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OVEROL-KD-YY2013
OVEROL DE PROTECCION MEDICA DESECHABLE

Numero de parte: OVEROL-KD-YY2013
Descripcion: OVEROL DE PROTECCION
MEDICA DESECHABLE

Equipo de Proteccion Personal (EPP) que reduce el riesgo
potencial de contaminacion de médicos, enfermeras y
personal técnico en el trato cercano con pacientes
especialmente de enfermedades contagiosas.

Fabricante: GUANGDONG KAIDI GARMENTS CO., LTD
Color: Blanco

Areas de uso: Personal de instituciones médicas,
laboratorios de analisis y farmacéuticos. Puestos de
control y en general zonas de alto riesgo

e Ligero y transpirable para una mayor
comodidad.

e Protege de aerosoles y polvos toéxicos,
peligrosos y biolégicos

e Repelente al agua y salpicaduras de liquidos
como sangre, fluidos corporales vy
productos quimicos.

e Banda elastica de nylon, en cintura y
mufecas para un mayor confort.

e Fabricado con tela de materiales polimeros
no tejidos, grado médico, que ofrece
proteccion a ciertos contaminantes
biolégicos.

e Costuras selladas que proporcionan una
mayor proteccion.

e De conformidad con estandares como:
EN14126:2003+AC:204 & GB 19082-2009

A Electrénica

{Qué vamos a innovar hoy?
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k TR Certificate Number: HW20200315009S
Personal protective equipment (EU)2016/425
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Certificate Of Compliance

g

Applicant . GUANGDONG KAIDI GARMENTS CO., LTD

Shenxiyang Industrial Zone, Fengshan street, Heping town,
Chaoyang , Shantou, Guangdong, China

Manufacturer ~ . GUANGDONG KAIDI GARMENTS CO., LTD
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e Shenxiyang Industrial Zone, Fengshan street; Hegmg town,

Chaoyang , Shantou, Guangdong, ‘
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Product . Disposable Medical Protecjiwe!@ﬁt gx X
Model . KD-YY2012Y A /( 3 5
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The submitted ‘ELPdUCtS have been tested by us wi &hgfw@g__staﬂdard(s) and found to
be in T)mplia ce with the listed European Directives. : :
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The test results ly tOGe particular sample tested and to the specific tests carried
and documentation are at the Holder’s disposal.
This certificate applies specifically to the sample investigated in our test reference number
only. The CE markings as shown below can be affixed on the product after preparation of
necessary technical documentation. Other relevant Directives have to be observed.
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Date: March 15, 2020

Shenzhen Huawin Testing Certification Co., Ltd.
Add: 7F, Building A, Shenye U Center, No. 743, Zhoushi Road, Bao’an District, Shenzhen, China
$ Http://www.huawinlab.com  E-mail: info@huawinlab.com
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GUANGDONG KAIDI GARMENTS CO., LTD

Shenxiyang Industrial Zone, Fengshan street, Heping town, Chaoyang ,
Shantou, Guangdong, China

Has Completed With The U.S. Food And Drug Administration Pursuant To 21
CFR Part 807: Establishment Registration And Device Listing

Device Listing Code No. Device Name
D374965 OEA Non-surgical isolation gown
D374964 KHA MASK, SCAVENGING

Huawin will confirm that such registration remains effective upon request
and presentation of this certificate until the end of thecalendar year stated
above, unless said registration is terminated dafter issuance of this certificate.
Huawin makes no other representations.orwarranties, nor does this
certificate make sole benefit it is issued. This certificate does not denote

endorsement or approval of the certificate-holder's device or establishment
by the U.S. Food and Drug Administration. Huawin assumes no liability to
any person or.entity in connection with the foregoing.

The U.S. Food and Drug Administration does not issue a certificate of
registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration. Huawin is not affiliated with the U.S. Food and
Drug Administration.

FDA

AE BriR Ak

- Date: March 1

Shenzhen Huawin Testing Certificaton Co., Ltd.
Add: 7F, U Center, No.743, Zhoushi Road, Bao'an, Shenzhen, China
Http://www.huawinlab.com  E-mail: info@huawinlab.com




