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="T 38 ENIENICE ROEHDHRIPITDDCTDRIFAZERMITDILENSGDET:

o MRERW/FRIFUWESNDNR., BIXOZNLEMN. EEMH. Fiel&
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o RN B, TEEREXBTECEEENE URBEDEE, R
* - GELEORRETESOBUIC S D& S ICEET Bh
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SEFENTNDIRTOTZIEHY ., SFENTUVRVWDHEESOEYIXHEEEDTZ 8 (C
WMEBRINTOTZIOEHY., BLUHESBEHFENDE TERIDICEEZBHNET D
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7EEC: MDCCR U Z DDA (C KD THRITESNDIVDRICEET D HA IV A (FE. BLWR—ATE
{ELTWET, CNBDUITEHETESEBRCT . BIMOXEZFHTDLSCLTL
EEWe WDREDF Y FlE. HAA Y RBICFHEIETNTLEEAN. HEDOMEYI(CEATD—
MREYIRIBIIEHRE U T, HASA VAXNENCCICEFENTUVNET . UTETRICHEEL TLBDIFTE
32< . UTFICHESNTORMBOERET D515V AXEN, &/ SEVOD T THATRERIZEN
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Bl. ZERES

NBOGDNRA N TST5F « AHA 120143 [FHAZEHS IUREI AT LAOEEDIRSICRT RIS
¥ERG ) —TAI7A RRFTa@EFHA5F >R

http://www.doks.nbog.eu/Doks/NBOG_BPG_2014_3.pdf

B2. ] H 1 5> 1R
ECEBA MEDDEVH A S VX - aFFRNEWYY

https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework en

https://ec.europa.eu/growth/sectors/medical-devices/quidance en

https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-
regulations/manufacturers-ivd en

NBOG (Notified Bodies Operational Group) [CKD 14 >R
https://www.nbog.eu/nbog-documents/

CAMDIC KD HAAI VR
https://www.camd-europe.eu/resources/

International Medical Device Regulators Forum (IMDRF) - @E&F R MEWD, INRTD
GHTFERAENEND T I X

http://www.imdrf.org/documents/documents.asp

B3. BEDMEYVIICEAITDIHAI VR
B3.1 RBVERIAI NI AT LAHASI VR
EN-ISO 13485 - EEH488 - RBYRIA Y NI AT L - REBNDEHDOERSEIE

B3.2 URIVRIAIYMHAT IR
EN-ISO 14971 - EEHRS - U ATV R I A hOEEKISENADER
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B3.3 1%

IVDEE S (CBI I DEU Commission Implementing Decision(d. 2020F3824H(IC A& 1.
UFhSHERITDICENTEET
http://data.europa.eu/eli/dec_impl/2020/439/0j

BSIBSOL (BSIOMIBA > S+ VEERT—ER)
https://bsol.bsigroup.com

ISO A >SS+ URgHhAaOD
http://www.iso.org/iso/home/standards.htm

B3.4 A7/EiFsan

ICH A4 RS+4> Q3 U—X
http://www.ich.org/products/quidelines/quality /article/quality -guidelines.html

B3.5 #iXsHiR

ISTA A RS>
https://ista.org/docs/2018 ISTA Guidelines.pdf

B3.6 VI ~NITTFHAIUR
MEDDEV 2.1/6 - MDRBKXNVDRRANICHFDY I bO T P DFRENRUNDFACEETDHA RS1 >
https://ec.europa.eu/docsroom/documents/37581/attachments/1/translations/en/renditions/pdf
UDI requirements for standalone software that are IVDs in their own right
https://ec.europa.eu/docsroom/documents/31926/attachments/1/translations/en/renditions/pdf
B3.7 ECHIE
EN 13532 BCAIEDTZH DA FBEE RS (C X I & —wESKEIR

ISO 15197 RIMEBE S AT L - BIRREEICH T DBESREDZODMBE =Y - AT AIC
9 SEKEIR
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Regulatory Services
EX —)l:JapanMD.Sales@bsigroup.com
J T 7':bsigroup.com/medical-ja

BSI Group America Inc. BSI Group - EMEA BSI Group Asia Pac BSI Group The Netherlands B.V.,
12950 Worldgate Drive, Kitemark Court, BSI Group - Hong Kong Say Building,
Suite 800, Davy Avenue, 23rd Floor, Cambridge House  John M. Keynesplein 9,
Herndon, Knowlhill, TaiKoo Place, 1066 EP Amsterdam,
\62:0170 Milton Keynes MK5 8PP 197|9 l;inEg's R?-Iad, ’ The Netherlands
i f sland East, Hong Kon
T: +1800 862 4977/703 437 9000 United Kingdom T: +8523149 33290 ° T: +3120 3460780
F: +1703 4379001 T: +44 345080 9000 F: +85227438727 F: +3120346 0781
E: us.medicaldevices@bsigroup.com F: +44 1908 814920 E: hk@bsigroup.com E:. info.ni@bsigroup.com

E: uk.medicaldevices@bsigroup.com

9dd/ef/0zs0/anT/T0MN/1Sa dnoio 159 @

bSi ..making excellence a habit’


mailto:JapanMD.Sales@bsigroup.com
https://www.bsigroup.com/ja-JP/medical-devices/

	1 Introduction
	2 Submission and Technical Documentation Contents
	1
	2
	2.1 Cover Letter
	2.2 The Technical Documentation
	2.1 Authorisation for Work to be Conducted

	3 Verification of Performance
	3.1 Information Required to Support Verification of Manufactured Product (Class D Only)

	4 Submission Method
	5     Document Format
	5.1 Language
	5.2 Electronic File Format
	5.2.1 Format and File Size Limits
	5.2.2 Optical Character Recognition (Searchable Format)
	5.2.3 Bookmarks
	5.2.4 Pagination
	5.2.5 Signatures


	6 Submission Process
	7 Additional Topics to Consider When Preparing Technical Documentation for Submission
	7.1 Manufacturer Personnel Support
	7.2 Document Availability
	7.3 Languages
	7.4 Certificate Scope
	7.5 Sub-contractors
	7.6 Accessories

	8 Novelty
	8.1 Additional Considerations for Desktop Audits

	Administrative information
	APPENDIX B: Reference Documents
	B1. Change Reporting
	B2. Regulatory Guidance Organisations
	B3. Specific Topic Guidance



