGAAMON
A ENACDPOAAMIKEEZ XEIPOYPIIKEZ 1. BALANCED SALT SOLUTION
EMEMBAZEIZ /STERILE EYE WASH SOLUTIONS
FOR INTRAOCULAR SURGERY

AIAAYMATA EKTIAYZHEZ OYPOAOXQY KYZTHEL / 2. BIOURISOL DILUTED
STERILE BLADDER IRRIGATION SOLUTIONS

)

£. MOPABOZ, AlzuBiviov Z0pBoUAOS K. TANAPA, MpoeBpoc
§. PORAVOS, Managing Director K. PANARA, President

OPOI & NMPOYNOGEZEIL / TERMS & CONDITIONS

MNa atrooTeipwpéva TpoidvTa Kamyopiag |, r moTomoinon agopd povo Ta BEuara emriteugng kan SIaThpnong TS ATTOCTEIDWOTS.
For class | sterile products, the certificate covers only the aspects of manufacture concemned with securing and maintaining
sterile conditions.

Ma TpoidvTa Kamyopiag [ yg Asitoupyia pETPRoNg, i TMOTOTOINCN apopd povo Ta BEPATA CUNHGPPWONG TWY TTPOIGVTLY TTROS
TIG HETPOAOYIKES ATTAITHCEIG.

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned with the
conformity of the products with metrological requirements.

T TrpoidvTa katnyopiag [, sivar amrapaimro éva cupmAnpwpankd motoromnko EZgraong Zxediaopol clp@uwva Je Tig
amaitiigelg g Obnyiag 93/42/EOK, NMapdpiua I (onueio 4).

For class Ill products an additional Design Examination certificate is required according to the requirements of Annex 1l
93/42/EEC (section 4).

To moToTroInTKS 1g¥0el péva yia Ta TTPOIOVTA KOl TIG EYKATaCTAOEIS TTOU avaEipovTal.

The certificate is valid only for the products and the facilities mentioned.

Sa mpaypatoroiotvTal Tepiodikég emBswpnosig EMTHpnong oTwe avapépetal otnv Obdnyia 93/42/EOQK, us okoTd va
graAnBeverar 61 © kKaTaoKLLAoTHC Diampel kal epappdle To CUCTNEA TTOIGTATAC.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies the
quality system.

Orav mpolvigl Ta avwTEpw, 0 KATAOKEUAOTHG PTTopsi va ouvTdoosl dfAwaon cuppdpowong EK ka va emBérea m onfuavon CE
0653 ora KGAUTITOPEVA TTROTOVTA.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and legally
affix the CE 0653 mark.
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