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PHYSIO-CONTROL' Inc.
11811 Wllows Road N E.

Redmond WA 98052

USA

Physio-Control OPerations
Netherlands B,V'
Keizersgracht l25'127
1015 CJ Amsterdam

THE NETHERLANDS

ECG Monitors, Manual & Automatic
Eitetn"f Defibrillators, (External Transcutaneous

Ficemakers, Pulse Oximetry Modules'
lnvasive and Non'lnvasive Blood Pressure
Modules, Capnometrie (Co2) Modules'
Temperature Modules), Patient Data

Management $Ystems

72102473

2015-03-21

202A-03-20

Manufacturer:

EC-Representative:

Product
Catogory(ies):

Report No.:

valid frotn:
Valid ntil:

The Certification Body ot TUV SUD Product Service GmbH declares that the aforemenlioned

manufaclurer has implemenlecl u qu"iity u"iutuntt syslem fof design' manulacture and tinal

ii lpJiiiliiJi tn"i"stiectiue oevices I o6vice categori's in accordance with MDD Annex rl

Thls qualily assurance syslem 
"ontotma 

to rn" 
't-qulrements 

of this Directive and is subiect to

o"itliur'!u*"irrrnce. nor mart<etinf oi cLss l devices an additional Annex ll (4) certificate

is manclatory. See also notes overleaf

Date, 2015-03-03

TUV SUD Product Service GmbH is Notlfied Body with identification no' 0123
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T[iV S0D Product Servico Gmbti z0 ifiziorst0llo Rldlerstra8s 65 80339 Miinchen ' G€rmany

P.oduci Sorvice

Hans-Heiner Junkgr

TUV@
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Directivs g3142/EEc on Medical Devices (MDD)' Annex ll exclucling (4)

{Dsvices ln Clasi lla, llb or lll}
'tf 
o. G1 15 0211882 064

Facility(ies):
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PHYSIO-CONTROL' hc.
i iiiri wrro*t noui N.E , Redmond wn 9B052' usA

Phvsio-Control Operations Netherlands B V'

i;ii;.vr6ol dti NV Maastricnt, rHE NETHERLANDS

Product Service

TUV SUD Product service GnrbH Zerlifizisrstslle RidlerstraBe65 80339Milnchen Germany



c r06+-R$r I IKATAS
imo sistemaos kokybds

edicininiq prietaisq D) direktyvos 93l42lEEC, priedas II i5skyrus (4)

Nr. Gl 15 02 11882 064

Gamintoj as: PHYSTO CONTROL' Inc.
ll8ll WillowsRoadN.E.
Redmondas, WA 98052

JAV

Physio-Control OPerations

Vertimas i5 anglq kalbos

EC-atstovas:

TUV SUD product Service GmbH deklaruoja, kad auk5diau paminetas gamintojas igyvendino kokybes

uztikinimo sistem4 atitinkamq produktq / produkto kategorijq pagal medicininiq prietaisq direktyv4 MDD

Annex II, gamybai ir galutinei apZifrai. Si kokybes uZtikinimo sistema atitinka Direktyvos nuostatas rr

reikalauja feriodines pii"Zinror. Iit klases produltq marketingui yra privalomas papildomas Annex II (4)

sertifikato priedas. Taip pat 2i[rekite lapo antroje puseje.

Produkto kategorija (-os):

Raporto Nr.:

Galioja nuo:
Galioja iki:

Data,2015-03-03
(paraias)

Hans-Heiner Junker

TUV SUD Product Service GmbH yra Notifikuotoji lstaiga su identifikacijos nr. 0123.

I lapas iS 2

Netherlands B.V.
Keizersgracht 125-127

1015 CJ Amsterdamas
NYDERLANDAI

EKG monitoriai, rankiniai ir automatiniai iSoriniai

defibriliatoriai, (i5oriniai transkutaniniai Sirdies

stimuliatoriai, pulsoksimetro moduliai, invaziniai ir
neinvaziniai kraujo spaudimo matavimo moduliai'
kapnometrijos (CO2) moduliai' temperatiiros moduliai)'
paciento duomenq valdymo sistemos

72102473

2015-03-21
2020-03-20



IKATAS
) direktyvos 93/42lEBC,piedas II i5skyrus (4)

PHYSIO-CONTROL, Inc.
11811 Willows Road N.E., Redmondas, WA 98052, JAV

Physio-Controt Operations Netherlands B.V.
Galjoenweg 68, 6222 NV Maastrichtas, NYDERLANDAI

Baz6:

2 lapas iS 2


