




















































D e c h r a 刂o n o f C o n f o r m i t y  c C

Ⅲ anufactuter:             shen'hen Mind伯y Bi⒍M d̄iCa丨E|e.ronic$Co Lt,

M nd旧y Bu|dng Kei12bR。ad south H●lc̄h hdV。uia

Pafk Nanshan shenzhen 518057 P R China

EC Reρ resenut1Ve:        sh宦 nghailn1em官‘onal"o幻 n9Corp GmbH(Eurt ρ e)

Ei】Fe$ta8o80

⒛ 537Hambu旧 Gemany

Produc1 Al.line ADtrotrrNferrs (Alr) Kil (IFCC Melbod)

clssitic.tlon: orhets l.-

Confomily Asssm€nt Rout : lVDDAnnex E

We hercwith declare thal qts abov€' msntloned products m€€t lhe
Provisions of the Di@tlve 98/79/EC on In Virro Diagnostic Medical
Devic6. All supporling docunehbtions are rcbined underthe premises
of the manufaotuGi ,.

standardsApplig!: _ l
List ot (hamo.izet)'sr.rjdards for vhlch docudented aiden@ tor comp ian@ €n be
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Name of^uthor泛ed signatory∶  M⒎̌ bng l ong

POs∶u° n Held屈n ComPany:     Management Representa‖ Ve



Declaration of Conformity CC

P∞du【氵l1:

shen2hen l\,lind6y B er\rledical €lectrcnlcs Co. Ltd.
Mindmy Build ng, Keti 12lh Road Soulh l-li-lech Industrial
Paft, Nanshan,Shenzhen,513057, P R. China

Shadghai Inlehational Hold nq Corp CmbH (Eulope)

20537 Hamburg, Gemany

恕 p妾rtito A""ot●il凼℃ 咱 se(AsT〉 血 (IFCC Mot od)

Chss雨catbn:            others

Confomiy Ass蛉ment Roule: 丨VIl0^nne×Ⅱ

Wθ  herew th dec咱 re that∴the above mentoned Products moe1the
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1欲 of(ham°nz0d〉sbnd仓rd$幻 r whch0ooume ll。deˇ de^Ce ftf ComplanCe Can be

pκN ded as a怕Chme Il

s
 
 
 
~
 
 
:

qb
 
:

m
n
y

Ρ

 
 
s
 
 
N
Ρ

硎

~

猢
'
血

一一∷∷∷∷∷∷ 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
一

咖 
 
￠

h
e
l
扌
4
{
I

Long

,ent Repres0ntaVve
獭
唧

r
 
a

M
M



Manuf.cturer: Shenznen Mtid@y BieMedi€t E eclroniG Co. Ltd
Mirdray Building, Kelil2ftr Road South, Hltech Induslrial
Pa* Nanshan Shenzhen,513057, P R China

Ectetreerrafive: Sh.nqhalrntemalionarHordingCorp.Gmbl't(Europe)

20537 Hafrbu.g, Gemany

Poduct Gamm.4lutamyltBnsterase(ccT)KiI(Sa.rMetbod

Declaration of Conformity C∈

: ' ]

Classification: Olh€B r:,
Confomlty ass*nent Route: lVDDAnnox Il1'

we herewith declarc.that.the aidve mention6d products most the
provisions of lhe Dlreciive 98f9/EC of, ln Vitro Diagnostic Medical
Oevic6. All supp.ining .locumsnlatone .re ehircd unde.tte prembes
ofthe nanufacturei'

Standa.ds Ap,lisd:. .
Lisl of (hafronlzed) standards tor which docume ed eviden@ lor comptian@ en be

PIace,D宦始 of l‘$ue:

s∶gnatu了e:

Name ofA0】ho了0zed signatt ry

PosKlon"eld屈n0om呷ny: ev
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Declaration of conformity C €

m a n u f a c 仙, e r Sheuhen Mind6y Bio Med car Erect@nrcs Co , Lid
t!4iidEy Bul d ng, Keji 12lh Road Sout1, Hi-lech lndusrial
Palk. Nanshan, Shenzhen. 513057, P R. China

s han ohai lntematonat Hotdino Co|p. c mbH (Eo.ope)

20537Hahburg Gemany

Ircbl€ D.b)dms.ors rLDHr lc

Class雨 cat∶on:

confoditvAs6smentRout€: lV:DDAnnex m

we her€witt dechre ih,at tne above mentioned
provisions of the.Dircctiv6 98/79/EC on In Viko
Devices. All 3upponing documenbtions are r€tained

ust of (hamonized) standads for which documenled eviden@ tu comptian@ €n be
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Nade of Authorized Signatory:
P@ition Held in Company: anagement Repr*nlalive



Declaration of Conformity C €
Manl faoturer Shenzhen Mind.ay BiGMed idar Erect! n i.s co Lld.

Miid€yBulding Kej 12h Road South, Hi-l€ch Induslrlal
palk, Nanshan. Shenzhen. 513057, P R China

Shanghai ntemaiionaLHodinq CoD GmbH (Euope)

20537 Hafrburc. Gemany

Pr【duct∶ &Anyl.s. (a-AuY) Ki. (IIcc M.Ihod)

Cl.sslfica on: Olhe6
conromitA6sessnentRirule lVDDAniex III

We herewith d4lare that the above mentoned
prcvi5ioB of the pilectire 98n9/Ec on In vit.o
Devic€s. All supporting documentations arc rerained

Lisl ol (hamonized) slanda.ds lor which documenled evldence lor comprian€ mn be
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Declaration of Conform ity C €
Manufaclurer: Shenzhen lvl indray Bio-Medical Electronics Co., Ltd.

lVindray Building, Keji  '12th Road South, Hi-tech Industra
Park, Nanshan, Shenzhen, 518057, P. R. China

Ec-Representative: ShanghailntematiofalHoldifgCorp.cmbH(Europe)
EiffestraBe 80
20537 Hamburg, Germany

Product: Creatinine Kil  (Sarcosine Oxidase Method )

Classif ication: The device not in IVDD annex l l  and not for self
lesting/performance evaluation

Conformity Assessment Route: |VDDAnnex III

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC oh..ln Vitro Diagnostic Medical
Devices. All supporting documerit tiqns are retained under the premises
of the manufacturer.

Standards Appl ied:
List of (harmonized) standards for which documented evjdence fof compliance can 0e
provided as attachrnent.

Start of CE-Ma*ing 2009-08-07

Place, Date of lssue: Shenzhen,2009-08-07

I

signature: 4 a--.tz
I

Name ofAuthorized Signatory: Mr. yang Long
Posit ion Held in Company: IManagement Representative



Declaration of conformity C €

Manufacturer: Shenzhen l\4indray Bio-Medlcal Electronics Co. Ltd.
[4indray Building, Keji  12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Represen ta t i ve :  Shangha i l n te rna t i ona lHo ld ingCorp .GmbH(Europe)
ElfleslraBe 80
20537 Hamburg, Gefmany

Product: HDL-Choles1ero|K仪〈D rect Method)

Classif ication: The device not in IVDD annex l l  and nol for self
testing/performance eval!ation

Conformity Assessment Route: IVDD Annex l l l

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises
of the manufacturer, . .

Standards Applied;
List of (hafmonized) standards for which documented evidence for compliance can be
provided as attachment.

Start of CE-Marking 2009-08-07

Place, Date of lssue: Shenzhen, 2009-08-07

]
Signature: A,e'fu.' '-r'--- - '

Name ofAuthorized Signatory: \4r yang Long
Posit ion Held in Company: l \ ,4anagement Representative



Declaration of Conform ity (∈

Manufacturer: Shenzhen lVindray Blo-l\4edical Electronics Co., Ltd.
l \ ,4indray Building, Keji  12th Road South, Hitech Industrial
Pa rk ,  Nanshan ,  Shenzhen ,518057 ,  P  R  Ch ina

Shafghai Iniernational Holding Corp. GmbH (Europe)
EiffestraRe 80
20537 Hamburg, Germalry

LDL-Cholesterol Kit ( Direct lvlethod)

EC-Representative:

Product:

Classification: The device not in IVDD annex l l  and not for self
testing/performance evaluation

Conformity Assessment Route: |VDDAnnex III

We herewith declare that the above mentioned
provisions of the Directive 98/79/EC on In Vitro
Devices. All supporting documentations are retained

products meet the
Diagnostic Medical
under the premises

of the manufacturer.

Standards Applied: ....
List of (harmonized) standards for which documented evidence for compliance can be
n r ^ ! i da . l  , c  rH . . hn6^ l

Start of CE-Marking

Place, Date of lssue:

Signature:

Name ofAuthorized Signatory: Mr. Yang Long
Pos;t ion Held in Company: I\,4anrgement Represenlative

2009-08-07

shenzhen.2009-o8-07



Declaration of Gonform ity C €
Manufacturer:

EC-Representative:

Posit ion Held in Company: Iilanagement Representative

Shenzhen l\4indray Bio-[,4edical Electrofics Co., Ltd.
Mindray Building, Keji  '12th Road South, Hi-tech Industrlal

Park, Nanshan, Shenzhen, S'18057, P. R. China

Shanghai Iniernational Holding Corp. GmbH (Europe)

EiffestraBe 80
20537 Hamburg, Germany

Total Bi leAcids Kil  (Enzymalic cycl ing assay)

The device not in IVDD annex l l  and not for self

Product:

Classificationi
testing/performance evaluation

Conformity Assessment Route: lVDDAnnex III

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC.on ln Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises
of the manufacturer-

Standards Applied i :
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment.

Start of CE-Marking 2009-08-07

Place, Date of lssue: Shenzhen, 2009-08-07
1 -

Sionaturel tffl'frz^-  1 '
I

Name of Authorized Signatory: l \ l r .  Yang Long



Declaration of GonformityC∈

Product:

Classif ication:

Manufacturer: Shenzhen l\ ,4indray Bio-Medical Electronics Co.. L1d.
Mindray Bujlding, Keji  12th Road South, Hi-tech lndustral
Park, Nanshan, Shenzhen,5'18057, P. R. China

Shanghai Internalional Holdifg Corp. GmbH (Europe)

EiffestraBe 80
20537 Hamburg, Germany

Bil irubln Direct Ki1(VOX lVethod)

The device noi in IVDD annex l i  and not for self
testing/peafonnance evaluatlon

EC-Representative:

Conformity Assessment Route: lVDDAnnex III

We herewilh declare that the above mentioned products meet lhe
provisions of the Directive 98/79/ECi on..ln Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises
of the manufacturer.

Standards Applied:
Lisl of (harmonized) standafds for which documented evidence for compliance can be
provided as aitachment.

Start of CE-Marking

Place, Date of lssue:

Signature:

Name ofAuthorized Signatory: l \ ,4f Yang Long
Posit ion Held in Company: l\,4anagement Repf esenlallve

2009-08-07

$henzhen‘2009-08-07



Declaration of GonformityC《

Manufacturcr: Shenzhen Mindray Bio-Nledical Electronics Co., Ltd.
Mindray Building, Keji  12th Road South, Hi-tech Industrial

Park, Nanshan, Shenzhen,51B057, P R. Chifa

Ec-Representative: ShanghailntemationalHoldingCorp.GmbH(Europe)
EiffestraBe 80
20537 Hamburg, Germany

Product: Bilirubin Total Kit (VOX N,4elhod)

Classif ication: The device not in IVDD. annex l l  and not for self
tesl ing/pedormance evaluat on

Conformity Assessment Route: lVDDAnnex III

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC. on,,ln Vitro Diagnostic Medical
Devices. All supporting documenlations are retained under the premises
of the manufacturer.

Standards Applied:
List of (harmonized) slandards for which documented evidence for compliance can be
prcvided as attachment.

Start of CE-Marking 2009-08-07

Place, Date of lssue: Shenzhen, 2009-08-07

t -
Signature: .........E.b:fr2^...............

I

Name of Authorized Signatory: I\,4r Yang Long
Posit ion Held in Company: Managemenl Representative



Declaration of Conformity C €
Manufacturef: Shenzhenl\,4indrayBio-ft,4edicalElectronicsCo.,Ltd.

Mindray Building, Keji  12th Road South, Hi- iech lndustrial

Pafk, Nanshan, Shenzhen,5'18057, P. R. China

EC-Representative: ShanghailnternationalHoldingCorp.GmbH(Europe)
EiffestraBe 80
20537 Hamburg Germany

Product: creaune K nase K"(|FCC Method)

Classification: The device not in IVDD annex lL and not for self
testing/performance evaluation

Conformity Assessment Route: IVDD Annex III

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79iEC on In Vitro Diagnostic Medical
Devices. All supporting docuneiltetions are retained under the premises
of the manufacturer.

Standards Applied i ..
List of (harmonized) standards for whibh documented evldence for compliance can be
provided as attachmen!.

Start of CE-Marking 2009-08-07

Place, Date of lssue: Shenzhen, 2009-08-07

0 '
siqnature: TA'fu-- l '

Name of Authorized Signatory: l\4r. Yang Long
Position Held in Company: I\,4anagement Representative



Declaration of Conformity C €
Manufacturer: Shenzhen Mindfay Bio-lvledica Eleclronlcs Co., Ltd.

lMindray Building, Keji  12lh Road South Hr-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Eo-Representative: ShanghailnternatjonalHoldingCorp.GmbH(Europe)
EiffestraBe B0
20537 Hamburg, Germany

Product: Creatine Kinase-l\ ,48 Kil  (IFCC N,4ethod)

Classification: The device not in IVDD annex ll and not for sef
testing/perfof mance evaluation

Conformity Assessment Route: |VDDAnnex III

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises
of the manufacturer.

Standards Applied :
Lisl of (harmonized) standards for whjch documented evidence for compliafce can be
provided as attachment.

Sta rt of CE-Marking 2009-08-07

Place, Date of lssue: Shenzhen 2009-08 07

I '
signature: ...4..p:n<,.

I
Name of Authorized Signatory: tVr. yang Long
Posit ion Held in Company: l \ ,4anagement Represenlattve
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