AE#IEFDAY A + Tndependent Evaluations of COVID-19 Serological Tests] R— % —
iR LAAREICHRL-LDTY, BLLFH#EMICDOEELTEITRY 7 & YERETHER
< 1Z& LY, https://open.fda.gov/apis/device/covid19serology/

A0+ 7 4J)LR (COVID-19) M;EIERED MR
MFREX. FRIOTFTIALNADE S GREOBRPEICHENRE LTS L EITHHD
NADEHEEIZE>TIAIILRAZRETSHELDTY,
HREIOF VA IWAMBEREZEYIFERT H-0I2F, REREORHBEFNEERT S
CENEETY, FNKOFELS, BRE, EERFICLLLBVEHDOFH. BRI IR
FLANIVERBEADENS DWHET 2N EI NG E, BYILGRERAEZELIYRCHSTYH
BOODRRENEITONTNET,

BREME
SR T—4 : JLTV Y I KREELA VHARMICLSE=ZBHEIZLS5TA

EHHRE : 2020F1 AN LREET
EHEE  REEHR

MZREEF, REELH VHARANRET 2ERBAOARFAZE L2 —HNHEL TS,
JLTYYYELAVHERM (FNLCR). Eiit >4 —0mREEEFTH ST,
ERMRBECREREZART SEIL LU 22—, KREEFHEUOZI—TTAMWVLE
L/T:o

BEH > 7))L 30 (MmF)
EtEH > 7L 80 (InE & Mmig)

PHAE

COFMTHERAINY Y TINES VA LIZSEREINEZEDOTEHAEL, REh=EE (PPA
) EHEEE (NPA) O#TEHEIE. ChoDTRAMDEEDNI+—I U RERTEDTIE
BWGEELRHYET, BRELFEME. S (Hl. IgM. IgG. IgA. & UPanlg) 1Zxt
LTEAMFHEINELIZ, 612, BHORAZERNICAEST S5TX FTIE, BRELEFE
EEHEAEHOETRAELE L,

| TR ERBH

UTAT—2RAZEUARRBELH L TLVHI5E. FDARREEICI > THREON=T—4

RUE=ERBEOFET— 2 £HBL. LYbTEANBIET Y RIHENTHD & HII
LELze RADTRAMIBETA FOEZBEICEEHSNTILISEY .. SARS-CoV-212x7 %
HEOHJERET 5 LISANTHY . BALETR FOBENTENRN RS LY D
EESEHELTVWET, D TR MIEUA (RE2FERFA) OT. FDAIZK > THE

BEN. EUARTE LTHANTRETT,

(4. FOADR—LR—ICFEZEMBIC & SRREREZFDASE S RETHNENS
FARBFRSNTEYET)

EUARTTREX Y h—8 ((L/ 90 MNEADHEE)

F v k4 : Biohit Healthcare (Hefei) Co., Ltd. SARS-CoV-2 IgM/IgG Antibody Test Kit
& yE 5T : Biohit Healthcare (Hefei) Co., Ltd.


https://open.fda.gov/apis/device/covid19serology/

T/31 X : SARS-CoV-2 IgM/IgG Antibody Test Kit

EHEHB : 2020-05-28

A bF2/\—: SA200301

AT—H R AR

ETRZN NI =T RBIFE | tEaesTE 95%{ERE X A
IgM RE 96.7%(29/30) (83.3%;99.4%)
IgM SEM 95.0%(76/80) (87.8%;98.0%)
IgG RLFE 96.7%(29/30) (83.3%;99.4%)
IgG BEH% 95.0%(76/80) (87.8%;98.0%)
wa R 96.7%(29/30) (83.3%;99.4%)
) RN 95.0%(76/80) (87.8%;98.0%)
wa ARES%IZE TS |50.4% (26.4%;72.3%)
B — R
wa BRES%IZETD | 99.8% (99.0%;100%)
P2 — B E

NCI’'s Independent Evaluation Report

Data File

# v k4 : Hangzhou Laihe Biotech Co., Ltd. Novel Coronavirus (2019-nCoV) IgM/IgG
Antibody Combo Test Kit (Colloidal Gold)

&5& 5 : Hangzhou Laihe Biotech Co., Ltd.
T /34 X : Novel Coronavirus (2019-nCoV) IgM/IgG Antibody Combo Test Kit (Colloidal

Gold)
EHEH : 2020-06-10

8w kF2/\—: 2005037

AT—R R A&

ik

NT+—T O REIE

PEREST A

95% = %8 X

IgM R 96.7%(29/30) (83.3%;99.4%)
IgM BEM% 100%(80/80) (95.4%;100%)
IgG R 100%(30/30) (88.7%;100%)
IgG BEM 98.8%(79/80) (93.3%:99.8%)



https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3260-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3260-a001.csv

e *E 100%(30/30) (88.7%;100%)

wa FREM 98.8%(79/80) (93.3%99.8%)

wa BARES%ICETS | 81.4% (41.4%;96.3%)
f5 1% —EE

e BRFES%IZHETSH | 100% (99.4%;100%)
PE1E—ER

NCI’'s Independent Evaluation Report

Data File

F v k4 : Hangzhou Biotest Biotech, Co., Ltd. Covid-19 IgG/IgM Rapid Test Cassette

&l5& 5t - Hangzhou Biotest Biotech, Co., Ltd.

T34 X : Covid-19 IgG/IgM Rapid Test Cassette

EHEH : 2020-04-27

Bw kF 23— COV20030071

ART—R R KB

ik NI+ — D RBIE | MEREETE 95% {538 X
IgM R 100%(30/30) (88.7%;100%)
IgM BEM% 100%(80/80) (95.4%;100%)
19G REE 93.3%(28/30) (78.7%;98.2%)
IgG BE% 100%(80/80) (95,4%;100%)
e R 100%(30/30) (88.7%;100%)
we HEME 100%(80/80) (95.4%;100%)
we HRES%IZHETS | 100% (50.4%;100%)
f& 14— B
wa BRBS%IZHTD | 100% (99.4%;100%)
P2 — B

NCI’s Independent Evaluation Report

Data File

* v 4 : Healgen COVID-19 IgG/IgM Rapid Test Cassette

E5T : Healgen



https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3291-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3291-a001.csv
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3252-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3252-a001.csv

T/34 X : COVID-19 IgG/IgM Rapid Test Cassette

EiER : 2020-04-21

Oy kF2/\—: 2003292

AT—H R AR

TR NI A—T RBE | MaesHE 95% (S EXE
IgM R 100%(30/30) (88.7%;100%)
IgM BEM 100%(80/80) (95.4%;100%)
IgG R 96.7%(29/30) (83.3%:99.4%)
IgG BEM% 97.5%(78/80) (91.3%:99.3%)
EE R 100%(30/30) (88.7%;100%)
) YR 97.5%(78/80) (91.3%:99.3%)
e BRE5%ZH1TD | 67.8% (34.9%:88.3%)
S — B E
w®a BRE5%IZHTD | 100% (99.4%;100%)
P4 — B R

NCI’s Independent Evaluation Report

Data File

F v 4 : Assure Tech. (Hangzhou) Co., Ltd. FaStep Rapid Diagnostic Test Coronavirus

Disease 2019/ (COVID-2019) IgG/IgM Rapid Test
&3E5T : Assure Tech. (Hangzhou) Co., Ltd.
T /34 X : FaStep Rapid Diagnostic Test Coronavirus Disease 2019/ (COVID-2019)

IgG/IgM Rapid Test
=B : 2020-06-10

Ay kF2/\—: 2003183

AT—R X &R

TR NTF—T D RAIFE | MeesT 95%{ERE X A

IgM R 100%(30/30) (88.7%;100%)
IgM BEM 98.8%(79/80) (93.3%;99.8%)
I9G AR 90.0%(27/30) (74.4%:96.5%)
I9G BEM 100%(80/80) (95.4%;100%)



https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3247-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3247-a001.csv

e E 100%(30/30) (88.7%;100%)

wa FREM 98.8%(79/80) (93.3%99.8%)

wa ARESRICEITS | 81.4% (41.1%;96.3%)
It —

e BRFES5%IZHEITS | 100% (99.4%;100%)
pate—

NCI’'s Independent Evaluation Report

Data File



https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3289-a001.pdf
https://www.accessdata.fda.gov/cdrh_docs/presentations/maf/maf3289-a001.csv

