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EZIEEHEEEE  MARZHNEMTREREAS - Tl FDA ITEH LDT WEEERT—EBIMNEESH
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LDT RY LRis#EZFA5E (premarket approval application) * MHE=SERIRELBIERM (E2FHK) LDT
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SRR ST EERARAERY o AR FDA RIEEER

== (D LB PR SRR BRBRFE AR - 20kt
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FREEREE: » BEMPIA R LUREEEThE L © FDA
BHEIEEISTA R 24 BE A AATE S AR
LDT AYZE -
HHAPERBA LDT (BBZEMRAIEM )
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TEEEMANSI BT EEERE T EIBYRIE ) RIREE o 7R
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AER - ABREE R A — KM FDA EAZR o

w5 EA
ERE

HERERNERUER AERIOEIERERE
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FDA FIEFERASRZEXRY 0T MERIEAEE
WRES - ZEHIESRRRIE LOT  BRIEENTE
I EERB IR - &R - FRERAVEIE (notification
data) N BERXZEEFIETEZREIFEEHN
LEBUEEISS FDA ERIFTELERERMIFERH - it
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HEE - EEMERA FOA RAIEENHELR
RE (BREER WAMEED) FEEH -
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LDT » EMEE S HRHRE - BRNREREM T KEE
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Fit - BERZEEZRIEHKIERIVENLFER FDA
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it Bk THIR, HEM - B EREHMATRER
TERER , Mz TREL BERA -

MR EERZ FZFTRRASLEN LDT BEiEE
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TR GEIE , BVEEEIA - MEEA FDA EE#ITHY
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EEEMIE

ZEH FDA FTEERESE LDT WERMERS T8
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RIEEMER R BHSE EThRTAYER ° LDT AY MDR &R
AR —EERATIARMEA ~ EBHE - WIHEIREE
LDT MBEZ B ERIREIRE » ANLbRLm] LABR{EC R B -

TEHEEI At 6 BR 21 » FDA ST BHELE
LDT 2 BEERZ=AY MDR BIEREREN " BIEYREIE | AYREE -

rFroaiEEEXK

%E FDA FTERBEIZEZSH LDT EhEd
BRI ETHBIEXK - Bt FDA BEFPHERSEARKRD
Bt - REBR S HEBEMMAEIE - LUEES
U - FDA AILUERB AR S - It B AEfE(RER R
HEERITERRARR - fMABHRBRERESER
mEIERERY - {ERESAIT &8 E B LR G E
EIRAITEAR -

ZE FDA RAETIIH LDT B2REREKAVEZE
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Devices) ; (2) Ml LB HERRIAENE=
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P) WAL AE EHRVEM REMRIBEE H R ER
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D E=%R8 LDT ERBERAVENEREM -
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4 > GNLEBEM A RETE AR RER R RIS 2R ELET AT ©
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Al - FaEEsEmEE  MARSED  #E
B RS ARES AT ARESA
SEAAET -

o HEBERNAGHETEEBELRA - ATA
SRE RIS % - BMEREN
IEREEE A -

o EHHELRNBEE -

HIN S EMGEVEEN - FDA FTETEIEEIEmME 12
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B o EIDEARER - FDA BREME =% LDT
FERHITOIER - RS HTRAVER BB
7 BEBEAME 12 BR > FDA BIEHRIE
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i REEMRT 2R 2R T =S {E -
ABEE FDA EEHFEREN " RIBRIE , fURBE * £
FFA] (premarket approval; PMA) X {4 ~ M) E SET
AJERZE
BRI ER R M BEREH] (investigational device

exemption; IDE) o —H FDA BIiE¥IE 5852 LDT #

(biologics license application; BLA) ~ EHEE

fTLEHATEEEK * FDA FAHZEEE LDT HERE

FEmEEHE LOT 5l > BATFS LHAIEERXK -

%E FDA SRBERRERE - H—#t LDT 1T
FTEREA BEER Tt LDT Bk Lhanxs - ER
FHBIEGRVEERIZEAS PMA ~ 510(k) EREFTRYER
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TRERAE © BB RAEARIRIR - BEEREERIIR
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RIBEMERNER - 1584 LDT TREREILRRS
B E B SR e LRI MR AR -
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FDA EEBEARELURMIAST » WHGAMR
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WMAHEHE) - TEBE B KEM BRI AR
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v BUREAARRA A L RERIRERE LDT B ETEX
AR B BERARE - HINEREERAMAZ
AIFERZER EAE R E D TMERIRFERY - BB CAE5I A8
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review)
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FREBREMTE K - HHINEL "THFMECERE KR,
WIRIINFE LDT 7  FDA #8{5 @ 1£)%8 FDA RufEELA
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EBE - BRRE S B REE RN EIE - RFFtA
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TEIRRIE , MR HEMWREEREE BRI
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%E FDA BEIEREMREELERMEKX
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