EN ISO 13485 HHE5E ECAREA

This is an explanation based on EN ISO 13485 Application (ID: 1633 Rev.8) issued by TUV SUD Product Service GmbH.
ZONEIFT27X—F7AXY Y —EZRHHITL 7= EN ISO 13485 Application (ID: 1633 Rev.8)ICE D SiBAZ TY,

Form — CONFIDENTIAL

EN ISO 13485 Agpllcatlon

EN 1SO13485 B35S

Applican%nsl;egnﬁcation: ABNTE, 1. General D Application identification: > EHEIAH
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TUV SUD Medical & Health Services ~NBRWEHhEWEEEHYH LS TEVET,
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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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Please provide the information of the Certificate Holder: SREIFEZEOERZRH LTV

Company name: Full company name incl. legal form 214 EXEH
Street name & number: | Stecl name & number E 5]
§ City: '..Ei'.,‘>‘ i place of business £/ T, #BEATE
i Postal Code: | FostallZip code /R : BMEES
= Country: | Country of business £ 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. APPLICATION
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Please select applicable type of application:
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Please provide a contact person for this application: msELEBERETH SV

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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Application Identification: AFZ. 1. General ® Application identification: %*> BEIA T

EEEBRE YT 74V — D% Appendix AIBIC ~NERE L. KBFEED—E L L THMT
Appendices to this application ¢ 7x ., maoemin ' PSRANE BT 5 BAE TREVERC KE L,
Further details on facilities and suppliers are provided in Appendices A/B/C, which are mandatory to
complement this application. Where relevant' additional information or references to documents can
be added in the table below.
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® Details on Facilities and Suppliers a%furrent version is part of this application R&E®D/N— 3 &
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O Supplementing Information: Provide reference number of the document(s) and/or further
Further documents and information: | information as comment BmMEEAFHNILHBAES 2 RH, FHEIAY MCTHEREAACES W

3. APPLICATION STATEMENT =smzsx
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[ The undersigned further accepts the General Terms and Conditions of Business of TUV SUD Product
Service GmbH and the Testing, Certification, Validation and Verification Regulation of the TUV SUD
Group, 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
L and Communication Technology for conducting audits or assessments.

Name and Function of the undersigned: | Please enter full name and function of the undersigned. Z84£3 2350 7%k —

facturer or authorized representative ;%%?‘67’:’0)’“&%

L, R

Please enter e.g. manu

Employer of the undersigned:

Signature:

Place: please enter Place BFROTH

TEZBEHL X -V ER
fl) Tokyo, Japan

Date: Please select a date
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EElF, BRINERBEICHELV TOV SUD Product Service GmbH O EZAELS|#R#.
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¥, FREFHIATOLAWESE, FRERICHEEIZHERIC TOV SUD Product Service GmbH DEEE A TFLD—E EH B T
LEBELTWET,

EXERMBMYICHEVT, FRFICHTILTOT—EBLIVERIEXRTERTH Y, BRICEELERZEVTVWLELI L E
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TOV SUD 7' v—7mitER, FREE.

' 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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