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R X — N TR E FDA 34X, B RAR A,
H LB BNEIEZFHZX AN EH.

I RBME:

LuSys SKEG= /AT ZE COVID-19 HrRW (8
/HER) FCOVID-19 IgG/IeM ffAMik, RERE
M3 R3IR1F FDA ROIRAX, (8 BAFOHEAE-2022. 3. 16,
LuSys SLEG = COVID-19 $T 5K A B4 F S R
FEARRERNEK B SARS-CoV-2 mEMNMRATRENE
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MmE. MEFHMBAEFER, REANRERGERXS
SARS-CoV-2 (S COVID-19 Myfw%s) RS /= 4 A9 FLIA,
FR\RILH AR . UMY A T2Ms
HEBRIEBNME COVID-19 Bk LuSys KRG F AR D
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FERSHRF) 2 MES =45 F R (BAsH

MRESR) . EFAFR, EEFITRTYE. 5
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FDA #t&, SJAFUIF. EEFERRF AU F SRR

HFARAIEFIHRAR, ZRENERTEXEHATE

HEFALEHNANRRETEANEAERERF.

FDA BEEHEBENETRSERMEE, ~EER
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e (ERRR EABER G MERF SRS (B

THITHFAR, TR THEHEARE S INE

BRBRE AR, W “WE” ) RBER RIS
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EAREMNH, MEREHERTFAFEAMEENE
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X B A RERHEENEIL

OEE T & Renuvion/J-Plasma E{F{IEREILTF
ARHEERARYE FDA fitESHEAEFER . iR #EX
REEF A F{FEH Renuvion/J-Plasma T[fES S
BPEN. BENBRETHAREMS.

O RNE B {FF Renuvion/J-Plasma HEHTER
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o SRR AL T o M X R R F ARG
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TEEREBKRFAP{FEH Renuvion/ J-Plasma
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EHLEASSHAUGRE, EELEAT, AR
EHFEEEERIPERT.
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ka& CPAP, BiPAP FIFFIRANARIAYE W al@, B
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X e 8 2 ] s e 9 AR S A B EIR & RO XUBS:
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fh hE F\F] fib) M EE LM JAS7 B KB a) L 2R & )
Swanga BRF: VIESELSEE iR
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CHLDR BRM f Rl FESE SRR HITTEZRMRK, %
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DYNDSB AT RHE—LHIETT REA 3T 39, A ARS
CHLDR " R FFFE R A Lo~ £ 3 B
E#HEZME, BIIFR
I 2] OEM FYERSMES
4) FDA/CDRH #iEEMEEEEFRIR
RRAE B :
http://www. accessdata. fda. gov/scripts/cdrh/
cfdocs/cfRL/rl. cfm
ZEIRESEENIMIERE L2 N ET R
B,
PAGE A -
&R . % | Cardinal | BMKAT 2 HFHHHNRER http://www. accessdata. fda. gov/scripts/cdrh/
& . B | Health, B, BRBEEEHES cfdocs/cfRL/rl. cfm
A Inc. (OEM) BRFTREUE L AH . 3% XE—NTERNEEMIMNEVAGEIRE, XL
Y IERIIE 4R OEM BFTHY MNEETRMATIE. &, FE 86 4%
3 RE#H®T 150 5, FE L, WHEXESHE. E ZEEESAEHN—
S BREEFFSNIRDBE, R
384500 ERXERRANERZ AABREMY:
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https://www.fda.gov/medical-devices/general-hos
pital-devices-and-supplies/medical-device-conne
ctors
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Ms&ENER.

MAUDE (#%13& @ F0 A P iR e skt A 18 )
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs
/cfMAUDE/search.CFM

VAUDE HIER TS K EFF M REMHRE .
EEIEE 6 BLURFE BRIRE

1993 &, APFRIERER 1991 Fi2, MHEBRE
B 1993 i, HIERiRE R 1996 £ 8 Ak,

Bfr st R £ MM
http://www.fda.gov/medicaldevices/safety/default.
htm
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