
Declaration of Сопfоrmitу Y 11.0

мапчfасtчrеr:

EC-Representative:

Product:
lUlodeI:

classification:

Declaration of Gопfоrmitу { Ё
Shепzhеп Мiпdrау Bio-Medical Electron]cs Со., Ltd.

Мiпdгау Building, Keji 12th Road South, Hiteoh lпdчstriаl

Раrk, Nanshan, Shenzhen, 51В057, Р. R. Сhiпа

Shanghai lпtегпаtiопаl Holding Соrр, GmbH (Ечrоре)

ЕiffеstгаВе 80

2О53Т НаmЬчrg, Gеrmапу

Auto Hematology Апаlуzеr
вс_5300

lncluding rеаgепts as following:

M-s3LEo{l) LYSE
м-sзLЕо(lц LYSE
M-53LH LYSE
M-53D DILUENT
м_5з сLEANSER
м.53р рRовЕ сLЕАNSЕR

The device поt iп lvDD аппех ll апd поt fоr self
testi п g/реrfоrmа псе eva luation

СопfоrmitуАssеssmепt Rоutе: IVDD Аппех Ill(excluding Section 6)

Wе heгewith declare that the above mentioned рrоdчсЪ meet the
provisions of the Directive 98/79/ЕС оп ln Vitrо Diagnostic Medical
Dечiсеs. AI! sчрроrtiпg documentations аrе rеИiпеd чпdеr the premises
of the mапчfасtчrеr.

Standards Applied:
List of (hагmопizеd) stапdагds fоr which documented evidence fоr соmрliапсе сап Ье

pгovided аs attachment.

Start of СЕ-Маrkiпg:

Plaee, Date of Issце:

ýignature:

Nаше of Authorized Signatory:

Positioп Held in Соrпрапу:

2008-09-05

мг. Тап Сhчапвiп

Manager,Technical Regulation
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