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L
Declaration of Conformity

according to Directive 98/79/EC, on in vitro diagnostic medical devices( €

Maker Getein Biotech, Inc.
(Name, Address) No: 9 Bofu Road, Luhe District, Nanjing, 211505, China
Authorized

Representative
(Name, Address)

Lotus Global Co., Ltd
15 Alexandra Road, London UK, NW8 0DP
LY

Medical device

Cardiac Troponin | Fast Test Kit

Description

FIAB000 Quantitative Immunoassay Analyzer

One Step Test for NT-proBNP (Colloidal Gold)

One Step Test for NT-proBNP/cTnl (Colloidal Gold)
One Step Test for CK-MB/cTnl/Myo (Colloidal Gold)
One Step Test for hs-CRP+CRP (Colloidal Gold)
One Step Test for D-Dimer (Colloidal Gold)

One Step Test for PCT (Colloidal Gold)

One Step Test for B2-MG (Colloidal Gold)

One Step Test for mAlb (Colloidal Gold)

One Step Test for NGAL (Colloidal Gold)

One Step Test for CysC (Colloidal Gold)

One Step Test for HCG+B (Colloidal Gold)
One Step Test for CK-MB/cTnl (Colloidal Gold)
One Step Test for CK-MB (Colloidal Gold)

One Step Test for HbA1c (Colloidal Gold)

One Step Test for TSH (Colloidal Gold)

One Step Test for TSH/T3/T4 (Colloidal Gold)

Classification of products according to directive

Others

Batch/serial No. type, production term (if applicable)

Applicable
coordination
standards:

EN ISO 18113-2:2011 EN ISO 18113-3:2011

EN-IEC 61326-2-2:2013

EN ISO 14971:2012 ENISO 23640:2015  EN ISO 13485:2016
EN 880:2008 EN 13612:2002 EN 18S015223-1:2012
EN-ISO 18113-2:2011 EN 1041:2008 EN ISO 18113-1:2011

EN-IEC 61326-1:2013 EN-IEC 61010-1:2010 [EC 61010-2-101:2015

Signatory representative declares herein the above mentioned device meets the basic requirements of the
European Parliament and the Council's in vitro diagnostic medical devices directive: 98/79/EC Annex l1.
This declaration of conformity is based on European Parliament and the Council's 98/79/EC directive Annex
lll. The compiled technical file and quality system document according to 98/79/EC directive Annex Ill are

hanghai) Co., Ltd.

testified and the quality system certificate has issued by TUV'Rheinland (§
General Manager: -

Enben Su

Wowig s b fors. z0tb

(place and date of issue)

Skt (name ﬁ signature or equivalent

Digitally signed by Monastirschii Viorica g

Date: 2020.11.09 12:07:03 EET
Reason: MoldSign Signature
Location: Moldova

marking of authorized person)




Declaration of Conformity c €

c € according to Directive 98/79/EC, on in vitro diagnostic medical devices

Maker
(Name, Address)

Getein Biotech, Inc.
No. 9 Bofu Road, Luhe District, Nanjing, 211505, China

Authorized
Representative
(Name, Address)

LotusNL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.

Medical device

FIA8000 Quantitative Immunoassay Analyzer

FIAB600 Quantitative Immunoassay Analyzer

Cardiac Troponin | Fast Test Kit

One Step Test for cTnl (Colloidal Gold)

¢Tnl Rapid Test (Colloidal Gold Assay)

One Step Test for NT-proBNP (Colloidal Gold)

One Step Test for NT-proBNP/cTnl (Colloidal Gold)

One Step Test for CK-MB/cTni/Myo (Colloidal Gold)

One Step Test for hs-CRP+CRP (Colloidal Gold)

One Step Test for D-Dimer (Colloidal Gold)

One Step Test for PCT (Colloidal Gold)

One Step Test for B2-MG (Colloidal Gold)

One Step Test for mAIb (Colloidal Gold)

One Step Test for NGAL (Colloidal Gold)

One Step Test for CysC (Colloidal Gold)

One Step Test for HCG+p (Colloidal Gold)

One Step Test for HbA1c (Colloidal Gold)

One Step Test for PCT/CRP (Colloidal Gold)

One Step Test for CK-MB/cTnl/H-FABP (Colloidal Gold)
One Step Test for H-FABP (Colloidal Gold)

One Step Test for CK-MB/cTnl (Colloidal Gold)

One Step Test for CK-MB (Colloidal Gold)

One Step Test for TSH (Colloidal Gold)

One Step Test for T4/T3 (Colloidal Gold)

One Step Test for T3 (Colloidal Gold)

One Step Test for T4 (Colloidal Gold)

One Step Test for 25-OH-VD (Colloidal Gold)

One Step Test for FOB (Colloidal Gold)

One Step Test for H. pylor (Colloidal Goid)

One Step Test for SAA (Colloidal Gold)

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer
Cardiac Troponin | Fast Test Kit (Immunofluorescence Assay)
NT-proBNP Fast Test Kit (Immunofluorescence Assay)
hs-CRP+CRP Fast Test Kit (Immunofluorescence Assay)
NT-proBNP/cTnl Fast Test Kit (Immunofluorescence Assay)
CK-MB/cTnl/Myo Fast Test Kit (Immunofluorescence Assay)
? D-Dimer Fast Test Kit (Immunofluorescence Assay)

Description

AR B2




PCT Fast Test Kit (Immunofluorescence Assay)
B2-MG Fast Test Kit (Immunofluorescence Assay)
mAIb Fast Test Kit (Immunofiuorescence Assay)
NGAL Fast Test Kit (Immunofluorescence Assay)
CysC Fast Test Kit (Immunofiuorescence Assay)
CK-MB Fast Test Kit (Immunofluorescence Assay)
CK-MB/cTnl Fast Test Kit (Immunofluorescence Assay)
HCG+B Fast Test Kit (Immunofluorescence Assay)
HbA1c Fast Tegt Kit (Immunofiuorescence Assay)
PCT/CRP Fast Test Kit (Immunofluorescence Assay)
CK-MB/cTni/H-FABP Fast Test Kit (Immunofluorescence Assay)
H-FABP Fast Test Kit (Immunofluorescence Assay)
25-OH-VD Fast Test Kit (Immunofluorescence Assay)
TSH Fast Test Kit (Immunofluorescence Assay)

T3 Fast Test Kit (Immunofluorescence Assay)

T4 Fast Test Kit (Immunofiuorescence Assay
25-OH-VD Fast Test Kit (Immunofiuorescence Assay)
FOB Fast Test Kit (Immunofluorescence Assay)

H. pylori Fast Test Kit (Immunofluorescence Assay)
SAA Fast Test Kit (Immunofluorescence Assay)

LH Fast Test Kit (Immunofluorescence Assay)

FSH Fast Test Kit (Immunofiuorescence Assay)
AMH Fast Test Kit (Immunofluorescence Assay)

PRL Fast Test Kit (Immunofluorescence Assay)
CK-MB Control

cTnl Control

Myo Control

NT-proBNP Control

D-Dimer Control

CRP Control

PCT Control

2-MG Control

mAlb Control

NGAL Control

CysC Control

H-FABP Control

HbA1c Control

HCG+B Control

CK-MB/cTnl/Myo Control

CK-MB/cTnl Control

NT-proBNP/cTnl Control

3
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- 1 TSH Control
12§ ug ANMEDILO T4/T3 Control
BN = T3 Control
\: /j’m 100369 { ey, T4 Control
"/} £lassification of products according to directive .| Others

Batch/serial No. Type, production term (if applicable)




EN ISO 14971:2012

Applicable EN 13612:2002
coordination EN 1041:2008
I IEC 61010-1:2010

IEC 61326-1:2013

EN ISO 23640:2015
EN 1S015223-1:2012
EN ISO 18113-1:2011
IEC 61010-2-081:2015
IEC 61326-2-2:2013

EN ISO 13485:2016
ENISO 18113-2:2011
ENISO 18113-3:2011
IEC 61010-2-101:2015

Signatory representative declares herein the above mentioned device meets the basic requirements of the
European Parliament and the Council’s in vitro diagnostic medical devices directive: 98/79/EC Annex Il
This declaration of confo??nity is based on European Parliament and the Council's 98/79/EC directive Annex
lll. The compiled technical file and quality system document according to 98/79/EC directive Annex lll are
testified and the quality system certificate has issued by TUV Rheinland (Shanghai) Co., Ltd.

General Manager: Enben Su

Mox g, 20, Jul, 21f

(place and date of issue)

(name and sigpg_t /i

marking of authorized persot

| =




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

ST

By Royal Charter

This is to certify that: ~ Getein Biotech, Inc. s HEEYFHIR B ERA T
No.9 Bofu Road i [H
Luhe District LAHE
Nanjing =Bl
Jiangsu NEX
211505 WL T R IX
China HMEKIE

Hi4s: 211505

Holds Certificate No: MD 728432

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence
Assay, Dry Chemistry Assay). Design & Development, Manufacture and Distribution of
Analyzers in use of Chemiluminescence Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry Assay).
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Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-05-29 Effective Date: 2020-07-26
Latest Revision Date: 2020-07-22 Expiry Date: 2023-07-25
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..making excellence a habit”

miaing the property of BSI and is bound by the conditions of contract.
i online.
sat.com/ClientDirectory or telephone +86 10 8507 3000.

el +31 {0) 20 3460 780
hn M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
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