EC DECLARATION OF CONFORMITY

IVD MEDICAL DEVICES DIRECTIVE 98/79/EC

MANUFACTURER: | HALOTECH DNA SL

ADDRESS: Parque Cientifico de
Madrid, PTM
C/Santiago Grisolia, 2
28760 Tres Cantos
Madrid (Spain)

DECLARES under their responsibility that the products covered by this
declaration conform with the Essential Requirements of EC directive 98/79/EC

(annex I):

Dyn-HALOSPERM, DNA fragmentation assessment using SCD (Sperm

Chromatin Dispersion) test along time.

(EDMS code: 1270059000)

DATE: September 1, 2009

Name Jaime Gosalvez
Technical Manager

Signed /aj*i'ﬁi,%-a
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