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Prin prezen , "Denolga Medical" SRL confirmi cd termenul de
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irina@denolga.com ; www..delglsa.com
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Preduet

pr.-Karl-$tor;z-StraBe 34

f'8532 Tuttlingen

FERMANY

MRL STORZ:SE & Co. t(G
p r. - Kari-Stor:z-Stra8e 34, 7 8!;32 Tutil i ngen, GE R MANY

+ medical arrd surgical instruments
i active surgieal instrum,ents
r implantable clamps for ligation of tubings and vessels
l bone imphrnts (non active)
t rigid and flexible endosicopes for diagnostics and
fherapy
r active medical devices and surgical auxiliary devices
r cElrner?s, <levices and eluxiliary devices for !maging

procedure with non ionizing radiation
ffor a detailled list of product groups class ll a and
higher we refer to the K:ARL STORZ internal
documenlt C2.3.1(in the current updated version)l

v13125927

?018-07-17
2A23-07-16

Gategory(ies):

Report No.:

Valid from:
Valid until:

The Certification Body of TUV SUQ Product Senrrice GmbH declares that the aforementioned
manufacturer ha implemented a Quality assurance system for design, manufacture and final
inspection of the espective device$ / device catregories in accordance with MDD Annex ll. This

assurance system c the requirements of this Directive and is subject to

calsurveillance. For of class lll devices an adrlitionalAnnex ll(4) certificate is

tory. See also notes

Date, 2018-07-03
Stefan PreiB

TUV SUD Product Service GmbH is Notified Body with identification no

Page 1 of 1

fUV StiD Product Service GmbH . Zeftifi.zierstelle . RidlerstraBe 65 80339 Miinchen

012

Product $err;ice
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No.

Certificate FJolder:

Certification

Scope of Gertificate:

Standard(s):

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

Repod No.:

Effective Date:

Expiry Date;

Page 1 of 5

TUV SUD America Inc.

10 Centennial Drive

Peabody, MA 01960

USA

America

QS5 16 06 1 1325
T

rl Storz (3mbH & Co. KG
ittelstrasrie I
532 Tuttlingen

page 2 for overall scope statement

9001:21008

America Inc. certifies that the company mentioned above
a quality maniagernent system that meets the requirements of

COM6,^-

/:lc
l()lo/
@t Ll
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No. QSS 16 06 1132

Karl Storz GmbH & Co.
Mittelstrasse 8
78532 Tuttlingen
GERMANY

Design and Development, Manu
Surgical Instruments for Open
Procedures (Diagnosis and
Laparoscopic and Arthroscopic
lmplantable Glamps for Liga
for Dlagnosis and Therapy,
Systems and Accessories for
Endoscopic Therapy, High F

Motor Systems and Access
Endoscopic Therapy, Operating
Accessories for Endoicopic
and lrrigation Systems and
llccessories for Endoscopi,c
Sterilization Trays and

Karl Storz GmbH & Co.
Take off Geruverbepark
78579 Neuhausen ob Eck
GERMANY

Distribution and Service of
and Surgical lnstruments for E

I nstruments, Titanium I m pla nts
Implants for Arthroscopic
Semi-Rigid and Flexible
Data Management Software,
Therapy, Lithotripters and A
and Accessories for
Morcellator Systems and Acces
and Related Software, Light
Endoscopic Therapy, Suctlon a

Navigation Systems and
Endoscopic Purposes, Steri

Effective Date:
Expiry Date:

TUv FH&&r6r6'ca Inc,

l0 Centennial Drive

Peabody, MA 01960

USA

America

83

AE
423

, Distribution, Installation and Service of Medical and
ures, MerJical and Surgicerl Instruments for Endoscopic
Active Surgery Instrumentls, Titanium lmplants for ENT,

Bioabsorbable lm 6rlants for Atthroscopic Procedures,
Tubings and Vessels, Rigid, Semi-Rigid and Flexible Endoscopes
Systems and Mobile Cads, lData Management Software, Camera
copic Diagnosis and Therapy, Lithotripters and Accessories for

Surgical Devices and Accessories for Endoscopic Therapy,
for Endoscopic Therapy, Morcellator Systems and Accessories for

Gontrol Systems and Related Software, Llght Sources and
, Insufflators and Accessorles for Endoscopic Therapy, Suction

for EnrJoscopic Therapy, Navigation Systems and
, Monitors and Accessories for Endoscopic Purposes,

for Cleaning Purposes

and Surgicial Instruments for Open Procedures, Medical
Procr:dures (Diagnosis and Therapy), Active Surgery

ENT, Laparr>scopic and Arthroscopic Procedures, Bioabsorbable
, lmplantable Clamps for l-igation of Tubings and Vessels, Rigid,
for Diagnosis and Therapy, Holding Systems and Mobile Carts,
Systems and Accessories for Endoscopic Diagnosis and

for Endoscopic Therapy, High Frequency Surgical Devices
Therapy, Motrrr Systems and l\ccessories for Endoscopic Therapy,
ories for Endoscopic Therapy, Operating Room Control Systems

and Accessories for Endo,scoplc Therapy, Insufflators and
lrrigation Systems and Accesisories for Endoscopic Therapy,

ries for Endoscopic Therapy, lMonitors and Accessories for
n Trays and ,\ccessories for Cleaning Purposes

6-06-1 4
1 9-05.23

/s.
a,a
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CERTIFI
No. QSs 16 06 113

Karl Storz GmbH & Co.
Elsa Brandstr<im Weg 21
78532 Tuttlingen
GERMANY

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

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

78532 Tuttlingen
GERMANY

Design and Developrnent,
Procedures (Diagnos;is ancl
lMedical and Surgical Ins
surgery lristruments, Titanium
Bioabsorbable lmplants for
and Vessels, Rigid, Semi,Rigid
SJstems and Mobile Carts,
Surgical Devices and A
Cleanlng Purposes

KarlStorz GmbH & Co K
KaiserstraRe 10
78532 Tuttlingen
GERMANY

Design and Development,
Diagnosis and Therapy, En
Therapy, Data Management Syo
Accessories for Endoscopir;

Effective Date:
Expiry Date:

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

Peabody, MA 01960

USA

America

CATE
423

.gical lnstrunnents for Endoscopic procedures (Diagnosis and
struments for open Procedures, Mecricar and surgicar lnstruments

cturing of Medical and Surgical lnstruments for Endoscopic
py), Medical and Surgical lnstruments for Open procedures,

; for Endoscopic Procedures (Diagnosis and Therapy), Active
plants for ENT, Laparoscopic and Arthroscopic procedures,

:opic Proc,edures, lmplantable Clamps for Ligaflon of Tubings
Flexible Endoscopes for Diagnosis and Therapy, Holding

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

acturing of Light Sources and Accessories for Endoscopic
)pic Video Unit and Accessories for Endoscopic Diagnosis and

Ancl Therapy)

Operatin13 Room Control tiystems, Lithotripters and

6.06-14
19-0s-23

ary Minks
ice President, Regulatory Affairs

flry@
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Controlsystems and Relaterl
lnsufflators and Endoscopio

No. QSS 16 06 113

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

Design & Development, p
Surgical Instruments for Open
(Diagnosis and Therapy),
Arthroscopic Procedures, Elioa
Ligation of Tubings and
llolding Systems ancl Mobjle
Endoscopic Diagnosis and The
l:requency Surgical Devices
lindoscopic Thr:rap',,,

Monitors and Accessories for
Prlr,poses, Sales Adm

KarlStorz GmbH & Go.
Garl-von-Linde-StraRe 1 S
85748 Garching
GERMANY

Manufacturing and Service of F:

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

Nlanufacturing of Compone,r ts
and Surgical Instruments fol'
Packaging of Medical and
Instruments for Open Surgicai

Effective Date;
Expiry Date:

TUVlSdFArp6fica Inc.
10 Centennial Drive
Peabody, MA 01960

USA

America

ATE
423

Management, Distribution, Insrlallation and Servicing of Medical and
ures, Medical And Surgical Instruments for En-doscopic procedures

surgery instruments, Titanium tmplants for ENT, Laparoscopic and
lm pl;rnts.for Arth roscopic procedures, lmplantable G lamps for

:'n"Y;t":Tl^*lin!^and 
Ftexibte 

'Endoscopes 
roi oi"g"o.i" il T#r"py,

, Data Management software, camera Systems 
""-O 

e".""=*il, f",
, Lithotripters and Accessor.ies for Endoscopic iherapy, Xigh

Accessories for Endosoopic Therapy, Motor System" 
";;i;"'";"ories for

fl:l"n::3_Accessories for Endoicopic Therapy, operatins Room
I :i9,!1 : :" r:rs. a nd Access ories for en o os coli c ihur. py,
Navigati,on Systems and ,Accessories for Endoscopic Ttrerapy,

d.oscopic Purposes, sterilization Trays and Accessories for creaning
Tralning Gentrar

ble Endoscc)pes for Diagnosis and Therapy

Medical and Surgical Inslrurnents for Endoscopic procedures, Medical
Surglcal Procedures, Rigid Endoscopes for Diaqnosis and Therapy,
Instruments for Endoscoplc procedures, Medical and Surgical

-14
-23

ry Minks
President, Regulatory Affairs
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CERTIFI
No. QS.5 16 06 1 132

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

Project Plan n ing, Production,

KarlStorz - Endoskope
ScharnhorststraRe 3
10115 Berlin

Design and Development of

.Storz Endoskop Produkti

.Schneckenackerstrasse 1

{1200 Schaffhau
I}WITZERLAND

Design and Development, M
Instruments for Open Proced
and Therapy) Active Surgery
Procedures, Bioabsorbable
Tubings and Vessels, Rlgid,
liystems and Mobile Gafts, l)ata
Diagnosis and Therapy, Li
Dbvices and Accessories for
Morcellator Systems and A
Related Software, Light
Eindoscopic Therapy, Suction a

fiystems and Accessrcries for Ei

Storz Endoskop Produkti
Ernst-Mtller Strasse 8
8200 Schaff hausen/Sctr
$WITZERLAND

Design and Development, Marru
Diagnosis and Therapy, Datu

Eiffective Date:
Elxpiry Date:

ruv $![{qp(ca lnc.
to cbn"tl'nn'iii drive
Peahody, MA 01960

USA

:turing, Distribution, lnstallation and service of Medical and Surgical
Medical and surgical Instruments for Endoscopic procedures (Diagnosis

ATE
423

llation and lServiclng of Medical Device Communication Systems

in GmbH

for Robotic Systems

GmbH

ents, I itartium lmplants for ENT, Laparoscopic and Arthroscoplc

GmbH

ring and Service of Rigid, Siemi-Rlgid and Flexible Endoscopes for
t Software, Operating Room Control Systems and Related Software

6-06-1 4
19-05-23

ry Minks

anagement Sioftware, Camera Syst€ms and Accessories for Endoscopic
rrs and Accessories for Endoscopic Therapy, High Frequency Surqical

and Accessories for Endoscopic Therapy, Insufflators and Accessories for

nts for Adhroscopic Procedures lmplantable Clamps for Llgation of
-Rigid and Flr>xible Endoscopes for Diagnosis and Therapy, Holding

lrrigation Syrstems and Accessories for Endoscopic Therapy, Navigation
rscopic Therapy, Monitors and Accessories for Endoscopic purposes

oscopic Therapy Motor Systenrs and Accessories for Endoscopic Therapy,
rries for Endoscopic Therapy, Operating Room Control Systems and

President, Regulatory Affairs
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GERTIF
No. QSO 16 05 11 3

Cedificate Holder:

Cer'tifisetion Mafk:

Scope of Gertificate:

Standard(s):

Regulatory Authority

The Certification Sody' of T[]V
ther manufacturer listecl abo'v,e
those criteria for the scope r:,f
visiting the website
http ://www.tu v-su d -a merica

TUV SUD America Inc. is an M

DUNS No:
Effective Date:
Expiry Date:

Pag,a 1 <lf 6

TUV SUD AMERICA INC . 1t) C ennial Drive . Peabody, M.,i\ 01960 USA . Tt

America

CATE
424

Karl Storz GmbH &
Mittelstrilsse I
78532 Tr,rftlingen
GERMAiIY

0o. KG

See pager 2 for overall scope statement

ISO 13485:2003

TGA, AN'VISA, Health Canada, FDA,
MHLW / PNIDA.
See attac;hed for listirrg of specific
regulatory requirements.

D America Inc. certifies that the quality management syslem of
been auditeld against the st.ated criteria and found to conform to

ion listed. Validily of this certificate can be obtained by

urce-ce nterlcustorner-supporUcertif icate-f inder

Authorized Auditing Organization.

31-573-'1430

2016-05-24

201 9-05-23

Gary Minks
Vice President, Regulatory Afiairs
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CERTIF
No. QSG 16 05 11

KarlStorz GmbH & Co
Miltelstrasse 8
78532 Tuttlfrngern
GERMANY

Design a nd Development,
Surglcal Instrumernts for
Procedures (Diagnosis arrd
Laparoscopic and
lmplantabte Cl:rmps for l-igir
for Diagnosis and l-hera6ry,
Systems and Accessories for
Endoscopic Therapy, High
Motor Systems and Acc
Endoscopic Therapy, Ope
Accessories for Endoscopic
and lrrigation Systems and
Accessories for Endoscopic
Sterilization Trays and Ac

KarrlStorz Gmbl{ & Co.
Take off Gerwe,rbeparrk,
78579 Neuhausen ob
GERMANY

Disfribution and Service c,f
and Surgical Instruments for
Instruments. Titanium
Implants for Arthroscopir;
Semi-Rigid and Flexible
Datrr Managenrent $oftwer re,
Therap5 Lithotripters and
and Accessories fior
Morce llator Systems and
and Related Software, Li1;ht
End oscopic Therapry, Sur;tiorr
Navigation Systems and
Endoscopic Purposes, Sluril

Effective Date:
Expiry Date:

Page 2 of 6

TUV SUD AMERICA INC . 1O CII

Anenca

CATE
5 424

Distribution, Installation and Service of Medlsal and
Procedures, lMedical and Surgical Instrumenls for Endoscopic

apy), Active Surgery Instrunrents, Tilanium lmplants for ENT,
Proced ures, Bioa bsorba ble I m plants f or Arth roscopic proced u res,
of Tubings and Vessels, Rigid, Seml-Rigid and Flexible Endoscopes
ng Systemlr and Mobile Carts, Data Management Software, Camera

DSagnosis and Therapy, Lithotripters and Accessories for
ency Surgical Devices and Accessories for Endoscopic Therapy,
for Endoscopic Therapy, Morcellator Systams and Accessories for
Room Control Systems and Related Software, Light Sources and

, Insufflators and Accessories for Endoscopic Therapy, Suctaon
sories for Endoscopic Therapy, Navigation Systems and

, Monit,ors and Accessories for Endoscopic purposes,
orlei for Clearning Purposes

and Surgical Instrumentlj for Open Procedures, Medicirl
Procedures (Diagnosis and Therapy), Active Surgery

for ENT, Lapraroscopic and Afthroscopic Procedures, Bloabsorbabte
lmphntable Clamps for Ligation of Tubings and Vessels, Rigid,

for Diagnosis and Therapy, Holding Systems and Moblle Garts,
Systemrs and Accessories for Endoscopic Diagnosis and

for Eindoacopic Therapy, High Frequency Surgical Devices
Therapy, Motor Systems anrd Accessories for Endoscopic Therapy,

for Errdoscopic fherapy, Operating Room Control Systems
and Acceesories for Endoscopic Therapy, Insufflators and

nd lrrigation Systems and Accessories for Endoscoplc Therapy,
for Endoscopic Therapy, Monitors and Accessories tor

Trays anrd Accesssries f,or Cleaning Purposes

201 6-05-24
201 9-05-23

9-'t rYw' h.tv-fufu-..
Gary uint<s t
Vice President, Regulatory l\ffairs

Vanii?icatennial Drive. Peabody, MA 01960 USA.
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CERTIF
No. QSO 16 05 1 1

KarlStoz GrnbH & Co,
Elsa tsrandstrdm Weg
78532 Tuttlingen
GERMANY

Manufacturing of Medical
Therapy), Medical and
for Endoscopic Procedu r:s

Karl Stoz GmbH & Co.
Dr, Karl-Storz-StraBe 1 I
78532 Tuttlingen
GERMANY

Design and Developmen!
Procedures (Diagnosis an d
Medical and Surgical
surgery lilstruments, Titarriu
Bioabsorbable lmplanG for A
and Vessels, Rigicl, Semi-R
Systems and l\llobil,e Carts;,
Surgical Devices arnd Acc:
Cleaning Purposes

KarlStorz GmtrlH & Co.
KaiiserstraKe 1ll
78{t32 Tuttliingern
GER.MANY

Design and Development,
Diagriosis and Therapy,
Therapy, Data Managament
Acc essories for Endoscc,l:ir:

Effective Eate:
Expiry Date:

Page 3 of 6

TUV SUD AMERICA INC . 10 Crr tennia I Driver . Pea bodv, MA 01 960 USA .

America

CA"[E

Surgical Instruments for Endoscopic proeedures (Diagnosis and
I lnstruments for Open Procedures, Medical and Surgical Instruments

Ancl Therapy)

cturing of Medical and Surgical lnetruments for Endoscopic
Medical and Surgical lnstruments for Open procedures,

for Endoscopic Procedurers (Diagnosis and Therapy), Active
lmplants for liNT, Laparoscopic and Arthroscopic procedures,

Pnocedures, lmplantable Clamps for Ligation of Tubings
and Flexible Fndoscopes for Diagnosis and Therapy, Holding

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

turing of Light Sources and Accessories for Endoscopic
Video tlnit and Accessories for Endoscopic Dlagnosls and
Operating Room Control Systems, Lithotripters and

rapy

&o7,J+,
Vice Presidernt, Regulatory /\ffairs
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CERTIF
No. QSO 16 0s 11

KarlStorz GmbH & $o.

Monitors and Accessoriers
Purposes, Sales

Dr. Karl-Storz-SitraR e

78532 Tuttlingen
GE:RMANY

ControlSystems and Relate(il
Insufflators and Endoscopic:

Design & Developrrnent,
Surgical Instrumonts for
(Diagnosis and Thr;rapy|,
Arthroscoplc Procedure:;,
Ligation of Tubings and
Holding Systems and Mobile
Endoscopic Diagnosis and
Frequency Surgical Devi c,es
Endoscopic Therapy,

KarlStorz (imbH & C:o,
Carl*von-Lirrde.Stra 1!e,l
85748 Garchinrg
GEIRMANY

Manufacturing and Service

Karl Storz GmbtH & Co.
Take off Gerwerrbepark
78579 Neuhausen otr E0
GERIVIANY

Manufacturing of
and Surgical Instruments for
Packaging of Medlcal and S
lnstruments for Open

Effective Date:
Expiry Date:

Page 4 ofG

TUV SUD AMERIcA INC " ]O Ce tennial Drive,
s.*!'

ct Management, Distribution, Instailation and servir:ing of r\f edicar anri
Procedures, Medical And surgicar Instruments for Endoscopic procedures

surgery ins;truments, Titanium lrnplanE for ENT, Laparoscoplc and
Inlplants for Arthroscopic procedures, lmplantable Glamps for

Rigid, Sennr-nrgrd and Frexibre Endoscopes for Diignosis anc rherapy,
Data Marnagement Softurare, Camera Systems 

"nL 
A""""=ories foi

Llthotripters and Accessories for Endoscopic Therapy, High
Accessories for Endoscopic Therapy, Motor systems and Accessories for
Systems ernd Accessories for Endoscopic Therapy, Operating Room

Light Sources and Accessories for Endoscopic fner"py,
, Navigration Systems and Acceusories for Endoscopic thlrapy,

Endoscopic Purposes, sterilization Trays and Accessories for cleaning
Training Center

lexible Endoscopes for Diagrrosis and Therapy

for Medical and surgical Instruments for Endoscopic procedures, Medical

CA'TE

Procedures

Surgical Procedures, Rigid Endoscopes for Diagnosis and Therapy,
Instruments for Endoscopic procedures, Medical and Surglcal

2016-05-24
2019-05-23

L4 nn' /o,(V Jtq/%.,
Gary Minks (

Vice Preside,nt, Regulatory l\ffairs

C O Mn-\-----..i,Y

Peabody, MA 01960 USA .'w
;
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GERTIF
No. QS6 16 0s 11

Karl Storz GmlbH & (!o
Friedrich List istraRe 6
76297 Stutensree
GERMANY

Project Planning,

KarlStorz - Endoskope
ScharnhorststnaRe 3;

10f 15 Berlin

Design and Development of

Storz Endoskop
Schneckenackers
8200 Schaffhause
SWITZERLAND

Design ahd Development,
Instruments for Open
and Therapy) Active Surgarv,
Procedures, Bioa tr$orbable I

Tubings and \/essels, Ri.qid,
Systems and Mobile Carte,
Diagnosis and Therapy,
Devices and y'rccessories for
Moreellator Systems and
Related Sofhivare, L.ight
Endoscopic Therapy,
Systems and rAcce,ssoriels frl r

Storz Endoskop Prool
Ernst-M0ller Strasse 8
8200 Schaffhausen/Sc
SWITZERLAND

Design and Devslopment,
Diagnosis and Thel.apy, []at,a

Effective Date:
Expiry Dater

Page 5 of 6

TUV SUD AMERICA INC . 1O C tennial Drive. Peabodv. MA 01960 USA

America

c A "r'E
5 424

lnstallation and servicing of f\/redicar Device communication systems

n Gmbll

for Robotlc Systems

ons GmbH

:turing, Diistribution, Instsllation and service of Medical and Surgical
Medical and surglcar Instruments for Endoscopic procedures (diagnosis

litanlum lmplants for ENT, Laparoscopic and Arthroscopic
for Arthroscopic procedures tmplantablg Clamps for Ligation of

-Rigid and Flexible Endoscopes for Diagnosls and Therapy, Holding
Management software, camera systems and Accessories for Endoscopic

and Ac;cessories for Endoscopic Therapy, High Frequency Surgical
Th€rapy Motor Systems and Accessories for Endoscopic Therapy,

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

lrrigation Systems and Accessories for Endoscopic Therapy, Navigation
>scopic Therapy, Monitors and Accessories for Endoscopic purposes

GmbFl

2016-05-24
2019-05-23

9'l rvn. /6"'4'^'44'
Garv Minks (

Vce Preside'nt, Regulatory lrffairs

1

ufacturing and Service of Rigid, Semi-Rigid and Flexible Endoscopes for
lanagement software, operating Room control systems and Related software

i4_,i{S.kr{+.R
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CERTIF
No. QSO 16 05 11

AudiUCertificati

Australia
- Therapeutic Goods (
- Schedule 3, Part 1

Brazil
Federal Law n. 6
RDC ANVISA n. 16/201
RDC ANVISAn.23t2}l
RDC ANVISA n.67
RDC ANVISA n.

Ganada
- Medical Drevir;e Reillu

United States
- 21 CFR Part tt03
- 2'l CFR Part tt06
- 21GFR Part tt07
- 21CFR Part tt20

Japan
- MHLW Ministerial Ord

Effective Date:
Expiry Date:

Page 6 of 6

rUV SUO AMERICA INC . l0 Ce ennial Drive' Peabody, MA 01960 IJSA . w

c A "l'E
424

n Criteria

ical Devir;es) Regulations 2002

SOR/98-282, Part f

No.169,2004

X:TA
Vice President, Regulatory Prffairs
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