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VENTA DE PRODUCTOS
AL POR MAYOR...

HANGZHOU - DEANGEL

TEST RAPIDO (N°55, MINSAL)

PORCENTAJE EFECTIVIDAD:

El resultado de la deteccion del anticuerpo IgG:
sensibilidad 100.00%, especificidad 98.89%, precision
99,17 %.

El resultado de la deteccion del anticuerpo IgM:
sensibilidad 90.00%, especificidad 97.78%, precision
95,83 %.

Solicita cotizacion llamando al +569 9079 8317 / leopoldo.ramirez@tucuerposiente.cl

Listado de test rapido para deteccion de anticuerpos CoVID-19 de la Autondades Reguladoras
Nacionales pertenecientes al Foro Internacional de Reguladores de Dispositives Médicos

EL Institute de Saled Pablica de Chile (5P informa ef listado de kit de anticeerpos 120 & IgM
que se encuentran reportados en los sitkos web oficiales de autondades reguladoras de alta vigilancia
sanitaria en dispositives madicos, como son algunas de las agentias que forman parte del Foro
Internacional de Reguladores de Dispositivos Médicos (IMDRF, por sws siglas en wglés), como La FDA de
Estados Umdos, TGA de Australia, HSA de Singapur, ANVISA de Brasil, HEALTH CANADA de Canada, PMDA
de lapon y MFDS de Corea del Sur.

Cabe senalar que la aprobacion oloigada por las aulondades repuladoras corresponde a una
autorizackon de uso de emergencia de estos best
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Actualmente la Organizacion Mundial de la Salod (OMS) recomienda la mglementacion del protocolo
de deteccion molecular para 2019-nCoV. RT-PCR en tiompo real y seiada una sene de limitaciones del uso de
test de detecclon de anticuerpos [gM e 126, por lo que no son comsiderados como un test apropiado para la
confirmacien o diagnostico de cases de SARS-CoV-2 La detecOwn de anticuerpos IgM e 126 pueden apoyar
en nvestigacicnes epidermilogicas, estudios de brotes o estudos de serpprevalencia
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Hangzhou Deangel Biological Engineering Co.,Ltd

EC Dec!araﬁ&ﬁ of_’_Conformity

DoC #: QU203

Legal Manufacturer: Hangzhou Deangel Biological Engineering Co., Lid

Legal Manufacturer's Address: Jinxing Cun, Yuhang Community, Yuhang District

(Future Sci-Tech City), Hangzhou, Zhejiang P, R. China

EC Representative’s Nama: Wallkang Ltd

EC Representative's Address: 16 Castle St, Dover, CT16 1PW, UK

Daclares, that the product
Product Mame and Model{s):

COVID-19 lgGaigM Rapid Test Devica (WB/S/P) CoviD-18-D02

islare in conformity with the relevant provisions and requirements of Directive
88/T9/EC of the European Parliament and of the Council on In-Vitro Diagnostic
Medical Devices.

standards, EN 23640-2015 EN 13640:2002
Applied EN 98802016 EN 13641:2002
EN IS0 14971:2019 EN IS0 18113-1 2011
EN 13612:2002 EN ISO 18113-4 2011

This self-declaration is according to Annex Il (axcluding Section 6) of the Directive,

I, the undersigned, hereby declare that the medical dayicss specified above conform with the Directive
S&/TI'EC on in vitro diagnostic medical devices and‘partinent essantial requirements with sole

responsibity

Date Signed: 2030, 7" /';1

(v
Ying Yu ,{%{y}g

Genaral Manager

Hangzhou Deangel Biological Engineering Co. Lid
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Medicines & Healthcare products '-E:'-:'.i: MH RA

Regulatory Agency
MHRA

10 South Colonnade
Canary Wharf
Landon

Ei4 4PL)

United Kingdam

Cur Ref:IVDOOOT13

D Edward Wang
Wellkang Ltd

16 Castle Streel
Dover

Kent

CT16 1PW
Linited Kingdom

28 April 2020
Dear Dr Wang

IMVITRO DIAGNDOSTIC MEDICAL DEVICES REGULATIONS 2002: REGULATION 44
Registration of manufacturers of In-Vitro Diagrnostic Medical Devices

and devices for Perfformance Evaluation

Thank you for informing the Competent Authority of the details of Manufacturers Name:- Hangzhou Deangel
Biclogical Engineering Co., Lid. located at Manufacturers Address:- Jinxing Cun, Yuhang Community,
Yuhang District {(Future Sci-Tech City), Hangzhou, Zhejiang, China 311121 for whom you are acting as the
authorised representative and for supplying the medical device information.

Your reqgistration has been recorded based on your declaration that you have determined that the
device(s) fall within the definition of “in vitro diagnostic medical device™, and that you have classified
itithem correctly considering the intended purpose(s) and mode{s) of action. In accepting your
registration, | should make clear that the Competent Authority does not examine each individual
notification and therefore cannot and does not necessarily endorse these determinations.

Please note this letter does not represent any form of acereditation, certifcation or approval by the UK
Competent Authortys

If you stop placing devices on the market or if you are not complying with the Regulations you should
inform us as required by the Regulations. You should be aware that it is an offence to place on the
market CE marked devices that do not comply with the Regulations.

The information you provided has been recorded against the reference number shown at the top of this letter,
which we ask you to quote in all future correspondence and communications.

Please inform us of any of the following changes:;

« the company information

« addibional generic groups of dewvices o, for Annex || or Self-Test devices, additional devices

« dizcontinuation of a generic group of devices ar, for Anmex Il or Self-Test devices, discontinuation of
devices

You should submet your change of registration via DORS with the required statutory fee, which should be
accompanied with the information when it is supplied, {the fee is payable for each record notified, and you may
place multiple changes on one recond).

Thank you for registering the following genenc groups of devices
1. Part §: IVDs which are not Annex Il and not self-test devices
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EH&E:  FhAzy WARE 20200190 &
ertificate NO.: WHiHi&Z5WARM 20200190 &

AR FAM KA AE (RIReE), WHE (£ 1 1)
roduct (s): COVID-19 IgG/IgM Rapid Test Device (WB/S/P), See Attachment
1 Page )

RS WA (3£ 1 /)
odel: See Attachment ( 1 Page )

“RIEMBREREILES: /

egistration certificate(s): /

A MMNEZTER TRARAE

anufacturer: Hangzhou Deangel Biological Engineering Co., Ltd.

=N ER: FNARERAESEAR
ddress of manufacturer: Jinxing Industry Zone,Yuhang Community, Yuhang
istrict, Hangzhou

R IMRERFES: WA MARAE ¥ 20120078 5
anufacturing License (s): HAZ5 WA 4T 20120078 &5

FUEWA LR BT EEM, MAZNFEFTE. 7R H A ZRE.

his is to certify that the above product(s) are not registered in
hina and not distributed on the Chinese market. The exportation of the
roduct (s) is not restricted.

FAABE B E: 20224 01 f 27 H
his certification valid until: 2022/01/27
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