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CERTIFICS

Standard

Certlflcatloh ﬁégistr No 09100 79026

TOV Rheinland Cert GmbH certifies:

Certification Holder: Togo Medikit Co., Ltd.
17148-6, Aza Kamekawa, Oaza Hichiya, Hyuga City,
Miyazaki Prefecture 883-0062, Japan

mcludlng the’ _Ioc_at_lqn_s_ according to annex

Scope: Design and Manufac 'rmg of Dialysis Cannulae,
Indwelling Cannulae; Catheters Catheter lntroducers,
Catheter lntroducer Kits and Intravascular Catheter Kits

An audlt was performed, Re rt No. 79026. '
Proof Has been furnished that the requirements are fulfilled
accord:ng to ISO 9001: 2008 JiS Q 9001 2008.

oy The due date for future audtts 1s 04-25 (mm—dd)

Validity: Ty Thls certificate is valid from 2012 until 2015-04-30.
- First certification: 1998 '

- www.tuv.com ID: 0910579026,

Am Grauen Stein 51105 Kbin

TOA TAAOT FECUIPALIST K% Mari ot sng
GERAY ASEO0TNe § Ok ACRRECTATION Eidgst

DGA-ZM-58-856-00

www.tuv.com A TUVRheinland®
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'Standard

" IS0 9001:2008
Certlf catson Reglstr No '09 100 79026

Location: Togo Medikit Co., Ltd.
Hyuga Factory
17148-6, Aza Kamekawa, Oaza Hichiya, Hyuga City,
Miyazaki Prefecture 883-0062, Japan
Scope: Design and Manufacturing of Dialysis Cannulae,
Indwelling Cannula_e, Catheters, Catheter Introducers,
Catheter lntroduce‘ ' K:ts and Intravascular Catheter Kits
Certification Registr. No. 09 100 79026!0 -

Location: Togo Mediklt 0., Ltd.
Medikit Hyuga Secorid | actory
435-3; Hei; Aza Kakinokida, Togo-cho Hyuga City,
Miyazaki Prefecture 883- 0102; ~Japan ¢
Scope: Manufacturing of Dlalysis Cannuiae Indwelling Cannulae,

Catheters and Catheter lntroducers and Intravascular
. Catheter Kits ‘
Certification Registr. No.. - 09100 79026/02
Location: - Togo Medikit Co., Ltd.
- .. Sakura Factory
-2 1-6-1, Osaku, Sakura City, Chiba Pre ure 285-0802, Japan
Scope: ‘ Manufacturing of Catheter Introducer Knts

Certification Registr No. 09 100 79026[03

Location: . Mednk:t Vletnam Co Ltd.
e Vietnam Factory
Nomura- Hatphong I Z, An Duong District; Harphong—cnty,
i ':- ' Vietnam - . :
Scope: : o Manufacturlng of Dlalysls c nu g Cannulae
~_* and Catheter Introducers and lntravascular Catheter K|ts
Certification Reglstr No.: "~ 09 100 79026/04

g & ~Yokohama, 2012-04-26 V Rheinland Cert
& Am Grauen Stein §1105 Kéln
YA FRAGTEGIL Pl CATT FOR M DRANNC -
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Annex to Certificate

Certification Registr. No. 09 100 79026
Standard: ISO 9001:2000, JIS Q 8001:2000

Location: Medikit Vietnam Co., Ltd.
Vietnam Factory
Standard Factory B-3 & D-3, Nomura-Haiphong | Z, An
Duong District, Haiphong-city, Vietnam

Scope: Manufacturing of Dialysis Cannulae, Indwelling
Cannulae and Catheter Introducers

Certification Registr. No. 09 100 79026/4

N Sproke

{E Yokohama, 2009-04-28 TUV Rheinland Cert GmbH
il Am Grauen Stein 51105 K5in

:“@N t:uv"‘o
www.tuv.com E v A TUVRheinland®
- Precisely Right.
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: Standard Tk RN
Certlf cation Raglstr No

Certification Holder:

Scope;

Validity:

www.tuv.com

81 105 79026 '

TOV Rheinland Japan Ltd. Certifies:

Togo Medikit Co., Ltd.

17148-6, Aza Kamekawa, Oaza Hichiya, Hyuga City,
Miyazaki Prefgpﬁ@re 883-0062, Japan

including the I"cibét'j’ﬁhs according to annex

Design and Manufacturmg of Dialysis Cannulae,
!ndwelling Cannulae; Catheters, Catheter lntroducers
and Catheter Introducer Klts and Intravascular Catheter
K:ts

Ant auditwas performed. Réport No. 79026.
Proof has been furnished that the requirements are fulfilled

- according to ISO 13485; 200;3\.]_18__ Q 13485:2005.

J The due date for future audits | 04-25 (mm-dd).

 This certificate is valid from 2012-05-01 Until 2015-04-30.

First certification: 2009 ' .
www.tuv.com |D: 0910579026

V Rheinland Japa

3-1 -Yokohama, Yokohama 222 0033, Japan
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-; U Standard :
. ‘Cerhf catlon Reglstr No

Location:

Scope:

Certification Registr. No.

Location:

Scope:

Certification Registr. No. -

Location:

Scope:

Certification Reglstr No.'

Location:

Scope: ik

Certification Registr. No.

www.fuv.com

- Togo Medikit Co., Ltd.
-~ Sakura Factory

IR EI Yokohama, 2012-04-26

81 105 79026 '

Togo Medikit Co., Ltd.

Hyuga Factory

17148-6, Aza Kamekawa, Qaza Hichiya, Hyuga City,
Miyazaki Prefecture 883-0062, Japan

Design and Manufacturing of Dialysis Cannulae,
Indwelling Canniilae, Catheters, Catheter Introducers
and Catheter Iniroducer Kits and Intravascular Catheter
Kits AT
81105 79026 IO1

Togo Medlklt Co., Lt Medlklt

Hyuga Second Fact‘ory :

435-3, Hei;, Aza Kakmoksda,-. Togo-cho, Hyuga City,

Miyazaki Prefecture 883-0102; Japan ‘ :
Manufacturing of Dialysis Cannulae, Indwelling Cannulae,
Cathéters and Catheter [nfi ducers and Intravascuiar
Catheter Kits :

81 105 79026 /02

1-8-1, Osaku, Sakura City, Chiba Pre ure 285-0802, Japan
Manufacturmg of Catheter Introducer Klts
81 105 79026 !03 : :

Medlklt Vletnam Co Ltd

Vietnam Factory

Nomura-Ha:phong IZ An Duong District; Halphong-ctty,
Vietnam

~ Manufacturing of Dlalysls Cann g, Indwe Sinnlas
* and Catheter Introducers and Intravascular Catheter Kits

81 105 79026 /04

3-1 in-Yokohama, Yokohama 222 0033, Japan

:
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Precisely Right.

obm

2

MO46




10/093 408 E A4 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires priar approval.

Annex to Certificate

Certiﬁcation Registr. No. 81 105 79026
Standard: ISO 13485:2003, JIS Q 13485:2005

Location: Medikit Vietnam Co., Ltd. Vietham Factory
Standard Factory B-3 & D-3, Nomura-Haiphong [Z, An
Duong District, Haiphong-city, Vietnam

Scope: Manufacturing of Dialysis Cannulae, Indwelling
Cannulae and Catheter Introducers

Certification Registr. No. 81 105 79026 /4

EIERE vokohama, 2008-04-28
¥ c_E

Certification of Management Systems
3-19-5 8hin-Yokohama, Yokohama 222-0033, Japan

www.tuv.com

A TUVRheinland®
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APPROVAL Tt’JVRheinlar?d
EC Directive 93/42/EEC Annex I, Article 3
Full Quality Assurance System
Medical Devices

Registration No.: HD 60027890 0001

Report No.: 12018112 001

Manufacturer: Togo Medikit Co., Ltd.
17148-6, Aza Kamekawa,
Oaza Hichiya Hyuga City
MIYAZAKI PREFECTURE 883-0062
JAPAN

SCODEZ Design/Development and Manufacture of Dialysis Cannulae,
Indwelling Cannulae and Catheter Introducers ;

(see attachment for additional sites included)

Replaces Approval, Registration No.: HD 60008967 0001

Date of Expiry: 25.07.2014

The Notified Body hereby authorizes the quality management system established and applied by the
company mentioned above., The requirements of Annex Il, Article 3 of the directive have been met.
This approval is subject to periodic surveillance, defined by Annex ll, Article 5 of the aforementioned
EC Directive, and can be used by the company with the manufacturer's declaration of conformity.

Notified Body /. '

Date 18.02.2010 ) b'\@k

Dipl.-ing. U. F}e{akm\_

N
N Reoyny
v

2

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
Accredited by Zentralstelle der Lander fiir Sicherheitstechnik (ZLS) and
Zentralstelle der Lander fiir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLG).

Notified under No. 0197 to the EC Commission.

c € The CE marking may be used if all relevant and effective EC Directives are complied with. c €

" 101012060



Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date

18.02.2010

HD 60027890 0001
12018112 001

Production facility:

o ®
TUVRheinland

TUV Rheinland DG LTy BEF 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Togo Medikit Co., Ltd.

17148-6, Aza Kamekawa,

QOaza Hichiya Hyuga City
MIYAZAKI PREFECTURE 883-0062

Production and ethylene oxide sterilization facility:

Togo Medikit Co., Ltd. Hyuga Factory
17148B-6, Aza Kamekawa, Oaza Hichiya Hyuga City,
Miyazaki Prefecture 883-0062, Japan

Togo Medikit Co., Ltd. Hyuga Second Factory
435-3, Hei, Aza Kakinokida, Togo-cho, Hyuga City
Miyazaki Prefecture 883-0102, Japan

Certification Body ., HroN

7 RN

heef -/

Furen =t .
sty

Dipl.-Ing. U. Fren




