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Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualita
della Produzione dell’'Organizzazione/ We certify that, on the basis of the audits carried out,
the Production Quality Assurance System of the Organization:

WUNDER SA.BI. S.r.l.

Sede Operativa / Operational Headquarter:
Strada Vecchia per Monza 20

20056 Trezzo sull' Adda, Ml - Italia

Sede Legale / Registered Headquarter
Via Monte Grappa, 7

Bergamo, BG - Italia

& conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Digs. 46 del 1997/02/24 e successive modifiche
ed integrazioni per le seguenti tipologie di Dispositivi Medici / /s in compliance with the
applicable requirements of 93/42/EEC Directive as amended, Annex V, transposed in Italy by

Dlgs. 46 of 1997/02/24 as amended for the following Medical Devices:

Bilance ad uso medicale / Weighing machine for medical use
Bilance meccaniche pesapersone e statimetri / Medical Scale and Height measure
Dinamometro digitale / Digital dynamometer

CERTIFICATE

Kiwa Cermet italla S.p.A.

Societa con socio unico, soggetta
all’sttivita di direzione e coordinamento
d! Kiwa Italla HoldIng S.r.l.

Via Cadriano, 23

40057 Granarolo deli'Emilia (80)

Rif. analisi documentazione tecnica/ Ref. technical documentation analysis: 27/10/2017

Tel +39.051.459.3. 111 Chief Operating Officer

Fax +39.051.763.382 Giampiero Belcredi

E-mail: info @kiwacermet.it ,

www. kiwacermet.it
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Bilance ad uso medicale / Weighing machine for medical use

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:
MD 0104

Marca / Brandname:
WUNDER
Modello / Model:

BABY 02; RA; RP CAVO; RB; RB-L; RB-CAVO; RH CORRIMANO; RO CAVO; RW 02; RL SENSORI; PL-
VEGA; DE5 A SEDIA

Tipologia / Medical Devices:
Bilance meccaniche pesapersone e statimetri / Medlical Scale and Height measure

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 0104

Marca / Brandname:

WUNDER

Modello / Model:

R150A, RG200, 960 150 A, C201, C202

. CERTIFICATE

Societa con socio unico, soggetta
all‘attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell'Emilia (BO)

Tel +39.061.459.3.111 Chief Operating Officer

Fax 439.051.763.382 Giampiero Belcredi

E-mail: info@kiwacermet.it i

www.kiwacermet.it
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medicl/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dinamometro digitale / Digital dynamometer

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 0104

Marca / Brandname:
WUNDER
Modello / Model:

RS 300, MHS-2500, MHS-2600

La lista completa dei codici, relativi ai modelli certificati, & disponibile presso Kiwa Cermet ltalia./ The complete list of the
codes related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato é soggetto al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia ed & valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermet ltalia regulations and it is valid only for the above mentioned
Medical Devices that are subject to survey. L'allegato tecnico é parte integrante del presente Certificato./ The technical
sheet is an integrating part of this Certificate.

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzi e coor

di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo del'Emilia (BO) . ) .
Tel +39.051459.3.111 Chief Operating Officer

Fox +39.051.763.382 Giampiero Belcredi
E-mail: info@kiwacermet.it 3
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CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all"attivita di
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(8O)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail. info@kiwacermet.it
k.4 R

kiwa

2018-07-16

Reg. Number 11334 - M Valid From

First issue date 2004-04-21 Last change date 2018-07-16

Valid until 2019_04_21

Quality Management System Certificate
ISO 13485:2016

We certify that the Quality Management System of the Organization:

WUNDER SA.BL. S.r.l.

Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following
products/services:

Design, production, service and maintenance of medical and industrial
scales

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance
of Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.
The date of issuance of this certificate is the date of first issue by another accredited body

This certificate is composed of 1 page.

WUNDER SA.BL S.r.l.

Registered Headquarters

- Via Monte Grappa, 7 24100 Bergamo ltalia

Certified sites

- Strada Vecchia per Monza 20 20056 Trezzo sull' Adda ( M1) ltalia
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Annex to certificate number: CE-247
Valid from: 8 November 2017 until 8 November 2019

Replaces annex dated 8 November 2016

List of EU-type examination certificates or EC type-approval certificates:

Certificate Type Manufacturer
DK 0199.321 HW
DK 0199.322 NHB
RH, RL, RW, RC, RA, RA-L, RP, RB, RB A CAVO, RB-L,
DK 0199.336 BABY 02, DE 3, DE 5, PL
DK 0199.373 ACS-M
DK 0199.449 BILL
DK 0199.505 w100
DK 0199.586 wiJ
DK 0199.605 WB
DK 0199.622 ECO Wunder Sa.Bi. S.r.l.
DK 0199.625 R150A / 960A
T7448 RS
T8006 ADW-C, ADW-E, AQM, ADM
T8044 JPP
18384 PIX, PIX-P
T8385 BABY 630
T8532 SELL
T8885 Baby One
T8899 WX, WX20, WXS, WXS10
Related persons:
Management Representative Mauro Filippo Cassera
Quality Assurance Manager Paolo Cassera
Verification Officers Riccardo Bassi
Anna Vella
Gabriele Cogliati
Romina Sabatino

List of documentation, as part of this certificate of approval:

The applicant documents for EU declaration of conformity;

The calibration certificates with regard to traceability of the standards
and measuring equipment;

The quality manual, procedures and working instructions as far as

relevant for the metrological aspects of non-automatic weighing
instruments with CE conformity marking.




