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ZERTIFIKAT @ CERTIFICATE ¢

EC Certificate Product Senvice

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or i)

No. G118 04 84462 012

Manufacturer: KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralle 34
78532 Tuttlingen

GERMANY
Facility(ies): KARL STORZ SE & Co. KG

Dr.-Karl-Storz-StraRe 34, 78532 Tuttlingen, GERMANY
Product - medical and surgical instruments
Category(ies): - active surgical instruments

- implantable clamps for ligation of tubings and vessels
- bone implants (non active)
- rigid and flexible endoscopes for diagnostics and
therapy
- active medical devices and surgical auxiliary devices
- cameras, devices and auxiliary devices for imaging
procedure with non ionizing radiation
[for a detailled list of product groups class Il a and
higher we refer to the KARL STORZ internal
document C2.3.1 (in the current updated version)]

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713129927
Valid from: 2018-07-17
Valid until: 2023-07-16

Date, 2018-07-03

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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E C Sertiﬁkatas Gaminio aptarnavimas

Visisko kokybés uztikrinimo sistema

Direktyva 93/42/EEC dé¢l Medicinos prietaisy (MDD), Priedas II
iSskyrus (4)

(Prietaisy klasés Ila, IIb arba III)

Nr.G1 18 04 84462 012

Gamintoj as KARL STORZ SE& Co, KG
Dr.-Karl-Storz-Stralie 34
78532 Tuttlingen
Vokietija

KARL STORZ SE& Co, KG
Gamykla(os) Dr.-Karl-Storz-Straf3e 34,

78532 Tuttlingen
Vokietija

Gaminio - medicininiaili ir c.hi.rl.n:giniai instru.mentai;
e e - aktyvius chirurginiai instrumentai;

kategorlj a(J OS) - implantuojami fiksatoriai vamzdeliy ir kraujagysliu
ligavimui;
- kauly implantai (neaktyvus);
- diagnostikai ir gydymui skirti standieji ir lankstieji
endoskopai;
- aktyviis medicinos prietaisai bei pagalbiniai
chirurginiai prietaisai;
- kameros, prietaisai bei pagalbiniai prietaisai
vaizdavimo procediiroms be jonizuojancios
spinduliuotés atlikti [detaly I1a ir aukStesnés klasés
gaminiy grupiy saras$a galima rasti vidiniame
kompanijos KARL STORZ C2.3.1 dokumente
(dabartinéje atnaujintoje dokumento versijoje)]
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Sertifikavimo jstaiga ,,TUV SUD Product Service GmbH* pareiskia, kad auk$¢iau minétas
gamintojas jdiege atitinkamy prietaisy/prietaisy kategorijy projektavimo, gamybos bei
galutinio patikrinimo kokybés uztikrinimo sistema pagal II prieda MDD. Si kokybés
uztikrinimo sistema atitinka Sitos Direktyvos reikalavimus ir turi biiti periodiskai tikrinama.
Klasés III prietaisy realizavimui bitinas II (4) priedo sertifikatas. Zr. pastabas kitoje lapo

ZERTIFIKAT ¢ CERTIFICATE o

puséje.

Ataskaitos Nr.: 713129927
Galioja nuo: 2018-07-17
Galioja iki: 2023-07-16

Data 2018-07-03

,,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga,

identifikacijos Nr. 0123

Psl. 11§ 1

Tuv®

,,TUV SUD Product Service GmbH* * Zertifizierstelle * Ridlerstrafie 65 * 80339

Miinchen * Vokietija



