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This is an explanation based on EN ISO 13485 Application (ID: 1633 Rev.9) issued by TUV SUD Product Service GmbH.
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Applican%nsl;egnﬁcation: ANTE, 1. General D Application identification: > EHEIAH
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TUV SUD Medical & Health Services ~NBRWEHhEWEEEHYH LS TEVET,
PHEBEZRBADS X, THLOBEEL TERBILEIL,
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form with the requested information. The signed application including all applicable appendices shall

Thank you for your interest in TUV SUD Medical & Health Services. Please complete this application
be submitted as a read-only pdf-file to your contact person at TUV SUD Medical & Health Services.
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1.1.Cert_i§'gﬁc_atﬁe%Holder MBI ENBINETT, ARAIRBETERCEEL
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Please provide the information of the Certificate Holder: SREIMEEDERZLH#HL ZE L

Company name: Full company name incl. legal form £t EXETR
Street name & number: Street name & number R Eith
§ City: | City or place of business {EfF  : T, SBERE
g Postal Code: | PoslalZip code X EMEHS
Country: | Country of business Fr E
1.2.TUV SUD Product Service GmbH
Certification Body: TUV SUD Product Service GmbH
Address: Ridlerstralte 65, 80339 Munchen, Germany
Website Address: www.tuvsud.com/ps
Contact Phone: +49 89 5008-40
Contact E-Mail: medical_devices@tuvsud.com
2. APP%ICA“ON
Please select applicable type of application: M

Please select . TYIU 9o, WFRMBIRS S0

includi : A W _—
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Please provide a contact person for this application: mELEBERETHC S W

First name: | Please enier first name E:0) Phone: | Please enter contact phone. EBEES
Last Name: | Please enfer last name &7 E-Mail: Please enter confact E-Mail. X—W7HL R
Function: Please enter funciion of the contact person e
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Consultants and other Conflicts of Interest F %74 (QVS) DEA - #iFEXIET S0, BEIAVHLEY F2FH L'C \Z)
A YLy FRUZOMOFIEER. . FRGBEICHALEILDYH DRI L TLEIW,

Indicate whether a consultant is currently used, or has previously been used, to support the design,
development, marketing, or maintenance of the service covered by this application, or the
implementation and maintenance of yc:-ur Quallty Management System.

F'Ieau.e ».elect
QMS Consultancy | Please select. No consultancy provided AvYss + ORRRL ) ‘
Consultancy provided (details required) 222> P ERIELTWS EEHOAAAWE)
Consultant Name If applicable, please enter name. Phone: If applicable, enter contact phone. BiE&§F
'#é_j’_é_i%,@ e H LA Liﬂ:t]-h
Address _;‘apgl|C§E|e{e%tgr)\ﬂj\3ddress. E-Mail: If applicable, enter contact E-Mail. x—A P FL 2
: =o. 1P
Appendmes to this app"caugn EEEBREY T 74 v — D% Appendix A/IB/IC ~SE#H L. KHEFED—EBE L THMT
BEERTER TV, BEOEMER ' CERENERMDTT BRI TRRNER LS L, 4

complement this application. Where relevant! additional information or references to documents can

Further details on facilities and suppliers are provided in Appendices A/B/C, which are mandatory tc:-]_
be added in the table below.

Appendix A/BIC L . L
o i : =Y a YR OREBO—BT
Details on Facilities and Suppliers Current version is part of this application B0 x—vavidzosEE0—HT
FEMBLOT 7 74 ¥ — DM ]
' Supplementing Information: Provide reference number of the document(s) and/or further
Fu\rtper %lyentiland information: | information as comment
& - EBMERLFHNISHNES2RH, FEBIAA L MITERZADCEFL

3. APPLICATION STATEMENT :cszmomnsm

mme
- The undsr5|gned acknowledges the General Terms and Conditions, along with Testing, Certification,
Validation and Verification Regulation outlined in General Information on application (ID 233918},
which, in accordance with the submitted quotation, form the basis of this contract. Applicants that do
not yet have the status of partners in the certification scheme of TUV SUD Product Service GmbH will
automatically become partners in this scheme upon certificate issue.

The undersigned confirms that to its best knowledge all details provided in this application are correct
and complete. It also affirms the presence of adequate infrastructure to facilitate the use of Information
~ and Communication Technology for conducting audits or assessments.

Name and Function of the undersigned: | Please enter full name and function of the undersigned.
CELTBEDTNET L, B
Employer of the undersigned: Please enter e.g. manufacturer or authorized representative. »s ¢ 4 2 5ot
Signature:
9 B
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Place: please enter Place Date: Please select a date. ZTEREEHLCE— LV ER
v #5l) Tokyo, Japan

BEIZ, IBRINERBEICHEV [BEICET 2 —iRIER (D 233918) | Icii&EEh/=HAEE |, TOVSUD F/'Vv—7DRER,
SPEE. FUMERRURIERGICESWEIEIEEFRTHE Z & 2THBLTVWET,

F1=, FEFHA I TOLAWESE, FREIRICHEEIZHERIC TOV SUD Product Service GmbH DEEE AT LD—B EHEB T L %
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'e.g. TOV SUD Product Service GmbH provides certificates in various tanguages. The legally binding certificate can be issued In either German or
English Translations into other European languages are available upon request
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