=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 057666 0058 Rev. 03

Holder of Certificate: Ethicon Endo-Surgery, LLC
475 Calle C
00969 Guaynabo
PUERTO RICO USA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and development, production and distribution of
endoscopic and conventional cutters and staplers,
clip appliers, endoscopic access device systems,
endoscopic grasping and cutting devices, ultrasonic surgical
devices, electrosurgical devices, suturing device systems
and absorbable sterile surgical implants to support the staple
line;

Servicing of ultrasonic surgical and electrosurgical devices

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 057666 0058 Rev. 03

Report No.: 713281446
Digitally signed by Vidiborschii Vladimir
. . Date: 2025.11.17 10:46:30 EET
Val!d fror_n. 2023-04-01 Reason: MoldSign Signature
Valid until: 2026-03-31 Location: Moldova
MOLDOVA EUROPEANA

C'@IK/
Date, 2023-03-30 Christoph Dicks

Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 057666 0058 Rev. 03

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Ethicon Endo-Surgery, LLC
475 Calle C, 00969 Guaynabo, PUERTO RICO USA

Design and development, production and distribution of
endoscopic and conventional cutters and staplers, clip appliers,
endoscopic access device systems, endoscopic grasping and
cutting devices, ultrasonic surgical devices, electrosurgical
devices, suturing device systems and absorbable sterile surgical
implants to support the staple line

Ethicon Endo-Surgery, Inc.
4545 Creek Road, Cincinnati OH 45242, USA

Design and development, production and distribution of
endoscopic and conventional cutters and staplers, clip appliers,
endoscopic access device systems, endoscopic grasping and
cutting devices, ultrasonic surgical devices, electrosurgical
devices, suturing device systems and absorbable sterile surgical
implants to support the staple line;

Servicing of ultrasonic surgical devices and electrosurgical devices
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Ethicon Endo-Surgery S.A. de C.V. Planta Il
Calle Durango No. 2751, Colonia Lote Bravo, 32575 Ciudad
Juarez, Chihuahua, MEXICO

i

Ell:.

Production of endoscopic and conventional cutters and staplers,
clip appliers, endoscopic access device systems, endoscopic
grasping and cutting devices, ultrasonic surgical devices,
electrosurgical devices and suturing device systems
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