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EC Declaration of Conformity

We, TaiDoc Technology Corporation
B1-7F, No.127, Wugong 2nd Road, Wugu Dist., 24888 New Taipei City, TAIWAN

declare under our sole responsibility that the product.

~ Product Name ; Stefile Blood Lancet

Product Model < TD-5084

Classification : 93/42/EEC(Directive including 2007/47/EC)MDD),
Annex IX, Section 2, Ruls 6, Class lla

Conformity Assessment Route  : 93/42/EEC(Directive including 2007/47/EC)(MDD)
‘Annex Il excluding (4)

EC Certificate Number : G1.052126 0043 Rev.03

European Representative : MedNet EC-REP GmbH
Borkstralie 10, 48163 Mtnster, Germany

Notified Body (CE0123) £ TUV SUD Product Service GmbH
RidlerstraRe 65, 80339 Mlnchen, Germany

GMDN code 2 45142

~ towhich this declaration relates is in conformity with the following standard(s) or other
normative document(s):

‘Biological evaluation of medical devices Part1; Evaliiation and
testing within a risk management process

18010993-1:2018

‘Biological evaluation of medical devices, Tests for in vitro

18010993-5:2009 Ny i
’ cytotoxicity

Biological evalliation of medical devices, Tests fof iritation and

IS0 10993-10:2010 P
igKinsensitization

| Biological evaluation of medical devices, Sample preparation

~and reference materials

| Sterilization of health care products - Radiation - Part 1;
’R’é"cimramiafa'ts;.fﬁr"ti’év‘eldi‘)“m'éni,:vaiid‘a‘tidn ‘and routine coritrol of

|-asterilization process for medical devices

N\ | Sterilization of health care products - Radiation - Part 2;
< - |\Establishing the sterilization dose
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F’ackagingf_f, terminally sterilized medical devi art 1
EN-ISO11607-1:2009+A1:2014 | Reéquirements for materials, sterile bamer systems and packaging
| systems: }

Packaging for termma[ly sterilized medical devices - Part 2;

EN IS0 11607-2:2006+A1:2014 | Validation requirements for forming, sealing arid assembly
processes

Sterilization of medical devices - Microbiological methods - Part:

EN SO 11737-1:2018 AR S SRS _
Determination of population of microorganisms on products:

Sterilization of medical devices - Microbiological methods - Part 2:
EN SO 11737-2:2009 Tests of ’stekiIi’ty-iperforméd*iin the definition; validation and
maintenance of a sterilization process
Medical devices - Quality managemer
regulatory | purposes

o t systems - Requirements for
—— systems - Requirements for

R R A R Medical devices - Applicatmn of risk: management to madical
EN SO 14971:2012

- ' | devices: | -
‘Medical devices - Symbols to be used with information to be

suppﬂed by the manufacturer~Part 1: General requirements

EN 18015223-1:2021

Stenhzation ‘of medtcal devices - Requlrements for: med:cal devices
EN 556-1:2001/AC: 2006 to be.designated "STERILE" « Part 1: Requirements for terminally
terilized medical devices

‘Sterilization of medical devices - Requirements for medical devices
'EN556-2:2015 to be designated "STERILE" - Part 2: Requirements for aseptically
 processed medical devices

‘Medical devices ~Application of ‘usabmty engmeermg 1 medtcal

EN 62366-1:2015

devices
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