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ATTESTATION / CERTTFICATE N' 7789 rev. 1o
t)dlivr6e A Paris Ie 07 svril 2020

lsstEd in Paris on AptilTth, 2020
GROUPE LNE

ATTESTATION CE / EC CERTIFICATE
Approbation du Systdme Complet d'agsuraoco eualil6/ Apprcvat ol lull euatity Assurance Systen

ANNEXE ll gxcluant lo pointil Dltectlve 93/4ZCEE relative aux disposltils m6dic.ux
ANNEX lt excluding section 4 Directive 93/42EEC conceming medical devjces
Pour les dispositlts de classs lll, un cortifical CE d€ conception Est,equis

For clas3 lll devices, a EC design certiticate is rgqulred

Fabricant / Manufacturer

DAMECA A/S
lslevdalvej 21 1

2610 RODOVRE DENMARK

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

Stations d'anesth6sie (STA), Rrigulateurs de pression, D6bitlitres, Valves respiratoires, Valves
CPAP, Absorbeurs, Dispositif d'aspiration, Connecteurs, SystCme d'apport d'O2

Anaesthetic Workstations (AWS), Pressure Regulators, Flow Meters, Respiratory Valves, CPAP valves,
Absorbers, Suction, Connecfors, Syslem Solutions

Voir d6tails sur addendum / See attachment for additional information

cMEO attesto qu'e I'examen des r6sultata tigurant dans le rapport r6fdrencC P159929, P600875, lo systime d'assurancG qualh6 -
pour la conception, la productlon at le contr6lo final - d€3 dispositlfs m6dicaux 6numd.6s ci-dessus sst confo.mo aux oxlgancos
de l'annexe ll oxcluant lo polnt,l de le Dlroctivo 93/42ICEE.

GMED cedilias that, on tho basis of tho rcsults contained in the filo rcfercnced P159929, P600876, the qualily systen - for dosign,

manufacturing, and final inspeclion - of medicatdevice$ tisted herc above complies with the roquiements ofthe Directive 93/42JEEC, annex

ll excluding section 4

La validit6 du present certificat est soumise a une v6rification p6riodique ou impr6vue
The validity of the certificate is subject to periodic or unexpected veriflcation

D6but de validit6 / Effective date r April 7th, 2020 (included)

Valable jusqu'au / Expiry date : May 26th, 2024 (included)

u- LLIS

On beha
B6atrice LYS

Technical Director

{
I

GMED' 7789 rev. 10

Renouvelle le certilicai 7789 I

GMED . Soci6t6 par Actions Simplifi6e au capitaL de 300 000 € . organisme Notif i6lNotif ied Body n" 0459

Sidge sociat : 'l, rue Gaston Boissier - 75015 Paris ' T6t : 01 40433700e gmedfr

I
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On behall ot the President
B6atrice LYS

Technical Director

GRO LNE

ffin

Description of lhe device /
Accessories

Ret commercial CE
marked deylce or hem

code

Class MD

Dameca AX500 1062'l -00 ltb

I lden n vtces

Producl Familv: Dameca AX500

Description ot lhe device/
Accessories

Ret commerclal CE
marked device or item

code

Class MD

IntelliSave AX700 '10623-00 b

Producl FamilYj.Slegtai

Deecription ot the device /
Accessories

Ret commercial CE
marked device or ltem

code

Class MD

Slesta iTS 10553-00 b

Siesta i Whispa 10651 00 b

Dameca MR1508 10651 lvlHl-00 tb

GMED 0459

GMED.soci6i6ParAclioossimPt]fi6eaucapitatde300000€.orgalismeNoljfi6^otifiedBodyno0459
Siige sociat: 1, rue Gaslon Boissier - 75015 Paris ' T61 011043 37 00 ' gmed lr ADD - 720 DM O70l -3I rev 6 du 016012018

-_\-_.,/a
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Product Familv: lnlellisave AX700

I
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Descriplion ol lhe dcvice /
Accessorles

Rel commercial CE
marked devlce or ltem

code

Class MD

02 Reduction valve 33016
and

989803195051

Ib

AIR Reduction valve 33018

and

989803195061

Ib

02 Beduction valve, pin
index with mini lemale outlet

33051 b

Combi Valve 02 for humidilier 33062 b

3s063 b02 Reduction valve with
Flow meter gauge 0-
1sumin

tbCombined reduction valve
w/ vacuum

32576-00

ltbCombined reduction valve
w. vacuum, pin index

ib33016- 10Reduction-Valve O2lMini
Female

Ib33016 12Reduction.Valve 02 w.Flow
meter

b33018- 10Reduction.Valve Air/Mini
Female

ltb33018-12Reduction.Valve AlFl W Flow
meter

tb3305'1cAIR Reduction valve, pin index
with mini female outlet

ws

GMED 0459
On behall ol the President

B6atrice LYS
Technical Director

GMEO . So.i6l6 per Aclions SimPtifide au capilalde 300000 €'Organisme Nolili6/Nolified Eody n'0459

Sidqesocial:1,r;€GaslonBoissier-75015Paris'Tdl.:0110433700'gmed'h ADD 72oDMo7ol-316v6d!01/034018
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On behalf of the Presidenl
Beatrice LYS

Technical Director

G

P
i0- 1

Producl Familv; i-SORB

Producl Familv: Unisorb

Descriplion ot lhe device/
Accessories

Rel commercial CE
marked dovice or llem

code

class MD

Unisorb Disposable
absorber 45 mm

1 1056-1 5 lla

Unisorb Disposable
absorber 50mm

'1 1057-15 lla

GMED

Rel commercial CE
marked devioe or item

code

Class MD

0 2 tlow meter 1-'15 Umin 32015-00 lla

Air flow meter 1-16 Umin 320'1sC-00 lla

Double 0 2 flow meter 1-15 Umin 3201 6-00 lla

Double Air flow meter 1-16 UMin 32016C-00 lla

Combined 0 2 and Air llow
meter
0 : 1 -15 Umin Air 1-16 Umin

32031-00 lla

DescrlDlion ol the device i
Accesiories

Rei commercial CE
marked device or item

code

Class MD

i-SORB Disposable absorber 11044 lla

i-SORB Disposable
absorber, 1pcs. Box

11044-18 lla

i-SORB Disposable
absorber, 8 pcs Box

11044-08 lla

i-SORB Beusable absorber '11048 lla

i-SOBB Reusable
absorber, 1 pcs Box

1 1048-1 Ila

LNg

0459

t

i
l

i
I

Accessories

GMED . soci6t6 ParActions Simplilide au capitalde 300080 €'Orqanisme Notiti6/Notified Eodv n'0459

iOqesociat,t,rreOastonBoissier_75015Par6'Tdt 0l 40 43 37 00 ' lmed'lr ADD 72oDMo7ol3l rov6du 0rna/2o18
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Product Familv: Benvenisle Valve

ws

GMED 0459
On behalf ol the Presidenl

Beatrice LYS
Technlcal Oirector

Description ol the device/
Accessories

Ref commercial CE
marked device or ilem

code

Class MD

Plastic Cone lvlale 8mm Straighl
White

13640 lla

Plastic Cone Female 8mm
Stra;ght White

13644 lla

Double VAC regulator 32001-00 lla

Double VAC M regulator strong 32002-00 lla

VAC regulator strong, single lla

VAC regulator strong,
single, MRI compatible

32005-mri lla

VAC regulator low, single 32006-00 lla

JeY ejector VAC, strong 32515-00 lla

Suction Tubing Set 32s16-50 lla

Descrlplion of lhe device /
Accessories

Ret commercial CE
marked device or ilem

code

Class MD

Benveniste valve
pressure port-

12082-01 lla

Benveniste valve Wo
pressure port.

'12083-01 lla

Tube Connector 2.5mm lla

Tube Connector 3,0mm 12083-03 lla

Tube Connector 4,0mm 12083-04 lla

Tube Connector 5,0mm '12083-05 la

GMED . Soci6t6 parAclions Simplili6e au capitatde 300000 €'0rsanisme Notili6/Nolified Body n'0459

SiAgesociat:l,rueGastonBoissier-75015Paris.T6t.0140433700.lmed.Ir ^DD 
- 720 DM o7o 1 3r ,d 6.,! 0r/03.?or a

32005-00

12083-02

I
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on behalf ol the President
B6atrice LYS

Technical Director

Addendum e I'attestation N' 7789 rev. 10
Addendum of the ceiificate N" 7789 rev. 10
Dossiers / F/es N' P159929, P600876
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DescrlDtion ot the device /
Acces6ories

Ret commercial CE
marked device or ilem

code

Class MD

Sliding clampM2 x 02 mini
connector, horizontal 30080-00

Ib

Sliding clamp w/ 2 x VAC mini
connectors, horizontal 30080b-00

b

Sliding clamp M2 x AIR mini
connectors, horizonlal 30080c-00

Ib

Sliding clamp w/ 4 x 02 mini
connectors 30084-00

lrb

Sliding clamp 4 x VAC mini
con nectors 30084b-00

ltb

Sliding clamp w/ w/ 4 x AIR
mini connectors

30084c-00
b

IbDouble outlet, N2O, stralght
31079A-00

IbDouble outlet, N2O, angled
31080A-O0

rrbDouble outlet, AGSSMAGD,
anqled

31080F-00

Ib
31079-00

Double outlet, 02, slraight

b
310798-00Double outlet, VAC, straight

tb
31079C-00Double outlet, AlR, straight

rbDouble outlet,0 2, angled

b
310808 00Double outlet, VAC, angled

b
3r080c,00Double outlet, AlR, angled

OMED . Soci6t6 par A.lions SimPtafide aucapil3tde 300000 €'Orqanisme Noiiiid/Norified Body no 0159

aiag; sociat, 1. r;e casron Boissier - 75015 Paris ' Tel 01 40 43 37 00 ' smed'lr ^DD 
720 DMOTol_31 'ev3du016A20lA

:\
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31080-00
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On behalt ol the President
B6atrice LYS

Technical Dilector

ce/Descrlplion ot the devi
Accessorles

Ref commerclal CE
marked device or ilem

code

Class Mo

i/ini straight connection, 02 31202 tb

Mini straight connection, N2O 31202A. Ib

312028 b

l\4inl straight connection, AlFl 31202C b

Mini Male Nipple, CO2 (gen. 1) 31202G lrb

Mini [,,lale Nipple, CO2 (gen.2) ltb

Draeger angle connectlon, 02 31217 Ib

lrbDraeger anale connection, VAC 312178

31217C flbDraeger angle connection, AIR

b13982Angle connector w/ ISO
o2zmrn, cone

GMED . So.i6td parAclions Simptili6e au caPitatde 300 000 €'Orqanisme Notilie/Nolified Eodv n'0459

iGq" ro.i.L, r, rr" O"tron Boissier - 75015 Paris'T61 01 40 43 37 00 ' gmed lr ADD ?20OMOTO|3l rov 5du 01/0aP0la

I I

GMED

i
I

Mini straight connection, VAC

31202G-'10
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on behalJ ot the President
Bealrice LYS

Technical Diteclot

..1

,$sl fliI$l ll.ilNsltili

tlals
.1 l)

G stilicd ccu,Ie le dte d les divit6s stilates
This certificate covers the followinq site and activities

DAMECA A/S - lslevdalvei 211 - 26'10 Hsdovre - DENMARK :

Conception, fabrication el contr0le flnal / Design, manufacture and final control

GMED 0459

Descrlplion o, the device/
Accessories

Fle, commercial CE
marked device or ilem

code

Class MD

Respiration valve 1 1239 b

Berner Valve, Datex-Ohmeda 12894 b

Berner Valve, Swedish, ISO 12993C ltb

Berner Valve, Danish, ISO 129948 ltb

BMED . Soci6i6 par klions Simplifide au capilatde 300 000 €'Organisme Notitid/Notified Bodv n'0459

;;;:.oJ,i;;i";i"; Boissier - ?5015 iaris'T6(':0140 43 37 00'qmed'tr 
^DD'72oDMo7o131'ov6du0r/0ar20ra

\



HC Centificate
lnitial Certificatlon Oate
12 Novomber 2021

Csrtlflcate Explry Date
11 I'lovembor 2023

PRODUCTION QUALITY ASSURANCE
Directive 93l42lEEC for Medical Devices, Annex ll (OBl,.)

We hereby declare that an examination of the under mentioned
production qualily assurance syBtem has been carried out following
the requlrements oi the UK national legislation to which the
undersigned is subjected, transposing Annex ll of the Directive
93l42lEEC on medical devices via an Own Branding arrangement.
We cerlify that the production quality system conforms with the
rolevanl provisions of the aforementioned legislation, and the result
entitles the organization to use the CE 0473 marking on tlrose
producls listed below.

Organization:

VERSAMED lNC

2 BIue Hill Plaza, PO Box 1512, Pearl River, NY 10965, USA

Computerized Ventilator systems :

ivent 201 [iVent 201|C, iVent 201A8, iVent 201C and AB,
iVent 201 HO, iVent 201HSl
iVent 101

A
Aulhorlzed SignatorY:

This Csdifrcolo ls lot lho
exclusivo use of AMTAC s
clienl oN! ls Nalldod purcuant
to lhe dgftofienl bolwooh
AM|AC end ils Clion! .

AMrAC\ rcspon slb llily ond
llab lly are linilsd lo lhe leffns
6nd condillons ol lho
aore o nonl. AMTAC os-eunes
no labllily lo any potly, olhet
lhon lo lhe Cllenl ln
lccodanao wilh lho
ag@ongnL fot ony loss,
exp6ns6 or ddfiago
occssionad by lhe Ba ol lhis
cedficole. Only lho Client ls
aulhorized lo pornfi coPylng ot
distibu on ol lhls Cetllficale
Any Be ol lha AMTAC nsne
ot one of lls na*s fot lhe salo
or advotiisenenl ol hg lasled
noloial, ptbducl ot seNlco
mug fitsl be epptuved in
wdttns by AMTAC

Tha cedificdton Is sobjecl lo
lho ory a nizolion nainlalnlng
lholr syslen ln conpllanao
wilh lhe rcgulallons staled
ln lhls codificale, dllowlng
rogulaa assossmarls ond
lollowlng lho aonlnclad
rcqulrsnsnls ol lho Nollfied
Bady

a MTAC Cedlncab n S eNlaes
Ltnlled is a No fiad BodY
acaadlng lo Ditoclivo
N/4aEEC Ior n€dlcal
dovicss, , ilh ldanlilira on
nunber0473

AMIAC Ce naa on Sevces
Lirnllad
Davy Avenue

Mlllan XoYnes
MK, 

'NL. 
UK

ETolophona
+44 10)1908 857 750
Emall acsl@lnledokcom

Al\/TAC Certificalion Services Llmited' Milton Keynes, UK

-tr- ";;ZaoT-U

C6rtiflcate Number
610 cE 2018

Certlficate lssue Date
14 March



C( lt c laratio n of' C onJbrmityIL E SonoSite
-According to lSO/lEC 17050 FUJIfILM

Manufacturer's Name & Address: European Authorized Representative's Name & Address:
FUJIFILM SonoSite B.V.

Joop Geesinkweg 140

11 '14 AB, Amsterdam, The Netherlands

Declares that the CE-marked product(s):

Complies with:
European Comm!nity Council Direclive (Medical Device 0ireclive) 93/4ZEEC as amended by 2007/47lEC, Annex Vll, and are Class I medical devic€ ac{€ssories in

accordance with Annex lX, Rule 1 and Annex lX, Rule 12. MDD compliance is assured under the sole responsibility of the manufacturer.

Direclive 2011/65/EU (RoHS2 Directive)of lhe European Parliament and of the Council of 8 June 2011 on the resliction of the use of certain hazardous substances

in electricaland eleclroflic equipment (recast) in accordance with Annex l, Category 8. RoHS compliance is assured under the sole responsibility ofthe manufacturer

Standards Applied:
. EN IEC 60601-1:2006, 3'd Edition, Am 1;2013 . EN ISO 14971:2012

o EN tEC 60601_2-37:2008 . EN 50581:2012

. EN IEC 60601-1-2:2007

Quality Management and Quality Assurance:
. ISO S001r2008, 0uality management systems - Requirements lnlemational Organizalion for Standardization

r ISO 13485:2003, Medicaldevices - Quality management systems - Requirements for regulalory purposes

. EN ISO 13485:2012, [redical devices - Quality management systems - Requirements for regulatory purposes

Date CE mark was first applied: December 18,2015

November 8, 2017

Bothell, Washington USA

Scott Paulson
Sr. Director, Regulatory Affairs and Quality Systems

FUJlFlLltl SonoSite, lnc.

21919 30:' Drive SE

Bothell, Washington 98021 -3904 USA

Item Classification Part Number(s) GMDN Code
Bar Code Scanner Kit Rule 1 P14166 J/UJJ
Battery Rule 1 P15051 36534

Eite Hole lndicalor l\Ieler Kit Rule 1 P20870 36796

ECG Cable and Leadw res Rule 1 P01592, P0324'1 35562

ECG Slave Cable and Adapter Kit Rule 1 P20262 35562

Edqe l\.4ini-Dock Rule 1 P'15078 17115
Edqe Stand Rule 1 P'15800 40596

EU-Complianl Wjreless Kit P21701 32547

Power Supply Rule 1 P0s823

PowerPack Rule 1 P13122 17115
PowerPark Dock Rule 1 P 12834 17115

PowerPark Stand Module Rule 1 P12822 40596

Tnple Transducer Connect P16535 62345

Wireless Kit Rule 1 P 17726 32547

SiteLink lmaqe l\,4anaqer Rule 12 P10117

For additional information regardlng lhis Declaration, please contact FUJIFILIV Sonosile, lnc., your local Sonosite afliliate, or the Sonosite European Representative.

D18328 Revision E SONOSITE EDGE II ACCESSORIES DECLARATION OF CONFORIVIITY PAgE 1 Of 1

:l

.!,*\-*,g-

I Rule 1

36545

Rule 1

40829
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N'31051 rw.0
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pow l.r .cthd6c
,orthea6#dfcE

Conopton, llbrhrdon, vanb ct artt Dl,.n dc dLpoltffr madloaux pour t naon Lloglc,
p&lmrrlogb, pldhuh et rob.(&hr..

Dogr?n, nanufaclud,E, *s aN,rlprhlcnarr@ d nadal dl,ldcge fu nconfutogy,
Whablogy padla&t6 an t &blcr,

ildtsa- lur L(.) rlb(s) de
oafonnecl on he loqtla(a) ot

4r'0 ruc ou-.t cour--*t ffi31* t lm tt!10 TAuxrqaY ?iA

art confonna aux aldganca3 dar nontta. lntcmdonlha
caff piles vfrl1 t E rquhemen/E d tln Mantatlq7E,l r,'/,rffi

ISO 13485:2003

tofrrr On behalf Director

O.llED C.rl lcdon Dn Son f,rtrg[
,T . crftal lf.ld E*rgbt. nd-lao{fED€..tlc*lt
, UG/eCED i&lE EodY t.L.(&.| Dlt h-

6
a
a
r,

3

Lt€ lf 3r$l-{
C.qltc.ld.ralnt..bl b dgb.a dltc.lhi SICD
LEl}ffi, Ot!* rd6 rort b Dl?o.i{t ladt q
FLlrt ab b carucal ,.(!5

lgbotatotfc nationSl dc mdtrologle :t d'crsek . &l|. .nEnt pubrc a c.actarc lndl'trld ot conrrn rdd
!.!{EIG-MED . Ot.antrtle nodfie n' (Xr9
l , ru. clstor Bolaal€t - 7'724 E]tlt da l, . 1!l. : Ol {t 43 3? OO ' Rx: Ot {r 4t r7 t? ' vrur.lne.t ' ! rar{fnod.fr

LNE

ff,wM

\



Lru G=.
EB Neuro S.p.A.
Sedo Legale e Commerciale
Flegrstersd Ofltce erd Sales Deparlment
Via P.Fanfani,97lA 50127 Frrenze - ITALY
Phone +39 C554565111 - Fax +39 055 4565123
ebn@ebneqro.@m www.ebn6uro,com
Pailla IVA I V.A.T. Nunber 04888840487

IIT€D

AMS

DICHIARAZIONE DI CONFORMITA'
DECLARATION OF CONFORMITY

C o strullo r e I M a n u f a c t u re r
EB Neuro S.p.A.
Via P. Fanfani, 97/A
50127 - Ftenze - ltalia

Dispositivi Medicil Medical Devices:
Nome l\4ode llo/Model /Vame:

GALILEO I\IIZAR

Classilic. EN/lEC Classe llb
Tipo BF (ingressi paziente)

ll coslruttore dlchiala che iDispositivi Medici (apparecchi/sistemi elettromedicali), come sopra specificaio e le relative
opzioni, sono conformi alle seguentinorme atmonizzale:
The manufacturer declares lhat the Medical Devices (eleclrcmedical equipments/systems), as specified above and the
rclated options, arc in confonnity with the following hamonized standad:

Standard Ref. Title

Particular Requirements for lhe basic salety and essential
erformance of lse oximeler for medical use

Primaemissione/First issue (Rev.A): 3OlO7t2O17
ll legale rappresentante

Aulhoized officer

l\4

tB Neuro s.P'A'

Via P' tanlani,
50127 tirem (j

tvA 04888840 {87

-

P.

csQ

cEt
Clesslficetion

EN 606011:199'l (Ed. 2) +
A1:1993 + A2:1995

Medical Electrical Equipments, general Safely Standard cEt 62-5

EN 60601-{l:2001 (Ed. 2)

EN 50601-1-2:2001 (Ed. 2) +
Al:2006
EN 60601-1-4:1996 (Ed. 1) +

A1:'1999
EN 60601-1-6:2004 (Ed. 1)

l\.4edical Electlical Systems, collateral Safety Standard cEt 62-51

Medical Electrical Equipments, collateral Safely Standard
Electromagnetic Compatibility

cEt 62-50

Programmable Medical Devices, Satety Standard

Medical Electrical Equipments, collateral Safety Standard
Usability

cEt 62-81

cEt 62-138

EN 60601-2-26:2003 (Ed. 2) Electroencephalographs, particular Safety Standard
Symbols for use in lhe labelling oi medical devices

cEl 62-61
EN 980:2008 (Ed. 2) cEl 62-149

EN ISO s919:2009

cc AA d r.iEnze R E.a !c3655 , R69r3rrc d.[o rmpr6. 6 cf. oi 22220065 0.13020000002{ 16 - FNp N |I906OPO000OA67 Capil.te S@iale Eu& 95A 25O t.t v.6.

l

I
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Codiciidentificalivi/Referencecodes: 89800082000
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