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J=T4IT7PAR- KT 1(%. BET S EU 5B RUMRAICE DT ES 45Tz 59 SRR DFB#H.
IBAIHERIEE LD,

- HABEREIE (the Essential Requirements) 2 :
o EREARR] (MDR : Medical Device Regulation) OKiEZ I (General safety and
performance requirements) TiREINTLWZEKREIR

-BEERBMIIEF >R (Clinical evidence) :
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-BSRsE (Clinical evaluation) :
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(C. HEXHERR(CRAT BERERT — A% id e (TR UEE. 4. STl 9 2ARRBIN DETIEIAY AR TO
A

- BRPREE@i#REE (CER; Clinical Evaluation Report)

BRI DFER M UZIHBENNZBERINIET S AREEXZLUIED 0. RN ERELEs R A
DOMIEZE II (Technical documentation) TEMEN TR ED—EBER S,
(EEE0RRE) ENTE. BRAREHIERESE (L. ERARGIERDIERE CAERKIE) DESI(CD
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ZRREL. Oy MY EM R Z ERIEER L TERL TV,
12 MDR OF Tl ZELHREICEET 32— A% EREIE (General safety and performance requirements)
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-B&ERT—4 (Clinical data) :
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- YEIHEERDRRRIATE T —4
- BIEESHRICERE TN TV, HEEEREEIE THATEN A TE 25 ER DR ERIATE T —
AR (FZDABDIATT
- RIS N (3 B ERE DR E NI BA TE 2RI DM DER AR IRERICRAL TR KUY/
XEERNFRDOLR—-b

-fEAEM (Intended purpose) :
HISEBEMRMH T EINL, BURERAZE N/ X FARfEERHCECHIN TLSHEEDORER

-BEEE (Manufacturer) :
EEEEs R RIS X (IMETBEAN, Fld. BEBOZIOEIED T CIREIZEAL

-hAR#%AT (Post-Market Surveillance) :
MERBIEBEN I FHIEEZESICERI 2 ENZIFEIZEN T, BiEEENERNRIE
AREEHAULT, £, mBRX(HMEREIN TV SESNTZIBIRZFEEAY (CUNE - LE1-T
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(LEOMLE) BADIERm. EFEtERFOME. BNENRURZEHOHRECEIIERE
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