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GM=D ATTESTATION,/ CERTIFICATE N" 7789 rev. '10

Ddllvr6€ A Parls lo 07 avtll2O2O
lssued in Pads on Apnl 7th, 2020

GR UPE LNE

ATTESTATION CE / EC CERTIFICATE
Approbatlon du Systdme Complet d'assuranco Qualit App roval ol tull Quality Assurarcs Syslem

ANNEXE ll excluant le polnt 4 Dlrectlve 93/4ZCEE relative aux dispositifs m6dicaux
ANNry ll excluding section 4 Dircctive 93/4ZEEC concerning medicaldevices
Pour los dlsposltlfs de classo lll, un certificat CE de conc€ption est requls

For class lll devlces, a EC doslgn certilicate is requlred

Fabrlcant / Manufacturar

DAMECA A/S
lslevdalvej 211

2610RODOVRE DENMARK

Cat6gorie du(des) dispositif(s) / Device(s) category

Stations d'anesth6sie (STA), R6gulateurs de pression, D6bitlitres, Valves respiratoires, Valves
CPAP, Absorbeurs, Dispositif d'aspiration, Connecteuns, Systdme d'apport d'O2

Anaesthetic Workstations (AWS), Pressure Regulalors, Flow Meters, Respiratory Valves, CPAP valves,
Absorbers, Suction, Connecfors, Syslem So/utlons

Voir d6tails sur addendum / See attachment for additional information
GMED attestE qu'i I'examen de3 r6sultats flgurant dans lo rapport r6f6renc6 P159929, P600876, le systAme d'assurance qualit6 -
pour la conception, la production et le conlrol6 flnal . d6s disposltifs m6dicaux 6num6r6s cl-dessus est conforme aux exigsnces
de l'annexs ll excluant le point 4 do la Diroctive 93l42loEe.

GMED cettilies that, on lhe basls of tho rosults contained in the tila reteronced P159929, P600876, the quality system - for dasign,
manufacluring, and final inspection . of medical devices lisled here above complies with the requirements ot the Diroctive gY4zlEEC, annex
ll excluding saction 4

La validite du pr6sent certificat est soumise a une v6riflcation periodique ou imprevue
The validity of the certilicate is subject to periodic or unexpected veriflcation

D6but de validite / Effective dafe i Aprll 7th, 2020 (included)

Valable j usqu'au / Expiry date : May 26th, 2024 (lncluded)

ws
On beha

B6atrice LYS
Technical Director

e

GMEo - 7789 rev. 10
Renouvelle le certificat 7789-9

GMED . Soci6t6 par Actions Simptifi6e au capitat de 300 000 € . Organisme Notif i6lN otif ied Body no 0459

Sidge sociat : 1, rue Gaston Boissier - 750'15 Paris. T6t. : 01 I'O /+337 gg ' gmed.fr



GM=D Addendum a l'attestation N'7789 rev. 10
Addendum of the certilicate N' 7789 rev. 10
Dossiers / Ftles N' Pl59929, P600876
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On behall of the Presldent
B6atrlce LYS

Technical Director

ROUPE LNE

ldttificaiim rtes dwdtifs / /dentiflcatron of devices

Product Familv: Dameca AX500

Deacrlplion ol lhe devlce /
Accessorlos

Rel commercial CE
marked devlce or ltem

code

Class MD

Dameca AX500 1 0621-00 Ib

Product Familv; lnlellisave 4X700

Descrlpllon ot the devlce/
Accessories

Bet commercial CE
marked devlce or llem

code

Class MO

IntelliSave AX700 10623-00

Product Famllv: Siesta i

s

GMED 0459

GMED . Soci6t6 par Actions Simptili6e au capitalde 300 000 € ' 0rganisme Notifi6/Notified Body n'0459

Silge sociat: 1. rue oaston Boissier - 75015 Paris ' T6l :0140 43 37 00'qmed lr

Descrlptlon ot the device /
Accessorles

Ref commercial CE
marked device or item

code

Class MD

SiEStA iTS 10653-00 Ib

Siesta i Whispa 10651 -00 b

Dameca NIR1508 1065'l MRI-00 b
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Vertimas i5 anglq kalbosyIIR] I\t \S TIKRAS

GMED SERTIFIKATO No 7789 rev. l0
Itlaistas Paryziuie 2020 m. balandiio 7 d.

Noiifi kuoioJi instrtucila Nr. 0459.

EC SERTIFIKATAS
Kokybes uZtikrinimo sistemos patvirtinimas

U PRIEDAS 4 skyrius DIREKTYVA 93/42/EEC lieEianti medicininius prietaisus
III klases prietaisans, butinas EC sertifikaJas

DAMECA A/S
Islevdalvej 211

2610 RODOVRE DANIJA

Prietaiso (q) kategorija (os)

Anestezijos darbo vietos (AWS), slegio reguliatoriai, srauto matuokliai, kv€pavimo voZtuvai,
CPAP voZtuvai, absorberiai, siurbimas, jungtys, sistemos sprendimai.

Ziurekite priedus del papildomos informacijos

LNVG-MED patymi, kad remiantis rezultatais, esandiais byloje P159929, auksdiau isvardinttl medicininiq prietaisq
kokybes sistema dizainui, gamybai ir galutinei apriiirai - atitinka Direktlvos 93/42IEEC, II priedo, 4 skyriaus reikalavimus.

Sertifikato galiojimas yra reguliariai arba nenumatytai tikinamas

{sigalioja nuo: 2020 m. balandiio 7 d. (imtinai)

Galioja iki: 2024 m. geguies 26 d. (imtinai)

paralas/ spaudas

GMED - 7789 rev. l0
Pakeitia sertifi kata 7789-9

Sertilikato direktorius
Beatrice LYS
Techninis direktorius

Gamintojas



k \s flliR-\\
GMED SERTIFIKATO No 7789 rev. l0

Isleistas ParyZiuje 2020 m. balandZio 7 d.

Aoarat[ra

2022 -05- 1 6

Aparatas CE Zvma Klas6 MD
Dameca AX500 IIb

Aparatas CE hma Klas6 MD
Dameca AX700 10623-00 Itb

Produkto Seima: Dameca AX500

GMED 0459 Sertilikato direktorius
Beatrice LYS

Techninis direktorius

Aparatas CE Zvma Klasd MD
10653-00 IIb

Siesta i Whispa 10651-00 ilb
Dameca MRI508 10651MRI-00 IIb

Produkto Seima: Dameca AX500

1062t -00

Produkto Seima: Dameca AX500

Siesta iTS


