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EC rDeclaration of G'onformittrp

Wa, TaiDoc,Technology CIor:poration:

81-7F, No.127, Wugong 2nd Road, Wugu Dist., 24888 New Taipei City, TAIWAN

declare.under our sole responsibility ihat the product

Product f,Iame

Product Model

Classification

Sontormity AasessmeRt Route

EC,Gertificate Numher

European Representative

Notified Body (CE0123)

GMUN oode

to which thls declaration relates

norrnative docurnent{s} :

i Sterile Blood, Lancot

r'TD-5084

I $la?lE EO(Si ieetivo iheludi n g a00r/4 7/HGXMDP),

Annex lX, Section 2, Rule 6, Class lla

r' 93l42lE E C (Directive- inctudi n g ZAov t a1. t ecXM D D )

Anns.x ll excluding (4)

Gl 0521?600 3 Rev,03

MedNet EC-REP GmbH

BorkstraBe 10, 48163 MUnstel Germany

TUV S0D Product $ervice GmbH

RidlerstraBe'65, 80339 MUnchen, Germany

45142'

is in conformity.. with the fslls,wing standaid(sl roi other

I$O 10993-.1,:2018
Biolo$ ical eva! uation of rnEdibal,devioes Part' 1.:,,EVal Uation a nd

testing within a risk,management proce$s

[$0,109ss-5.2009'
Bioiogical evaluation of med'icairdevices. Tgsls lor ln vitro

cytotoxibi{y

ISO 10993-10:2010
,,Biolo gical' evaluatibn of m ed ibal :deviees, Tegts'foi irriH tion and

Skih senSitizatiori

Biolo g ical evaiuation of, medical, devices. $am ple pr.ep,qration

and r.eferen@ materials
is 10993-1.2;20t2

HN ISO 11137-1:201,5

.steriJi2ation of heaith'iafp ptoducts . Radiation - Part 1:

ReQuirements for devalopmenl.rvalidation and routine control of

a sterilization process for medical devices

EN|SOJ1137'2i
Ster:lliaatiqn of health. cqre produsts. - Radiation - Fart 2:

hg: the:stHrilizaiion dose
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Jim Jan

EN tSO 11607-it :2009*A1 :?014 f:(eqUlremenIs TOf,,lTldt€ftal$;,SlBIlld. baffter EystefnS,and paoKaging

systems

EN l$O'11607-?:2006+A1;2014

Packag,in g,,fer terminatly st$rilized mediqal deyloes -,Parti?;

Vatidation requirements for forming, sealing and EsSembllr

proces$e$

EN ISO 11737-1:7.A18
Sierilization of medical devices - Microbiological methods - Paril:

Determination of population of microorganisms on products.

EN ISO 1'17$7{:2009

$terilization OF rnedlcal device'$ -.Mictobiolngical methodi - Part ?:

Tests of sterility,performed in the definition, validation and

maintenance of a sterilization process

EN ISO 13485:201'6
Med iial {evics_s' ., Qub tity manE$ em.ent sy,stem s - Req u irem ents for

regulatory purposes:

EN tS0'1'4971:2fr12
Mediial device$ -Applioetiorr bf risk rn&nagbment to medical

deyices..

EN ISO 1522311:2021
Medibal devices -,$ymbols to be used with information to be

supplied by the manufacturer - Part 1: General requirements

EN 556-1:2001/AG:2006

Sterilization,of, medical devioe$ -. Requirements fort medical devices

to,berdesignated ':STERILE" * Part 1: Requirementsfor terrninally

sterilized medical devices

8N,556;2r201S

$teriliZntioh'of medical devictss - Requirernent$ fOr,medioal devices

to be designated 'STERILEI -rParl2; Requirements for aseptically

processed medical devices

EN 62366-'.20
Medical deVioes - fi pplication oJ.ug,qEility.:enginee{n0 rneoiCat

devices
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