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Notified Body N" 0459

ATTESTATION CE / EC CERTIFICATE
Approbatlon du Systdme Complet d'assurance Qualil6/ Approval of full Quality Assurance System

ANNEXE ll excluant le point 4 Directive 93/42/CEE relative aux dispositifs m6dicaux
ANNEX ll excluding section 4 Directive 9Y42/EEC conceming medical devices
Pour les dispositifs de classe lll, un certificat CE de conception est requis

For class lll devices, a EC design certificate is required

Fabricant / Manufacturer

DAMECA AIS
fsfevdalvE 211

2610 RODOVRE DENMARK

Cat€gorie du(des) dispositif(sl / Device(s) category

Stations d'anesth6sie (STA), R6gulateurs de pression, D6bitlitres, Valves respiratoir€s, Valves
CPAP, Absorbeurs, Dispositif d'aspiration, Connecteurs, Systime d'apport d'O2.

Anaesthetic Workstations (AWS), Pressure Regulators, Flow Meters, Respiratory Valves, CPAP valves,
Ab sorbe rs, S uction, Connectors, Sysfem So/uflons.

Voir ddtails sur addendum / See attachment for additional information

Le LNE/G.MED atteste qu'i l'examen des r6sultats figurant dans le rapport r6f6renc6 P159929, le systdme d?ssurance qualit6 -
pour la conception, la production et le contr6le final - des dispositifs m6dicaux 6num6r€s ci-deesus est conforme aux exlgences
de f'annexe ll excluant le point 4 de la Directive 93l4ilCEe-

LNHG-MED ceftifies that, on lhe basis of the results contained in the file referenced P159929, the quality syslern - for design,
manufacturing, and final inspection - of medical devices /rsted here above complies with the reguirements of the Directive 93/4?JEEC, annex
ll excluding section 4

La validit6 du prdsent certificat est soumise i une v6rification p6riodique ou imprEvue
The validity of the certificate is subject to periodic or unexpected verification

D6but de validitG / Effective date : September 12th,2917 (included)

Valabfe jusqu'au / Expiry date : September 1lth, 2020 {included)

On behalf of on Director
C6cile VAUGELADE

G-MED Certification Division Manager

Laboratoire national de rn6trologie et d'essair . Etablissement public ir caractdre industriet et commercial
LNVG-MED . Organisme notifi6 n" 0459
f , rue Gaston Boissier-75724 ParisCedex l5 ' T€1.:Ol 4O 4337 OO. Fax;01 4Q4?37 37 . www.lne.fr. www.gmed.fr
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Notifikuotoji institucija Nr. 0459

Vertimas i5 anglq kalbos

SERTIFIKATO No 7789 rev. 5

l5leistas ParvZiuie 2017 m. 28 d.

EC SERTIFIKATAS
Kokybes uZtikinimo sistemos patvirtinimas

II PRIEDAS 4 skyrius DIREKTYVA 93/42{EEC liedianti medicininius prietaisus
III klases prietaisams, btitinas EC sertifikatas

Gamintojas

DAMECA A/S
Islevdalvej 211

2610 RODOVRE DANIJA

Prietaiso (-g) kategorija (-os)

Anestezijos darbo vietos (AWS), slegio reguliatoriai, srauto matuokliai, kvepavimo voZtuvai,
CPAP voztuvai, absorberiai, siurbimas, jungtys, sistemos sprendimai.

Ziurekite priedus del papildomos informacij os

LNE/G-MED pairymi, kad remiantis rezultatais, esandiais byloje P159929, aukidiau i5vardintq medicininiq prietaisq
kokybes sistema dizainui, gamybai ir galutinei apZiiirai - atitinka Direktyvos 93/42|EEC,II priedo, 4 skyriaus reikalavimus.

Sertifikato galiojimas yra reguliariai arba nenumatytai tikrinamas

fsigalioja nuo: 2017 m. rugs6jol2 d. (imtinai)

Galioja iki: 2020 m. rugs6jo 11 d. (imtinai)

paraias/ spaudas

Sertifi kato direktorius
CECILE VAUGELADE

LNE - 7789 rev. 5

Pakeidia sertifi kat4 7789-34


