
EC Declorotipn srf Conformitv
Manufocturer:
GE Heqlthcore Finlond Oy
Kuortoneenkqtu 2

00510 Helsinki
Finlond

We hereby declore under our sole responsibility thot the product:

CARESCAPE Monitor 8650, t4LL76A?L, 8650-01, Softwore Version 1.1.4
including occessories and components

to which this declorotion relotes is in conformity with the essentiol
requirements occording to the Medicol Device Directive 93l4Z|EEC, onnex I

ond the corresponding Finnish Notionol Low no. 6?912010.

Clossrficotion cccording to Rule 10 of Annex lXl93l4Z|EEC) is closs ll b.

This declorotion is bosed on the EC Certificotion of the Full Quolity
Assuronce System, Annex ll, Article 3 of the Medicol Device Drrective by
VTT Expert Services LTD, Notified Body no. 0537, Certificote no:VTT-C-
5463-01-1004-38 7- 10.

For the relevont hormonised stqndords to which conformity is declared ore
listed os reference rn Appendix 1".

According to ISO/TS ?A225'. Globol medicol device nomencloture for the
purpose of regulotory doto exchonge: 2001 lhe GMDN code is 33586

Dote October 4, 2010

Signed for cnd on beholf r:f GE Heolthcore Finlond Oy

S'"*'
Signoture.

Nome: Poivi Roihc
Title: Regulotory Affoirs Leoder
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Appendix 1"

CE Declorotion of Conformity
CARESCAPE Monitor 8650

Relevq nt Ho rmonized Stondq rds

EN 60601-1:1990+ A1:1993 + A2:1995: Medicol electricol equipment .. port i.: General requiremenls for sofety

EN 60601-1-1:2001: r"iedicoi etectrlcol equipment - Porl L-L:Generol requlrements for soiety - Colloterol stondord: Sofety

requirements for medic0l electricol systems

tN 60601-1-2:2001 + 41:2006: I"ledicol electrlcol equipr,rent - Por{ 1-2: Generol requirements for sofety .- Coiloterol stondcrd:

Electromognetic comptibifity - Requirements ond tests

EN 60601-1-4;L996 + A1:1999: Medicol electricol equipment - Port 1-4: Generol requirements for sofety * Coiloteral stondord:

Progrom moble elect,ic0l medicol systems

EN 60601-1-6:2007t Medicol electrical equipmenl * Psrt 1-6: Generol requirements lor bosic sofety ond essentiol performonce -
Collcterol Stondord: Usobility

EN 60601-1-&2007: Medlcol electricol equlp*lent - Port 1-8: Generol requirements for bosic sofety ond essentlol performonce -
Coll0terol Stondord: Generol requirements, test$ ond guidsnce for olorm systems in medicol electricol equipment ond medicol electrical

$y$tems

EN 60601-2-10:2000 + 41:2001: Medicol electricol equipment - Port 2-10: Porticulor requirements for the scfety of nerve ond muscle

stimulotors

EN 60601-2-26:2003: Medicol e,ectricol equipment - Parl2-26: Porticulsr requirements for the soiety of electroenc€pholog.0phs

EN 60601-2-27:2006; Medicol electricol equipment * Port 2-27: Porticulor requirements for the safety, including essentiol performonce,

of electracordiogrophic monitoring equipment

EN 60601-2-30:2000: Medicol electricol equ;pment - Port 2-30: Porticulor requiremenls for the sofei.y, including essentioi performonce,

oi outomotic cyciing non-invosive biood pressure monitorlng equipnlent

EN 60601-2-34:20S0: Medicol electricol cquipment - Port 2-34: Poriiculor requirements for the sofety, including essentiol performonce,

of invosive blood p.essure monitoring equipment

EN 60601-2-40:1998 l,tedicol electricol equipment - Port 2-40: Porticulcr requirements for the sofety o{ eleclromyogrophs ond evoked

response equipment

EN 60601-2-49:200 j.: Medicol electricol equipment * Port 2-49: Porticulor requirements for the sofety of multifunction pat:ent

monitoring equipment

EN 606001-2-51;2003 Medicol electr-lcol equipment - Port 2-51: Port!cillor requirements for sofety, including essentiol performonce. of
recording ond onolysing single chonnel ond multichonnel electfo{ordiographs

EN 1060-1:L995 + A2:2009: Non-invosive sphygrnomonometers * port 1: Generol requirements

tN 1060-3:1997 + 42:2009: Non-invosive sphygmomonometers - port 3: Supple!'oentory r€quirements for elect.o-mechonicol blood

pressure me0suring systems

EN ISO 9919:2009: Medicol electricol equipmenl - Porliculor requireme.ts fo. the basic sofety ond essentioi performonce of pulse

oximeter equipment for medicol use llSO 9919:2005)

l5O 1-2470-4:2000 + A1:2009 Clinicol thermomete.s - Pori 4: Perfo.monce of elect,icol thermometers for conlinuous meosurelnent

Except for :Test 6.3 bl foiled: Temperoture meosuremenL error with single use probes exceeded moxirfiufir permissible error. Test

6.4 foiled: The re$ponse time of the Esophogeol stethoscope with lemperoture probe exceeds L50s for the probe sizes I8F ofld

24f, Test 6"5 fgiled: Environmentol temperoture specificotions +10... 135'C /10 ... 9570Rl"i for the moniior doesn'l meet

environmentol operotlng ronge requirements +10 . +40+C130... 75%RH sei by the stondord for o complete thermometer.

EN ISO 216217:2009: Medicol electricol equipment - Porllculor requirements for the bosic sofety ond esseniiol performonce of
respirotory gos ffionitors {!SO 21647:?004, !ncluding Cor 1:2005}

Except for: Test 201.1.?'Alorrn condition priority'foiled: The high onesthetic gos reoding otorm ond the low and high corbon

dioxide ond O2 olorms ore low priority olorm insteod of medium priority. After certoin period of time the priority increoses to
medlum priority level.

EN 1041:2008: Informotion supplied by the rnonufccturer of medicol devices

[N 980:2008 Symbols for use in the lobelling of medicol devices

october - dflti



Versta ii angltl kctlbos

EB Atitikties deklaraciia

Gamintojas:
GE Healthcare Finland Oy
Kuortaneenkatu 2

00510 Helsinkis
Suomija

savo iSimtine atsakomybe pareiSkiame, kad gaminys:

CARESCAPE Monitorius 8650, N{ll7602l,8650-01, Programin6s irangos versija 1.1.4
taip pat pagalbiniai itaisai ir komponentai

kuriam skirta 5i deklaracija, atitinka esminius jam taikornus reikalavirnus pagal Medicinos prietaisq
direktyvos 93l42|EEB I pried4 ir atitinkam4 Suomijos nacionalini jstatym4 Nr. 62912010.

Klasifikacija pagal IX Priedo l0 taisyklg (93l421EEB) - II b klase.

Si deklaracija remiasi EB visi5ko kokybes uZtikrinimo sistemos paZymejimu, Medicinos prietaisq
Direktyvos II Priedo 3 Straipsniu, o paZymejirnE iSdave VTT Expert Services LTD, Notifikuotoji
istaiga Nr. 0537, sertifikato Nr. VTT-C-5 463-01- I 004-387- 10.

Atitinkami suderintieji standartai, pagal kuriuos patvirtinta atitiktis, pateikti I Priede.

Pagal ISO/TS 20225: Pasaulin6 medicinos prietaisq nomenklattra, skirta reglamentuojamqiq
duomenq mainams: 2001 GMDN kodas yra 33586.

Data 2010 m. spalio 4 d.

GE Healthcare Finland Oy vardu pasira5o

Para5as: /para5asi
Vardas, pavard6: Piiivi Roiha
Pareigos: Reglamentavimo reikalq skyriaus vadovas
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1 Priedas
Atitinkami suderintieii standartai
EN 60601- I :1990 + A2:1995: Elektrine mcdicinos iranga. I dalis. Bendrieii saugos rcikalavimai
EN 60601-l-l:2001: Elektrine rncdicinos iranga. 1-l dalis. Bcndrieji saugos reikalavimai. Gretutinis standarlas.

Elcktriniu medicinos sistcmq saugos reikalavimai
EN 60601-1-2:2001 + Al:2006: Elektrine mcdicinos lranga. 1-2 dalis. Bendrieji saugos rcikalavimai. Gretutinis
standafias. Elektromagnetinis suderinamumas. Reikalavimai ir handymai

EN 60601-l-4: 1996 + Al:1999: Elektrinc mcdicinos ilanga. l-4 dalis. Bendrieji saugos rcikalavimai. Gretutinis
standartas. Programuoiamos clcktrines medicinos sistemos

EN 60601-l-6:2007: Elektrinc medicinos jranga. l-6 dalis. Bendrieji btitinosios saugos ir esminiq cksploataciniq

charaktcristiku reikalavimai. Cretutinis standaft as. Taikonrumas

EN 60601-l-8:2007: E,lektrine rncdicinos iranga. l-8 dalis. Bendrieji bltinosios saugos iresminiq eksploataciniq

charakteristikq reikalavimai. Gretutinis standaftas. Elektrines medicinos jrangos ir clektriniq medicinos sistemq

oavoiaus sisnalizavimo sistemu bendrieii reikalavintai, bandymai ir nurodymai

EN 60601-2- 10:2000 + A I :2001: Elcktrine medicinos jranga. 2- l0 dalis. Ypatingieji saugos reikalavimai, keliami nervq

ir raumenu stimuliatoriams
EN 60601-2-26:2003: Elektrine medicinos iranga.2-26 dalis. Ypatingieji saugos reikalavimai, keliami
elektroencef'alografams
EN 60601-2-27:2006: Elektrine mcdicinos iranga.2-2T dalis. Ypatingieji saugos reikalavimai, iskaitant esmines

eksoloatacines charaktcristikas. keliami clektrokardiocrafines kontrolcs ircnginiui
EN 60601-2-30:2000: Elektrine mcdicinos lranga. 2-30 dalis. Ypatingieji saugos reikalavimai, lskaitant esmines

eksploatacines charaktcristikas, keliami netiesiogincs automatines ciklines kraujospldZio stcbescnos jrangai

EN 60601-2-34:2000: Elektrinc medicinos iranga.2-34 dalis. Ypatingieji saugos rcikalavimai, iskaitant esmines

cksploatacines charakteristikas, kcliami tiesiogines krauiosptidZio stebesenos aparatams

EN 60601-2-40:1998 Elektrine medicinos iranga.2-40 dalis. Ypatingicji saugos reikalavimai, keliami
elektronriogralams ir suZadinamo.jo biopotencialo analizatoriams

EN 60601-2-49:2001:Elektrine mcdicinos iranga.2-49 dalis. Ypatingieji saugos reikalavimai, kcliami daugialunkcei

oacientu stebeiimo irangai
EN 60601-2-51:2003 Elektrinc medicinos iranga. 2-51 dalis. Ypatingieji saugos reikalavimai, jskaitant esmines

cksploatacines charakteristikas, keliami raSomiesiems ir analizuojamiesiems vienkanaliants ir daugiakanaliarrrs
e lektrok ard iosraf-anrs

EN 1060-l:1995 + A2:2009: Netiesioginiai kraujosp[d7io matuokliai. I dalis. Bendrieji leikalavimai

EN 1060-3:1997 + A2:2009: Neticsioginiai kraujosp[dZio matuokliai. 3 dalis. l)apildonric'ii elcktrorncchirniniLl

krr rr iosptidT.io rratar into sistcnr tt lci kirlrvilttlii
EN tSO 9919:2009: Elektrinc medicinos iranga. Ypatingieji bltinosios saugos ir esminiq eksploataciniq charakteristikq

reikalavimai, kr'rlitrrti tll!rlt.trrirrit; llttl.,,k.irrlcllil ir;lll'l;li
ISO 12470-4:2000 + A I :2009 Medicininiai termometrai. 4 dalis. Elektriniq neperlraukianrojo t.natar irlo tenrx)ntctrtl
c lr a ra ltt clist ikos

l50s,ozonrtrg dl,dislSl.ir24F.Ncpavykusj hanril'nr4(r.5: Aplinkostcntl)cralurosspeeilikacijosrl0. ll5'(]i10...
95,),oRH *onir.riui ncxtirilka aplink6s dirrbo dilpazrrrrp reikalai,i:nr-1 I10... f.10''('i.30_.. 759i,RH, kuric visan.r

1 eilrrorrrclrui ilusliiltti sttlldittto.
EN ISO 21641:2009: Elcktrine medicinos iranga. Kvopuo.jarnrlq dri j11 nronittrrir-1 biitinosios suugos it' tstninitl
cksploatacinirl charaktcristikq vpatingic.ji lcikalavirnri (lSO I l(r-17:1004. jskaitant Cor I :ll-)l)5)

kairr tulilrt [riiti. l)racjLrs tarn likranr lail'o tarpLri priorttcto l1gis prkl,la iki ,,c!,'ti,,itt Il,

EN l04l :2008: Canrirrtoio stt tttcdicinos priclllolrcrlis pirtcikianla inlirrnlaci.ia

EN 980:2008 lVledicinos pt icrnorriL1 Tcnklinirlo sinrholirri

CARESCAPE Monitoriaus 8650
EB Atitikties deklaracij os

2010 m. spalio 4 d.
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