Zertifikat Certificate

- ®
TUVRheinland

Zertifikat Nr. Certificate No. Blatt Page
T 50153479 0001

Ihr Zeichen Client Reference Unser Zeichen Our Reference Ausstellungsdatum Iziate/ of 5ssue
ZCBR-08A314 ZO-DAB- 12016989 004 30.01.2012  (daymoryr)

Genehmigungsinhaber License Holder Fertigungsstiitte Manufacturing Plant

Shimadzu Corporation Shimadzu Corporation

1 Nishinokyo-Kuwabara-cho Medical Instruments Plant

Nakagyo-ku, Kyoto 1 Nishinokyo-Kuwabara-cho

604-8511 JAPAN Nakagyo-ku, Kyoto
604-8511 JAPAN

Priifzeichen Test Mark Gepriift nach Tested acc. to
" EN 60601-1:1990+A1+A2
Q SDme | EN 60601-1-3:1994

. %n% EN 60601-1-4:1996+Al
TOVRHeINING [ g4y iiinrosus EN 60601-2-7:1998
S EN 60601-2-28:1993

EN 60601-2-32:1994
Dieses Zertifikat allein berechtigt den Inhaber nicht zur Anbringung der CE Kennzeichnung.
This certificate alone does not entitie the holder to attach the CE marking.

+

Zertifiziertes Produkt (Geriiteidentitikation) Lizenzentgelte - Einheit
Certified Product {Product Identification) License Fee - Unit

Ré&ntgeneinrichtung Mobile X-ray System

UMDNS Code 13-272

Bezeichnungen : Mobile X-ray System MobileDaRt Evolution 6
(Type Designations) Mobile X-ray System MobileArt Evolution 1
Nennspannung (Rated Voltage): AC 100/110/120/200/220/230/240V
Nennfrequenz(Rated Frequency): 50/60Hz
Nennleistung (Rated Power) : 1kva
Klassifikationen: Schutzklasse I, Typ B

MDD-Klasse IIb, Regel 10
(Classifications: Protection Class I, Type B

MDD Class IIb, rule 10)

Hinweis: Neuerstellung von I 50127853 wegen Anderung der
Bezeichnungen.

(Remark: Reissue of I 50127853, due to change of Type
Designations.)

ANLAGE (Appendix): 1.1

Dem Zertiftkar liegt unsere Priif- und Zertifizierungsordnung zugrunde.

Das Produkt entspricht den o.g. Anforderungen, die Herstellung wird iiberwacht.
This certificate is based on our Testing and Certification Regulation. The product
fulfills above mentioned requirements, the production is subject to surveillance.

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg ‘M
Tel: (+49/221)8 06 - 1371 e-mail: cert-validity @de.tuv.com

Fax: (+49/221)8 06 - 39 35 http:/fwww.mv.com/safety

Zertifizierungsstelle

D'ipl.-Ing. J. Taylor

10/020 0408 ® TV, TUEY and TUV are registored rademarks. ULhsation and application raquires prior spproval



Zertifikat Certificate

- ®
TUVRheinland

Zertifikat Nx. Certificate No. Blatt Page
I 50153472 0002
Ihr Zeichen Client Reference Unser Zeichen Qur Reference Ausstellungsdatum Ddate/ of 5ssue
ZCBR-08A314 ZO-DAB- 12016989 004 30.01.2012 (dav/molyn)
Genehmigungsinha'ber License Holder Fertigungsstiitte Manufacituring Plant
Shimadzu Corporation Shimane Shimadzu Corporation
1 Nishinokyo-Kuwabara-cho 2698 Naoe-machi, Hikawa-cho
Nakagyo-ku, EKyoto Hikawa-gurn, Shimane
604-8511 JAPAN 699-0631 JAPAN
Priifzeichen Test Mark Gepriift nach Tested acc. to
" EN 60601-1:1990+A1+A2
TOmy | EN 60601-1-3:1994
&55'12 EN 60601-1-4:1996+A1
TOVRSINNSRY |30 o | EN 60601-2-7:1998
R EN 60601-2-28:1993
EN 60601-2-32:1994
Dieses Zertifikat allein berechtigt den Inhaber nicht zur Anbringung der CE Kennzeichnung.
This certificate alone does not entitle the holder to attach the CE marking.
¥
Zertifiziertes Produkt (Geriteidentifikation) Lizenzentgelte - Einheit
Certified Product (Product Identification) License Fee - Unit

Réntgeneinrichtung Mobile X-ray System

wie Blatt 0001 (as page 0001)
UMDNS Code 13-272
Ergdnzung (Addition)

Fertigungsstatte : (siehe oben)
{(Factory) (see above)

Dem Zertifikat liegt unsere Priif- und Zertifizierungsordnung zugrunde. o

Das Produkt entspricht den 0.g. Anforderungen, die Herstellung wird liberwachi. Zertifizierungsste]le
This certificate is based on our Testing and Certification Regulation. The product

fulfills above mentioned requirements, the production is subject to surveillance.

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg %

Tel.: (+49/221)8 06 - 1371 e-mail: cert-validity @de.tuv.com
Fax: (+49/221)8 06 - 39 35 http://www.tuv.com/safety

Di'pl.-Ing. J. Taylor

10,020 04.08 @  TUV. TUEY and TUV era registerad trademarka, Utihsation and application lequires priof approval,



® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires priar approval.

TOV Rheinland Group A TUVRheiniand®
Precisely Right.

Shimadzu Corporation Date: 1 March, 2012
Our ref.: 0214021394
Mr. Katsunori Nakata Yourref.: -

Medical Equipment Quality Adm. Div.

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511

Approval of modification for Mobile X-ray System [UMDNS Code: 13-272]

Type Designation :  Mobile X-ray System MobileDaRt Evolution,
Mobile X-ray System MobileArt Evolution

License No. o 150153479

Test Report No. : 12016989 005

Dear Mr. Nakata,

We herewith recognise the medifications for your certified products as requested on
24.02.2012.

Please find enclosed a copy of notice of Alterations/modification, authorised by us, stamped
“Genehmigt/Approved” and dated 29.02.2012.

We appreciate your support and would like to offer our assistance in the approval of your
future products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TUV RHEINLAND JAPAN LTD.
Products :
Regional Office West Japan
Medical Devices

\ ‘ o
LY -4)
KQVj\ ¢ @S\/L MU T ~—

Kenji Yoshimura Carol Chiu

Senior Expert Senior Expert

Enclosure
TUV Rheinland Japan Ltd. Fa7 SAVSVR Ve HERST
Regional Office West Japan FERFMIEENA T X
Wakasugi Center Bldg. Honkan 16F Tel :+81-6-6355-5777 ¥530-0044 XERAHILEHERA2-9-1 Tel : 06-63556-5777
2-9-1, Higashi-Tenma, Kita-ku Fax: +81-6-6354-8636 B2 —EIAEE 1655 Fax :06-5354-8636
Osaka 530-0044, Japan www.jpn.tuv.com e-mail : info@jpn.tuv.com



Zertifikat Certificate
TUVRhei,nlar?d

Zertifikat Nr. Certificate No. Blatt Page
I 50153479 0003
Thr Zeichen Client Reference Unser Zeichen Qur Reference Ausstellungsdatum lziate/ of 5ssue
K.N. ZO-YAM- 12016989 006 06.02.2013  (d@/molr)
Genehmigungsinhaber License Holder Fertigungsstiitte Manufacturing Plant
Shimadzu Corporation Shimane Shimadzu Corp.
1 Nishinokyo-Kuwabara-cho 2698 Naoe, Hikawa-cho
Nakagyo-ku, Kyoto Izumo-shi, Shimane
604-8511 JAPAN 699-0631 JAPAN
Priifzeichen Test Mark Gepriift nach Tested acc. to
Safety EN 60601-1:2006
Regular EN 60601-1-3:2008
Producti Iy .
“‘é_‘@ Stvoilans EN 60601-2-54:2009
TUVRheinland
CERTIFIED www.tuv.com
|D 6000000000
Dieses Zertifikat allein berechtigt den Inhaber nicht zur Anbringung der CE Kennzeichnung.
This certificate alone does not entitle the holder to attach the CE marking.
Zertifiziertes Produkt (Geriiteidentifikation) Lizenzentgelte - Einheit
Certified Product (Product Identification) License Fee - Unit

X-Ray Equipment Mobile X-ray System, as page 0001

UMDNS Code 13-272
Anderungen (Changes)

Prifgrundlagen : EN 60601-1:1990+A1+A2

(Test Requirements) EN 60601-1-3:1994

dndern sich in : EN 60601-1:2006

(changed to) EN 60601-1-3:2008

Prifgrundlagen : EN 60601-1-4:1996+A1, EN 60601-2-7:1998

(Test Requirements) EN 60601-2-28:1993, EN 60601-2-32:1994

entfallen (withdrawn)

Adresse der

Fertigungsstétte : Shimane Shimadzu Corporation

(Address of Factory) 2698 Naoce-machi, Hikawa-cho
Hikawa-gun, Shimane 699-0631 JAPAN

andert sich in (changed to) : (siehe oben) (see above)

Ergdnzung (Addition)
Prifgrundlage (Test Requirement) : EN 60601-2-54:2009

ANLAGE (Appendix): 1.1

Dem Zertifikat liegt unsere Priif- und Zertifizierungsordnung zugrunde.

Das Produkt entspricht den o.g. Anforderungen, die Herstellung wird iiberwacht. Zertifizierungsstelle

This certificate is based on our Testing and Certification Regulation. The product

Julfills above mentioned requirements, the production is subject to surveillance. _

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg ;

Tel.: (+49/221)8 06 - 1371 e-mail: cert-validity @de.tuv.com
Fax: (+49/221)8 06 - 39 35 http://www.tuv.com/safety Dipl ‘Ing (FH) J Taylor

T T

ion requires prior approval. -




® TUV, TUEV and TUV are registered trademarks. Any use or application requires prior approval.

TUVRheinland®

Genau. Richtig.

Shimadzu Corporation Date: 29 November, 2013
Ourref.: 214039653
Mr. Katsunori Nakata Yourref.: ZCBR-13A006B

Medical Systems Division

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 6048511 ,Japan

Approval of modification for Mobile X-ray System [UMDNS Code: 13-272]
Type Designation . Mobile X-ray System MobileDaRt Evolution
Mobile X-ray System MobileArt Evolution

License No. ;150153479
Test Report No. : 12016989 007

Dear Mr. Katsunori Nakata

We hereby recognise the modification for your certified products as requested in your Notice
of Alteration dated 21 June, 2013.

Please find enclosed a copy of your Notice of Alteration, authorised by us, stamped
“Genehmigt/Approved” and dated 28 November, 2013.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your
future products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TUOV RHEINLAND JAPAN LTD.

Products
Medical . q
AT

M.Oshiki C.Chiu

Project Enginerr Senior Expert

Enclosure
TUV Rheinland Japan Ltd. CSC :+81-45-470-1850 F1T7 SAVSVR IvNUBRSHE  n259-4-EAtv9-: 045-470-1850
Global Technology Assessment Center ~ Tel :+81-45-914-3888 Fo/09—-tv5— (GTAC) Tel :045-914-3888
4-25-2 Kita-Yamata Fax :+81-45-914-3377 T224-0021 Fax :045-914-3377
Tsuzuki-ku e-mail: info@jpn.tuv.com RN ABINX AL ILHA4-25-2 e-mail: info@jpn.tuv.com

Yokohama 224-0021; Japan www.jpn.tuv.com www.jpn.tuv.com



Zertifikat Certificate

o ®
TUVRheinland

Zertifikat Nr. Certificate No. Blatt Page
I 50153479 0004
Ihr Zeichen Client Reference Unser Zeichen Our Reference Ausstellungsdatum  Date of Issue
ZCBR-12A221 Z0-OSH- 12016989 008 09.12.2013 ‘camel)
Genehmigungsinhaber License Holder Fertigungsstitte Manufacturing Plant
Shimadzu Corporation Shimadzu Corporation
1 Nishinokyo-Kuwabara-cho Medical Instruments Plant
Nakagyo-ku, Kyoto 1 Nishinokyo-Kuwabara-cho
604-8511 JAPAN Nakagyo-ku, Kyoto
604-8511 JAPAN

Priifzeichen Test Mark Gepriift nach Tested acc. to

Safety EN 60601-1:2006+A11

Regular EN 60601-1-3:2008

égE Producti _O_E4.
i EN 60601-2-54:2009

fh ®
TUVRheinland

www.tuv.com
ID 6000000000

Dieses Zertifikat allein berechtigt den Inhaber nicht zur Anbringung der CE Kennzeichnung.
This certificate alone does not entitle the holder to attach the CE marking.

Zertifiziertes Produkt (Geriteidentifikation) Lizenzentgelte - Einheit
Certified Product (Product Identification) License Fee - Unit

X-Ray Equipment Mobile X-ray System, wie Blatt 0001 (as page 0001)

UMDNS Code 13-272

Anderung (Change)

Prufgrundlage: EN 60601-1:2006
(Test Requirement)
dndert sich in: EN 60601-1:2006+A11

{changed to)

ANLAGE (Appendix): 1.2

Dem Zertifikat liegt unsere Priif- und Zertifizierungsordnung zugrunde.
Das Produkt entspricht den o.g. Anforderungen, die Herstellung wird iiberwacht. Zertifizierungsstel]e
This certificate is based on our Testing and Certification Regulation. The product

Julfills above mentioned requirements, the production is subject to surveillance.

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
Tel.: (+49/221)8 06 - 1371 e-mail: cert-validity @de.tuv.com
Fax: (+49/221)8 06 - 39 35 htip://www.tuv.com/safety

Carol Chiu

10/020 & 0408 ® TLY, TUZV and TUW are iagisterad tracemaks. Utiisation and apshicetion requies prior sooroval.




® TUV, TUEV and TUV are registered trademarks. Any use or application requires prior approval.

TUVRheinland®

Genau. Richtig.

o,

Shimadzu Corporation Date: 8 September, 2014
Ourref.: 214049445

Mr. Katsunori Nakata Yourref.. ZCBR-14A015

Medical Equipment Quality Adm. Div. (#2014-003)

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511

Approval of modification for Mobile X-ray System
[UMDNS Code 13-272 (Radiographic Units, Mobile)]

Type Designation : Mobile X-ray System MobileDaRt Evolution
Mobile X-ray System MobileArt Evolution

License No. : 150153479
Test Report No. : 12016989 009

Dear Mr. Nakata,

We hereby recognise the modifications for your certified products as requested in your
Notice of Alteration dated May 16, 2014.

Please find enclosed a copy of notice of Alterations/modification, authorised by us, stamped
‘Genehmigt/Approved” and dated 2014-08-18.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your
future products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TUV RHEINLAND JAPAN LTD.
Regional Office West Japan
Products

Medical

Medical Safety Testing

_ % -
‘ .
Zumi Yam gto Yasuaki Matsumoto

Coordinator Project Engineer
. Enclosure o L
TUV Rheinland Japan Ltd. CSC :+81-6-6355-5400 717 SAYSVR Vv NUBRER] ms3-4-£aks9-: 06-6355-5400
Regional Office West Japan Tel :+81-6-6355-5777 BEERFIMGIEH A 742 Tel :06-6355-5777
Wakasugi Center Bldg. Honkan 16F Fax :+81-6-6354-8636 T530-0044 AREMALE HKH2-9-1 Fax :06-6354-8636
2-9-1 Higashi Tenma, Kita-ku e-mail: info@jpn.tuv.com FHizt2—EILAKRE 1655 e-mail: info@jpn.tuv.com
Osaka 530-0044, Japan www.jpn.tuv.com www.jpn.tuv.com



Zertifikat Certificate
TUVRheinland

Zertifikat Nr. Certificate No. Blatt Page
I 50153479 0005
Ihr Zeichen Client Reference Unser Zeichen Our Reference Ausstellungsdatum lt)iate/ of Issue
ZCBR-14A073B ZOL-YAM- 12016989 010  23.04.2015  (d@/mohn)
Genehmigungsinhaber License Holder Fertigungsstitte Manufacturing Plant
Shimadzu Corporation Shimadzu Corporation
1 Nishinokyo-Kuwabara-cho Medical Instruments Plant
Nakagyo-ku, Kyoto 1 Nishinokyo-Kuwabara-cho
604-8511 JAPAN Nakagyo-ku, Kyoto

604-8511 JAPAN
Priifzeichen Test Mark Gepriift nach Tested acc. to

Safety EN 60601-1:2006+A11+A12

Regular EN 60601-1-3:2008
fraduation EN 60601-2-54:2009

Surveillance

X ®
TUVRheinland

CERTIFIED www.tuv.com
ID 6000000000

Dieses Zertifikat allein berechtigt den Inhaber nicht zur Anbringung der CE Kennzeichnung.
This certificate alone does not entitle the holder fo attach the CE marking.

Zertifiziertes Produkt (Geriteidentifikation) Lizenzentgelie - Einheit
Certified Product (Product Identification) License Fee - Unit

X-Ray Equipment Mobile X-ray System, wie Blatt 0001 (as page 0001)

UMDNS Code 13-272

Anderung (Change)

Priufgrundlage: EN 60601-1:2006+A11
(Test Requirement)
andert sich in: EN 60601-1:2006+A11+A12

(changed to)

ANLAGE (Appendix): 1.3

Dem Zertifikat liegt unsere Priif- und Zertifizierungsordnung zugrunde.

Das Produkt entspricht den o0.g. Anforderungen, die Herstellung wird iiberwacht. Zertifizierungsstelle
This certificate is based on our Testing and Certification Regulation. The product

Julfills above mentioned requirements, the production is subject to surveillance.

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg =
Tel.: (+49/221)8 06 - 13 71  e-mail: cert-validity@de.tuv.com
Fax: (+49/221)8 06 - 39 35  hup://www.tv.com/safety

Tatsuhike Nakada

10/020d 0408 ® TUW, TUEV and TUV ara registered tradamarks. Utilisaticn and application requires pror approva



® TUV, TUEV and TUV are registered trademarks. Any use or application requires prior approval.

A TUVRheinland®

Genau. Richtig.

Shimadzu Corporation Date: 26 February, 2016
Ourref.: 214067083

Mr. Katsunori Nakata Your ref.:  ZCBR-15A070/071
Medical Equipment Quality Adm. Div. :

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511, Japan

Approval of modification for Mobile X-ray System
[UMDNS Code 13-272]

Type Designation ;1) Mobile X-ray System MobileArt Evolution
2) Mobile X-ray System MobileDaRt Evolution

License No. : 150153479

Test Report No. ;12016989 011

Dear Mr. Nakata,

We hereby recognise the modifications for your certified products as requested in your
Notice of Alteration dated Jan. 29, 2016.

Please find enclosed a copy of notice of Alterations/modification, authorised by us, stamped
“Genehmigt/Approved” and dated 2016-02-24.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your
future products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TUV RHEINLAND JAPAN LTD.
Kansai Technology Assessment Center
Products: Medical - Medical Safety Testing

% Z Yasuaki Matsumoto

Project Engineer

Izumi Yama
Coordinator

Enclosure
TUV Rheinland Japan Ltd. CSC :+81-6-6355-5400 FT17 SAVSVR Iy RUBARHE  1R99-9-E28U9-: 06-6355-5400
Kansai Technology Assessment Center Tel :+81-6-7656-6888 /T o/OY—tv 4 — (KTAC) Tel :06-7656-6888
1-3-14 Fukae Minami Fax :+81-6-7668-5777 T537-0002 Fax :06-7668-5777
Higashinari-ku e-mail: info@jpn.tuv.com AR RRXRIE1-3-14 " e-mail: info@jpn.tuv.com

Osaka 537-000_2, Japan www.jpn.tuv.com www.jpn.tuv.com



® TV, TUEV and TUV are registared tradamarks, Any use or application requings. prioe approval

A TUVRheinland®

Genau. Richtig.

Shimadzu Corporation Date: 13 November, 2017
Ourref: 214083326
Mr. Katsunori Nakata Yourref.. ZCBR-17A005/006

Medical Systems Division
Quality Assurance Dept., Regulatory Gr.

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511, Japan

Approval of modification for Mobile X-ray System [UMDNS Code: 13-272)

Type Designation :  Mobile X-ray System MobileDaRt Evolution
Mobile X-ray System MobileArt Evolution

License No. : 150153479

Test Report No. : 12016989 012

Dear Mr. Nakata,

We hereby recognize the modifications for your certified products as requested in your Notice of
Alteration dated 2017.7.24.

Please find enclosed a copy of notice of Alterations/modification, authorized by us, stamped
“Genehmigt/Approved” and dated 2017-11-13.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your future
products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TUV RHEINLAND JAPAN LTD.
Kansai Technology Assessment Center
Products: Medical - Medical Safety Testing

D i A

asuaki Matsumoto
Senior Project Engineer

Enclosure
TUV Rheinland Japan Ltd. C5C :+B1-6-6355-5400 Fad SAUSYE el BARH  m-t-E1t9-: 08-6355-5400
Kansai Technology Assessment Center  Tel - +B1-8-7656-6888 MEF2/O0V—f29— [KTAC) Tel :0B-7B56-688H
1-3-14 Fukae Minami Fax :+B1-8-786B-5777 T537-0002 Fax :06-T668-5777
Higashinari-ku g-mail: info@]pn.tuv.com AEM M EFIE-3-14 g-mail: Info@jpn.tuv.com
Osaka 537-0002, Japan www jpn.tuv.com Wwwjpn. tuv.com

HA_SAFETYMEDICAL\Projects\2 14083326 Snimadzu MobileDaRi CB(2,3.0,3.1),GM, e TUVUs\- Adminisiraticn Documents\Shimaczy_MobileDaRt_2130958_ 214083326 doc



® TUV, TUEV zad TUV are registered trademarks. Any use or application requires prior approval.

A TUVRheinland®

Genau. Richtig.

Shimadzu Corporation Date: 24 May, 2018
Ourref.: 214098822
Mr. Kazuhiko Tsutsui Your ref.: ZCBR-18A001/002

Medical Equipment Quality Adm. Div.

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511, Japan

Approval of modification for Mobile X-ray System [UMDNS Code: 13-272]

Type Designation . Mobile X-ray System MobileDaRt Evolution
Mobile X-ray System MobileArt Evolution

License No. . 150153479

Test Report No. ;12016989 013

Dear Mr. Nakata,

We hereby recognize the modifications for your certified products as requested in your Notice of
Alteration dated 2018.5.21.

Please find enclosed a copy of notice of Alterations/modification, authorized by us, stamped
“Genehmigt/Approved” and dated 2018-05-24.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your future
products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.

With kind regards,

TOV RHEINLAND JAPAN LTD.
Kansai Technology Assessment Center
Products: Medical - Medical Safety Testing

/2 " A=
e
e e ratenn [—
Tzumi Yama Yasuaki Matsumoto
Coordinator Senior Project Engineer
Enclosure
TUV Rheinland Japan Ltd. CSC :+81-6-6355-5400 F17 SAVSVE Je NV BRABH  1397-¥-£2tY9-: 06-6355-5400
Kansai Technology Assessment Center Tel : +81-6-7656-6888 EEFI/0Y—124— (KTAC) Tel :06-7656-6888
1-3-14 Fukae Minami Fax :+81-6-7668-5777 F537-0002 Fax :06-7668-5777
Higashinari-ku e-mail: info@jpn.tuv.com KRR R R IR 1-3-14 e-mail: info@jpn.tuv.com

Osaka 537-0002, Japan www.jpn.tuv.com www.jpn.tuv.com



3 TV, TUEV and TUY are registored radznissis, Aay use o; applicatior requires pror approval,

TUVRheinland®

Genau. Richtig.

Shimadzu Corporation Date: 26 September, 2019
Ourref.. 150113302
Mr. Isao Nakata Yourref.:. ZCBR-19A031

Medical Systems Division
Quality Assurance Dept.
Regulatory Group

1 Nishinokyo-Kuwabara-cho
Nakagyo-ku, Kyoto, 604-8511, Japan

Approval of modification for Mobile X-ray System

Type Designation : Mobile X-ray System MobileDaRt Evolution
Mobile X-ray System MobileArt Evolution

License No. : 1 501563479

Test Report No. : 12016989 014

Dear Mr. Nakata,

We hereby recognise the modifications for your certified products as requested in your
Notice of Alteration dated 2019.4.24.

Please find enclosed a copy of notice of Alterations/modification, authorised by us, stamped
“Genehmigt/Approved” and dated 2019-09-26.

Changes or additions to your existing certificate(s) are not necessary.

We appreciate your support and would like to offer our assistance in the approval of your
future products through our extensive range of technical services.

Please feel free to contact us whatever your requirements may be.
With kind regards,
TUV Rheinlan Japan Ltd.

Kansai Technology Assessment Center
Products: Medical - Medical Safety Testing

A St =

-

Yasuaki Matsumoto Shinji Onishi

Project Engineer Senior Project Engineer

Enclosure
TUV Rheintand Japan Ltd. CSC :+81-6-6355-5400 Fa7 SAYSIR e\ BERRE  1259-9-K3bY5-: 06-6355-5400
Kansai Technology Assessment Center Tel : +81-6-7658-6888 Mo /OY -~ (KTAC) Tel :08-7656-8888
1-3-14 Fukae Minami Fax :+81-6-7668-5777 T537-0002 Fax :06-7668-6777
Higashinari-ku e-mail: inffo@jpn.tuv.com AR R X 2RI 1-3-14 e-mail: info@]jpn.tuv.com
Osaka 637-0002, Japan www.jpn.tuv.com www.jpn.tuv.com
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