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(6) It is necessary to clarify that software in its own right, when specifically intended by the
manufacturer to be used for one or more of the medical purposes set out in the definition of
a medical device, is a medical device. Software for general purposes when used in a

healthcare setting is not a medical device.

6 Y7 2T EDOLDNREFRBB LB R IND I LEZRBEICTILENSH D, it
EFEBBOESZ CIRRINZEREN (B—FH3BR0BERN) AW Z &2 BEmiC
BEELENBEH L TNIHETHD, R - BRI TIEIRL —RARBNTERSNLD
WARY 7 bo =T IXBRRE CERIN T THERBSE L ITH IR0,

1=

"(a) "medical device" means any instrument, apparatus, appliance, software, material or
other article, whether used alone or in combination, together with any accessories, including
the software intended by its manufacturer to be used specifically for diagnostic and/or
therapeutic purposes and necessary for its proper application, intended by the manufacturer
to be used for human beings for the purpose of: .

- diagnosis, prevention, monitoring, treatment or alleviation of disease,

- diagnosis, monitoring, treatment, alleviation of or compensation for an injUry or handicap,

- investigation, replacement or modification of the anatomy or of a physiological process,

- control of conception,

and which does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its

function by such means;"

[(a) PEEFFHE 2 (medical device)] & 13, WICHh~5 BETAKICH LTHAT 5 2 & &1
EEEPERT A, B, AR, Y7 b7 - MBI ERRBZOMOME TH D, B
WEE A, FHE & OMAE DRI bR, Bl KOV EIBEARICER L.
BROBEDREAOLOILETHL LREEENER LY 7 =T bEFEND,

- IR OB - TBY - BEtR - R R IR

- BEE LT REEODE - B - 18R, B E I3 AE

- BRRELGABREN T ut A0KRE, RBEELIMEE

- ZRGERE

TOR, FENEIIERT, KEFY - REFNEIIHRAROFEZERL T EX
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(c) in Section. 9, seventh indent, the following phrase shall be added:

"For devices which incorporate software or which are medical software in themselves, the -
software must be validated according to the state of the art taking into account the principles
of development lifecycle, risk management, validation and verification."

) B/ v a v 9o@E&HEEZ TEHOHEAICTRICXESBMEI NS,

(Y7 o= T EMBAA T SRR IEBZOLORERY 7 by =7 ThHBEE,
Zr9=27DON)VTF—a v (RUMHER) 2FEELR2TER B2V, EFEfficES
WCBEREFA T A TNV - VAZER - XYV F—vay (RUKHER) - BRIEOFAZE
BCANTERTLIZ L, |

"12.1a For devices which incorporate software or which are medical software in themselves,
the software must be validated according to the state of the art taking into account the
principles of development lifecycle, risk management, validation and verification.”-

[12.1a. Y 7 b U =T ZMPAA TV OHEBELIIBREOLOBREMRY 7 by =T TH
DEE, LT DN F—Vay (RUWRER) 2EELRITERS RV, BEH
WICESWTRHREIA TYHA I - VRIER - NYF—a v - RIEOFRIZEBIZA
NTEBTHI L, |

(a) Chapter | shall be amended as follows:
(i) in Section 1.4, the following sentence shall be added:
"Stand alone software is-considered to be an active medical device."
(@) F¥7¥— 1 TFROLIBEENS,
G BZ7varl. ACTROXEIBMEND
(MSZLTe (RE/RTRY) Y7 Uz TIXERESRLEA2END, |
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