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4 ANJRYI BRI 7EHODERSEIA:HEALTH SOFTWARE PRODUCT requirements
4.1 —MRERBERUFHIOU X D7 AA> | : General requirements and initial RISK ASSESMENT

4.2 ANILRVD DT 7HBOEREREIE : HEALTH SOFTWARE PRODUCT use requirements

4.3 ANILRAYVT MO 7EEOBRBERSEIEDIREE | VERIFICATION of HEALTH SOFTWARE PRODUCT use
requirements

44 ANIAVI DI 7EBOEMERKREBEODOEF : Updating HEALTH SOFTWARE PRODUCT use
requirements

4.5 S RXFLAERZEIE : System requirements

4.6 S RFLAEREIEDIREE : VERIFICATION of system requirements
4.7 S RFLAERFIEDEH : Updating HEALTH SOFTWARE PRODUCT system requirements

5 AVAYVIRNIIT7Z-VIMIIFZSA4IY14o)170O01EX : HEALTH SOFTWARE - Software life cycle
processes
6 ANJIRYIMIIT7REDI\UF—3>:HEALTH SOFTWARE PRODUCT VALIDATION

6.1 JWUF—=3>&1HE : VALIDATION plan
6.2 JNNUF—23>®D3E4T : Performing VALIDATION
6.3 JNUF—>3>3R&EE : VALIDATION report

7 ANWVAYVIPMIDI7ERBOHAIERHR EIMEXE : HEALTH SOFTWARE PRODUCT identification and
ACCOMPANYING DOCUMENTS
7.1 #BUIRER : Identification

7.2 {JEXE : ACCOMPANYING DOCUMENTS
7.2.1 —f% : General
7.2.2 EUREBAZE : Instructions for use
7.2.2.1 —f#% : General
7.2.2.2 NLAY I RO F7(CDUNWTODEES : HEALTH SOFTWARE  description

7.2.2.3 TERW/X(EEF 1 UFT v (CH T DEERNFREIA: Warnings and notices for SAFETY
and/or SECURITY
7.2.2.4 4> X k=)L : Installation

7.2.2.5 35 _EIFFIE : Start-up procedure
7.2.2.6 2w NI FIE : Shutdown procedure
7.2.2.7 {7 : Operating instructions
7.2.2.8 Xwtz—= : Messages
7.2.2.9 NLRAYV T ~IJ T 7MDEEE : Decommissioning and disposal of HEALTH SOFTWARE
7.2.2.10 #itifREHMDZSER  Reference to the technical description
7.2.3  FfifRE% : Technical description
7.3.2.1 —f#% : General

7322 IT XY RND—OTEHERITBCEZEBERITBINILAY T I T HEALTH SOFTWARE
intended to be used in an IT-NETWORK
8 ARV I I F7EGZOTEIREEE : Post-market activities for the HEALTH SOFTWARE PRODUCT

8.1 —f%:General
8.2 YIJKRIJIJRSF: SOFTWARE MAINTENANCE
8.3 HHEMOEME? . Re-VALIDATION

8.4 ANIRYVIMITT7HBOMBREIZTI - —>3> : Post-market communication on the HEALTH
SOFTWARE PRODUCT
8.5 ANLRYVT I 7RMDBEEZE : Decommissioning and disposal of the HEALTH SOFTWARE PRODUCT
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