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EU DECLARATION OF CONFORMITY

WE, ZHIVAS LTD - Sofia, BULGARIA

SRN: BG-MF-D0D019745
Registration: 36, Dendoukov Bivd., 1000, Sofia, BULGARIA
Office and Praduction site: 14, Assen Yordanov Blvd., 1592, Sofia, BULGARIA
Phone: {+359 2) 981 78 23
Fax: {+359 2) 980 25 07
E-mail: thivas@techno-link.com

declare under our sole responsibility that the medical device
GLUTASEPT 5
in packages of 1 Land 5 L
5 inv class Hb, Rule 16 as per MDR (EUY 2017,/745.

Basic UDI-DI: 38002282400957

Stabifized 2.5 % giutaraldehyde solution for high-level disinfection
of invasive medical and dental instruments and cold chemical
sterilization of thermo-sensitive medical devices

Applied normative documents: IS0 13485:2016, 150 14971:2019,

EN 14561, EN 14562, EN 13727,

EN 14348, EN 14476, EN 17126, EN 14563
Conformity assessment procedure:

ANNEX IX "Conformity assessment based on a QMS and on assessment of technical documentation” of MDR
{EU), certificates No M-0559/23 and 2023-MDR/QS-043 of Notified Body 3EC (2263).
Notified body: 3EC International a.s., Hranicna 1B, B21 05 Bratislava, Slovak Republic.

The Medical Device referenced above meets the provisions of Regulation (EU) 2017/745 on medical devices.

ZHIVAS LTD keeps technical files to ensure and evaluate the conformity of the respective medical devices.

Sofia, 25.03.2024

Darmian Plamenov Kamburov, Managing Director: P
{signature)

DL Glutasepr S wer, 10/2024



DECLARATIE DE CONFORMITATE UE

NOI, ZHIVAS LTD - Sofia, BULGARIA

SRN: BG-MF-000019745
Sediu social: 36, Dondoukov Blvd., 1000, Sofia, BULGARIA
Adresa fabricii si postala: 14, Asen Yordanov Blvd., 1592, Sofia, BULGARIA
Telefon: (+359 2) 981 78 23
Fax: (+359 2) 980 25 07
E-mail: zhivas@techno-link.com

declaram pe proprie raspundere ca GLUTASEPT S

dispozitivul medical ambalat in recipiente de 1 L si 5L
apartine clasei lib, Regula 16 conform cerintelor MDR (EU)
2017/745

Basic UDI-DI: 38002282400957

Aria de aplicare Solutie stabilizatd 2,5 % glutaraldehida pentru dezinfectia
de nivel inalt a instrumentelor medicale si dentare invazive
si sterilizarea chimica la rece a dispozitivelor medicale
termosensibile

Documente normative aplicabile: ISO 13485:2016, ISO 14971:2019,
EN 14561, EN 14562, EN 13727,
EN 14348, EN 14476, EN 17126, EN 14563

Procedura de evaluare a conformitatii:
Anexa IX "Evaluarea conformitatii pe baza unui QMS si pe evaluarea documentatiei tehnice” a MDR

(EU) 2017/745,certificatele Nr. M-0559/23 si 2023-MDR/QS-043 ale Organismului de certificare 3EC
(2265).

Organism de certificare: 3EC International a.s., adresa: Hranicna 18, 821 05 Bratislava,
Slovacia

Dispozitivul medical la care se face referire mai sus indeplineste prevederile Regulamentului (EU)
2017/745 privind dispozitivele medicale.

ZHIVAS LTD. pastreazd dosare tehnice pentru a asigura si evalua conformitatea dispozitivelor
medicale respective.

Sofia, 25.03.2024

Damian Plamenov Kamburov, Director General

Semnatura, indecifrabil

Subsemnata Mut (fostd Lorincz) Zsofuz Judith, traducdtor autorizat cu numdrul 7584 / 2002 de Ministerul Justities,
certific exactitatea traducerii textu wisului ay 1 limba englezd in limba romédnd.

TRADUVCATOR, O

Mut (fostd Lorincz) Zsofia Jug




