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(14) TEXRERBAZE (instructions for use: IFU)J & 1. #28D
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310 BEEE I TREINBIBTREE®KT 3,
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(40) NES MM (conformity assessment)] & 1. #8312
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(42) NES M E@EERS (notified body: NB)J & I&.EU MDR
ICRE->TIE SN IcBE & MRS 2 2K 9 %,

(43) TCE BE~—F>%/CE ¥—7 (CE marking of
conformity/CE marking)] £ I&.EU MDR TE&® 5N T
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(44) TEEERSTAE (clinical evaluation)l &3 BE2EDEX
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(56) MGIEEZE S (ethics committee)) & IE. FINBEDER
ICIRES T EFDEICERIL SN IR X EX T 5, 2D
FRADOEMICEVWT. —RASFICEE £ IXBEFGE
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(57) TEEZER (adverse event)] CIZFELLBRVERED
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ICRA LRG3 —EXZRB LI #EE8IC DV T,
ZFDA—H—{KEBRICEAT 3T — X BBAICUNEL.
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(2) TAS\ 20T A E RS (in vitro diagnostic medical
device) I B TERT AN MEAEHETHERTS
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ICEBEAZERLTERESNI KB ERIET 5. 15t
RY —ERICLST—RAICERBINZ Y —ERZTX
TERDDEBREETC,
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(14) TEY#EHBAZE (instructions for use)l & | ¥28 DA
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(36) TERPRAYEEHL (clinical evidence)) & 13 ¥28ICR8 93
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