HEAD MEASURE - CRANIOMETRO

Code:

Category:

Unit of sale:

Minimum order:

Type:

Class:
NSIS:
CND:
EAN13:

Description:

27327

Medical measurers and Heart Rate
Monitor

1 pe.

10

Medical device
IM

331986

V030299
8001066704101

Made of special, soft, non stretchable plastic.
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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.

Metrica S.p.A.

Sede Operativa / Operational Headquarter:
Via Grandi,18

20097 San Donato Milanese , MI - Italia
Sede Legale / Registered Headquarter
Viale Vicenza, 40

36071 Arzignano, VI - ltalia

Sede Operativa / Operational Headquarter

Via Santo Stefano, 16
32040 Danta di Cadore, BL - ltalia

€ conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed integrazioni,
Allegato V, attuata in Italia con Dlgs. 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 ltaly by Dlgs. 46 of 1997/02/24 as

amended for the following Medical Devices:

Strumenti di misura di parametri anatomici / Measurement devices of anatomic parameters

CERTIFICATE

Kiwa Cermet Italia S.p.A.

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

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer

Fax +39.051.763.382 Giampiero Belcredi

. ) Firmato digitalmente da: BELCREDI GIAMPIERO
www.kiwacermet.it Data: 22/02/2021 10:50:19

C=RM=

Rif. analisi documentazione tecnica/ Ref. technical documentation analysis: 05/08/2019

E-mail: info @kiwacermet.it

Organismo Notificato n. 0476
Notified Body nr. 0476

-



CERTIFICATE

Kiwa Cermet Italia S.p.A.

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

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=T

kiwa

Reg. Numero / Revisione /

Reg. Number MED 31201 Revision

Primo rilascio / -04- Valido da /

First issue date 2014-04-24 Valid from
Scagenzg / 2024-04-23 Ultima modifica /
Valid until Last change date

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:

5
2019-12-30

2021-02-19

Pagina / Page 2di/of 3

Strumenti di misura di parametri anatomici / Measurement devices of anatomic parameters

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:
Metrica
Modello / Model:

Calibro per neonati / Gauge for babies
Codici / Codes:

10455

Modello / Model:

Calibro per ortopedia / Gauge for orthopaedics
Codici / Codes:
10460

Modello / Model:

Craniometro / Craniometer
Codici / Codes:
70410

Modello / Model:

Plicometro digitale / Digital plicometer
Codici / Codes:

70206

Modello / Model:

Plicometro grigio / Grey plicometer
Codici / Codes:

70200

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da: BELCREDI GIAMPIERO
Data: 22/02/2021 10:50:43

Organismo Notificato n. 0476

Notified Body nr. 0476
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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:

Strumenti di misura di parametri anatomici
Marca / Brandname:

Metrica spa

Modello / Model:

Dispositivo per linfedema
Codici / Codes:

70420

Codice NANDO / NANDO codes.
MD 1301

Marca / Brandname.:
Metrica spa
Modello / Model:

Calibro pelvico
Codici / Codes:

10771-10770

La lista completa dei codici, relativi ai modelli certificati, & disponibile presso Kiwa Cermet Italia./ 7he complete list of the codes
related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato € 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 & 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 direzione e coordinamento
di Kiwa ltalia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
Fex 1 39.051.763.352 Giampiero Belcredi

E-mail: info @kiwacermet.it

pakivacatEEil Firmato digitalmente da: BELCREDI GIAMPIERO
Data: 22/02/2021 10:51:10

CZRMZT Organismo Notificato n. 0476
Notified Body nr. 0476
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I MOBILE STADIOMETER | 1 SECA INFANTOMETER
e 27317 SECA 213 MOBILE STADIOMETER 0123 ] c E 0123 The unique V-shape automatically places
Mobile stadiometer for measuring height, c € the baby in the right measuring position Sem

simple and easy to transport with integrated handle.

The measuring rod can be dismantled into several pieces
and set up easily and quickly.

The spacer keeps the rod straight and stable without any
fittings. Flexible position due to large floor plate which
ensures stability. It guarantees precise and clearly visible
reading of results. Suitable for adults and children and for

measuring patients lying down.

Multilingual manual in:
GB, FR, IT, ES, PT, DE,
E PL, NL, GR, DK, SE,

Two large NO, F.
windows and Integrated handle and
double-sided secure catches on all ==
scale for easy individual parts for ﬂ
readout. transport ease.
TECHNICAL SPECIFICATIONS
Measuring range: ~ 20-205 cm
Graduation: 1 mm
Size (open): 337x590xh 2,130 mm 273171,
Size (folded): 337x177x624 mm Large platform ‘
Weight: 2.4 kg for stability. e
-—

I BABY MEASURE

F 5 ke B}
M |

)

Weight: 3.8 kg.

-
Size: 110x16.9x40.2 cm.

L5 The head and foot
‘ positioners lock

[ into place to capture
- results. Indication

k\ can be read after

b measuring

© 27316 SECA 416 - INFANTOMETER
Infantometer for measuring babies up to two years old. Sturdy
construction and stability makes it quick and easy to use.
Rounded sides guide the baby easily and safely into the right
position. Permanently mounted with rollers on two guide
rails, the footpiece slides smoothly along the scale. Footpiece
is lockable so the baby can be removed and the result noted

_later. Measuring range: 33-100 cm. Graduation: 1 mm.

e 27326 BABY MEASURE "CALIBRO"
Made of oxidized aluminium, metric graduation
0-900 mm, division 5 mm. Certified by Italian

MADE IN ITALY

"weights and measure institute". Weight: 300g. (=

_ ELECTRONIC HEIGHT ROD -

ADULT AND PEDIATRIC

[(SOEHNLE] 007
height: 9 mm
PROFESSIONAL
27333
e 33 = i
Size: Power supply: ight:
345x92x28 mm  2x1.5 V AA batteries 3009

¢ 27333 SOEHNLE ELECTRONIC HEIGHT ROD
Measuring range: 50-240 cm (20-94.5 inches), division: 1 cm.
Manual in: DE, GB, FR, ES, IT, GR, CZ.

Includes adapter for attachment to
baby scales 27306, 27260

— Power supply:
“**‘“@ 2x1.5V AAA batteries

Switchable ’
to inches -

Size:

{ SDEHNIE ] 630x290x70 mm

e 27264 SOEHNLE BABY HEIGHT ROD

Digital and mechanical rod 35 to 80 cm,

division 1 cm. LCD display, digit height 16 mm. =~
Manual in 23 languages. »

~ 27264

1| BONE MEASURE

¢ 27335 TAPE HEIGHT MEASURE

Clear scale 0-200 cm.

Easy wall fixation.

Supplied with screw for wall mounting.
Multilingual box and manual:

GB, FR, IT, ES, PT, DE, PL, RO, HU, FI, GR,

Arabic.
c € 0476

27335

_ CRANIOMETRO EAD MEASURE

HEAD MEASURE c € ‘
Made of special, soft, 0476 ¢ .

non stretchable plastic. E
Measures child head girth ;
up to 60 cm.

Instructions: GB, FR, IT, ES.

MADE IN ITALY N
[ ]

87

® 27325 BONE MEASURE MADE IN ITALY

Slide-knot caliper in anticorodal to
measure knee, shoulder, wrist, elbow...
Measuring capacity: 150 mm.

Burner length: 100 mm.

Tested by Italian "weights and measures
institute".

c€0476
_ ORCHIDOMETER

~

ol u\un\‘m\ln\l\ ‘

27325

FrT 15 ila sl ||| lln \9 la l
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Orchidometer

from about 1 to 25 mm used to
determine size of testicles.

¢ 27337 ORCHIDOMETER - wood
Used by pediatricians for screening of children's testicles
Multilingual box and instructions: GB, FR, IT, ES, PT, DE, GR, NL,
SE, PL, FI, CZ.



G-CERTI @%f%&cmfey

hereby certifies that

DURICO C&T INC.

33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

has been audited and certified as meeting the requirements ¢ Scope of registration

ISO 13485:2016

Medical Devices - Quality Management Systems

Design, Development, Manufacture and Service of Special Paper
(Thermal Paper, Ink-jet Paper, Photographic Paper, Mat Sheet)

Certificate No : GK-0233-MD

Valid Period :05Jul 2020 ~ 04 Jul 2023

Initial Date : 05 Jul 2014 Issue Date : 01 Jul 2020
Expiry Date  : 04 Jul 2023

Signed for and onbehalf of GCERTI
President 1.K.Cho

a SYSTEM SERVICE i

MSCB-113 ACCREDITED
MSCB-113
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