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Certificado de exportacion de
Productos Sanitarios de Diagnostico In Vitro

Carmen Ruiz-Villar Fernandez-Bravo

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

Export Certificate
In Vitro Diagnostics Medical Devices

LA JEFE DEL DEPARTAMENTO DE PRODUCTOS SANITARIOS

AGENCIA ESPANOLA DE MEDICAMENTOS Y
PRODUCTOS SANITARIOS (AEMPS)

CERTIFICA: Que en base a las declaraciones y/o
certificados aportados:

La empresa CMC Medical Devices & Drugs S.L., con
sede en C/ Horacio Lengo, 18., 29006 - Malaga
(MALAGA), ESPANA, es Representante Autorizado
en la Union Europea del fabricante Getein Biotech,
Inc., con sede en No.9 Bofu Road, Luhe District,
211505, Nanjing, REPUBLICA POPULAR CHINA,
de los productos relacionados en el Anexo 1.

Los productos relacionados en el Anexo I, disponen de
marcado CE de acuerdo a lo previsto en el Real
Decreto 1662/2000 de 29 de septiembre, transposicion
a la legislacion nacional de la Directiva 98/79/CE del
Parlamento Europeo y del Consejo de 27 de octubre de
1998 sobre productos sanitarios para diagnostico in
vitro y se acogen al articulo 110 del Reglamento (UE)
2017/746 de Productos Sanitarios para diagndstico in
vitro, modificado por el Reglamento (UE) 2024/1860
del Parlamento Europeo y del Consejo de 13 de junio
de 2024, lo que permite su comercializacion en Espafia
y en el resto de paises de la Unidn Europea, no
existiendo trabas para su exportacion.

Ha realizado la notificacion al Registro de responsables
de la comercializaciéon de los citados productos de
acuerdo a lo previsto en el articulo 10 de la Directiva
98/79/CE.

THE SPANISH AGENCY OF MEDICINES AND
MEDICAL DEVICES (AEMPS)

CERTIFIES: On the basis of the declarations and/or
certificates provided:

The company CMC Medical Devices & Drugs S.L.,
based in C/ Horacio Lengo, 18., 29006 - Malaga
(MALAGA), SPAIN, is the Authorised Representative
in the European Union of the manufacturer Getein
Biotech, Inc., based in No.9 Bofu Road, Luhe District,
211505, Nanjing, PEOPLE'S REPUBLIC OF CHINA,
of the products listed in Annex I.

The products listed in Annex I, have been affixed with
the CE mark under the Directive 98/79/EC of the
European Parliament and of the Council of 27 October
1998, on in vitro diagnostic medical devices and the
Royal Decree 1662/2000 of 29 September,
transposition to the Spanish legislation and in
accordance with article 110 of Regulation (UE)
2017/746 of In Vitro Medical Devices, modified by
Regulation (EU) 2024/1860 of the European Parliament
and of the Council of Junel3, 2024, therefore they can
be marketed in Spain and in the rest of the European
Union countries, without export restrictions.

Has submitted the notification to the Registration of
persons responsible for placing devices on the market,
according to article 10 of the Council Directive
98/79/EC.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la seds de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX

SORENG
DE ESPANA

MIMISTERK
DE SARIDAD “

Fgencia espafiois de
medicamaniss y
produsios sankisrios

Este certificado se expide en base a la documentacion
presentada por la empresa en el momento de su
emisién y no supone una autorizacién sanitaria de
comercializacion de los productos por parte de esta
Agencia,

Y para que conste y surta los efectos oportunos ante las

Autoridades Sanitarias de Vietnam, lo firmo en
Madrid.

Oepartamento

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

This certificate is issued on the basis of the
documentation provided by the company at the time of
its issuance and it should not be taken as an AEMPS
marketing authorization of the products.

Signed and issued as evidence thereof to be effective
with the Health Authorities of Vietnam, in Madrid.

agenf:ia espanola de
Mmedicamentos y
productos sanitarigs
de Productos Sanitarios

Fdo. Carmen Ruiz-Villar Fernandez-Bravo

2, MNISTERIO DE ASUNTOS EXTERIORES Y DE COOPERACION
; LEGALIZACIONES
Visto Bueno para legatizar la fimps e antecede por ser al
parecer, auténtica sin prejuzga lacidad del contenido
del documenta ni niteriar dectifin ave ueda darsele.

Madrid,

P. EL SUBSELRETARIO

Sergig/Yoldi Chaure
Jefefle Negociado

Dfia. Raquel Maria Manuel Garijo, Jefa de Seccion de la
Subdireccion General de Relaciones Internacionales vy
Publicaciones del Ministerio de Sanidad, reconoce como
auténtica
certificado electrénico del sello AEMPS (Agencia Espafiola
de Medicamentos y Productos Sanitarios) emitido por la
FNMT-RCM (Fabrica Nacional de Moneda y Timbre - Real
Casa de la Moneda), certificado conforme al Reglamento
910/2014, anexo HI, de la Unién Europea.

la firma de este documento mediante el

19 SEP. 2024

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

1 - ACE Reagent Kit (FAPGG Substrate Method)

2 - ADA Reagent Kit (POD Method)

3 - AFU Reagent KitCNPF Substrate Method

4 - ALB Reagent Kit (BCG Colorimetric Method)

5 - ALP Reagent Kit (NPP Substrate-AMP Buffer
Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan; Cl % REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan; é REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjin REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

Csv: 62E9PV24K7TZBQHZ3BZO
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N/REF: PS/CLV/EBL/1110/2024-CEX

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

6 - ALT Reagent Kit (Alanine Substrate Method)

7 - AMM Reagent kit (GLDH Kinetic method)

8 - AMY Reagent Kit (EPS Substrate Method)

9 - ApoAl Reagent Kit (Immunoturbidimetric
Method)

Empresa(s) / Company(s)

Domicilio social / Registered office
Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanj é % REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjin, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIé OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fecha de la firma: 16/09/2024

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

10 - ApoB Reagent Kit (Immunoturbidimetric
Method)

11 - ApoE Reagent Kit (Immunoturbidimetric
Method)

12 - ASO Reagent Kit (Immunoturbidimetric
Method)

13 - AST Reagent Kit (Asparaginic Acid Substrate
Method)

14 - Beta2-MG Reagent Kit (Immunoturbidimetric
Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX
ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

No.9 Bofu Road, Luhe District, 211505, Nal‘éiin% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
15 - Ca Reagent Kit (Arsenazo I Colorimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
16 - CCP Reagent Kit (Immunoturbidimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
17 - CG Reagent Kit (Immunoturbidimetric Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante auterizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
18 - CHE Reagent Kit (Butylthiocholine Kinetic Getein Biotech, Inc.
method)

No.9 Bofu Road, Luhe District, 211505, Nar(ljlm% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 62E9PV24K7TZBQHZ3B20
Fecha de la firma: 16/09/2024 s

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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soportecertps@aemps.es ;:!( g] g%% g‘z1 gg



Admin
Highlight

Admin
Highlight


MINSTERID
DESARDAD

f = = m

DEPARTAMENTO DE
PRODUCTOS SANITARIOS
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

19 - CK Reagent Kit (Phosphocreatine Substrate
method)

20 - CK-MB Reagent Kit (immunoinhibition
method)

21 - CK-MB Reagent kit (Immunoturbidimetric
Method)

22 - Cl Reagent Kit (Thiocyanate Colorimetric
Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargin%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:htips:/flocalizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX /

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

23 - Composite Calibrator serum

24 - Composite quality control serum

25 - CO2 Reagent Kit (PEPC Method)

26 - CRE-E Reagent Kit (Enzymatic Method)

27 - CRP Reagent Kit (Immunoturbidimetric
Method)

Empresa(s) / Company(s)

Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan'in%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIé OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nal(lgm%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

28 - CRP Reagent Kit (Latex-enhanced
Immunoturbidimetric Method)

29 - CSF Reagent Kit (Pyrogallol red Colorimetric
Method)

30 - CYS-C Reagent Kit (Latex-enhanced
Immunoturbidimetric Method)

31 - C3 Reagent Kit (Immunoturbidimetric Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

REPUBLICA

No.9 Bofu Road, Luhe District, 211505, Natgin%
OF CHINA

POPULAR CHINA / PEOPLE'S REPUBLI

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjin

. REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLI

OF CHINA
Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https.//localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

32 - C4 Reagent Kit (Immunoturbidimetric Method)

33 - DB Reagent Kit (Chemical Oxidation Method)

34 - D-Dimer Reagent Kit (Immunoturbidimetric
Method)

35 - D3-H Reagent Kit (Kinetic Method)

36 - Fe Reagent Kit (Ferrozine Chromogenic
Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

REPUBLICA

No.9 Bofu Road, Luhe District, 211505, Na.t(lgin%,
OF CHINA

POPULAR CHINA / PEOPLE'S REPUBLI

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargin%,
POPULAR CHINA / PEOPLE'S REPUBLIC O

REPUBLICA
CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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N/REF: PS/CLV/EBL/1110/2024-CEX

SONERNG
DE ESPANA

MRSTERK
DESARDAD

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN ¥ITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

37 - Fer Reagent kit (Immunoturbidimetric Method)

38 - FMN Reagent Kit (NBT Reductive Method)

39 - GA Reagent Kit (POD Method)

40 - GGT Reagent Kit (GCANA substrate Method)

41 - GLDH Reagent Kit (Kinetic Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

REPUBLICA

No.9 Bofu Road, Luhe District, 211505, Nan'in%,
d OF CHINA

POPULAR CHINA / PEOPLE'S REPUBLI
Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing,
POPULAR CHINA / PEOPLE'S REPUBLIé 0%

REPUBLICA
CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

42 - GLU-HK Reagent Kit (Hexokinase Enzymatic
Method)

43 - GLU-OX Reagent Kit-1 (GOD-POD Method)

44 - GLU-OX Reagent Kit-2 (GOD-POD Method)

45 - GPDA Reagent Kit (Enzyme Kinetic Method)

Empresa(s) / Company(s)

Domicilio social / Registered office

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nal(ljiin% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS})
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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N/REF: PS/CLV/EBL/1110/2024-CEX /
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN FITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

Fabricante / Manufacturer
46 - GR Reagent Kit (Glutathione Substrate Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
47 - HbA1lc Reagent Kit (Immunoturbidimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nalgin%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
48 - HBDH Reagent Kit (Kinetic Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer

49 - HCY Reagent Kit (Enzymatic Cycling Method)  Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
50 - HDL-C Reagent Kit (Direct Colorimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 62E9PV24K7TZBQHZ3B20
Fecha de la firma: 16/09/2024 s ]

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

51 - hs-CRP Reagent Kit (Immunoturbidimetric
Method)

52 - IgA Reagent Kit (Immunoturbidimetric
Method)

53 - IgG Reagent Kit (Immunoturbidimetric
Method)

54 - IgM Reagent Kit (Immunoturbidimetric
Method)

Empresa(s) / Company(s)

Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan 8 % REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan; é % REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjin REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC O ! CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)

Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:hitps://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO [N VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

Fabricante / Manufacturer

55 - K Reagent Kit (Enzymatic Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nalg'in%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
56 - LAC Reagent Kit (LO - POD Enzymatic- Getein Biotech, Inc.
Colorimetric Method)

No.9 Bofu Road, Luhe District, 211505, Naxgm% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
57 - LAP Reagent Kit (L-leucyl-nitroaniline Getein Biotech, Inc.
substrate Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizade / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

58 - LDH Reagent Kit (Lactate Substrate Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
59 - LDH1 Reagent Kit (L-P Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 62E9PV24K7TZBQHZ3B20
Fecha de la firma: 16/09/2024 ™

.
Puede comprobar la autenticidad del documento en la sede de la AEMPS:hftps:/localizador.aemps.es
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

60 - LDL-C Reagent Kit-1(Direct Method)

61 - LDL-C Reagent Kit-2(Direct Method)

62 - Lipid compound calibrator

63 - Lipid compound control

64 - Lp(a) Reagent Kit(Immunoturbidimetric
Method)

Empresa(s) / Company(s)

Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargin%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan'in%, REPUBLICA
POPULAR CHINA /PEOPLE'S REPUBLIé OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 62E9PV24K7TZBQHZ3B20
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PRODUCTOS SANITARIOS

N/REF: PS/CLV/EBL/1110/2024-CEX /

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX
ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO /N ¥ITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

65 - Lp-PLA2 Reagent Kit14-NPC Substrate Method Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nan'in% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLI(% OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
66 - LPS Reagent Kit (Enzyme Colorimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nalgm%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
67 - MALB Reagent Kit (Immunoturbidimetric Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

68 - MAO Reagent Kit (Colorimetric method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLI& OF CHINA

Representante autorizado / Autherised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https.//localizador.aemps.es
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N/REF: PS/CLV/EBL/1110/2024-CEX

SOBIERNG MINSTERKS
DE ESPARA DE

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

-

ANEXO I DEL CERTIFICADO N° 1110/2622-CEX

ANNEX 1 TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

69 - Mg Reagent Kit (Colorimetric Method)

70 - Myo Reagent kit (Immunoturbidimetric
Method)

71 - NA Reagent Kit (Enzymatic Method)

72 - NAG Reagent Kit (MNP-GLcNAc Substrate
Method)

73 - NEFA Reagent KitEnzymatic Colorimetric
Method

Empresa(s) / Company(s)

Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLI(% O% CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https.//localizador.aemps.es
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N/REF: PS/CLV/EBL/1110/2024-CEX

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX 1 TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN ¥ITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

74 - P Reagent Kit (Phosphomolybdate Method)

75 - PA Reagent Kit (Immunoturbidimetric Method)

76 - PGI Reagent Kit (Immunoturbidimetric
Method)

77 - PGII Reagent Kit (Immunoturbidimetric
Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Representante autorizadoe / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargm%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizade / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargm% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https./flocalizador.aemps.es
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN FITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

78 - RBP Reagent Kit (Immunoturbidimetric
Method)

79 - RF Reagent Kit (Immunoturbidimetric Method)

80 - SA Reagent KitEnzymatic Method

81 - Special Protein Control

82 - TB Reagent Kit (Chemical Oxidation Method)

Empresa(s) / Company(s)

Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

REPUBLICA

No.9 Bofu Road, Luhe District, 211505, Nar(lg'in,%,
OF CHINA

POPULAR CHINA / PEOPLE'S REPUBLI

Representante autorizado / Autherised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nargm%,
POPULAR CHINA / PEOPLE'S REPUBLIC O

REPUBLICA
CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211503, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
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PRODUCTOS SANITARIOS

N/REF: PS/CLV/EBL/1110/2024-CEX

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX 1 TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

83 - TBA Reagent KitEnzymatic Cycling Method Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

84 - TCH Reagent Kit-1CHOD-PAP Enzymatic- Getein Biotech, Inc.
Colorimetric Method

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

85 - TCH Reagent Kit-2CHOD-PAP Enzymatic- Getein Biotech, Inc.
Colorimetric Method

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
86 - TG Reagent Kit-1GPO-PAP Enzymatic- Getein Biotech, Inc.
Colorimetric Method

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 62E9PV24K7TZBQHZ3B20
Fecha de la firma: 16/09/2024 A 558
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ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX 1 TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

87 - TG Reagent Kit-2GPO-PAP Enzymatic-
Colorimetric Method

88 - TP Reagent Kit (Biuret Colorimetric Method)

89 - TRF Reagent kit (Immunoturbidimetric
Method)

90 - UA Reagent Kit-1 (Uricase Method)

91 - UA Reagent Kit-2 (Uricase Method)

Empresa(s) / Company(s)
Domicilio social / Registered office

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nar(.lijm%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Botu Road, Luhe District, 211505, Naléun%, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative

CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nalgin% REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo, 18, ESPANA / SPAIN

Fabricante / Manufacturer
Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 16/09/2024

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https:/flocalizador.aemps.es
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PRODUCTOS SANITARIOS

N/REF: PS/CLV/EBL/1110/2024-CEX

ANEXO I DEL CERTIFICADO N° 1110/2024-CEX

ANNEX I TO THE CERTIFICATE N° 1110/2024-CEX

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
92 - UIBC Reagent KitFerrozine Chromogenic Getein Biotech, Inc.
Method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
93 - Urea Reagent Kit-1(Urease-GLDH Kinetic Getein Biotech, Inc.
method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer
94 - Urea Reagent Kit-2(Urease-GLDH Kinetic Getein Biotech, Inc.
method)

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Fabricante / Manufacturer

95 - 5'-NT Reagent Kit (POD Method) Getein Biotech, Inc.

No.9 Bofu Road, Luhe District, 211505, Nanjing, REPUBLICA
POPULAR CHINA / PEOPLE'S REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
Horacio Lengo,18, ESPANA / SPAIN

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 62E9PV24K7TZBQHZ3B20

Fecha de la firma: 16/09/2024 & it
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