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The Certification Body of TUV S

manufacturer has im plemented

inspectiorr of the respective
quality assurance system
oeriodical surveillance. For

mandatorv. See also notes

Report No.:
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Valid until:
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KARL STORZ SE & Co. KG

Dr. *Karl-Storz-StraBe 34, 78532 Tr:ttl i ngen, GERMANY

- medicaland surgical instruments
- active surgical instrurnents
- implantable clamps for ligatiorr of tubings and vessels
- bone implants (non active)
- rigid and flexible endoscopes for dlagnostics and

therapy
- active medical devices and surgical auxiliary devices
- cameras, devices and auxilianl devices for lmaging

procedure with non lonizing rzrdiation

[for a detailled list of product $roups class ll a and

higher we refer to the KAR!- STORZ internal
document C2.3.1 (in the current updated version)l

D Product Service GmbH declares thelt the aforementioned
quality assurance system for design, rnanufacture and final

/ device categories in accordance vuith MDD Annex ll' This

to the requirements of this Directive and is subject to

ng of class lll devices an additional l\nnex ll (4) certificate is

713125927

2018-07-17

2023-07-16

Stefan PreiB

is Notified Body with identification no. 012

Product $en4ce
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No. QSs 16 06 11325

Gertificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

The Certification Body of TUV
has established and is maintain
the listed standards.

Repod No.:

Effectir,'e Date:

Expiry Date:

Page 1 ofS

TUV SUD America Inc,

10 Centennial Drive

Peabody, MA 01960

USA

23

ATE

KarlStorz GmbH & Co.

Mittelstrasse I
78532 Tuttlingen
GERMANY

See page 2 for overall scope statement

ISO 9001:2008

America Inc. certifies that the companv mentioned above
a quality management system that meets the requirements of

Gary Minks
Vice President, Regulatory Affairs
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No. QSS 16 06 113

Karl Storz GmbH & Co.

Mittelstrasse 8

78532 Tuttlingen
GERMANY

Design and DeveloPment, Ma

Surgical Instruments for OPen
Procedures (Diagnosis and
Laparoscopic and Arthrosoo
lmplantable ClamPs for
for Dlagnosis and TheraPY,
Systems and Accessories for
Endoscopic TheraPY, High F

Motor Systems and Acc
Endoscopic TheraPY,
Accessories for EndoScoPic T

and lrrigation SYstems and Ac
Accessories for EndoscoPic
Sterilization TraYs and

Karl Storz GmbH & Co'
Take off GerwerbePark 8

78579 Neuhausen ob
GERMANY

Distribution and Service of
and Surglcal Instruments for
lnstruments, Titanium lmPla
lmplants for ArthroscoPic P

Semi-Rigid and Flexible
Data Management Software,
Therapy, LithotriPters a nd

and Accessories for
Morcellator SYstems and
and Related Software, Light
Endoscopic TheraPY, Suction
Navigation Systems and Ac
Endoscopic PurPoses,

Effective Date:
Expiry Date:

TUv FH6b4rnf,6ca Inc.
'l 0 Centennial Drive

Peabody, MA 01960

USA

America

TE
423

. Distribution, lnstallation and Service of Medical and

ures, Medical and Surgical Instrumrants for Endoscopic
'apy), Active Surgery Instruments, Titanium lmplants for ENT,

Procedures, Bioabsorbable lm plants for,Arthroscopic Procedures,

of Tubings and Vessels, Rigid, Semi-Rigid and Flexible Endoscopes

Systems and Mobile Cads, Data Management Sottware' Uamera

Lpic Diagnosis and Therapy, Lithotripters and Accessories for
uency Surgical Devices and Accessories for Endoscopic Therapy,

for Endoscopic Therapy, Morcellator Systems and Accessories for

Room Control Systems and Related Software, Light Sources and

, Insufflators and Accessorles for Endoscopic Therapy' Suction
for Endoscopic Therapy, Navigation Systems and

py, Monitors and Accessories for Endoscopic Purposes,

ries for Cleaning PurPoses

for Endoscopic Therapy, High Frequency Surgical Ltevices

ical and Surgical Instruments for Open Procedures, Medical

doscopic Procedures (Diagnosis and Thrrrapy), Active Surgery

for ENT, Laparoscopic and Arthroscopic Procedures, Bioabsorbable

,dures, lmpiantable Clamps for Ligation of Tubings andVessels, Rigid'
for diagnosis and Therapy, Holding Systems and Mobile Garts'

Systems and Accessories for Endoscopic Diagnosis and

Therapy, Motor Systems and Accessories for Endoscopic Therapy'

cries for Endoscopic Therapy, Operating Room Gontrol Systems

rces and Accessories for Endoscopic Therapy, Insufflators and

nd lrrigation Systems and Accessories fcrr Endoscopic Therapy'

sories ior Endoscopic Therapy, Monitors and Accessories for
Trays and Accessories for Cleaning Purposes

201 6-06-1 4
2019-05-23

94 rwl ' /o,,t -14,-\/f4\
Jirv vrinxs t
Vice President, Regulatory Affairs
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No. QSs 16 06 113

KarlStorz GmbH & Co.
Elsa Brandstrdm Weg
78532 Tuttlingen
GERMANY

Manufacturing of Medical and
Therapy), Medical and
for Endoscopic Procedures (

KarlStorz GmbH & Co.
Dr. Karl-Storz-StraBe 1 1

78532 Tuttlingen
GERMANY

Design and Development,
Procedures (Dia gnosis and
Medical and Surgical
surgery Instruments, T
Bioabsorbable lmplants for
and Vessels, Rigid, Semi
Systems and Mobile Carts,
Surgical Devices and Access
Cleanlng Purposes

KarlStorz GmbH & Co.
KaiserstraRe 10
78'532 Tuttlingen
GERMANY

Design and Development,
Diagnosis and Therapy,
Therapy, Data Management
Accessories for Endoscopic

Effective Date:
Expiry Date:

.. Page 3 of 5
TUV SUD America Inc.

10 Centennial Drive

Peabody, MA 01960

USA

CATE
423

Instruments for Endoscopic Procedures (Diagnosis and
Instruments for Open Procedures, Medi<;al and Surgical Instruments
gnosis And Therapy)

faoturing of'Medical and Surgical Instruntents for Endoscopic
rapy), Medical and Surgical lnstruments lfor Open Procedures,

for Endoscopic Procedures (Diagnosi:; and Therapy), Active
lmplants for ENT, Laparoscopic and Arthroscopic Procedures,

roscopic Procedures, lmplantable Clamps for Ligation of Tubings
and Flexible Endoscopes for Diagnosis and Therapy, Holding

pters and Accessories for Endoscopic; Therapy, High Frequency
for Endoscopic Therapy, Sterilization Trays and Accessories for

facturing of Light Sources and Accessories for Endoscopic
Video Unlt and Accessories for Endoscopic Diagnosis and
Operating Room Control Systems, Lithotripters and

U rtrtll . /n.E/ t"l It1./\ Jttv\/f4-.,
I

Gary Minks \

Vice President, Regulatory Affairs
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No. QS5 16 06 113

Karl Storz GmbH & Co.
Dr. Karl-Storz-StraRe 34
78532 Tuttlingen
GERMANY

Dosign & Development,
Surgical Instruments for
(Diagnosis and Therapy), Ac
Arthroscopic Procedures
Ligation ofTubings and V
Holding Systems and Mobile
Endoscopic Diagnosis and
Frequency Surgical Devlces
Endoscopic Therapy, Morc
ControlSystems and Related
lnsufflators and Endoscopic
Monitors and Accessories for
Purposes, Salds Adm lnistra

KarlStorz GmbH & Go.
Garl-von-Linde-StraRe 1

85748 Garching
GERMANY

Manufacturing and Service of

Karl Storz GmbH & Co.
Take off Gerwerbepark
78579 Neuhausen ob Ec
GERMANY

Manufacturing of
and Surgical Instruments for
Packaging of Medical and S
Instruments for Open

Effective Date:
Expiry Date:

rUvMbam6Fca Inc.
l0 Centennial Drive
Peabody, MA 01960

USA

America

G TE
5 423

t Management, Distribution, Installation and Servicing of Medlcal and
Procedures, Medical And Surgical Instruments for Endoscopic Procedures

surgery instruments, Titanium lmplants for ENT, Laparoscopic and
lmplants for Afthroscopic Procedures, lmplantable Clamps for

, Rigid, Semi-Rigid and Flexible Endoscopes for Diagnosis and Therapy,
rts, Data Management Software, Camera Systems and Accessories for

Lithotripters and Accessories for Endoscopic Therapy, Hlgh
Acoessories for Endoscopic Therapy, Motor Systems and Accessories for
Systems and Accessories for Endoscopic Therapy, Operating Room

e, Light Sources and Accessories for Endoscopic Therapy,
, Navigation Systems and Accessories for Endoscopic Therapy,

pic Purposes, Sterilization Trays and Accessories for Cleaning
Tralning Genter

Endoscopes for Diagnosis and Therapy

for Medical and Surgical Instruments for Ehdoscopic Procedures, Medical
n Surgical Procedures, Rigid Endoscopes for Diagnosis and Therapy,

Instruments for Endoscopic Procedures, Medical and Surgical
Procedures

201 6-06-1 4
201 9-05-23

rr^lWfWl '/n
A -/4."\/lq\
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Vice President, Regulatory Affairs
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No. QS5 16 06 113

KarlStorz GmbH & Co.
Friedrich List StraRe 6
76297 Stutensee
GERMANY

Project Planning, Production,

Karl Storz - Endoskope
ScharnhorststraRe 3

10115 Berlin

Design and Development of

Storz Endoskop Produ
Schneckenackerstrasse
8200 Schaffhausen/S
SWITZERLAND

Design and Development, Ma
Instruments for Open
and Therapy) Active Surgery
Procedures, Bioabsorbable
Tubings and Vessels, Rigid,
Systems and Mobile Carts,
Diagnosis and Therapy, Li
D€vices and Accessories for
Morcellator Systems and
Related Software, Light
Endoscopic Therapy, Suction
Systems and Accessories for

Storz Endoskop Produ
Ernst-M0llerStrasse I
8200 Schaffhause
SWITZERLAND

Design and Development,
Diagnosis and Therapy, Data

Effective Date:
Expiry Date:

tuvpyg6qp$ca lnc.
l0 Centinnial Drive

Peabody, MA 0'1900

USA

AT
423

and Servicing of Medical Devic,e Gommunication Systems

in GmbH

for Robotic Systems

s GmbH

facturing, Distribution, lnstallation and service of Medical and Surgical
Medical and Surgical Instruments for Eindoscopic Procedures (Diagnosis

truments, Titanium lmplants for ENT, Laparoscopic and Arthroscoplc
ants for Arthroscopic Procedures lmplantable Clamps for Ligatlon of

and Flexible Endoscopes for Diagnosis and Therapy, Holding
Management Software, Gamera Systems and Accessories for Endoscopic

and Accessories for Endoscopic Therapy, High Frequency Surgical
opic Therapy Motor Systems and Accessories for Endoscopic Therapy,

for Endoscopic Therapy, Operating Room Control Systems and
and Accessories for Endoscopic Therapry, Insufflators and Accessories for

nd lrrigation Systems and Accessories for Endoscopic Therapy, Navigation
copic Therapy, Monltors and Accessories for Endoscopic Purposes

GmbH

ng and Service of Rigid, Semi-Rlgid and Flexible Endoscopes for
Software, Operating Room Control Systems and Related Software

20'16-06-14
2019-05-23

*1*/q
inks t

Vice President, Regulatory Affairs
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Geftification

visiting the website
http;//www

Page 1 of 6

TUV SUD AMERICA INC . 1O entennial Drive ' Peabodv. MA 01960 USA ' w fln

CERTIF CATE
No. QSG 16 05 11

Certificate Holder;

Scope of Certificate

Standard(s):

Regulatory Autho

TUV SOD America Inc. is an

DUNS No:
Effective Date:

Expiry Date:

The Certification Body of TU\/
the manufacturer listecl abovt;
those criteria for the scope of

424

KarlStorz GmbH

lfittelstrasse I
78532 Tuttlingen
GERMANY

& Co. KG

See page 2 for overall scope statement

ISO 13485:2003

TGA, ANVISA, Health Canada, FDA,
MHLW 1 PMDA.
See attached for listing of specific
regulatory requirements.

America Inc. certifies that the quality management systern of

been audited against the stated criteria and found to confornr to

listed. Validity of this certificiile can be obtained by

s-en/resource-ce nterlcustomer-supporVcertif icate-f inder

Authorized Auditing Organization.

31 -s73-1430
2016-05-24

201 9-05.23

Gary Minks
Vice President, Regulatory Affatrs
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No. QSG 16 05 1 1325 424

Karl Stoz GmbH & Co. KG
Mittelstrasse 8
78532 Tuttlingen
GERMANY

Oesign and Developrnent, Manufacturing, Dlstribution, hrstallation and Service of Medlcal and
SurEical Instrum€nts for Open Procedures, Medical and Surgical Instruments for Endoscopic
Procedurer (Diagnosis and Therapy), Active Surgery lnstruments, Titrnium lmplants for ENT,

Laparoscopio and Arthroscoplc Procedures, Eloabsorbable lmplants for Afthroscopic Procedures,
lmplantable Clarnps for Ligation of Tubings and Vessels, Rigid, Semi-Rigid and Flexible Endoscopss
for Diagnogis and Therapy, Holding $ystems and Mobile Carts, Data llllanagement Software, Camera
Sy.stems and Accesaories for Endoscopic Diagnosis and Therapy, Lithotripters and Accessories for
Endoscopic Therapy, High Frequency Surgical Devices and Accessories for Endoscopic Therapy,
Motor Systems and Accessories for Endoscopic Therapy, Morcellator Systems and Accessories for
Endoscopic Therapy, Operating Room Control Systems and Related lioftware, Light Sources and

Accessories for Endoscopic Therapy, Insufflators and Accessories fo,r Endoscopic Therapy, Suction
and lrrigation Systems and Accessories for Endoscopic Therapy, Navigation Systems and
Accessories for Endoscopic Therapy, Monltors and Accessories for Eindoscopic Purposes,
Sterilization Trays arid AccEssories for Cleaning Purposes

KarlStorz GmbH & Co. KG
Take off Gerwerbepark 83
78579 Neuhausen ob Eck
GTRMANY

Distribution and Service of frtledical and Surgical Instruments for Open Procedures, Medical
and Surgical Instruments for Endoscopic Procedures (Diagnosis and Therapy), Active Surgery
Instruments, Titanium lmplants for ENT, Laparoscopic and Arthroscopic Procedures, Bioabsorbable
lmplants for Arthroscopie Procedurss, lmplantable Clamps for Ligatirrn of Tubings and Vessels, Rigird,
Semi-Rigid and Flexible Endoscopes for Diagnosis and Therapy, Hokling Systerns and Mobile Garts,
Data Manegement Software, Camera Systems and Accessories for Efldoscopic Diagnosis and
Therapy, Lithotripters and Accesgories for Endoecopic Therapy, High Frequency Surgical Devices
and Accessorles for Endoscopic Therapy, Motor Systems and Accessories for Endoscopic Therapy,
llorcellator Systems and Accessories for Endoscoplc Th€rapy, Operating Room Gontrol Systems
and Related Software, Light Sources and Accessories for Endoscopic Therapy, Insufflators and
Endoseopic Therapy, Suction and lrrigation Systems and Accessories for Endoscopic Therapy,
Navigation Systems and Accessories for Endoscopic Therapy, Monltrors and Accessories for
Endoscopic Purposes, Steriliration Trays and Accesgories for Cleaning Purposes

Effective Date:
Expiry Date:

201 6-05-24
2019-05-23

Urwl -/6 fr'^/&-,
Gary nninxs t
Mce President, Regulatory Affairs

Page 2 ol 6

TUV SUD AMERIGA INC " 10 Centennial Drive. Peabodv, MA 01960 USA'ww . TTJ\
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GERTIFICATE
No. QSG 16 05 11125 424

Karl$torz GmbH & Co. KG
Elsa Brandstrdm Weg 21

78532 Tuttlingen
GERMANY

Mapufacturing of l|lledical a4d Surgical lnstruments for Endoscopic Procedures (Diagnosis and

Therapy), Medical and Surglpal lnstruments for Open Procedures, Medical and Surgical Instruments

for Endoscopic Procedures (Diagnosls And Therapy)

KarlStorz GmbH & Co. KG
Dr. Karl-Storz-StraBe 1 tt

78532 Tuttlingen
GERMANY

Design and Devetopment, Mgnufacturing of Medical and Surgical Inotruments for Endoscopic
Procedures{Diagnosie and'lfherapy}, Medical and Surgical lnstruments for Open Procedures,
dledical and Surgical Instrufirents for Endoscoplc Procedures (Diagnosis and Therapy), Active
surgery Insguments, Titaniqm lmplants for ENT, Laparoscopic and Arthroscopic Proceduros,
Bioabsorbable lmplants for iArthroscopic Procedures, lmplantable Clamps for Ligation of Tubings

and Vessels, Rigid, Semi-Rigid and Flexible y' Holding
Systems and Mobile Cert8, lllthotripters and High Ftequency
Surgical Devlces and Accesgories for Endoscopi Accessories lor
Gleaning Purposes

Karl Storz G'mbH & Co, KG
lGiserstrafle 10
78532 Tuttlihgen
GERMANIY

De.sign and Elevelopment, Manufacturing of Light Sources and Accessories for Endoscopic
Diagriosis.and Therapy; En{oscopic Video Unit and Accessories for Endoscqpic Diegnosis and
Therapy, Data Managemcnt Systams, Operatlng Room Control Systeme, Lithotripters and
Accessoriss for Endoscopig Therapy

Effective Date:
Expiry Date:

2016-05-24
2019-05-23

U rwl ' /o,6
Gary Mink
Vice President, Regulatory Affairs

Page 3 of 6

TUV SUD AMERICA lt\C . 10 Centennial Drive ' Peabodv,
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CERTIFICATE
No. QSo 16 05 1 132s 424

Karl Storz GmbH & Co. KG
Dr. Karl-Stotz-StraRe 34
78532 Tuttllngen
GERMANY

Design & Development, Product Management, Distribution, Installation and Servicing of Medleal and
Surgical [nstruments forOpen Procedures, Medical And Surgical Instruments for Endoscopic Procedures
(Diagnosis and Therapy), Active surgery inrtruments, Titanium lmplants for ENT, Laparoscopic and
Arthroscopic Procedures, Bioabsorbable lmplants for Arthroscopic Procedures, lmplantable Clamps for
Ligation of Tublngs and Vessels, Rlgid, Semi-Rigid and Flexible Endoscopes for Diagnosis and Therapy,
Holding Systems and Mobile Carts, Data Management Software, Camera Systems 

"nd 
Accessories for

Endoscopic Diagnosis and Therapyr Lithotripters and Accessories for Endoscopic Therapy, High
Frequency Surgical Devices and Accessories for Endoscopic Therapy, Motor Systems and Accessories for
Endoscopic Therapy, llilorcellator Systems and Accessories for Endoscopic Therapy, Operating Room
ControlSystems and Rola{ed Software, Light Sources and Accessories for Endoscopic Therapy,
Insufflators and Endoscopic Therapy, Navigation Systems and Accessories for Endoscopic Therapy,
Monitors and Accessorles for Endoscopic Purposes, Sterilization Trays and Accessories for Cleaning
Purposes, SalEs Administration, Training Center

KarlStorz GmbH & Co. KG
Carl-von-Linde-StraRe 1S
85748 Garching
GERMANY

Manufacturinf and service of Flexible Endoscopes for Diagnosis and rherapy

KarlStorz Gmbtl & Co. KG
Take off Gerwerbepark 4447
78579 Neuhausen ob Eck
GERMANY

Manufaeturing of Components for Medical and Surgical Instruments for Endoscopic procedures, Medic,al
and:Surgical Instruments for open $urgical Procedures, Rigid Endoscopes for Diagnosis and Therapy,
Packaging of Medic.al and Surglcal lnstruments for Endosclpic Procedures, Medicil and Surgical
lnstruments for Open Surgioal procedures

Effective Date:
Expiry Date:

Page 4 of 6

2C16-05-24
2019-05-23

U rn4. /tV Ju,v(q
GIrv Mint<s (

Vice President, Regulatory Affairs

C;OMr-:=----: 't'
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CERTIFICATE
No. QSO 16 05 1 1825 424

Karl Storz GmbH & Co. KG
Friedrich List StraRe 6
76297 Stutensee
GERMANY

Proiect Planning, Production, lnstallation and Servicing of Medical Device Communication Systems

KarlStorz - Endoskopg Berlin GmbH
ScharnhorststraRe 3
10115 Berlin

Design and Development of Software for Robotlc Systems

Storz Endoskop Produ[tions GmbH
Sehneckenackerstrasse 1

8200 .Sc haff ha usenlSc hweiz
SWITZERLAND

Design and Development, ll4anufacturing, Distribution, Installation and serviee of Medical and Surgical
lnstruments for Open Proce;Cures Medical and Surglcal Instruments for Endoscopic Procedures (Diagnc,sis

rgery lnstrumente, Titanium lmplants for ENT, Laparoscopic and Arthroscopic
eble lmplants for Arthroscopic Procedures lmplantable Clamps for Ligation of

ric
I

apy,

ight Souqces and Accessoriee for ior
y, Suctiqn and lrrigation Systems on
sories fQr Endoscopic Therapy, M

Storz Endoskop Produktions GmbH
Ernst-M[iller Strasse 8
8200 Schaffha usen/Sclf weiz
SWITZERLAND

Design and Development, MBnufacturing and Service of Rigid, Semi-Rigid and Flexible Endoscopes for
Diagnosis and Therapy, Dat{ iranagement Software, operatlng Room control Systems and Related Softrware

Effective Date:
Expiry Date:

2016-05-24
20f9-05-23

94 rw' /o.(V .|U-IWF
Gary Minks t
Vice President, Regulatory Affairs

Page 5 of 6
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GERTI
No. QSG 16 05

Audit/Gertifi

Australia
' Therapeutic Goods
- Schedule 3, Part 1

Brazil
- Federal Law n.6i
- RDC ANVISA n. 1

- RDC ANVISA n.
- RDC ANVISA n. G7

- RDC ANVISA n. SG

Canada
- Medical Device Reg

United States
- 21CFR Part 803
- 21 CFR Part 806
- 21CFR Part 807
- 21CFR Part 820

Japan
- MHLW Ministerial O

Effective Date:
Expiry Date:

Page 6 of 6

TUV SUD AMEHICA INIC . IO C ennial Drive . Peabody, MA 01960 USA . ww
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ICATE
5 424

n Griteria

al Devices) Regulations 2002

SOFY98-282, Part 1

inance No.l69, 2004

X,k{^
Vice President, Regulatory Affairs
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