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EC Declaration of Conformity

Manufacturer: Whose Authorized Representative:

Name: Biobase Biodustry (Shandong) Co.,Ltd Name: Lotus NL B.V.

Address: Biobase Biodustry Park, Crossing of East Jingshi Road Address: Koningin Julianaplein 10,1e Verd,
and Mingbu Road, Mingshui Economic Development 2595AA, The Hague, Netherlands.

Zone, Zhanggqiu,Jinan,Shandong province, China. 250000

. . E-mail: peter@lotusnl.com
Web site: www.biobase.cn

We, the manufacturer, here with declare that the product(s)

<
AN

Product Name Disposable Virus Sampling Tube Model [, I, 1 ‘ w:
>3

Used for the collection, preservation, and transportation of human respiratory tract virus 5l

Intended Use [ B
samples. | &3
e
Classification Others 'Z
3

Conformity Assessment Route: IVDD98/79/EC Annex III.

Applicable Standards:

ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002
1SO 14971:2019 EN 13641:2002 150 23640:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011

C€

We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s the

provisions of the Directive 98/79/EC of the European Parliament and of the Council on In-Vitro Diagnostic

Medical Devices. : ;;:4 )
We agree to develop,implement and maintain a documented post-production monitoring process. Z
ATV LN, ::%
g %,

Name of General Manager /%% Gion, ('[‘\\ f‘%

X =\ 2%
Signature - V‘, g\L ¢ :&é_
i ’ \ ‘. "f‘:

Date Vudo, 9. 2/ @; =2
\ Do Gk, 7 1z

RO L | SR

Seal (Manufacturer) Bubase Bioclistry (Sinchng) Co..Lid ||




s de CONCEDE A BIOSEGURIDAD CHILE LTDA, N° DE

)f’“ Sabd Piblica
(RS s it

INSCRIPCION EDM 549/21, COMO ESTABLECIMIENTO
IMPORTADOR Y DISTRIBUIDOR DE DISPOSITIVOS

MEDICOS.
Departae DID
MCL/MGR/CRS/Lps
Ref.N° 2.655/21
RESOLUCION EXENTAN® __ o ——— /

i 1865 25042021

VISTO ESTOS ANTECEDENTES: El Formulario ANDID/004 de Solicitud de Inscripcion de Empresa Importadora y
Distribuidora de Dispositivos Médicos y los antecedentes presentados por Bioseguridad Chile Ltda.

TENIENDO PRESENTE: las facultades que confiere el Decreto Ley N° 2.763 de 1979, el Decreto Supremo N° 1.222
de 1996, todos del Ministerio de Salud, y en uso de las facultades delegadas por la Resolucion Exenta N° 191de5
de febrero de 2021, del Instituto de Salud Pablica de Chile, dicto la siguiente:

R ESOLUTCI ON

INSCRIBASE bajo el Nimero EDM 549/21, en el Sistema Nacional de Establecimientos como IMPORTADOR Y
DISTRIBUIDOR de dispositivos médicos, a la persona natural o juridica que a continuacién se indica:

Nombre Razon Social : BIOSEGURIDAD CHILE LTDA.

Nombre de Fantasia sBSC

RUT . 76.066.561-4.

Representante Legal . RICARDO ANDRES ANDAUR SAEZ.

Direccion . AV. SANTA ISABEL 1292, PROVIDENCIA, SANTIAGO.

El presente documento no constituye una autorizacidon del establecimiento ni registro sanitario de sus
productos en el Instituto de Salud Pablica de Chile. La calidad, seguridad y efectividad de los dispositivos
médicos que la empresa comercializa, es de exclusiva responsabilidad del fabricante legal, importador y
distribuidor.

Distribucion:
- Interesado
- Gestion de Tramites (2)
(28/04/20- ANDID 63/21)

Avenida Marathon N° 1000, Nufioa — Casilla 48 — Teléfono 25755100 - Santiago, Chile — www.ispch.cl -

Pagnalde 1
Ref N° 2.655/21
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QUALITY MANAGEMENT
SYSTEM

CERTIFICATE

Certification No. : HXC18921Q20254R0M

Awarded to

Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhanggiu District,Jinan City. Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhanggiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Min gbu Road),
No.2 Qinghe street, Zhangqiu District, Jinan City,Standard Plant No, 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province

Zip Code: 250200

The Quality Management System of the above
organization has been assessed and Found to be in accordance with
the requirements of the standard:

GB/T 19001-2016 / ISO 9001:2015

Scope of this management Certification

R&D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA® s website: www cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.

() Aeas

LS EIAIE

Date of Issue:5 Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024

Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City, Chﬁa 0-57 4?5?7 7
0.
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Certification No. : HXC18921YLOO8S8ROM

Awarded to
Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhangqiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road),
No.2 Qinghe street, Zhanggiu District, Jinan City,Standard Plant No. 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province
Zip Code: 250200
The Medical Devices Quality Management Systems of the above
Organization has been assessed and Found to be in accordance with
the requirements of the standard:

1SO 13485:2016

Scope of this management Certification
R& D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA' s website: www.cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.

LSEAE

Date of Issue:b Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024
Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City,China 010-57146599




Certificado CL21/819943354

El sistema de gestion de

BIOSEGURIDAD CHILE LIMITADA

Crescente Errazuriz 1785, Nufioa, Santiago, Region Metropolitana, Chile

ha sido evaluado y certificado que cumple con los requisitos de

1SO 9001:2015

Para las siguientes actividades
Servicios de Laboratorio que incluye el transporte de muestras bioldgicas hacia laboratorios, y la trazabilidad en el transporte de
dichas muestras biolégicas.

Este certificado es valido desde 24 de Octubre de 2022 hasta 20 de Octubre de 2024 y su validez esta sujeta al resultado satisfactorio de las
auditorias de seguimiento. T
Registro Nro. SC 002 ©

Registro Nacional Nro. 12682

Edicion 2. Certificada desde 21 de octubre de 2021

Autorizado por
Mario Ferrari

SGS Certificacion SpA.
Puerto Madero 130, Pudahuel, Santiago, Chile
t+ 56 228989500 - www.sgs.com

DE ACREDITACION

INN - CHILE

Este documento es un certificado electronico auténtico para el uso comercial del Cliente Unicamente. Esta permitida la version impresa del certificado electronico y se considerara como una
copia. Este documento es emitido por la Compafiia sujeto a las Condiciones Generales de SGS de los servicios de certificacion disponibles en los téminos y condiciones | SGS. Se prestara
especial atencion sobre las cléausulas de limitacion de responsabilidad, indemnizacion y jurisdiccion que contiene. Este documento esté protegido por derechos de autor y cualquier alteracion,
falsificacion o modificacion no autorizada de su contenido o apariencia es ilegal.
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