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EC Certificate Full Quality Assurance System: Cerrtificate BGl g/871876

The management system of

Zlhivas Ltd
36, Dondukov Blvcl.,1000 Sofia, Bulgaria

has been assessed and certified ils meeting the requirements of

Dinective !)3/421EEC
on medical devices, Annex ll (excluding Section 4)

For the following products

The scope of registratiotn appears on page 2 of this certificate

This certificate is valid from 12[liay 2021 until 27 February 2023
and remains valid subject to satisfactcry surverllance audits.

lssue 2. Certified sirce 27 February 2009

Certification is based on reporls numbered BG/SOF 220645

This is a multi-site certification.
Additional site dr:tails are listed on the subsequent page.

Authorised by

Global Medical [)evices Head of Notified Body

SGS Belgium NV, Noti'ied Body 1639
SGS House Noorderlaan 87 2030 Antwerp Belgium

t +32 (0)3 545-48-48 f *32 (0)3 5454849 www.sgs.com

LPI!1D5007 , C( ftlicate CE1639 Annex ll-4 EN r6v. 02

Page 'l of 2

This document is issued by the Company subject to its Goneral Conditjons of
Cetticatjon Soruices, unless otherus agreed, a@essible at

wW.sgs.r)om/terms_and_conditons.htrn. Attention ts dram to the [mitations of
liability, indemnification andlurisdictonali$uesestablished herein. The

aubentcity of this document may be verifiod at htFsJ/M.sqs.com/en/certitied_
clrents-ild-products/cstjfied{lientjirectory. Any unauthorized alteration. fcrgery

or falsifcation of the contont or appearance of this document is uhla#ul and
offenders may be proscuted to the fulest extent ol t,e law.
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Certificate BGl 9/87'1 876 contin ued

,Zhivas Ltd

Directive 93/421EEC
on medical devices, Annex ll (excluding Section 4)

lssue 2

Detailed scope

Chemical disinfectants inlended for disinfection
of non.invasive medical devices including:

Aldequat MD - aldehyde concentrated disinfectant
Quafiserpt - for disinfection of medical devices

Zhivahrgx Concentrate 5 % MD . chlorhexidine based concentrated disinfectant
(used for non-invasive devices)

Chemical disinfectants intended for disinfection
of invasive medical devices including:

Citricadez - Citric acid based liquid concentrate disinlectant for disinfection
of medical devices (used for disinfection of haemodialysis machines)

Zhivahex burbath . readly for use disinfer;tant for small rotative
stomatological instruments

Zhivahex spray MD - alcohol based reardy to use disinfectant
Septoquat AM MD . concentrate based on GIUATS and alkylamine

disinfectant & Sieptoquat AM MD RFU
Oxisept . active oxygene based concentrated powder disinfectant

Glutasept S - aldehyde based ready to use disinfectant
Aldesept MD - aldehyde based concentrated disinfectant

ENzYDIP-3 AM for enzymatic cleaniing and disinfection of medical devices
Glutarquat MD for disinfection of medical devices

ZHIVASEPT RAPID MD for disinfection of medicat devices

Where the above scope includes class lll merCical device(s), a valid E(; Design Examination Certjficate
according to Annex ll (Section 4) is a mandaton/ requirement for each de;[:Ji^T,r;,:rrtyJi 
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Additional facilities

14, Assen Yordanov Blvd, (Chimatech Building), 1Sg2 Sofia, Bulgaria

This document is t$ued by the Company sublect to tts General Conditons of
Certilication Seryices, unless otheMse agreed, aGossjble at

w.sgs.,)om^erms_and-conditons.htrn. Attentlon is dram to the limitations of
liabilily indemnification ahd jurisdThis document is isued by the Company
subjectto its General Conditions of Certficaton Swices, unless othEmis
agreed, accessible at w.sgs.com,/terms_and_conditions.htrn. Attertlon is

draM to the limitatlons of llability, ndemnificaton and lurisd
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