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c;;r"-BF,# cetein Biotech. lnC.

No.g Bofu Roed, Luhe Djst ct, Nanjing,211505, China

Tel +86'25.68569084 Fa& +86-25-68568500 E-mait: ovo.seas@ getein.com,cn

STATEMENT

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

Luhe Distiict, Nanjing (211SOS) China, assign Sanmedtco SRL having a

registered oftce at A.Corobceanu sr., apt 9, Ghigineu MD_2012,

Moldova , as authorized representative in correspondence with the

conditions of directive 98/79/EEC.

we oectare thal the company mentioned above is authorized to register,

notify, renew or modifi/ the registration of medicar devioes on the territorv

of the Republic 0f Moldova.

Date:2018.02.23
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(Nrme, Add.ess)

Authorized
Representative
(Name, Address

iVedical device
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Getein []iotech, lnc.

No.9 Bclu Road, Luhe Dislrict, Nanjrng,211505, China

Lotus NL B.V,

Koningin Julianaplein 10, 1e Verd, 2595t.A, Ihe Hague, Netherlands

Description

FlA8000 Ouanlitalve Tnmlnoassayt\nalyzef
F A8600 OLranlilative lmnlunoassay Analyzer
Cardiac Tropon n lFasl Test Kit

One Step Test for cTnl (ColloidatGokj)

cTnl Rapid Test (Colloidal Gold Assay)

One Slep Teslfor NT p.oANP (Cotloidal Gotd)

One Step Tesl for NT-proBNP/cTn (Colloldal cotd)
One Step Test for CK-MB/cTnl/Myo (Cotoidat cotd)
One Slep Tesl fof hs,CRP+CRP (Cotiotdat Gold)
One Step Test tor D Dimer (Coltoidal 3otd)

One Step Test for PCT (Colloidal co d)

One Step Test fo. 82-MG (CoLlolda co d)

one step Test for mAlb (colloidaL Gotd)

One Slep Test for NGAL (Colloida co d)

One Slep Testlor CysC (ColLoidalco.d)

One Step Test for HCG+B (Co totdet Ciotd)

One Step Test for HbAlc (Co loidal Gotd)

One Step Test for PCT/CRP (Co|oidat cotd)
One Step I'est for CK,IMB/CTnI/H-FABP (Colloidal Go d)

One Step Test for H FABP (Colloidalcold)
One Step Test lof CK MB/cTnl (Co loiaa Gold)

One Slep Test for CK'NlB (Colloidal co d)

One Siep Test {or TSH (Collo da Golcl)

One Slep Test lor T4lT3 (Co oidat Gotd)

One Step Iesl forT3 (Co odat Gotd)

One Step Tesifor T4 (Colloldalcold)

One Slep Test for 25 OH-VD (Colloldal cold)
One Step Tesl iof FOB (Co Lo da GokI)

One Step Tesl for H pylo, (Co loldal Gold)

One Step Test for SAA (Colloidal co d)

Geleinl 1 00 lmmunofluorescence Q!anlitative Ana yzer

Geteinl 600 lmmonofluorescence Quanlitalive Ana yzef

Geleinl 1 B0 lmmunoflirofescence Quanlitalive Analyzer

Geleinl 200 lmrnunofluorescence Quanlital ve Anaiyzer

Card ac Tfoponln Fast Test Kit (lmmLrnofl!orescence Assay)

NT-pro8NP Fasl Test K t (lmnrunofluoaescence Assay)
hs-CRo-CRP Tast Tpsr <tl t, nr.r-t ot Jores( ence Assa/)
NT-proBNP/cTnl Fast Test Klt ( ntmufof uorescence Assay)

CK-lv4B/cTnl/Myo Fasl Test Kit (lmmunofluorescence Assay)

D'Dlmef Fast Tesl Kil (lnnnunofluorescence Assay)
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PCT Fasl Test Kit (lmmunofluofescence Assay)
p2-lv4c Fast Tesl Kit (lmmunofluo.escence Assay)

mAlb Fasl Test Kit (lmmunoftuorescence Assay)
NGAL Fasl Test Kit (lmmunofluorescence Assay)
CysC Fast Test Kil (lmmunof/uorescence Assay)
CK-[,,18 Fast Test Kit (lmmunofluorescence Assay)
CK-N,IB/cTnl Fasl Test Kit (lmmunoflrrorescence Assay)
HCGIp Fasi Test Kit (lmmunoftuorescence Assay)
HbAlc Fast Test Kit (lmmunofJuorescence Assay)
PCT/CRP Fast Tesl Kit (lmmunofluorescence Assay)
CK-[.4B/cTnI/H-FABP Fast Test Kit (tmmunofluorescence Assay)
H-FABP Fast Test Kit (lmmunofluorescence Assay)
25-OH-VD Fast Test Kil (lmmunofluorescence Assay)
TSH FastTest Kil (lmmunofluorescence Assay)
T3 Fast Test Kit (lmm!nofluofescence Assay)
f4 Fast Test Kil (lmm!notluofescence Assay

25-OH-VD Fast Test Kit (lmmunofluorescence Assay)

FOB Fast Test Kit (lmmunofluorescence Assay)

H, pylori Fastlesl Kil (lmmunofluorescence Assay)
SAA Fasl Tesl Kit (lmmunofluorescence Assay)
LH Fast Test Kit (lmmunofluorescence Assay)

FSH Fast Test Kit (lmmunofluorescence Assay)

AIVH Fasl Test Kit (lmmunofluorescence Assay)
PRL Fast Test Kil (lmmunojluorescence Assay)
CK-MB Control

cTnl Control

Myo Control

NT-proBNP Cont.ol

D-Dimer ContfoJ

CRP Control

PCT Conirol

P2-MG Control

mAlb Control

NGAL Control

CysC Control

H-FABP Control

HbAlc Conlrol

HCG+B Control

CK-MB/cTnl/ft,4yo Conkol

CK-MB/cTnl Control

NT proBNP/cTnl Control

TSH Contfol

T4lT3 Control

T3 Control

T4 Control

Classificatron of producls acco dilg lo orreclve Others

Ealch/serial No. Type, production term (if applicabLe)
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Applicable

coordination

slandards:

EN ISO 14971:2012
EN 136'1i:2002
EN '1041::2008

IEC 610lrl-1:2010
IEC 6132,3-1:2013

EN ISO 23M0:2015
EN 1S015223-1:2012
EN ISO 18113-1:2011
IEC 61010-2-081:2015
IEQ 61326-2-2:2413

EN ISO 13485:2016
EN ISO 18113-2:201 1

EN ISO 18113-312011
IEC 61010'2-101:2015

Signatory representative deciafes herein the above mentioned device meets lhe basic requiremenls of lhe

European Parliament and the Council's in vitro diagnostic medical devices direclive: 9B/79/EC Annex lll.

This declaration of conformit)' is based on European Padiament and the Councll's g8/79/EC directive Annex

lll. The compiled technicalflle and qualily system documenl according to 98/79/EC directive Annex lll are

testified and the qualily system certificate has issued by TUV Rheinland (Shanghai) Co., Lld

Geneaal N4anagea: Enben Su

(place and date of issue) (name and signat

marking ot authorized P
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(( Declaration of Conformity ( (
according t,) Dtrec|ve 9B/79/EC on in v,lro o agnostc rredical devjces\ \

Getein Biotech,
No. I Boiu Road, Luhe Drstr ct, Nanjing,211505 Chifa

llllaker

Authorized
Lorus Grobatco., Ltd
15 Akrxandra Road, London UK, NW8 oDp

Desff pUon

FlA8000 Quantitative tmmunoassay Anatlzer
Cardiac Troponra I Fasi Test Kit
one slep Test for NT-proBNp (coloida cotd)
One Slep Test for NT proBNp/cTnl (ColoidatGold)
One Step Test for CK [,tB/cTnt/tvyo {CotoidatGotd)
One Step Testfor hs,CRp+CRp (Cofioida Goto)
One Step Test ior D,Dimer (Co Joid;tOotd)
one slep Tesi for PCT (co oidal Gotd)

One Step Tesl lor plN,1G (Coltoidat Gotd)

One Siep Test for mAtb (Co|oidat Gotd)
One Step Tesl for NGAL (Cotlo datGotd)
One Siep Testlor CysC (Coltoidatcotd)
One Step Teslfor HCG+p (Co oidatcotd)
One Step Testfor CK-l B/cTnl (ColtodatGotd)
One Step Test for CK-[48 (Coloida Go d)
one Step Test for HbAlc (Co oidat Gotd)
One Step Tes: for TSh (Co otdaLGotd)
One Step Testior TSH|T3/T4 (Co oidatGotd)

C assficatiol of products accord ng to ciireclive
Balch/senal No. tvpe, p.oduction tenn (if applicable)
EN ISO 14971:2012

EN 98,1:2008

EN-lSO 18113,2:2011

EN SO 18T13-2:2011

ENIEC 61326-1:20'13

EN-tE{t 61326-2-2:2013

EN ISO 23640:2015 EN
EN 13612:2002 EN
EN 1041:2008 EN
EN tSO 18113-3:2011

EN-l:C 61010 1:2010 tEC

ISO 13485:2016

1SO15223-1:2012

{SO 18113-1:2011

61010 2-101 2015

Applicable

sisnatory represeotative du,r",es he'ern rh" abo* ren6nel-iiiililiilli! b".j","qr6""t" 
"frh"European Parliament and the Councjls in vit.o diagnoslic medjcatdevices directive: 98r9/EC Annex l

This decraration ofconformily is based on Eufopeari parriament and the counci|s 98/79/Ec direflv€ Annexlll rhe compired technicar fie and quarty system document according lo 98/79/Ec directiveAnnex Lrafe
testified and lhe quatity sysi,lm certificate has issued by TUV Rheintand (qhanghai) Co., Ltd.
Gene.all\,lanager: Enben llu

tFr'")-az. z' t I
(name tnd signature or

mafking of authorized

(place and date of issue)



( ( Declaration of Conformity
\ \ according tc i),ective 98i79/EC on In vdro dragnostic medicatdevices C(

l$aker
(Name Address)

Getein Biotech,Inc,
No. 9l3of! Roed, L!he Dislrict, Nanjing, 211505. China

Lotus Glotat Co., Ltd
t rff se,asons re,rgrce.Y/+:':rlry;yf-FX$l$o^ uE7 scc unired Kinsdom

Medical
devlce

Descri!'lion
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rsl Ta$ Krl {hmunoiilorescence Assay)
:as Tesl Ki! (lmmuioflu!rcscence Assay)

ssl lesl Krl (lmmholluorescence Assay)

'cTni Fast Tesl Ki! (lnimlnollorcscence Assay)

Fasr Test Kit (lmnrunofluoresconce Assay)

F.$ Test kil (lr.nunotuoresce.ce As$y)
st Tesl Kii {lmrnunonuoresc€noe Assay)

/T4 F6st Tesr kii (tmmudonuorescelce Assay)

tP Fasl Tesl Kit (hmunofiuorescence Assay'

cTtrl/H'FABP Fasl T€st Kit (lmmunonuoresc6nce Assay)
, Pasl Te8l Kit (hmunofuorcscence Assay )

Classification of products according to directive OtheIs
Batch,(e.ial No. Type, production term (if applicable)

Appl:cable

c{.iordination

standards:

EN ISO 14971:2012

EN 980 2008

EN 1041 2008

EN ISO 18113-3:2c11

l€C 61010-2-101:2015

EN ISO 23640:2015

EN 13612:2002

EN lSO 18113-1:201'1

€N-lEC 01326-1r2013

ENIeC 61326-2-2:2013

EN ISO 13485:20'!6

EN 15015223-1:2012

EN ISO 1B113-2:2011

EN-lEC 61010-1:2010

Signatory representalive de,rares hefeir the above mentioned device meets lhe basic rcquirements oflhe
European Padiamenl and ll.e Council's !n vitro ajiaqnostic medicatdevices directive: 9gt9/EC Annex l
-lhis 

declaratjon of con:orrlty Js based on European PartiameJri and the Colncil's 9B/79/FC d;reclive
Annex lll. The compiled lectrnica file 6nd quality syslem document accordtng to 98/79/EC direcrveAnnex
lll .re lesiilied and the qualry system certificale has issled by TUV Rhejnland (Shanghai) Co., Ltd.

General Manager; Enben Su \ ,IZEX
ttJ*tj9 lvl )*t, tt'l

(pJace and date of issue)
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TUVRheintaPd

Certificate
.. The CertiJication Body of

TUV Rheinland LGA Products cmbH

hereby certifies that the organ zation

Getein Biotech, lnc.
No. 9 Bofu Road

Luhe District
21 1505 NaniinqChina "

has established and applies a quality management sysiefi lor med cat devjces
for the fotlowtng scope:

(see attachmenl for scope)

Prcof has been furn shed ihal lhe requirements specitied in

EN ISO 13485:2016

are fulfilled.-Ihe quality management system rs slrbject to yearly suNeilance.

Efiective Date: 2017-A7-27

Certiiicate Registratior No.: SX 60121593 0001

An aud I was periormed. Report No : 15093039 002

This Cerlificale is valld until: 2020-07-25

Certiticaiion Body

{l'.ii
( DAkks
.t -'''__ llLrcd ricrrns5{e c

D.ZM r416r-01,02

Dale 2417-07-27

Ter: 
'.10 ?21 306.137r Fax +49 221 303.3935 e-dritcen.va d ry@de uv cofi h{o:/1ww ruv con^afe!

TUV Rheinland LGA Products GmbH - Tillvstra8e 2 - Nii rnberg
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TUVRheinla;%

TUV Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

iSX 60121593 0001
15093039 002

Getein Biotech. Inc.
llo. 9 Eofu Road
L.uhe District
:111505 Nanjing
China

Certification Body

M€Lnufacture and disiribucion of in-vitro diagnosric tesr
ki.ts in use of Clinical Chemlstry a.d hnunochemistry,
ArElyzers in use of Quanlilarive Immunoassay ard
Immunof luorescence-Assay, Aulomat.ic Chemiluminescence
Inmunoassay Analyzers

Doc. L/ t, Rev. 0

Attachment
Certiticato
Rogistration
Report No,:

Organization:

Scoper

IO

No.:
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ll{DAkks
\1.-- - o",n.r'.
'{:i/ AkkredinerunBt5r,rlle

0-zM 14169.01,02

Dare.20'17'O7-27
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