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CELLEX qSRAS-CoV-2 IgG/IgM Rapid Test

25 PRUEBAS/KIT

Cada kit incluye:

+ 25 cassettes de prueba

» 1 botella de diluyente de muestra
+ 25 Pipetas de transferencia

» Folleto de las instrucciones de uso



PROCEDIMIENTO DE PRUEBA

3 SENCILLOS PASOS

Results

. s
; ‘15-20'..

mins

PASO 1: Agregue 10 pL PASO 2: Agregue 2 gotas de diluyente de muestra  PASO 3: Lea los resultados en 15-20 minutos
de muestra (Que puede

ser suero, plasmao
sangre completa)
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RENDIMIENTO CLINICO

Se recolectaron un total de 378 muestras para esta prueba de evaluacion clinica,
de las cuales 128 confirmaron muestras positivas del hospital improvisado COVID-

19 y 250 muestras negativas recolectadas antes de septiembre de 2019.

qSARS-CoV-2 IgG/IgM Rapid Test

Prueba IgG+ IgG IgG+ IgG
clinica Sub
IgM+ IgM+ IgM- IgM-
Pos. 4 9 128
Estatus 45 ¢ 8
Clinico
Neg. 0 5 4 241 250
Subtotal 65 51 13 249 378
+ Tasa de coincidencia positiva = (95% CI:88.06-97.26%)
» Tasa de coincidencia negativa = (95%Cl: 92.26-97.78%)

* Tasa total de coincidencia =

MMIE
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RENDIMIENTO ANALITICO

Prueba de rendimiento analitico

Cellex qSARS-CoV-2 Rapid Test

i)

Tipos de muestra

Suero / Plasma / Sangre entera

Volumen de la muestra

10uL

Estabilidad de reactivos

Hasta 30 meses a 2-30 °C

Tiempo para resultados

15 minutos

Sensibilidad analitica: limite de deteccidén

1:60,000

Precision intra-lote

Referencias positivas y negativas probadas repetidamente por mas

de 10 pruebas, la tasa de concordancia es del 100%

Precision entre lotes

Referencias positivas y negativas probadas repetidamente por mas

de 10 pruebas, la tasa de concordancia es del 100%

Efecto Hook

i)

Los titulos de anticuerpos de hasta 1: 60,000 pueden no tener un
efecto hook
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3 CERTIFICACIONES

CERTIFICATE

No. Q5 18 02 03200 001
Holder of Certificate: Cellex, Inc.

Durham NC 277090002
UsA
Facility(ies): Cellex, Inc.
ol 76 TW Alexander Dr, Research Triangle Park,
Durham NC 27709-0002, USA

CELLEX BIOTECH (Suzhou) Co,, Ltd.
1F, North Black, 16 Building, 8 Jinfeng Road,
Suzhou New District, 215011 Suzhou,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:
TOV
SO

Scope of Certificate:  Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kit based on Lateral Flow
Chromatographic Immunoassay and In Vitro
Diagnostic Test Kit and Analyzer based on
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ssay,
Biochemiluminescence Assay(HBA)

Applied
Standard(s):

.y management systems
gulstory purposes

(150 13485 2016)
DINEN IS0 134852016

\oH certifies that the company mentioned
anagemont system, which meets the
requirements of the listed standard(s). See aiso notes overiea’.

The Certfication Body of TOV SUD Product Service
above has established and is maintaining a qual
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Certificado de Exportacion de

Productos Médicos

—* IS0 13485

EC-Registration Certificate ModPuth

Ho. RADD0 O3C Rev, 01

Manufacturer: Cellex, Inc.

78 TW Alexander Drive, Research Triangle Park
NC 27708.0002, USA

Product See Appendix A

ce

This is 1o centty Mat, in sccordance of he In Vo Disgnostic Medical Devicas Directive
SATHEC, ModPath GmbH agroes to pertorm ol dubes and responaiiites as the Authonzed

Category(ies)
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PEOPLE’S REPUBLIC OF CHINA
BS 77 BT i O 8 A B
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

AEH T FHAH LR 20200098
Certificate NO.: SSSYJXC20200098

FRAHK: AMR
Product(s): see attachment

WBEG: LM T
Vodel: see attachment

AP FRENEMAK FM) ARA T
Manufacturer: CELLEX BIOTECH (SUZHOU) C0., LTD.

AP VAR B RA RN WA X R 8 G 16 M
Address of manufacturer: 1F, North Black, 16 Building, 8 Jinfeng Road,
Suzhou New District, Jiangsu, P.R. China, 215011

EffBRY 0 & REEY: LKH

Exportation Registration certificate(s): see attachment

WAL LR 5 B AT EEFRlD,
This is to certify that the above products have been registered
to be manufactured and exported in China.

ERAMEME: 2022453422 H
This certification valid until:2022-3-22

i/ Sy
Remark: / ’
[ 200043 R 23 H
irzg‘ftiﬁﬁk’r’? V]
'g (2 u.s. FOOD & DRUG \\,_, .
- AOMINISTRATION
Acknowledgment Letter

372412020

M President and Principle Consultant
L —————

UNITED STATE:!

Dear

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has reccived your submission. This submission has been assigned the unique document

control number below. Al future correspondence regarding this submission should be identificd

prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you

believe the information identified below is incorrect. please notify the Program Operations Staff

at (301) 796-5640.

Submission Number: EUA:
Reeeived: 3/23/2020
Applicant: Cellex Inc
Device: SARS-CaV-2 IgG/IgM Rapid Test

We will notify you when the review of this document has been completed or if any additional
information s required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies. please refer to

hitp:/'www fda govMedicalDevi D V! dGr default htm

Sincerely yours,

Center for Devices and Radiological Health

U'S. Food & Drug Admansiration
10803 New Hampshire Avenue
Siiver Spring, MD 20993
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