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IEC SYSTEM FOR MUTUAL RECOGNITION OF TEST

Ref. Certif. No.

SYSTEME CEI D'ACCEPTATION MUTUELLE DE

CERTIFICATES FOR ELECTRICAL EQUIPMENT
(IECEE) CB SCHEME

CB TEST CERTIFICATE

CERTIFICATS D’ESSAIS DES EQUIPEMENTS
ELECTRIQUES (IECEE) METHODE OC

CERTIFICAT D’ESSAI OC

Product
Produit

Name and address of the applicant
Nom et adresse du demandeur

Name and address of the manufacturer
Nom et adresse du fabricant

Name and address of the factory
Nom et adresse de l'usine

Ratings and principal characteristics
Valeurs nominales et caractéristiques principales

Trademark (if any)
Marque de fabrique (si elle existe)

Model / Type Ref.
Ref. De type

Additional information (if necessary)
Les informations complémentaires (si nécessaire)

A sample of the product was tested and found

to be in conformity with

Un échantillon de ce produit a été essayé et a été
considéré conforme a la

As shown in the Test Report Ref. No. which forms part
of this Certificate

Comme indiqué dans le Rapport d’essais numéro de
référence qui constitue partie de ce Certificat

-Agatan 32

VSame as apphcant
Same as éphlicént .

-100- 240VAC 50/60Hz (IECIEN 60601 1)

,IEC 60601-1: 1988 and A1 +A2
“IEC 60601-1-8:2003 - .
IEC'60601-2-30:1999

Fetal heart monitor

Neoventa Medlcal AB

SE 431.35 Molndal SWEDEN

100-120VAC, 50/60Hz (UL 60601-1), 90VA, Class |, Type: B BF
CF( for-additional information see page 2), IPX1

STAN®
STAN 831

See page 27

IEC 60601-2- 49_2001 o

807713
and
800413

This CB Test Certificate is issued by the National Certification Body

Ce Certificat d'essai OC est établi par 'Organisme

National de Certification

Intertek Semko AB '

Box 1103 - ‘ ’
SE-164 22 Kista, Sweden
Int +46 8 750 00 OO '

Date: 3 .Dece'mber_ 2008

Mandated reviewer: PEL

, ETL SEMKO

Signature:

kael Goffhé

12 DAH/ASW




Ref. Certif. No.

Addrtlonal mformatron (|f necessary)
lnformatlon complémentalre (sr necessalre)

Type B on US1/U82 uItrasound transducer and event marker. Type BF on NIBP cuff-and SpO2 sensor. Type CF on i
FECG and TOCO/IUP transducer

The' product is also.in conformlty w1th EN 60601 1: 1990 wrth A1+ A2,
The prqduct is also.rn confovrmrty,wrth EN _6_0601-1-8:2004 with A1. |
'l_'he product is also |n co_rrforr_nity Witﬁ EN 60601-?—30':2000.

The produr;t ié also in co_nformity wrth EN 60601 -2-49:200-1. :

The product is also in eqnfermity with EN ISO 9918:2005.
»Biodompat‘ibilit‘yveeeording tb‘ EN iS'O 1709_93 ha,strrrot been evaluated.r _

Software deve'loprrrent aCc_'ording to IE(_;IEN 60601-1-4 has not been evaluated.

Date: 3 December 2008 Signature:

Mandated reviewer: PEL 212 DAH/ASW

LG



