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EC Declaration of Conformity 

We, TaiDoc Technology Corporation 

B1血汗， No.127, Wugong 2nd Road, 24888 Wugu Dist, New Taipei C1旬， TAIWAN 

declare under 。ur s。le resp。nsibility that the pr。duct

Product Name 

Product Model 

Classification 

: Blood Glucose Monitoring System : 

TD-4116 

: 98/79/EC (IVDD), Annex 11, List B 

Conformity Assessment Route : 98/79/EC (IVD), Annex IV excluding section 4&6

EC Certificate Number : V1 052126 0069 Rev.01 

Eur。pean Representative : MedNet EC-REP GmbH 

N。tified B。dy (CE0123) 

GMDNS c。de

Borkstra�e 10, 48163 Munster , Germany 

: TOV SOD Product Service GmbH 

Ridlerst「aP.,e 65, 80339 Munchen, Germany 
: 62537 

to which this declaration relates is in conformity with the following standard(s）。r other 
n。rmative d。cu『nent(s)

ISO 13485:2016 

EN ISO 14971 :2012 

EN ISO 15197:2015 

ISO 15223-1:2016 

EN ISO 18113-1 :2011 

EN ISO 18113-2:2011 

EN ISO 18113-3:2011 

EN ISO 18113-4:2011 

Medical devices - Quality management systems﹒Requirements for 
「egulatory purposes. 
Medical devices - Application of risk management to medical 
devices. 
In vitro diagnosis test systems- Requirements for blood glucose 
monitoring systems for self-testing in managing diabetes mellitus. 
Symbols to be used with medical device labels, labelling and 
info「mation to be supplied - Part 1: General 「equirements
In vitro diagnostic medical devices - Information supplied by the 
manufacturer (labelling) - Part 1: Terms, definitions and general 
requirements 
In vitro diagnostic medical Devices. Information supplied by the 
manufacturer (labelling). In vitro diagnostic reagents for professional 
use 
In vitro diagnostic medical devices. Information supplied by the 
manufacture「（labelling). In vitro diagnostic instruments for 
professional use 
In vitro diagnostic medical devices - Information supplied by the 
manufacturer (labelling) - Pa「t 4: In vitro diagnostic reagents for self-
testing 
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