
FutE SuaEity Assr:P#Els€! SY*te
Directive 95t42tfiHe on Med'ical B*viue* {MDS}, Annex liexc{uding (4}

{Fevices in Stass lla, llb or lll)

No. fr'l 1,& 04 8446? 0te

Manu:fastruren:

Faeility{ies}:

Produet

Report No.:

Valid from:
Valid until:

' medical and surg ica l instruntetrlr 

*u u, nru and vessers

t
- medicaldevicesandsurgicalar.rxiliarydevices
- cameras, devices and auxiliary devi'ces for imaging

KARI $T*RZ $H & ffio" KG
Dr"-Karl-$torz-SttaBe 34

78532 Tutilingen

GERMANY

KARL STORZ SE & Co. l(G
D r. -Ka rl-Storz-Stra{3e 34, 7 8532 Tuttl i n gen, {iE: R MAhJY

713125927

2018-07-17

2023-07-16

The certification Body of TUV SUD Product service GmbH declares that the afofementloned

ha i nce system for design' manufacture and final

he i egories in accordance with Mt)D Annex ll' This

nc I ements of this Directive and is sub'1ect to

rei , I devices an additional Annex ll (4) certificate is

mandatory. Sr-'e also notes overleaf'

Date, 2018-07-03
Stefan PreiB

TUV SuD Pr,cduct seruice GmlrH is Notified Body wiih identification no o12

Page 1 of 1
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TuV SUD Producr service GnbH Zertifizierstelle RidlerstraBe 65 80339 Miinchen TIM@
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No. QS5 16 06 113',25 423

Gertificate Holder: Karl Storz GmbH & Co. KG

Mittelstrasse 8

78532 Tuttlingen
GERMANY

Certification Mark:

ScOpe of CertifiCater: See page 2 for overall scope statement

Standardl(s): lso 9oo1:2ooe

The Certification Body of TU\/ SUD America Inc. certifies that the company mentiont:d above

has established and is maintaining a quality management system that meets the requirements of

the listed standards.

Repoft No.: M2631

Effective Date:

Expiry Date:

Page 1 of 5

TUV SUD America Inc.

l0 Centennial Drive

Peabody, MA 01960

USA

201 6-06-1 4

2019-05-23

Gary Minks
Vice President, Regulatory Affairs
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CE IFICATE
No. Qfi5 16 06 11325 423

Karl Stoz GmbH & Co. KG

Mittelstrasse 8

78532 Tutttlingen
GERMAiIY

Design an<J anufacturing, Distribution' Ins

Surgical Ins en Procedures, Medical and E

Procedures Therapy)' Active Surgery lnstr
rsorbab uresl

sels, Rigid, Semi-Rigid and Flexible Endoscopes
obile Carts, Data Management Software, Gamera

and Therapy, Lithotripters and Accessories for
ces and Accessories for Endosr:opic Therapy,
erapy, Morcellator Systems and Accessories for
ems and Related Software, Light Sources and

4"gss5srires for Endoscopic Therapy, Insufflators and Accessorles for Endoscopic Therapy' Suction

and lrrigation Systems and Accessories for Endoscopic Therapy, Navigation Systerns and

Accessories foi Endoscopic Therapy, Monitors and Accessories for Endoscopic Purposes'

Sterilization Trays and Accessories for Cleaning Purposes

Karl Storz GmbH & Go' FiG

Take off GerwerbePark 83
78579 Neuhausen ob Ecl(
GERMAI\IY

Distribution and Service of Merdical and Surgical lnstruments for Open Procedures, Medical
Diag herapy), Active Surgery
and c Procedures, Bioabsorbable
mps of Tubings andVessels, Rigid'

and Therapy, Holding Systems and Mobile Carts'
ccessories for Endoscopic Diagnosis and

Therapy, l-ithotripters and Acr;essories for Endoscopic Therapy, High Frequency surgical Devices

and Accessories for Endoscopic Therapy, Motor Sr tems and Accessories for Endoscopic Therapy,

Morcellatrrr Systems and Accrissorles for Endoscopic Therapy, Operating Room Control Systems

and Related Software, Light Sources and Accessories for Endoscopic Therapy, Insufflators and

Endoscopic Therapy, Suction and lrrigation Systems and Accessories for Endoscopic Therapy,

Navigation Systems and Accerssories for Endoscopic Therapy, Monitors and Accessories for

EndJscoplc Furpos"", Sterili:zation Trays and Accessories for Cleaning Purposes

Effectiver Date:
Expiry Date:

2016-06-14
2019-05-23

H*U*/q
Jirv vtinxs t

Vice President, Regulatory Affairs

rUv PEp&rudca Inc.

l0 Centennial Drive

Peabody, Mi\ 01960

USA

, ^)/,y
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GERTIFICATE
No, QS5 16 06 113',25 423

KarlSto,rz GmbH & Co. l(G
Elsa Brandstr<im Weg 21

78532 Tuttlingen
GERMANY

Manufacturing of Medioal and Surgical Instruments for Endoscopic Procedures (Diagnosis and
Therapy), Medical and Surgical Instruments for Open Procedures, Medical and Surgical Instruments
for Endoscopic Procedures (Diagnosis And Therapy)

KarlStorz GmbH & Co. l(G
Dr. Karl-Storz-Straf3e 1 1

78532 Tufflingen
GERMA]NY

Design and Development, Manufacturing of'Medical and Surgical Instruments for Endoscopic
Procedurers (Diagnosls and Therapy), Medical and Surgicat lnstruments for Open Procedures,
Medical and Surgical Instrumonts for Endoscopic Procedures (Diagnosis and Theriapy), Active
surgery Instruments, Titanium lmplants for ENT, Laparoscopic and Arthroscopic Procedures,
Bioabsorkrable lmplants for,A(hroscopic Procedures, lmplantable Clamps for Ligattion of Tubings
and Vesserls, Rigid, Semi-RigirJ and Flexible Endoscopes for Diagnosis and Therapy, Holding
systems and Mobile Carts, Lithotripters and Accessories for Endoscopic Therapy, High Frequency
Surgical Devices and Accessories for Endoscopic Therapy, Sterilization Trays and Accessories for
Cleaning Purposes

KarlStorz GmbH & Co. KG
Kaiserstra8e {0
78'532 Tuttlingen
GERMAIVY

Design and Development, Manufacturing of Light Sources and Accessories for Enoloscopic
Diagnosis and Therapy, Endoscopic Video Unlt and Accessories for Endoscopic Diagnosis and
Therapy, Data Management Systems, Operating Room Control Systems, Llthotripters and
Accessories for Endoscopic T herapy

Effective Date:
Expiry Date:

., Page 3 of 5
IUV SUD America lnc.
10 Centennial Drive

Peabody, MA 01960

USA

201 6"06-14
20'19-05-23

A rrrl . b,
{-/\
1]-anr t\Iinlzc (

Vice President, Regulatory Affairs

Ttry@
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No. QSS 16 06 113t25 423

Karl Storz GmbH & Co. l,(G
Dr. Karl-Storz-StraRe 34
78532 Tuttlingen
GERMANY

Design & Development, Product Management, Distribution, Installation and Servicing of Medlcal 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 Arthroscopic Procedures, lmplantable Clamps for
Ligation of Tubings and Vesserls, Rigid, Semi-Rigid and Flexible 

'Endoscopes 
for Di;ignosis and Therapy,

Holding SvStems and Mobile carts, Data Managernent Software, camera Systems and Accessories for
Endoscopic Diagnosls and Therapy, Lithotripters and Accessories for Endoscopic Therapy, Hlgh
Frequency $urgical Devlces and Accessories for Endoscopic Therapy, Motor System" 

"nd 
A""-r""ories fqr

Endoscopic Therapy, MorcellatorSystems and Accessories for Endoscopic Therapy, Operating Room
ControlSystems and Related Sioftware, Light Sources and Accessories for Endoscopi" i6urrp!,
Insufflators and Endoscopic Therapy, Navigation systems and Accessories for Endoscopic fherapy,
Monitors and Accessories for Endoscopic Purposes, Sterilization Trays and Accessories for Cleaning
Purposes, Sales Adm inistration, Tralnlng Genter

KarlStorz GmbH & Co. KG
Garl-von-Linde-StraRe 1 S

85748 Garching
GERMANY

Manufacturing and service of Flexible Endoscopes for Diagnosis and rherapy

Karl Storz GmbH & Co. KG
Take off Gerwerbepark 44-47
78579 Neuhausen ob Eck
GERMAI\IY

Manufacturing of Components for Medical and Surgical doscopi,c procedures, Medical
and Surgical Instruments for open Surgical procedures, for Diagrrosis and Therapy,
Packaging qf Medical and Sulgical Instruments for Endo , Medicll and Surgical
Instruments for Open Surgical procedures

Effective Date:
Expiry Date:

fUv&tPArpEEca Inc.
l0 Centennial Drive
Peabody, MA 01960

USA

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

Vl rwl ' /o,O i/Vl<4-\
Ga^, trli.t . tve', r'rrr I\e

Vice President, Regulatory Affairs



N

N
O
N
+
O
oi

I

-l(!
(J
l

No. QS6 16 06 11325 423

Karl Storz GmbH & Co. KG
Friedrich List StraRe 6

76297 Stutensee
GERMANY

Project Planning, Production, Installation and Serviclng of Medical Device Gommunication Systems

KarlStorz - Endoskope Berlin GmbH
ScharnhorststraBe 3
10115 Berlin

Design and Development of Software for Robotic Systems

Storz Endoskop Produktions GmbH
Schneckenackerstrasse 1

8200 Schaffhausen/Schweiz
SW]TZERLAND

Design and Development, Manufacturing, Distribution, Installation and seryice of Medical and Surgical
Instruments for Open Procedures Medical and Surgical Instruments for Endoscopic Procedures (Diagnosis
and Therapy) Active $urgery Instruments, Titanium lmplants for ENT, Laparoscopic and Arthroscoplc
Procedures, Bloabsorbable lmplants for Arthroscopic Procedures lmplantable Clamps for Ligation of
Tubings and Vessels, Rlgid, Somi-Rlgld and Flexible Endoscopes for Diagnosis ancl Therapy, Holding
Systems and Mobile Garts, Data Management Software, Camera Systems and Accesisories for Endoscopic
Diagnosis and Therapy, Lithotripters and Accessories for Endoscopic Therapy, Higli Frequency Surgical
Devices and Accessories for Endoscopic Therapy Motor Systems and Accessories for Endoscopic Therapy,
Morcellator Systems and Accessories for Endoscopic Therapy, Operating Room Gontrol Systems and
Related Software, Light Sources and Accessories for Endoscopic Therapy, lnsufflators and Accessories for
Endoscopic Therapy, Suction and lrrigation Systems and Accessories for Endoscopic Therapy, Navigation
Sy.stemg and Accessories for Endoscopic Therapy, Monltors and Accessories for Endoscopic Purposes

Storz Endoskop Produktions GmbH
Ernst-MIller Strasse 8
8200 Schaffhausen/Schweiz
SWITZERLAND

Design and Development, Manufacturing and Service of Rigid, Semi-Rlgid and Flexible Endoscopes for
Diagnosis and Therapy, Data Management Software, Operating Room Control SyStems and Related Software

Effective Date:
Expiry Date:

2016-06-14
2019-Os-23

Q,,l nrlft . /xl trrl.-- /?f,/\ t1/Y\/l+-,
^I-. nn,^,-^ tudt v tvililns
Vice President, Regulatory Affairs

TUvp!&tqpgca Inc.
10 CentEnnial Drive

Peabody, MA 01900

USA Ttn/@
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CERTIFICATE
No. QSG 16 05 1132:^5 424

Gertificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

DUNS No:

Effective Date:
Expiry Date:

Regulatory Authority: TGA, ANVISA, Health Canada, FDA,
MHLW / PMDA.
See attached for listing of specific
regulatory requirements.

The Certification Body of TUV SUD America lnc. certifles that the quatity management system of
the rnanufacturer listed above has been audited against the stated criteria and fcrund to conform to
those criteria for the scope of (;ertification listed. Vatidity of thls certificate can be obtained by
visiting the website
http:/iwww.tuv-sud-america.com/us-en/resource-center/customer-supporVcerlificate-finder

TUV SUD America [nc. is an IVIDSAP Authorized Audlting Organization.

KarlStorz GmbH
Mittelstrasse I
78532 Tuttlingen
GERMANY

& Go. KG

See page 2 for overall scope statemrent

ISO 13485:2003

31 -573-1 430

2016-05-24
201 9-05-23

,1,

Gary Minks
Vice Fresident, Regulatory Affairs

Page I of6

co M 6}:q\-----\c)

TUV SUD AMEBICA lNC. i0 Centennial Drive. Peabodv. MA 01960 USA " w
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CERTIFICATE
No. QS6 16 05 11325 424

Karl Storz GmbH & Co. KG
Mittelstrasse I
78532 Tuttlingen
GERMANY

Design and Development, Mirnufacturing, Dlstribution, Installation and Service of Medlcal and
Surgical InstrumentE for Opon Procedurea, Medical and Surgical Instruments for Endoscopic
Procedures (Diagnosis and lfherapy), Active Surgery Instruments, Titanium lmplants for ENT,
Laparoscopic and Arthroscoplc Procedures, Bioabsorbable lmplants for Arthroscopic Procedures,
lmplantabte Clamps for Ligation of Tubings and Vessels, Rigid, Seml-Rigid and Flexible Endoscopes
for Diagnosis and Therapy, llolding Systems and Mobile Carts, Data Managem€r1t Software, Camera
Systems and Accessories for Endoscopic Diagnosis and Therapy, Lithotripters ,and Accessories for
Endoscopic Therapy, fligh Fnequency Surgical Devices and Accessories for Encloscopic Therapy,
Motor Systems and Accessories for Endoscopic Therapy, Morcellator Systems and Accessories for
Endoscopic Therapy, Operating Room Control Systems and Related Software, l-,ight Sources and
Accessorles for Endoscopic Therapy, Insufflators and Accessories for Endoscopic Therapy, Suction
and lrr:gation Systems and hccessories for Endoscopic Therapy, Navigation Systems and
Aecessories for Endoscopic Therapy, Monitors and Accessories for Endoscopi<; Purposes,
SteriJization Trays and Accesgories for Cleanlng Purposes

KarlEtorz GmbH & Go. KG
Take off Gerwerbepark 83
78579 Neuhausen ob Eck
GERIVIANY

Distribution and Service of Medical and Surgical Instruments for Open Procadut'es, Medical
and Surgical lnstruments for Endoscopic Procedures (Dlagnosis and Therapy), .Active Surgery
InstrumeRts, Titanium lmplarrts for ENT, Laparoscopic and Arthroscopic Procedures, Bloabsorbable
lmplants for Arthro$copic Procedures, lmplantable Clamps for Ligation of Tubings and Vessels, Rigid,
Semi-Rigid and Flexible Endoscopes for Diagnosis and Therapy, Holding Systerns and Mobile Carts,
Data fvlanagement Software, Camera Systems and Accessories for Endoscopic Diagnosis and
Therapy, Lithotripters and Ar:cessories for Endoscopic Therapy, High Frequencly Surgical Devices
and Acc€ssories for Endoscopic Therapy, Motor Systems and Accessories fqr Elndoscopic Therapy,
Morcellator Systems and Acoessories for Endoscopib Therapy, Operating Room Control Systems
and Related Software, Light Sources and Accessoriea for Endoscopic Therapy, Insufflators and
Endoscopic Therapy, Suction and lrrigation Systems and Accessories for Endor;copic Therapy,
Navigation Systems and Accessories for Endoscopic Therapy, Monitors and Ac'cessories for
Endoscopic Purposes, Sterilization Trays and Accessoriss for Gleaning Purposes

Effective Date:
Hxpiry Date:

2016-05-24
201 9-05-23

Urwl -// twv4tr'
c]ry Minxs t
Vice President, Regulatory Affairs

Page 2 of 6

TUV SUD AMERICA INc . IO a a.Contennial Drive . Peabodv, MA 0l960 USA . ww a
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CERTIFICATE
No. QS6 16 05 11325 424

Karl$toz GmbH & Co. KG
Elsa Brandstrtim Weg 21

785.32 Tuttlingen
GERMANY

Manufacturing of Medical and Surgical lnatruments for Endoscopic Procedures (Diagnosis and
Therapy), Medical and Surgical lnstruments for Open Procedures, Medical and Surgical Instruments
for Endoscopic Procedures (Diagnosis And Therapy)

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

78532 Tuttlingen
GERMANY

Design and Development, Manufacturing of Medical and Surgical Instruments for Endoscopic
Procedures.(biagnoeis and Therapy), Medical and Surgical Instruments for Open Procedures,
Medical and Surgical lnstruments for Endoscopic Procedures (Diagnosis and Tlnerapy), Active
surgery lnstruments, Titanium lmplants for ENT, Laparoscopic and Afthroscopic Procedures,
$ioabsorbable lmplants for Arthroscopic Procedures, lmplantable Clampe for Ligation of Tubings
and Vessels, Rigid,9emi-Rigid and Flexible Endoscopes for Diagnosis and Therapy, Holding
Systems and Mobile Carte, Llthotripters and Accessories for Endoscopic Therapy, High Frequency
Surgical Devices and Acc€ssories for Endoscopic Therapy, Sterilization Trays and Accessories for
Gleaning Furposes

KarlStorz GmbH & Co. KG
KaiserstraBe 10
78532 Tuftlingen
GERMANY

Design and Development, Manufacturing of Light Sources and Accessories lor Endoscopic
Diagnosis,and Therapy, Endoscopic Video Unit and Accessories for Endoscopi'c Diagnosis and
Therapy, Data Management Systems, Operating Room Contol Systems, Lithotripters and
Accessories for Endoscopic Therapy

Effective Date:
Expiry Date:

2016-05-24
2019-05-23

Urwl ./f jt'\/&,
GIrv Minxs t
Vice President, Regulatory Affairs

Page 3 of 6

I

TUV SUD AMERICA INC . 10 Centennial Drive. Peabodv, N4A 01960 USA. !
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CERTIFICATE
No. QSG 16 05 1 1B2S 424

Karl Stoz GmbH & Co. KG
Dr. Karl-Storz-StraRe 84
78532 Tuttlingen
GERMANY

Design & D6velopment, Product Management, Distrihution, Ser I andSurglcal lnstruments for Open procedures, Medical And Su ts fr rocedures
s, Titani EN' and

A rthroscop ic Proced ures, lmplantable Clamps for
d Flexible Endoscopes tor Diagnosis and Therapy,
Software, Camera Systenrs and Accessories for
Accessories for Endoscopic Therapy, High

oscopic Therapy, Motor $ystems and Accessorles lor
sories for Endoacopic Therrapy, Operating Room
and Accessories for Endoscopic Therapy,
ems and Accessories for Endoscopic Therapy,
Sterilization Trays and Accessories for Cleaning

Karl Storz GmbH & Go. KG
Carl-von*l-inde-Stra&e l5
85748 Garching
GERMANY

llllanufacturing end Service of Flexible Endoscopes for Diagnosis and Therapy

KarlStorz Gmblt & Co. KG
Take off Gerwerbepark 4442
78579 Neuhausen ob Eck
GERMANY

Manufacturing for Medical and Surgical lnstruments for Endosr;opic procedurss, Medicsl
and Surgical In pen Surgical procedures, Rigid Endoscopes for tliagnosis and Therapy,
Packaging of Medlsal and Surglcal lnstruments for Endoscopic Procedures, Medicil and Surgical
lnstruments for Open Surgical procedures

2A16-05-24
2019-05-23

U rylf - h,(V -h,-\/f'+-,
G]rv Mint<s t
Vice President, Regulatory Affairs

Page 4 of 6

Effective Date:
Expiry Date:

TUV SUD AMERICA INC . l0 Centennial Drive . Peabodv, MA 01960 USA " TtJ\
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CERTIFICATE
No. QS6 16 05 '! 1:t25 424

KarlStorz GmbH & Co. KG
Friedrich List Stra$e 6
76297 Stutensee
GERMANY

Project Planning, Produciion, Installation and servicing of Medical Deviee

KarlStorz - Endoskope Berlin GmbH
ScharnhorststraRe 3
10115 Berlin

Design and Developrnent of Software for Robotic Systems

Storz Endoskop Produl<tions GmbH
Schneckenackerstrasse 1

8200 Schaffhausen/schrweiz
SWITZERLAND

Desi gn a nd Development, h/l,anulacturing, Distribution, Installation and
Instrurnents for open Procedures Medical and surgical Instruments for En
and Therapy) Active Surgery Instrumenta, Titanium lmplants for ENT. Lapa
Procedures, Bioabsorbsble lmplants for Arthroscopic procedures lm
Tublngs and Vessels, Rigid, Semi,Rigid and Flexible Endoscopes for
Systems and Mobile Carts, Data Management Software, Camera Systems :
Diagnosis and rherapy, Lithotripters and Accessories for Endoscopic The
Devices and Accessories foI Entloscopic Therapy lvlotor systems and Acr
Morcellator Systems and Acr:essories for Endoscolpic Therapy, Operating
Related SoftWarer Light Sources and Accessories for Endoscopic Therapy,
Endoseopic Therapy, suction and lrrigation systems and Accessories for t
Systems and Accessories for Endoscopic Therapy, Monitors and

Storz Endoskop Froduktions GmbH
Ernst-M0ller Strasse 8
8200 Schaffhausen/Schweiz
SWITZERLAND

Sesign and Development Manufacturing and Service of Rigid, Semi-Rigid
Diagnosis and Therapy, Data Management Software, Operating Room Con

Effective Date:
Expiry Date:

2016-05-24
201 9-0s-23

U rn4- /16"'4'^/i4,
Ciary Minks \

V'ice President, Regulatory Affairs

Page 5 of 6

TUV SUD AMERICA INC . 10 Centennial Drive. Peabodv, MA 01900 USA. Tr

nication Systems

of Medical and Surgical
Procedures (Diagnosis

ic and Arthroscopic
Clamps for Ligation of

and Therapy, Holding
Accessories for Endoscopic

High Frequency Surgical
oriee for Endoscopic Therapy,

Control Systems and
and Accessories tlor

Therapy, Navigation
for Endoscopic Purposes

Flexible Endoscopes for
S\rstems and Related Softra'are
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CERTIFICATE
No. QS6 16 05 11325 424

Aud it/Certificatio n G rite ria

Australia
- Therapeutic Goods (Medical Devices) Regutations 2002
- Schedule 3. Part 1

Brazil
- Federal Law n. 6360/7'6
- RDC ANVISA n. 16/2013
- RDC ANVISA n.2312012
- RDc ANVISA n. 67/2009
- RDC ANVISA n. 56/2001

Ganada
- Medical Device Regulations SOR/98-282, part 1

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

Japan
- MHLW MinisteriaI Ordinance No..lG9. 2004

2016-05-24
2019.05-23

9-,t rwt - /b<"'h{v4q
Oary tvtinrs t
Vice President, Regulatory Affairs

Page 6 of 6

Effective Date:
Expiry Date:

TUV SUD AMEHICA INC . 10 Centennial Drive. Peabodv. MA 01960 USA. r;

Americra
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