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Manuf'aeture*";

Product
Category(ies):

The Certification Body of TUV SU

manufacturer has implemented a

inspection of the respective dev
quality assurance system confor
periodical surveillance. For
mandatory. See also notes

Report tlo.:

Valid from:
Valid until:

I medEcal and surrgical instrumente

Product Senrice G;mbH declares that the aforementioned

assuriance sy'stem for destgn, manufacture and final

/ device categories in accordance with MDD Annex ll. This

to the requiremen[s of this Directive and is subject tcr

of class lll devices an additionalAnrnex ll (4) certificate is
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2023-07-16

Date, 2018-07-03
Stefan PreiB

TUV SUD Product Service GmbH is Notified Borly wiih identification no. ll12
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No. QSs 16 06 11325

Gertificate Holder:

Certification Mark:

Scope of Gertificate:

Standard(s):

The Certification Body of TUV S

has established and is maintain
the listed standards.

Report No,:

Effective Date;

Expiry Date:
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TUV SUD America Inc.

10 Centennial Drive

Peabody, MA 01900

USA

AE

rl Storz Gmbl'l & Co. KG
ittelstrasse 8

532 Tuttlingerr

page 2 for overalflscope statement

America Inc. r;ertifiels that the company mentioned above
quality managemernt sys{em that meets the reqUirements of

6-qr{e

President, Regulatory Afiairs
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America

No. QSS 16 06 11325 423

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

Design and Development, Manufacturing, Distribution, Installation and Service of Medical and

Surgil'cal Instruments for Open Procedures, Medical and Surgical lnstrumentls for Endoscopic
proiedures (Diagnosis and Therapy), Active Surgery lnstruments, Titanium lmplants for ENT,

Laparoscopic and Arthroscopic Frocedures, tsioabsorbable lmplants for Ar{hroscopic Procedures,

lmplantable Clamps for Ligation of Tublngs and Vessr:ls, Rigid, Semi-Rigid and Flexible Endoscopes

foi Dlagnosis and Therapy, Holding Systems and Mobile Carts, Data Management Software, Camera

System! and Accessories for Endoscopic Diagnosis and Therapy, Lithotripters ies for
Endoscopic Therapy, High Frequency surgical Devices and Accessories for En apy,

Motor Systems and Accessories for Endoscopic Ther,apy, Morcellator Systems es for
Endoscopic Therapy, Operating Room Control liystents and Related Software, Light Sources and

Accessoiies for Endoscopic Theyapy, Insufflators ancl Accessorles for Endoscoplc Therapy, Suction

and lrrigation Systems and AcceFsories for Endloscopic Therapy, Navigation Systems and

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

Sterilization Trays and Aecessorfes for Cleaning Purposes

Karl Storz GmbH & Co- KG
Take off GerwerbePark 83
7857S Neuhausen ob Eck
GERMANY

Distribution and Service of Medipal and Surgical Instruments for Open Procedures, Medical

and Surgical lnstruments for Enfloscopic Procerdures (Diagnosis and Therapy), Active Surgery

Instruments, Titanium lmplants for ENT, Laparoscopic and Arthroscopic Procedures, Bioabsorbable

lmplants for Arthroscopic Procedures, lmplantable Clamps for Ligation of 1'ubings and Vessels, Rigid,

Semi-Rigid and Flexible Endoso6pes for Diagnosis arrd Therapy, Holding Systems and Mobile Garts,

Data Management Software, Gamera Systems and Accessories for Endoscopic Diagnosis and

Therapy Lithotripters and Accegsories for Endoscopic Therapy, High Freqrrency Surgical Devices

and Aciessories for Endoscopic Therapy, Motor Sysl;ems and Accessories for Endoscopic Therapy'

Morceltator Systems and Accessories for Endoscopir; Therapy, Operating Floom Gontrol Systems

and Related Software, Light Sources and Accessorie,s for Endoscopic Therapy, lnsufflators and

Endoscop.ic Therapy, Suction and lrrigatlon Systems and Accessories for Eindoscopic Therapy,

Navigation Systems and Accessories for Endos;copic Therapy, Monitors and Accessories for
Endoscopic Purposes, sterilizatlon Trays and l\ccest;ories for cleaning Purposes

Effective Date:
Expiry Date:

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

9-,1 rwt' h,,aV J:t vy/k-,
I

t':anr I\ninLc \

Vice President, Regulatory Affairs

TUv PU&erHrSta Inc.

10 Gentennial Drive

Peabody, MA 01960

USA TW@
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CERTIFICATE
No. QSs 16 06 11325 423

Karl Storz GmbH & Co. KG
Elsa Brandstr6m Weg 21
78532 Tuttlingen
GERMANY

Manufacturing of Medicat and Surgical Instruments f'or Endoscopic Procedures (Diagnosis and
Therapy), Medical and Surgical linstruments for Open Procedures, Medical and Surgical Instruments
for Endoscopic Procedures (Diagnosis And T'hrarapy)

KarlStorz GmbH & Co. KG
Dr. Karl-Storz-StraRe 1 1

78532 Tuttlingen
GERMANY

Design and Development, Manufacturing of Medical and Surgical Instruments for Endoscopic
Procedures (Diagnosis and Theriapy), Medical and Surgical Instruments for Open procedures,
Medical and Surgical Instruments for Endoscopic Pr<lcedures (Diagnosis and Therapy), Active
surgery Instruments, Titanium lmplants for Eltll', Laparoscopic and Arthroscopic ProCedures,
Bioabsorbable lmplants for Arthroscopic Procedures, lmplantable Clamps lFor Ligation of Tubings
and Vessels, Rigid, Semi-Rigid and Flexible EnrCoscopes for Diagnosis anrJ 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
KaiserstraRe 10
78532 Tuttlingen
GERMANY

Design and Development, Manufacturing of Light Sources and Accessories for Endoscopic
Diagnosis and Therapy, Endoscopic Video Unlt and liccessories for Endosrcopic Diagnosis and
The14py, Data Management Systgms, Operating Roorn Control Systems, Lithotripters and
Accessorles for Endoscopic Therapy

Effective Date;
Expiry Date:

201 6-05-14,
2019-05-.23

Gary Minks
Vice President, Regulatory Affairs

ry
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TUV SUD America lnc.

10 Centennial Drive

Peabody, MA 01960

USA ]lry@
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CERTIFIC TE
No. QSS 16 06 11325 423

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

Design & Development, Product Management, Distrihrution, Installation and servicing of Medlcal and

Endoscopic Therapy, Morcel sories for Endoscopic Therapy, operating Room 
r

ControlSystems and Related and Accessories for Endoscopic itrerap!,Insufflators abd Endoscopic tems and Accessories for Endoscopic inerapy,Monitors and Accessories fo sterilization Trays and Accessories for cleaning
Purposes, Sales Adm Inistrat

KarlStorz GmbH & Go. KG
Garl-von-Linde-StraRe 1 5
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
GERMANY

Manufaoturlng of Components for Modical and Surgir:al procedures, Medical
and Surgical Instruments for open Surglcal procedurers, osls and Therapy,
Packaging of Medical and Surgical Instruments for Endo and Surgical
Instruments for Open Surgical procedures

Effective Date:
Expiry Date:

rUvMbem6fica Inc.
l0 Centennial Drive
Peabody, MA 01960

USA

2016,06-14
201 9-05-23

fl t ^-

V4 fWl ' /n5 Jt'vfcX
cary Minks t
Vlce President, Regulatony Affairs

.TUM@



N

N
o
N

N

m
O
l

CERTIFICA E
No. QS5 16 06 11325 423

KarlStorz G.mbH & Co. KG
Friedrich List StraBe 6

76297 Stutensee
GERMANY

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

KarlStorz - Endoskope Berlin GmbH
ScharnhorststraRe 3
10115 Berlin

Design and Development of Software for Robotic Systenrs

Storz Endoskop Produktions GmbH
Schneckenackerstrasse 1

8200 Schaff hausen/Schweiz
SWITZERLAND

Design and Development, Manufacturing, Distributiorr, Installation and service of Medical 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 A(hroscopic
Procedures, Bioabsorbable lmplants for Arlhroscopic; Procedures lmplantable Clamps for Llgatlon ot
Tubings and Vessels, Rlgid, Semi-Rlgid and Flexible l3ncloscopes for Diagnosis and Therapy, Holding
Systems and Mobile Cads, Data Management Softwale, r3amera Systems and Accessories 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 Endoscopio Ttrerapy, Operating Room Control Systems and
Related Software, Light Sources and Accessories for Endoscopic Therapy, Insufflators and Accessories for
Endoscopic Therapy, Suction and lrrigation Systems and Accessories for Endoscopic Therapy, Navigation
Systems and Accessories for Endoscopic Therapy, Monitors and Accessories for Endoscopic Purposes

Storz Endoskop Produktions GmbH
ErnsLMiller Strasse 8
8200 Schaffhausen/Schweiz
SWITZERLAND

Design and Development, Manufacturing and Service of Rigid, Semi-Rlgld and Ftexible Endoscopes for
Diagnosis and Therapy, Data Management Software, rCperating Room Control Systems and Related Software

Effective Date:
Expiry Date:

2016-06-14
2019-05-23

Q) rlrttt . /l
,7r' ''Jr-t(17^
J^, nr,.r. t
Vice President, Regulatory Affairs

TUvpJ&{tspgca Inc.

10 Cent!nnial Drive

Peabody, MA 01960

USA
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GERTIFICATE:
No. QSO 16 05 1 1325 424

Gertificate Holder:

Certification Mark:

Karl Storz Gmrbl{

Mittelstrasse iB

78532 Tuttlingen
GERMANY

& Co. KG

31-573-{430
201 6-05-24

201 9-05-23

H-T*"4^
Gary Minks
Vice President, Relyulatory Affairs

Page 1 of 6

Scope of Gertificatc: See page 2 for overatl scope statement

Standard(s): tso 13485:2003

Regulatory Authority: TGA, ANV|SA, Hteatth Canada, FDA,
MHLW / PMDI\.
See attached for listing of specific
reg ulatory reclui rements.

The Certification Body of TUV SUD America lnc, certifies that the quatity management system of
the rhanufacturer listed above has been audited against the stated criteria and found to conform to
those criteria for the scope of certification listed. Validi\r of this certificate can be obtained by
visiting the website
http://www.tuv-sud-america.corn/us-en/resource-center/customer-supporVce(ificate-finder

TUV SUD America Inc is an MDSAP Authorized Auditing Organization.

DUNS No:

Effective Date:
Expiry Date:

TUV SUD AMEHICA lNC. 10 Crsntennial Drive. Pe'ibodv. MA 01960 IJSA.
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ERTIFICATE
QS6 16 05 1 1325 424

KarlStorz GmbH & Co. KG
Mtttelstrasse I
78532 Tuttlingen
GERMANY

Design and Development, Manufacturing, Distribution, Instaltation afid Service of Medlcal and
Surgical lnstruments for Open Ptocedures, Medical and Surgical Instrument$ for Endoscopic
Procedures (Diagnosis and Therapy|, Active Surgery Instruments, Titanium lmplants for ENT,
Laparoscopic and Afthroscopic Procedures, Bioabrsorbable lmplan0s for Arthroscopic Procedures,
lmplantable Clamps for Ligation of Tubings and Vqesrets, Rigid, Seml-Rigid and Flexible Endoscopes
for Diagnosis and Therapy, Holding Systems and lllobrile Carts, Data Management Soft$rare, Camera
Syttems and Accessories for Endoscopic Elagnosis and Therapy, Lithotripters and Ar;cessories for
Endoscopic TheraPy, High Frequency Surgical Dev,icers and Accessories for Endoscopic Therapy,
Motor Systems and Accessories for Endoscopic Therapy, Morcellator Systems and Accessories for
Endoscopic Therapy, Operating Room Control Systenrs and Relatsd Software, Light Sources and
Accessories for Endoscopic Therapy, Insufllators and Accessories for Endoscopic Therapy, Suction
and lrrigation Systems and Accessories for Endos,gopic Therapy, Navigation Systems and
Accessories for Endoscopic Therapy, Monitors and Accessories for Endoscopic Purposes,
Steflization Trays and Accessories for Cleaning Purposes

Karl Storz GmbH & Go. KG
Take off Gerwerbepark 83
78579 Neuhausen ob Eck
GERMANY

Distribution and Service of !/ledical and Surgical lnrstruments for Open Proceduros, Madical
and Surgical lnstruments for Endoscopic Procedunes (Diagnosis and Therapy), Active turgery
Instruments, Titanium lmplants for ENT, Laparcserrpi,u and Arthroscopic Procedures, Bloabsorbable
lmplants for Arthroscopic Procedures, lmplantabler Clamps for Ligation of Tubings and Vessels, Rigid,
Semi-Rigid and Flexible Endoscopes for Diagnosisi and Therapy, Holding Systems and Mobile Carts,
Data Management Software, Gamera Systems and Ac,cessories for Endoscopic Diagnosis and
Therapy, Lithotripters and Accessories for Endoscopic Therapy, High Frequency Surgical Devices
and Accessories for Endoecopic Therapy, Motor Systems and Accessories for Endoscopic Therapy,
Morcellator Systerns and Accessories for Endosco,pic Therapy, Operating Room Control Systems
and Related Software, Light Sources and Accessories for Endoscopic Therapy, Insufflators and
Endoscopic Therapy, Suction and lrrigation Systerns and Ascessories for Endoscopic Therapy,
Navigation Systems and Accessories for Endoscoplc Therapy, Monitors and Accessories for
Endoscopic Purposes, Sterilization Trays and Acc'gss'ories for Cleaning Purposes

Effective Date:
Fxpiry Date:

Page 2 of 6

TUV SUD AMERICA INC "

2016-O5-24
2019-05-23

U rwl- /
^( Jka.v/tq
GIrv nainxs t
Vice President, Rergulatory Affairs

l0 Centennial Drive. Peabodv, MA 01S60 USA.
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GERTIFIGATE
No. QSG 16 05 11325 424

Karl Storz Gmbfl& Go. KG
Elsa Brandstr<im Weg 21
78532 Tuttlingen
GERMANY

Manufaeturing of Medical and Surgical Ingtrument$ fcrr Endoscoplc procedures (Diagnosis and
Therapy), Medical and Surglcal lnstrumente for Open Procedures, Medical and Surgical lnstruments
for Endoscopic Procedures (Diagnosis And Therapy)

KarlStorz GmbH & Co. KG
Dr. Karl-Storz-Strafle I'l
78532 Tutttingen
GERMANY

Dosign and Development Mqnufacturing of Medical and Surgical Inetruments for Endrrscopic
Procedures (Dlagnosis and Therapy), Medical and Surgical Instruments for Open Procedures,
Medical and Surgical lnstruments for Endoscopic lf,rocedures (Diagnosis and Therapy), Active
surgery Instruments, Titanium lmplants for ENT, Lapa,roscopic and Arthroscopic Proc,edures,
Bioabsorbable lmplants for Arthroscoplc Procedures, lmplantable Clamps for Ligatiorr of Tubings
and Vessels, Rigid, Semi-Rigid and Flexible Endosco;res for Diagnosis and Therapy, Flolding
Systems and Moblle Cartg, Llthotripters and Acces;sories for Endoscopic Therapy, High Frequenoy
Surgical Devices and Accessories for Endoscopic Therapy, Sterilization Trays and Acoessories for
Cleaning Purposes

Karl Storz GmbH & Co. KG
KaiserstraBe t0
78532 Tuftlingen
GERMANY

Design and Development, Manufacturing of Light l5ources and Accessories for Endoscop.ic
Diagriosis and Therapy, Endoscopic Vicleo Unit and ,rcoessories for Endoscopic Dlagnosls and
Therapy, Data Management $ystsms, Operatlng Roonn Control Systerns, Lithotripters and
Accessories for Endoscopic Therapy

Effective Date:
Expiry Date:

2016-05-24
2019-05-23

UrW. I6 J<^"rtk
Garv Minks (

Vice President, Rogulatory Affairs

Page 3 of 6
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CERTIFIGATE
No. QS6 16 05 1 132s 424

Karl Storz GmbH & Co. KG
Dr. Karl-Storz-StraRe 04
7S532 Tuttlingen
GERMANY

Design &'gevelopment, Product Management, Distribrution, Installation and Servlcing of Medical and
Surgical lnstruments for Open Procedures, Medical /rnd Surgical Instruments for Endoscopic procedures

The Eurgery lnstruments' Titanium lm , androce sorbable lmplants for Arthroscop amps forings , Rigid, Semi-Rigid arnd Flexible E Therapy,
Holding Systems and Mobile Cads, Data Management Software, Camera Systems and Accessorjes for
Endoscopic Diagnosis and Therapy, Lithotripters ancl Accessories for Endoscopic Therapy, High
Frequency Surglcal Devices and Accessories for E:ndoscopic Therapy, Motor $ystems and Accessories for

and Ac,csssories for Endoecopic Therapy, Operating Room
ht Sourr;es and AccessorieE for Endoscopic Therapy,
gation liystems and Accessories for Endoscopic Therapy,
Purposes, Sterilization Trays and Accessories for Cleaning

Purposes, Sales Admi nistration, Tra in in g Cente r

Karl Storz GmbH & Co. KG
Carl-von.Linde-StraBe 1S
85748 Garehing
GERMANY

Manufacturing and service of Flexible Endoscoperr fcrr Diagnosis and rherapy

Karl Storz GmbH & Co. KG
Take off Gerwerbep ark 4447
78579 Neuhausen ob Eck
GERMANY

Manufacturilng of Components for Medical and Surgical Instruments for Endoscopic procedures, Medical
and $urgical lnstruments for open Surgical Procerlur,es, Rigid Endoscopes for Diagnosis and Therapy,
Packaging of Medlcal and Surgical lnstruments for Endoscopic Procedures, Medical and Surglcal
lnstruments for Open Surgical Procedures

201 6-05-24
2019-05-23

H*T;-h
Gary Minks (

Vice President, Rergulatory Affa irs

Page 4 of 6

Effective Date:
Expiry Date:

TUV SUD AMERICA INC . '10 Centennial Drive . Peaborjv, MA 01960 USA'
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GERTIFICATE
No. QSG tG 05 11325 424

KarlStorz GmbH & Co. KG
Friedrich List StraBe G

76297 Stutensee
GERMANY

Project Planning, Production, lnstallation and Senricing of Medical Device Communication Systems

KarlStorz - Endoskope Berlin GmbH
$charnhorststraRe 3
10115 Berlin

Design and Development of Software for Robofic {iystems

Storz Endoskop Produktions GmbH
Schneckenackerstrasse 1

8200 Schaffhausen/Schweiz
SWITZERLAND

Design and Dwbloptnent, Manufacturing, Distribuliion, Installation and service of Medical and Surgical
Instrgrnonts for Open Procedures Medical and Surglcal lnstruments for Endoscopic procedures (Diagnosis
and Therapy) Active Surgery Instruments, Titanium Inrplants for ENT, Laparoscopic and Arthroscopic
Procedures,' Bioabsorbable lmplants for Afthroscorpic Procedures lmplantable Ciamps for Ligation of
Tublngs and vessels, Rigid, Semi-Rigid and Flexibrle lEndoseopes for Diagnosis and Therapy, Holding
$ystems and Mobile Carts, Data Management Sofhrvare, Camera Systemslnd Accessories lor Endoecopic
Diagnosis and Therapy, Lithotripters and Accessories for Endoscopic'Iherapy, High Frequency Surgical
Devices and Accessories for Endoscopic Therapy Mo'tor Systems and AccessorieJ for Endoscoplc fherapy,
Morcellator.systerns and Accessories for Endoscc,pir; Therapy, Operating Room Control Systems and
Related Software, Light Sources and Acces5ories for Endoscopic Therapy, Insufflators and Accessories for
Endoecopic Therapy, Euction and lrrigatlon Systems and Accessories for Endoscopic Therapy, Navigation
Systems and Accessories for Endoscopic Therapy, Monitors and Accessories for Endoscopicpurpo$es

Storz Endoskop Produktions GmbH
Ernst-M0ller Strasse 8
8200 Schaff ha usen/Sehweiz
SWITZERLAND

Design and Development, Manufacturing and Service ol Rigid, Semi-Rigid and Flexible Endoscopes for
Diagnosis and Therapy, Data Management Softwarc, lCperating Room Control Systems and Related Software

Effective Date:
Expiry Date:

2016-05-24
2019-05-23

94 rw- h.1 J<*t'4%,
Garv Minks (

Mce President, Re,gulatory Affairs

Page 5 of 6
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CERTIFICATE
No. QSG 16 0s 11it25 424

Aud it/Gertifi catio n C rite ria

Australia
Therapeutic Goods (l\iledical Devices) Regulations 2002
Schedule 3, Part 1

Brazil
Federal Law n. 5360/26
RDC ANVISA n. 16/2013
RDC ANVf SA n.2312012
RDC ANVISA n. 67/20t)9
RDC ANVISA n. 55/20t)1

Ganada
Medical Device Regulations SORJgB-28it, part 1

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

Japan
MHLW Ministerial Ordinance No.,l89. 2004

2016-05.24
2019-05-23

94 rw- h1 .]nv40^
GIry ruint<s 

(

Vice President, Reguiatory Affairs

Page 6 of 6

Effectlve Date:
Expiry Date:

TUV SUD AMEHICA INC " l0 Centennial Drive . Peabodv. MA 01960 USA . w
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