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ISO 10993-10:2021 “Biological evaluation of medical devices — Part 10: Tests for skin
sensitization”

ISO 10993-23:2021 “Biological evaluation of medical devices — Part 23: Tests for
irritation”

1. BIRF R OFERERM:

1)

in vitro JEAFVERBCE ANTBI T % £ ffffLAkE & L T, Biological evaluation of
medical devices —Guidance for inter-laboratory studies to demonstrate the
applicability of validated in-vitro methods to assess the skin sensitization of
medical devices (ISO/DTS 11796:2021(E)) 23 2% 4, 1/10 >8IV T DTS #
E Tz, Bk 16 VE, K&F 1 WETH 722 L2 6 ISO OHEICHES &
DTS 11796 |37k S iz, (FhiE LoORMET, DTS &RETEL LD AWLIC
RoTz,)

2/28 (2 ISO/DTS 11796:2021(E) & BERFIC T H /2 175 D =1 A & MTHOW TRk
i L7ed, HEVEE o7, BRIN-T T THETOE Yy g ERRIN—IEKTO
Ty arO2oIlI TERLIZE 25 DT v a T 19 HRER TS 7225,
%oty a rTESELNTE ol

Ltk DIFE
ASBEGABLAPNIZ 2 A > MLBEOFE RS & F A Kk L7z DTS11796 OUE M2 25 )

END, b H TRICRENBBESN D TE, TOBR, AiROZETHE RS AR L
B BRAT B OIFIERS R 2 i 32 2 E N HiIfF ST %,

Ut



