Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: C-Reactive Protein Kit (Turbidimetry-Method )

Classification:

Devices. All supportm_g documentatlons are retained under the premises
of the manufacturgr. - "

Standards Appli

List of (harmonlzed ‘ andards for which documented evidence for compliance can be
provided as attachment

Place, Date of Issue: Shenzhen, 2008-06-30

Signature:

Name of Authorized Signatory:  Mr, Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Reprasentative: Shanghai International Holding Corp. GmbH (Eurape)
Eiffestralle 80
20537 Hamburg, Germany

Product: Apolipoprotein B Kit (Turbidimetry Method)

Classification: The de\nc';” g::;aIVDD annex Il and not for self

Conformity Assessment Route IVDD Annex IH

provisions of the ‘I" ectlve 98’}791'EC on In Vitro Diagnostic Medical
Devices. All supportln ocumentatlons are retained under the premises
of the manufacturer' o

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

Place, Date of Issue: Shenzhen, 2008-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
2(}537 Hamburg, Germany

Product: Apolipoprotein Al Kit (Turbidimetry Method }

Classification: The dev:cﬂe VDD annex |l and not for self

Conformity Assessment Route IV DAnnex IH

Devices. All supportmg documentatlons are retained under the premises
of the manufacture' :

Standards App!le' £
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment‘

Place, Date of issue; Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Ca., Lid,
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80
20537 Hamburg, Germany

Product; Triglycerides Kit (GPO-POD Method)

‘xJ

Classification;

Conformity Assessment Route IV Annex HI

provisions of the Dlrect[ve 98}79!EC on In Vitro Diagnostic Medical
Devices. All suppqrtmgkdocumentatlons are retained under the premises
of the manufacture" :

Standards Apphe‘
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representatjve; Shanghavi International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Bilirubin Total Kit (DSA Method ) s

Classification: The device not in I\?DD gﬁnex I and not for seif
testing/perfor. ance evaluatlon
Conformity Assessment Route: [VDD Anne :

We herewith declare that the above mentloned products meet the
prowsaons of the Dlrectlve 98/79!EC on In Vltro Diagnostic Nledlcal

of the manufacturer.‘;;

Standards Applie
List of (harmonized)
provided as attachme

fép ards for which documented evidence for compliance can be

Place, Date of Issue: Shenzhen, 2005-06-30

Signature:

Name of Authorized Signatory:  Mr. Glo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Kejt 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralte 80
20537 Hamburg, Germany

Prod uct_: Creatinine Kit (Modified Jaffé Metl}od)

Classification: The dewce-f"’ in IVDD ~annex [l and not for self
1estmg!perfor “anc:e evaluatlon

List of (harmomzed) standards for which documented evidence for compliance can be
provided as attachmen:t,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer; Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Eurcpe)
Eiffestralle 80
20637 Hamburg, Germany

Product: Albumin Kit (Bromaeresol Green _Method)

Classification: The devicq “in IVDI .annex Il and not for self
testlnglperfor ’ance evaluatlon
Conformity Assessment Route: )

Devices. All suppor,tl,”

documehtatlons are retained under the premises
of the manufacturer G

Standards Applied:" .
List of (harmomzed) standards for which documented evidence for compliance can be
provided as attachmenﬁ

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. ®uo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80
20537 Hamburg, Germany

Product: Bilirubin Direct Kit (DSA Method).

Classification: The devic‘g‘%:;u
teStianperform
Conformity Assessment Route IVDD Annex IH

provisions of the Dlrectl 98"1""?9!’EC on In Vitro Diagnostic Medical
Devices. All supporti ocumentatlons are retained under the premises
of the manufacture.r ‘

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

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Eurcpe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Total Protein Kit (Biuret Method) .

M:?jn IVDD annex |l and not for self

Classification: The deviq_

[VID“A’f‘ihex -

Conformity Assessment Route:

We herewith declare that™ the above mentioned products meet the
prov:smns of the Dlrectlve,QBI'(QlEC on In Vltro Diagnostic Med:cal

List of (harmon:zed) standards for which documented evidence for compliance can be
provided as attachmenfg,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Buo Genmiao
Position Held in Company: Vice President




1

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestraiie 80
20537 Hamburg, Germany

Product;: Magnesium Kit {Xylidy! Blue Method)

4in IVIf)D annex Il and not for self
ce: evaluatlon

Classification: The devic‘
testlng/perfo i
Conformity Assessment Route:

We herewith declare that~ the above mentioned products meet the
prows:ons of the Dlrectlve SSITQIEC on In Vltro Diagnostic IVIedlcaI

List of (harmonlzed,) anjgar'&s for which documented evidence for compliance can be
provided as attachment,.

Place, Date of Issue: Shenzhen, 2009-06-30
)

Signature: R AN o

uo Genmiao
resident

Name of Authorized Signatory: ~ Mr.
Position Held in Company: “Vice

| §1




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: o-Hydroxybutyrate Dehydrogenase Kit (DGKC Method)

%
A

Classification: The dewce IVDf) annex Il and not for seif

Conformity Assessment Route IVID Annex IH g

provisions of the D:rectlve 98]79]EC on In Vitro Diagnostic Medical
Devices. All suppprt:ng.documentatlons are retained under the premises
of the manufacture, :

Standards Applle‘
List of (harmonized)” standards for which documented evidence for compliance can be
provided as attachment.

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Gho Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Vianufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product; Total Cholesterol Kit (CHOD-POD Method)

Classification: The device not in IV‘, annex [l and not for self
testing/perfori ance evaluatlon

Conformity Assessment Route: IVDD Anng III

We herewith declare that the abov__ mentloned products meet the
provnsmns of the Directlve 98:’791EC on In Vltro Diagnostic Medlcal

provided as attachme'

Place, Date of Issue; Shenzhen, 2008-06-30

Signature: MM)

Name of Authorized Signatory: Mr. C&o Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Alkaline Phosphatase Kit (IFCC Modified Method ).

ots#inz)VDD annex Il and not for self
'ance evaluation
Conformity Assessment Route IVDD Annex IH

Classification: The deV?C‘é ks

We herewith declare .that twg_ﬁ”a d’i/e mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportm" documentatlons are retained under the premises

of the manufactu re|

Standards Apph,_,
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment.

Place, Date of Issue: Shenzhen, 2008-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer; Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Urea Kit (Urease-GLDH, UV Meth_gd)

Classification:

Conformity Assessment Route: B IVE)D_ Anné;_g:_ HI

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

Standards App!led.
List of (harmonized) standards for which documented evidence for compliance can be
provided as aﬁachment.

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Paosition Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
EiffestralRe 80
20337 Hamburg, Germany

Product: Uric Acid Kit (Uricase-peroxidase Method )

Classification:

Conformity Assessment Route IVI Anne’i IH

€ itro Diagnostic Medical
Devices. All supportmg::documentatlons are retained under the premises

of the manufacturer'

Standards Applled i
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80
20537 Hamburg, Germany

Product: Glucose Kit (GOD-POD Method ):

Ciassification:

Conformity Assessment Route IVDD Annex III

We herewith declare that e»_,a 1 ve mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg%dotmmentatlons are retained under the premises
of the manufacture' -

Standards App!l,‘ g
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment.

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President

i1




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
205837 Hamburg, Germany

Product: Phosphorus Kit (Phosphomolybdate,Method)

Classification: The dewce-n IVDD annex |l and not for self

Conformity Assessment Route; IVDD At

Standards Appli d e
List of (harmomzed_, andards for which documented evidence for compliance can be
provided as attach menj;,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Glio Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Caleium Kit (Arsenazo 1l Method ).

Classification: The devicg ho §|n EVDD annex Il and not for self
testmg/perfor ance; evaluahon

.» g

andards for which documented evidence for compliance can be

provided as attac:hment

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr, Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Lipoprotein(a} Kit (Turbidimetry Method)

Classification: The device-» “-‘f:??‘?jn IVDD annex |l and not for self

provisions of the Directive 9’81?91EC on In Vitro Diagnostic Medical
Devices. All supporting documentatlons are retained under the premises
of the manufacturer '

Standards Applied
List of (harmonizé‘d')"
provided as attachment,.

ndards for which documented evidence for compliance can be

Place, Date of Issue: Shenzhen, 2008-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Complement C3 Kit (Turbidimetry Method)

Classification: The dewc;e---‘-" IVDD annex Il and not for self
testlnglperfor ance: evaluatlon

List of (harmonlzed, andards for which documented evidence for compliance can be
provided as attachment

Place, Date of Issue; Shenzhen, 2002-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai [nternational Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product; Complement C4 Kit (Turbidimetry Method)

2in IVDD ~annex |l and not for self

Classification: The dewce

Conformity Assessment Route: iVDD'A"n”nex IE[

provisions of the Directive, 981'(9!EC on In Vitro Diagnostic Medical
Devices. All supportlng documen’tatlons are retained under the premises
of the manufacturer. "

List of (harmomzed) standards for which documented evidence for compliance can be
provided as attachmem‘,,

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiaa
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bie-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Fark, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Cerp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Immunoglobulin M Kit (Turbidimetry Method)

Classification: The dewceno F'n iVDD annex il and not far self

of the manufactur
Standards Appli d_

List of (harmomzed, andards for which documented evidence for compliance can be
provided as attachmenjg.v-

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80
20537 Hamburg, Germany

Product: Immunoglobulin G Kit (Turbidimetry Method)

Classification: The devicesnot: IVDD annex Il and not for seif
testmg!perfoa nance. evaluatlon

List of (harmomzed) ar_igar&s for which documented evidence for compliance can be
provided as attachment. -

Place, Date of Issue: Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice Fresident




‘Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Prealbumin Kit (Turbidimetry Methad)

Classification: ' The devicef‘ ”."'foin IVI5D annex {l and not for self
testing/peﬁormance evaluatlon

List of (harmomzed,)_ aﬁjgafas for which documented evidence for compliance can be
provided as attachment,.

Place, Date of Issue; Shenzhen, 2009-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Carp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Glucose Kit (HIK Method)

Classification:

provisions of the Dlrectlve 98;79/[—:0 on In Vitro Diagnostic Medical
Devices. All supporti ngdeCUmentat[ons are retained under the premises
of the manufacture' :

Standards Applle‘ T
List of (harmonized) standards for which documented evidence for compliance can be
provided as attachment.

Place, Date of Issue: Shenzhen, 2009-06-30

Signature: s

Name of Authorized Signatory: Mr. Suo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralte 80
20537 Hamburg, Germany

Product: Immunoglobulin A Kit (Turbidimetry-Method)

Classification:

Conformity Assessment Route:

We herewith declare that the above mentioned products meet the
prov:smns of the Dlrectlve”98!79/EC on In Vltro Diagnostic Medlcal

List of (harmontzed) arigaras for which documented evidence for compliance can be
provided as attachment,

Place, Date of Issue: Shenzhen, 2008-06-30

Signature:

Name of Authorized Signatory: Mr. Guo Genmiao
Position Held in Company: Vice President




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Manshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Alanine Aminotransferase (ALT) Kit (IFCC Method)

Classification: Others

-Conformity Assessment Route: VDD Annexl . |

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 dacumeniatmns are retained under the premises
of the manufacturer \

Standards Applig;l: L
List of {hannanizéd:!"sfandards for which documented evidence for compliance can be
provided as attachment,

Place, Date of Issue: Shenzhen, 2008-08-01

-

Signature:’ i

Mame of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80
20537 Hamburg, Germany

Product: Aspartate Aminotransferase (AST) Kit (IFCC Method)

Classification: Oth ers
Conformity Assessment Route:" VDD Annex 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 Appliéd_f

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

Place, Date of Issue: Shenzhen, 2008-08-01

Signature: %’fﬂ? ff{.

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Manshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Gamma-Glutamyltransferase (GGT) Kit (Szasz Method
/TFCC stand.)
Classification: OtheTap,

Conformity Assessment Route: IVBD Annex HI-"“

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 App-lia_d: &

List of {harmunized} standards for which documented evidence for compliance can be
provided as attachment.

Place, Date of Issue: Shenzhen, 2008-08-01

Signature: Ef‘ﬁ;}“fﬁ-

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Manshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Lactate Dehydrogenase (LDH) Kit (IFCC Method)

Classification: Dméfsx : :
Conformity Assessment Route:* VDD Annex III

We herewith decll_'g!'_e that the above mentioned products meet the
provisions of the'Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. All 'é'u:pgq!'ti_nﬁ ‘documentations are retained under the premises
of the manufacturer.

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

Place, Date of Issue: Shenzhen, 2008-08-01
Signature: %’Ec?‘ﬁ-

Name of Authorized Signatory: ~ Mr. Yang Long

Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Manshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai Intemational Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: a-Amylase (a-AMY) Kit (IFCC Method)

Classification: b Others:
Conformity Assessment Route: VDD Annex III

We herewith declare that the above mentioned products meet the
provisions of the \Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. AI['hﬂppprfi__nﬁ"fi:lucumentatians are retained under the premises
of the manufacturer.

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

Place, Date of Issue: Shenzhen, 2008-08-01

Signaturer” _ . SRS 8 . T

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Creatinine Kit (Sarcosine Oxidase Method)

Classification: The device not in VDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex 111

We herewith declare that the abové"’g"mentioned products meet the
provisions of the Directive QBIZ_S(EC on:In Vitro Diagnostic Medical

Devices. All supporting documentatlons are retained under the premises
of the manufacturer.

Standards Applied:
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 Issue: Shenzhen, 2009-08-07
Signature: %w/_& ________________

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80
20537 Hamburg, Germany

Product: HDL-Cholesterol Kit ( Direct Method)

Classification: The device not in VDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex Il

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 documentattons are retained under the premises
of the manufacturer. %

Standards Applied: o
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 Issue: Shenzhen, 2009-08-07
Bighatlires - o —EESeg Z]L e

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: LDL-Cholestero! Kit (Direct Method)

Classification: The device not in IVDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex 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 documentatlons are retained under the premises
of the manufacturer. :

Standards Applied: Ty

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 Issue: Shenzhen, 2009-08-07

Signature:

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Total Bile Acids Kit (Enzymatic cycling assay)

Classification: The device not in VDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex 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: e

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 Issue: Shenzhen, 2009-08-07

Signature:

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: ; Bilirubin Direct Kit (VOX Method)

Classification: The device not in IVDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex IlI

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: S
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 Issue: Shenzhen, 2009-08-07

Signature: 7"

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralie 80
20537 Hamburg, Germany

Product: Bilirubin Total Kit (VOX Method)

Classification: The device not in IVDD ‘annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex 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 documen{é'tio_ns" are retained under the premises
of the manufacturer. :

Standards Applied:
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 Issue: Shenzhen, 2009-08-07
Slgnatures’ o © ot SRR REWE

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Creatine Kinase Kit (|[FCC Method)

Classification: The device not in IVDD annex |l and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex 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: e,
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 Issue: Shenzhen, 2009-08-07
Signature: %M

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative




Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Creatine Kinase-MB Kit (IFCC Method)

Classification: The device not in IVDD annex Il and not for self
testing/performance evaluation
Conformity Assessment Route: VDD Annex I[

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 documentatlons are retained under the premises
of the manufacturer. :

Standards Applied:
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 Issue: Shenzhen, 2009-08-07
Signature: S Nt Lo

Name of Authorized Signatory: Mr. Yang Long
Position Held in Company: Management Representative
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