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Ес Certificate NчmЬеr

Ешrореап Rерrеsепtаtiче

Notified Body (СЕ0123}

GMDN code

ЕС Declaration of Сопfоrmitу
Wе, TaiDoc Ъсhпоlоgу Соrроrаtiоп

в1_7F, No,127, Wugong 2пd Road, Wugu Dist., 24888 Nеw TaipeiCity, тдlWдNdeclare undgr очr зоlе rеsропsiЬiliý that the рrоdшсt

: Sterile Blood Lапсеt
:ТD-ý084

: 93l 4ИЁЕС( 0irective includln g 2аа7 и7 ЕСХмDD),
Аппех lX, ýесtiоп 2, Rule 6, ClaBs lla

GопfоrmltуАssеssmепtRоutе : 93l42/EЕC(Direc.tive includlng 2ao7l47IECXMDD)
Аппех llexc|uding (4)

: G1 0ý2126 d043 Rеч.OЗ

: MedNel Ес-RЕР GmbH
ВоrkstrаRе .l0, 48163 МOпstец Gегmапу

: ТЁV ý[,lD Рrоdчсt Service GmЬН
RidlеrзtrаВе 65, 80З39 МOпсhеп, Gеrmапу

:48142

to which this declaration relates is iп conformity with the following standard{s| or otharnormativo dосчrпвпt{s}:

Biological evaluation or **Oi.
testing within а risk mапаgеmопt рrос€ss
Bio|ogical ечаlчаtiоп of medical devices. Tests fоr iп vitю

Biologieal evaluatton of medical devices. Tests for irritаtiоп апсJ
skln seпsitizaticR

Biologica l eva lчаtiоп 
"i 

Й"СБr СМ;;r. S; *pi; ;r"p*"'i*
and rеfеrепсе materials

ýerilization of health саrе products - Rаdiаtй _ Раrt 1:

Requirements for development, validation апd routine сопtrоl of
а sterilizatioп рrосеss for medical devices
ýerilization of health саге рrоduсts - Radiation - Раrt 2:

Establishing the steгilization dose

IS0 10993-5:2009

lýO 10993-,10:2010

lSO 10993*12:2а12

ЕN lSO 1,1137-1:2015

ЕN lSo 1.1137-2.2015

cytotoxicity

I*

lSO 10993-1:201В



;;;

l}.о;"}" \м LJ#*
Illla па gеrпепt Representative

Jlm Jап

ЁN lSO 1 1607-1 :2009+А1 :20'l4

Packaging fог termirrally sterilized medicaldevices - Рагt 1,

Rеqчirеmепts for materials, sterile Ьаггiеr syýtemý апd packaging

systemB

ЁN lSO 1 1607-2:2006+А1 :2014

Packaging fоr tеrmiпаllу Bterilized medical devices - Part 2:

ValirJation rеqчirеmепts for forming, sеаliпg and assembly

рrосеsýеý

EN lýO 1173Z-1:20'18 
l
l
l
I

I

EN lso 11737-2 2009 t
,

}

I

i

EN lSO 13485:2016 i

ýtеrilizаtiогr of medical devioes - Microlriological methods , Part1:

DеJеrmiпаtiоп of рорuldtiоп of microofqaniýmý оп ррgr.Ч____
ýtегilizаtiоп of medicaldвvice* - Micгobiologioal methods - Part 2:

Теsts of stегilitу реrfоrrпеd iп the definition, validation апd

mаiпtепапсе_оJ а sterilization ргосеss

Medicaldevices - Quality management sуstеms - Requiremeпts fоr

геgulаtоry рLlrроsеs.

EN lSO,t4971:2012
Medical devioes - Application of risk mапаgеmбпt to medical

devices,

EN lSO 15223-1:2021

EN 556-1_2001/АС: 2006

Medicaldevices - $ymbols to Ье used with iпfоrmаtiоп to Ье

supplied Ьу the manuta_9turer - 
|_art 

1 G9пета] lе!_1iý**д1
ýhgrilization of medical dечiсеs - Rеqчirеmепts fоr medical dечiсез

to Ье designated "STERILE'- Part 1: Rеquirеmепts for tвrmiпа|lу

sterilrzed medical devices

ЕN 556-2,2015

Sterilization of medicaldevices - Requirements for medicaldevices

to Ье designatcd "STERILE" - Раrt 2, Rеquirеmёпtý fоr aseptically

ргосеssеd medical devtces

EN 62366-1:2015
Medical devtces - Applrcation of usability епgiпеегtпg to пredical

devices
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