BI@GENESIS

we care about life

Declaration of Conformity

According to the Medical Devices Directive 93/42/EEC

Manufacturer: Biogénesis S.R.L.
Offices Production Dep.
Alico Tower, Av. 18 de Julio 1744 | 1002 Alico Tower, Av. 18 de Julio 1744 | 1102
Zip: 11.200, Montevideo - Uruguay Zip: 11.200, Montevideo - Uruguay

Authorised Representative:

Medical Device:

Product Name : ECG Cable & Accesories

: BC, CR, DA, HP1, HP2, IV, MQ, MP, NK,
Product Number PT. SP, WA, ZO.
MDD - Classification : Class I

Lot/Batches/Serial Number, Type,

Periods of Manufacture : Se attached list of Ref. numbers.

The undersigned hereby declares that the medical device as specified above conforms to the essential
requirements listed in the Annex I of the European Medical Device Directive 93/42/EEC (MDD).

The Declaration of Conformity is based on the European Medical Device Directive 93/42/EEC, Annex VII.
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Montevideo, 15 April 2011.

(place and date of issue) (name and signature or equivalent
marking of authorized person)




