
g'F H##.? celein Biotech,rnc.
No-g Botu Road, Luhe Dist.ict, Nanjing,211505, China

Tet: +86-25-68569084 Faxr +86-25'68568500 E-mail: overs€as@ ootoin-com.cn

STATEMENT

We, Getein Biotech Inc. having a registered office at No.g Bofu Road,

Lqhe District, Nanjing (21150S) China, assign Sanmedico SRL having a

registered office at A.Corobceanu str., apt. 9, Chigindu MD-2012,

Moldova , as authorized representative in correspondence with the

conditions of directive 98t79/EEC,

We declare that the company menlioned above is authorized to register

notify, renew or modity the registration of medical devices on the territorv

of the Republic of Moldova.

Date: 20'18.02.23
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Gete'n Biotech, tnc.
No. 9 Boiu Road. Luhe Dtstrtct Nanting, 211505 China

(Name. Address )

Lotus GlobalCo., Ltd
15 Alexandra Road, London UK, NW8 oop

Descriplon

FlA8000 Quantitative t1l1munoassayAmtyzer
Cardlac Troponin I Fast Test Kit
One Step Testior NT-proBNp (Coloida cotd)
One Step Test for Nl-proBNp/cTnt (Co|oidat Go,o/
One Step Tesi for CK-N4B/cTnt/l,4yo (Coloidat cotd)
One Step Testfor hs CRp+CRp (Coloidatcotd)
One Step Tesl ior D Dimer (Coitoida cold)
One Slep Test for pCT (Co|oida:Go d)

One Step Test for pr-MG (Co toidatcotd)

One Step Testfor mAtb (Co oidat Gotd)
One Step Test forNGAL. (Co oida cotd)
One Slep Testior CysC (CotiordatGold)
One Step Iestfor HCG+B (co oidalGotd)
One Step Testfor CK,[rBlcTnt (ColoidaiGo]d)
One Step Test forCK-[,48 (Co]toidatGotd)
One Step Test fo. HbAlc (Co|ojdal Go d)
One Slep Tesiior TSH lco oidaiGo d)
One Step Test forTSN/T3/T4 (Co oidatcotd)

Classification of products according to di.;clive
Balcr/ser'at No. ryoe. productron Grmliapot.cab e;
EN ISO 14971:2012

EN 980:2008

ENISO 18113-2:2011

EN SO 18113-2 2011

EN,TEC 61326-1 2013

EN-IEC 61326-2-2:2013

EN ISO 23640:2015

EN 1361212002

EN 1041:2008

EN ISO 18113-3r2011

EN-lEC 61010-1r2010

EN ISO 13495:2016

EN tSO15223-1 2012

EN ISO 18113-1 2011

IEC 61010-2-101r2015

teslified and lhe quatity system certificate has issued by TUV Rheinland (

signatory represeniative d"ctare" t,erein tt e u@
European Pariar.ent and the Councits n vilro diagnosric med ca I devices direcUve: 98,?9/EC Annex Ir.
This declarztion of confomity is based on Elropean par iament and the counci|s 98/79lEc direcxve Annex
lll. The compiled technicalfte and quatiiy system document according lo g8rg/eo dircctive Annex tare

GeneralManager: EnbenSu

(name trnd signalure or eitu vatenr
marking of aulhorized person)

{prace and dale o: issue)
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Maker
(Name Address)

Getein Eiotech,lnc.
No. I B{rfLr Road. Luhe Crstrict, Nanjing, 211505, China

Authorized
Lotus GlobalCo., Lrd
1 Fq{ Se\asons Ierrqce Lo{ff\ U87 sGG united Kinsdom

Medical
devtce

Descriptlon
mAlb rasr fest Krt (tmmunollLrorcs€ence Assay)

NGA! FastTesr Kit (lmmu.o'Uo,esce.e Asayl
CysC Fasr lest Krl (lmmunoiLrorescence Assay)

CK-[1B]c-rnl Fast Test Kii (mmrnonuorcscenc€ Assay)

l.lCC+B Fasl Tesi Kii (hmunonuorescence Assay)

I-lbllc Fasr Tesl Kit 1lnmonoiuorescence Assay)

TSF Fasr Test (ir {rmmunofl uo.€'sc€nce Assay)

l'Srul3,rl4 Fast Test Kit itmdunon!orescence Asssy)

PCT/CRP Fasl Test Kit ilmmunonuoresence Assay)

cK-ni8/cTnlrH-FABP Fasl Test Kit (lrnmlrnonuorescance Asssy)

l"l.''ABP Fasl Tesl Kil {lmmunoiuo€scerlco r',ssay )

:TI i,Effi-qflf ffiiiffi"N., ii i n 
s o cn

Classlf,caiion of products according to directive

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

Applicable

EN ISO 14971:2012

EN 980:2008

EN 104..2008

EN ISO 181'13'3r201 1

IEC 61C10,2-'101:2015

€N lSO 23640:2015

EN'13612:2002

EN l3O 18113-1:2011

€N IEC 61326-1:2013

EN-lEC 6132&2-2i2013

EN ISO 13485:2016

EN 1SO15223-1:2012

EN ISO 18113-2:2011

fN-lEC 61010'1:2010

S;gnatory representative dei:iaies hercin the above mentioned device meets lhe basic requ,rements oflhe
European Parliameni and tie Coulrcit's in vilrc diagnostic medicat devices direclive: 9B'9/EC Annex lll.
This declararon of conJorrnrly rs based on European Parltameltt and the Coltnril.s 9g/79/EC directive
Annex lll. Tlte.omp/led techlrlcat file and quality system document according io 98/79/EC direclve Annex
lll are iesr,';ed ano lhe qL?!lr syslem c€,tdrcare oas issuea oy TUV Rf.e;ntand nghai) Co., Ltd.
General Manageri Enben SLI

tVMiM4 \rd.
(place anC date of isaue)



i A
UvnireintaPoCertificate

.. Tho Ceniticalion Body of
TUV Rheinland LGA Products cmbH

hereby cenilies thal the organzatbn

Getein Biotech, Inc.
No. I Bofu Road

Luhe District
21 1505 Naniino

China - "

has eslablished and applies a quality managemenl system for medical devices
tor the fotlow ng scope

{se€ attachment lor scopo)

Proof has been fumished lha the requifements specjlled In

EN ISO 13485:2O12
EN ISO 13485:2O12lAC:2O12

are fulfllled The quality roanagement system is subject to yearly sLrtueillance

Efiecllve Date: 2O16-Ot-26

Certificate Registration No : SX 60109576 0001

An audit was performed. Report No. 15093039 OO1

This Certificate is valid untit: 2A19-07:25

(r DAkks
'ri::lra:- AtL.editie.us$telto

D-ZM-14169-01,02

Date 2016-05-30

ru.Y llgiij3,ll t% i'*.,*t!jTi"L;Jjily-straRe 2 .3043il,,riimbers
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A.
TUVRheinland

TUv Rheinland
Doc.:/1, Rev. 0

Attachment
Certificate
Registra$on
Report No.:

Organization:

Scopoi

lo

No.:

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

sx 60109576 0001
15093039 001

Gotsin Biotoch, Inc.
No. 9 Bo{u Road
LuhE District
2115O5 Naniing
China

Manufacrurc and discribution of it-wilbo diagnostic tcal
kits in use oi Clinical chenialr1 and ImmunocheniEtry,
Analyzer"s in use of Quattitative Immunoassay and
:nmunofluor:eeccncc-Assay, Auloma!:c chcniluftincscencc
Iturunoaasay Anafyzers

t:i I

:l

(fnnxr.s
'ii\- Deugche\- Atkedltlerun3tnelle

0-2M.14159 01 02

ate: 2016-05-30

.. - l." ., 2 '..

Certilication Body
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