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has establ:shed and maintains. a quality management system.
the requirements; “of the standards has been audited.
“The manufacwrer is sub;ect toa yearly survenllance audit. -
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Medical Gas and Vltal Sugns Monitoring Equment
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APPROVAL
Directive 93/42/EEC Annex ll Amcle
~Full Quality Assurance System -

Reglstratton No.: HD 961 161"7 01
d E 9613282" 01

BCI Intematlonal
_W238 N1650 Rockwood Drive '
. USA Waukesha. Wl 53188-1199

Date of Explry 08.12.:5_:,01:”:‘
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The Notified Body hereby authorizes the .quality management systcm established and applned by the
ompany mentnoned above. This rcqulrements of Annex I, Article 3 of the directive are met. This
approval is subject to penodnc survesllance. defined by Annex lI, Article S of the afoumentuoned _
EC duectwo and can be used by the cornpany wnth the manufacturer s declarat:on of conformrty

Accrednted by chtra!stelle der LSnder fﬁr s:cherhettstechmk (ZLS) and
Zentralstelle der Linder fir Gesundheitsschutz bei Medizinprodukten (ZLG)

Notified under No. 0197
to the EC Commission




