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EC Declaration of Conformity
E G Ko nfo r mitiits e r kl fu u ng

i
Marutfocturer/ Hersteller: Authorized EU Representatit,e/ EIJ Reprcisentant;

GE Medical Systems Information Technologie.r GE Medical Systems Information
8200 W. Tower Avcnuc

Milwaukec. Wl 53223 USA
Technologies GmbH

Munzingerstrasse 5,
791 I I Freiburg, fiennany

We herewith declare that the product/ Wir erkltiren hiermit, clcts,s dcts Produkt

Model 2501250CX Series Maternal / Fetal Monitor

(including system components and accessorie/einschliefiliclt Systemkomponenlen and Zubehiir)

U MDNS-Cotle: I 2-647; GM DN-Code I 2-647

fulfills the requirements of the following directives. standards and normative documents:
mit den folgenden Richtlinien, Normen trncl nctrmativen Doktrmenten iibereinstimmt:

l. Council Directive 93/42/EEC of l4 June 1993 concerning medical devices
2. IEC 60601-l:1990, Al:1993, A2:1995 / IEC 60601-1:1988, A1:1991, 42:1995; Medical

Electrical Equipment - Partl: General Requirements for Safety
3. EN550l I i CISPR I I Ed. 3.1 1999-08 Industrial Scientific and medical (lSM) radio

frequency equipment - Electromagnetic disturbance characteristics - Limits and
methods of measurement. Class B Group I

4. IEC 60601-2-2721994 Particular requirements for the safety of
electrocardiographic monitoring equipment

5. IEC 60601-2-37:First Edition Particular requirements for safety of Ultrasonic
Medical Diagnostic and Moniting Equipment.

6. IEC 60601-2-30:1995 Particular requirements for safety, including essential
performance, of automatic cycling indirect blood pressure monitoring equipment

7. EN 60601-l-2:2001 Medical electrical equipment -- Part l-2: General requirements
for safety - Collateral standard: Electromagnetic compatibility - Requirements and
tests)

Cornpliance of the designated product with the Directive 93l42|EF.C has been certified by:
Die Ubereinslimmrrng des be:eichneten Proilrktes mit der Richtlinie 93/42/EWG v,ird bescheinigl
clttch:

GE Medical Systems lnformation Technologies
Technical Dossier No: CE-M-120 (DOC0387156)

The medical device has been assigned to Class Ilb device per Rule l0 of Annex IX as specified
in the Directive 93l42lEEC. It bears the rnark
Dos Medizinprodtrkt ist eingesnr/i in die Klossellb gemcis.s tler Richtlinie 93/42/EWG, es trcigt die
Kennzeicltnrrng

, r lii;:E{t

:

The designated product has been designed and r.nanufactured under a quality management systent
according to EN ISO 13485: 2003 and Annex Il of Directive 93l42lEEC conceming medical devices.
The conformity of the quality management system has been certified by:

Pro440
Text Box



GE Healthcare
Das bezeichnele Prodtrkt wurde unler Anwendttng des Qrralitiitsmanugementstslems geniis.s
ISO 13485:2003 unr) Anhung ll der Richtlinie 93/42/Ell/G iiber Medizinprocltrkte entwickelt, hergestellt
und gepriift. Die Konformitc)t des Qrralitc)tsmanctgenents.yslem,\ wird bescheinigt durch;

BSI
(Notified Body No: 0086)

Sauy'"i{a hefu.
Sanjukta DebRoy, Regulatory Affairs Leader Bangalore September I I, 2009

The tcchnical documentation is Illcd atl Dic technische Doukmentation ist archivierl bei
Wipro CE Healthcare Private Lirnited



GE Healthcare

EB Atitikties Dekla r aclja

Gamintojas / uisakovas: lgaliotasis ES atstovas / ES atstovas

GE Medical Systents Information Technologies GE Medical Systems Information
8?00 w Tower Avenue Technologies GmbH

Milrvaukee, WI 53223 USA Munzingersrrasse 5.

791 I I Freiburg. Vokietija

Mes patvirtinanrc, kad pmduldas:

Modelis 2501250CX Serijos Motinos / vaisiaus Monitorius

(iskaitant sistemos komponentus ir priedus)

U MDNS-Kodas: 12-647 ; GMDN-Kodasl 2-647

atitinka ii1 direktvvtl, standarttl ir nonnini4 dokwnentry reikalavirttus:
l. 199-l m. Birielio I4 d. Tarybos direktl,yn 93/12 / EEB del medic'inos prietais4
2. IEC 60601-1: 1990, Al: 1993. A2M995 / IEC 60601-1: 1988, Al: 1991, A2: 1995; Medit'inos elektros
j ranga. Partijo.s: Bendrieji saugos reikalavinmi
-1. 8N55011 / CISPR 1l Red.3.1 1999-08 Prantoninis ntoksLines ir medicinos (lSM) radijo daitiy jranga.
Elektromagnetini4 trukdiitl charakteristikos. Ribos ir nntavimo metodoi. B klases I grupe
1. IEC 60601-2-27: 1994 Ypatingieji reikalavimai, keliani elekrrokardiografiniry stebejimo jrangos saugai
5. IEC 60601-2-37: Pirnrusis leidimas Ypatingieji ultragarso medicinos diagnostiko.r ir ntontavimo
j ran gos sau gos re ikal ari mai.
6. IEC 60601-2--10: 1995 Specialieji netiesioginio kraujo spaudirno stebejimo jrangos, naudojaniios
automatini vaiiavirtrt! dviraiiu, saugos reikaLavimai, jskaitant esntinius veikimo reikalavimus
7. EN 60601-l-2: 2001 Elektrine medicittos jranga. l-2 dolis. Bendrieji saugo.s reikalavimoi. tkairo
s tandart as. E I e kt rotna g ne t i ni s s ude ri n amuma s. Re ikal av imai i r bandwnai.

Nurodyto pruduldo atitikinras Dircl{yvai 93142 IEEB buvo patvirtintas:

" G E M e dic al Sy st ems " informacini y t e c hn o I o g ij ry

techninis dokumentas Nr .: CE-M-I 20 (DOC0387 156)

Mcdicinos prictaisas buvo priskirtas "Klasei llb" prietaisui pagal IX priedo l0 taisyld , kaip nuxrdyta Direldyvoje 93/42 / EEB" Tai
pai.yri

Paskirtasproduktasbuvosuprojektuotasirpaganintaspagalkokybsvaldlrmsistem pagalENISOl3485:2003irDirekryvos
93142 lEDBll pried di l nredicinos prietais i I(olyb s vadltns sistems atitil{is

0086NB#




