EC CEﬂIfICEtE TOVRheinland

Full Quality Assurance System
Diractiva 98/TSEC on In Vitre Diagnostic Madical Devices,
Annex IV excluding {4, 6}

Feqgizstration Mo.: HL 18022591
Manutacherar: Yan Dostvesn Medlcal BY
Hararweg 264
3648 CH Wilnis
Metherlands
Products: In il diagnoslic selHeesling davices in ths fullowing product groups:

- Bipod glucose maonitardng systems
- Fregnancy tests

Thie Moliled Bedy heraty declaras thal the rasguiraments of Annsx 1V, excluding seclion 4 and & af tha
dirastive PETHEC have bean met for the llsted products, The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surweillanca, defingd
by Annex Y, seclion 5 of the aforementioned directive. For placing on tha market of LIst A devices
covered by this cerificate an EC destgreexaminaion certificate according 1o Annex [V, section 4 and a
vatification of manufactured products according o eection 6 12 raguirsd.
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Rheinland LGA Products GmixH
Tillystralte 2 - 80431 Mimbearg - Garmany

TUY Rhelnland LGA Producis GmbH |s a Motiled Body according to Directva S8/7R/ED concerning in vifro
diagneoetlc medical devices with the dentficatlon number 0197,
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