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Certification. Medical Only.

Certificate

The certification body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company

MTW - Endoskopie W. Haag KG
Goldsbergstr. 18

46487 Wesel

Germany

with locations listed in the appendix

has introduced, applies and maintains a quality management system in the area of:
Design and development, manufacture, final inspection, distribution and
servicing of

s Instruments for endoscopic use and related accessories

The conformity of this quality management system to the requirements of the below mentioned
standard was verified by an audit:

EN ISO 13485:2016

This certification is subject to surveillance by MEDCERT.

Effective date: 2020-06-23
Expiry date: 2021-07-01

Report No.: 1484PS23F
Procedure QS - 1484
Certificate [o.: 1484GB445200623
Hambur. 3

¥V MEDCERT Cerification Body

(Markus Bianchi)
Digitally si
Date: 2021/
Reason: M
Location: M
The certificate is only valid when provided entirely with all of its pages. e
To verify the validity of this certificate, contact info@medcert.de. ?‘%””ﬂ N
A
( DAKKS
A NP,
MEDCERT is a DAkkS accredited management systems N EEE:;;?: cbigsatale
certification body D-ZM-19630-04-00
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Certification. Medical Only.

Appendix of certificate
Procedure No.: QS - 1484
Certificate No.: 1484GB445200623

List of locations included in the scope of certificate

Sebastianussir. 33
46487 Wesel
Germany

Sebastianusstr. 35
46487 Wesel
Germany

Sebastianusstr. 52
46487 Wesel
Germany

Weseler Strafie 96
46487 Wesel
Germany

— End of list -

This appendix is integral part of the above-referenced certificate.

Famsrn
The certificate is only valid when provided entirely with all of its pages. Y NN
To verify the validity of this cerfificate, confact info@medcert.de. %” D Akks
A ;
MEDCERT is a DAkkS accredited management systems W/ 25!3:;3?t‘i3erungsstetle
certification body ) D-ZM-19630-04-00
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Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH

Pilatuspool 2 — 20355 Hamburg — Germany
herewith certifies that the company:

MTW - Endoskopie W. Haag KG
Goldsbergstr. 18

46487 Wesel

Germany

with locations listed in the appendix

has introduced, applies and maintains a quality assurance system for the products / product

categories listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the

Council Directive 93/42/EEC was verified by an audit:

Annex Il without section 4

This certification is subject to surveillance by MEDCERT.

Effective date: 2020-06-23

Expiry date: 2023-07-01

Report No.: 1484PS23F

Process No.: QS -1484
Certificate 1484GB410200623

Hamburg, #020-04-23

MEDCERT Certification Bady
(Markus Bianchi)

The certificate is only valid when provided entirely with all of its pages.

To verify the validity of this certificate, contact info@medcert.de.

MEDCERT ldentification Number: 0482

Form F10010005e EN / Rev. 11 /2019.11.14

< * '*‘ﬁ( " Benannt durch/Designated by
%* 5 Zentralstelle der Linder §
o HEE e for Gesundheitsschutz &
=== bei Arzneimitteln und 2
W ** Medizinprodukten §
Tk e K 71G-85-237.10.15

page 1 of 3




ME%Em.@

Certification. Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS - 1484
Certificate No.: ~ 1484GB410200623

List of locations included in the scope of certificate

Sebastianusstr. 33
46487 Wesel
Germany

Sebastianusstr. 35
46487 Wesel
Germany

Sebastianusstr. 52
46487 Wesel
Germany

Weseler Strafie 96
46487 Wesel
Germany

— End of list -

This appendix is integral part of the above-referenced certificate. *ﬁ‘% ¢ . Benannt durchiDesignated by
The certificate is only valid when provided entirely with all of its pages. o Y Zentralstelle der Lander 3
To verify the validity of this certificate, contact info@medcert.de. ‘ﬁ’ %.:-é * ﬁ;ﬁ;ﬁ;’:;:ﬁgifﬂ‘:‘% 7
Wﬁy ‘ﬁ:ﬁ' Medizinprodukien §
MEDCERT Identification Number: 0482 K ZLG-B5-237.10.15

Form F10010005¢ EN / Rev. 11 /2019.11.14 page 2 of 3




Certification. Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS - 1484
Certificate No.:  1484GB410200623

List of products / product categories included in the scope of certificate

o Aspiration Needles

¢ Balloon Catheters

e Baskets for foreign bodies

o Biopsy Cannulas

o Biopsy Forceps

o Check Valves

e Coagulation Probes

o Cyst Drainage Enlarger Sets
(Stents, Cyst; Guiding Catheters, Pushers)

e Cyst Drainage Sets (Stents, Cyst; Cystostomes; Pushers)

o Cystostomes

o Dilatation Catheters

o ESD-Knives

o Guide Wires

e HF-Knives, HF-Needles

e High Frequency Clamps

o Injection Needles

e Lithotomy Baskets

o Lithotripters

o Nasobiliary Drainage Catheters

» Papillotomes

o Polypectomy Snares

o Positioning Aids (Introducer Systems, Guiding Catheters, Pushers,
Extraction Catheters, Exiraction Snares)

¢ Ring Knife Sets (Stents, Cyst; Ring Knives; Pushers)

e Ring Knives

* Stents, Bile

e Stents, Cyst

o Stents, Pancreas

o Stent-Sets, Bile (Stents, Bile; Guiding Catheters; Pushers)

o Stent-Sets, Pancreas (Stents, Pancreas; Guiding Catheters; Pushers)

— End of list -

This appendix is integral part of the abovereferenced certificate. *ﬁ‘ff‘ﬁr . Benannt durch/Designated by

The certificate is only valid when provided entirely with all of its pages. * ‘é¢  Zentralstelle der Linder §

To verify the validity of this certificate, contact info@medcert.de. b %E " f”;e?irr:‘gﬁiﬁgﬁ?g 5
S ﬁ:ﬁ' Medizinprodukien 3

MEDCERT Identification Number: 0482 e K ZLG-85-237.10.15

Form F10010005¢ EN / Rev. 11 / 2019.11.14 page 3 of 3
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