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Declaration of Conformity

in accordance with annex Il of the Council Directive 93/42/EEC concerning medical devices

We, P.J. Dahlhausen & Co. GmbH, Emil-Hoffmann-Str. 53, 50996 Cologne, declare that our medical
devices specified below meet the provisions of the Council Directive 93/42/EEC concerning medical
devices which apply to them:

REF

Description

01.000.08.752

nebulizer kit, ped., mask, 6ml nebuliz. chamber, 210 cm tube, universal/standard connector

01.000.08.753

nebulizer kit, adult, mask, 6ml nebuliz.chamber, 210 cm tube, universal/standard connector

01.000.08.852

nebulizer kit, ped., mask, 6ml nebuliz. chamber, 210 cm tube, standard connector both sides

01.000.08.853

nebulizer kit, adult, mask, 6ml nebuliz.chamber, 210 cm tube, standard connector both sides

01.000.08.900

nebulizer kit, adult, mouthpiece, T-pcs, 6ml nebuliz. chamber, 210 cm tube, standard
connector

01.000.08.901

nebulizer kit, adult, mouthpiece, T-pcs, 6ml nebuliz. chamber, 210 cm tube, 15cm corrugated
tube

01.000.08.903

nebulizer kit, adult, for breathing circuits, 6ml nebuliz. chamber, T-piece, 210 cm tube

01.000.08.904

nebulizer kit, adult, for breathing circuits, 6ml nebuliz. chamber, valve, 210 cm tube

01.000.08.905

nebulizer therapy system, adult, T-pcs, 6ml nebuliz. chamber, non-return valve, 210 cm tube,
2 stand. conn.

01.000.08.906

nebulizer therapy system, adult, T-pcs, 6ml nebuliz. chamber, non-return valve, 210 cm tube,
1 stand./1 soft connector

01.000.08.910

nebulizer kit, adult, mouthpiece, T-pcs, 20ml nebuliz. chamber, 210 cm tube, standard
connector

01.000.08.914

nebulizer kit, adult, mouthpiece, T-pcs, 20ml nebuliz. chamber

01.000.08.915

nebulizer kit, adult, mouthpiece, T-pcs, 20ml nebuliz. chamber, 210 cm tube and aerosol tube

01.000.08.921

nebulizer kit, ped., mask, 20 ml nebuliz.chamber, 210 cm tube, standard connector

01.000.08.924

nebulizer kit, adult, mask, 20 ml nebuliz.chamber, 210 cm tube, universal/standard connector

01.000.08.925

nebulizer kit, adult, mask, 20 ml nebuliz.chamber, 210 cm tube w. stand. con.

01.000.09.100

nebulizer therapy closed sys adult, mouthp., 6 ml nebuliz. chamber, ex./insp. valve, filter, 210
cm tube, 2 stand. conn.

Medical device class lla

The declaration is based on the EC-Certificate issued by the TUV Sud Product Service GmbH,
Ridlerstr. 65, 80339 Munich (notified body no. 0123) in accordance with Annex Il of the Council
Directive 93/42/EEC concerning medical devices of 14" June 1993.
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Our quality system is based on the requirement of the EN ISO 13485 and is approved by the TOV

Sud Product Service GmbH.

We hereby declare the sole responsibility for the issuing of this Declaration of Conformity.

This declaration is valid until May 19, 2023.

Cologne, 25 May 2018

Commerzbank AG Deutsche Bank AG

Konto: 0980 890 500 Konto: 160019600

BLZ: 37080040 BLZ: 37070060

IBAN: DE93 3708 0040 0980 8905 00 IBAN: DEO7 3707 006001600196 00
BIC: DRESDEFF370 BIC: DEUTDEDK

W%%DAHLH&UQEN“

P.J.Dahlhauser GmH— Zintechnik >er°
Emil-Hoffr Tuu’] Sgr. 53 - in/ Germany

Tel: +49 (22 35 ﬁ 146 (22 39) 26 13-100
e-mail; inf c\g,a( fhaublbn Intarnet www dahlhausen. ge
Petra Hardt
Manager Regulatory Affairs

"~’ N1

Sparkasse KéinBonn Geschaftsfihrer:

Konto: 52 202 959 Ulrich Dahthausen,

BLZ: 37050198 G. Linnemann

IBAN: DE94 37050198 0052 2029 59 Amtsgericht Koin: HRB 16846

BIC: COLSDE33 ID-Nr.: DE811177952



		2021-08-23T11:41:06+0200


		2021-08-23T11:49:47+0200




