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Certificate

N The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

has established and applies a quality management system for medical devices
for the following scope:

Production and distribution of disposable and reusable

medical devices and distribution of in-vitro medical devices
(see attachments for sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2017-11-07
Certificate Registration No.: SX 60120471 0001
An audit was performed. Report No.: 26300232 006

This Certificate is valid until; 2020-06-08

Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-11-07 .-_2'/
Maciej Sciera

TUV Rheinlan -” \Products GmbH - TillystraBe 2 - 90431 Nurnberg
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TUV Rheinland R R
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60120471 0001
Report No.: 26300232 006

Organization: ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Scope: Sites included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnescia
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity:
Production, storage and distribution of medical devices

Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-11-07
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