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PROFESSIONAL MEDICAL PRODUCTS

KIT DI PRESSIONE SANGUIGNA YTON
Sfigmomanometro + Stetoscopio

YTON BLOOD PRESSURE KIT
Sphygmomanometer + Stethoscope

KIT YTON Sphygmomanometre + Stéthoscope
KIT YTON Esfigmomanometro + Estetoscopio
KIT YTON Esfigmomanémetro + Estetoscopio
KIT YTON Blutdruckmessgerét + Stethoskop
KIT YTON Meoouerpo + Evowuarousvo

Manuale d’uso - User manual

Manuel de l'utilisateur - Guia de uso /
Guia para utilizacao

Gebrauchs- und instandhaltungsanleitung
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gima@gimaitaly.com - @g ga ¥d&pergan Vasile-Dan
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FEATURES

We would like to thank you for having purchased a precision GIMA sphygmomanometer and stetho-
scope.

All GIMA sphygmomanometers are manufactured with high quality materials and, when maintained at
perfect operating efficiency through regular calibration checks, ensure complete reliability and preci-
sion, even after several years of use.

Our line of sphygmomanometers offers the same quality standards for both professional and home
models.

The sphygmomanometer and stethoscope you have purchased complies with EEC directive 93/42/
CEE.

PRESCRIPTIONS
It must be noted that self-measuring instruments are not a substitute for regular medical check-
A ups, and that only your doctor can accurately analyze these measurements.

SPHYGMOMANOMETER

Arterial pressure is highly influenced by one’s nervous tension and physical fatigue. It is therefore
recommended that you perform the measurement under conditions of both physical and mental relax-
ation (it is recommended to stay relaxed for at least 15 minutes before measurement), while in a sitting
straight not crossing legs or supine position and, where possible, always at the same time of day, far
from meal times.

Remember: do not move and do not talk while measuring your pressure and do not wear clothing that
covers your arm and could limit blood circulation.

Pressure varies during the day: it is lower in the morning and higher in the evening; it is also lower in
the summer and higher in the winter.

Do not use the device if the patient’s arm is wounded.

INSTALLATION

After opening the packages, first of all it is necessary to check all pieces and parts composing the
product. Check that they are all present and in perfect conditions. In a sphygmomanometer in good
working conditions, the needle must be flexible and must take the “0” position after pressurisation.
Apply the armband to your bare left arm, 2-3 cm. above your elbow joint, and then prop up your fore-
arm with the palm up upwards, keeping it at heart level.

Close the armband using the apposite strap.

If not specifically indicated, all GIMA sphygmomanometers are equipped with armbands for adults;
upon request, we can provide armbands for the obese, for use on the thigh and for children, ranging
from premature babies up to 14-year-olds.

Position the earpiece of the stethoscope on the artery, under your armband, after having detected the
arterial pulsation with the other hand to be sure the earpiece of the stethoscope is located directly over
it arm.

FUNCTIONING

1) After applying the armband, use the bulb to pump up to 20-30 mmHg beyond the level of individual
systolic pressure: in other words, until the brachial artery is blocked (maximum level). It is essential
that the person being measured remains seated and calm, and that his/her forearm is resting at
heart level, with the inside part facing up.

2) To measure blood pressure, turn the release/deflation screw on the bulb, unscrewing it slowly in a
counter-clockwise direction. The ideal deflation speed is around 2-4 mmHg/sec.

Visually check deflation speed: on the scale, the indicator must move at a speed of between 1 and
2 gradations per second.

3) Due to the gradual decompression, your blood starts to run through the brachial artery again, which
in turn causes an initial pulsation, that is clearly perceived by the phonendoscope: the pressure
indicated on the gauge needle at the exact moment this first beat is recorded is referred to as the
“systolic or maximum pressure”.



7 ENGLISH GINA

Systole: maximum pressure level when the heart contracts and blood is pushed into the blood

vessels.

As you proceed with decompression, the pulsations gradually decrease until they suddenly disap-

pear or become so low as to be imperceptible.

The pressure indicated by the gauge needle at the moment the pulsations disappear is referred to

as the “diastolic or minimum pressure”.

Diastole: minimum blood pressure level when the heart muscle is expanding and refilling with blood.
4) Now completely open the release valve until air begins to come out of the armband.

Blood pressure measurement is now completed.

SPECIFICATIONS
Pressure indication range: 0-300 mmHg
Measuring Range of Cuff: 0-300 mmHg
Accuracy of cuff pressure display: +3mmHg
Operating Environment: +10°C to +40°C,
15%-85% relative humidity
Storage Environment: -20°C to +70°C, 85% relative humidity or below
Size: 18.8 x 10.6 x 7.4mm
Weight: 3579
Service lifetime: more than 20000 time measurement,

except for parts/armband wear
Specifications are subject to change without notice due to improvements in performance.
Expected useful life: 3 years.

MAINTENANCE
. Gauge and bulb
Cleaning: The gauge and bulb can be wiped with a damp cloth.

2. Armbands
Cleaning: After removing the plenum chamber, the liners can be wiped with a damp cloth, or you
can wash them with a mild detergent and cold water. If you use this second method, rinse the arm-
bands with clean water and leave them to air dry. Armbands must not be ironed.
The plenum chamber and tubes can be wiped with a damp cotton cloth.

STETHOSCOPE

Bow adjustment
Position the bow so that its inclination is about 15° and the eartips are in line with the nose bridge. This
way the sound will be sharp and highpitched.

Adjustment of the bow tension

To reduce the tension of the bow, firmly hold the bow with your hands in the middle of the “Y” (tubes
branching) and your thumbs on the sides. Bend the bow towards the outside until the desired tension
is reached.

To increase the tension, seize the eartips and cross the tubes of the bow until the desired tension is
reached.

A Attention: an excessive tension could weaken the bow.

Replacement of the diaphragm

Although the diaphragm is solid and planned to last long, it could be necessary to replace it. In this

case proceed as follows:

¢ Remove the backing ring, paying attention not to damage it (for screw models, counter clockwise
rotate the ring), then pull the diaphragm out.

e Fit the new diaphragm and reposition the backing ring making sure that it is well fixed (for screw
models clockwise rotate the ring).
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EXPLANATION OF SYMBOLS

T Keep in a cool, dry place Product code
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Lot number

Medical Device complies with Directive

I:[i:] Consult instructions for use 03/42/EEC

N
m

“ Manufacturer

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies.



PAEDIATRIC CUFF + 2 TUBES BLADDER 35x11 cm - nylon black

Code: 32839

Category: Cuffs for sphygmomanometers

Unit of sale: 1 pe.

Minimum order: 1

Type: Medical device

Class: |

NSIS: 135874

CND: Cc99

EAN13: 8023279328394

Description: Calibrated nylon cuffs with TPU bladder and 2 PVC tubes

- Colour: Black

- Model: Pediatric

-Size: 35x 11 cm

- Arm circumference: 19 t026 cm
- Latex free

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056
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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
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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.

GIMA S.p.A.

Sede Operativa / Operational Headquarter:
Via Marconi, 1

20060 Gessate, Ml - ltalia

Sede Legale / Registered Headquarter
Via Tommaso Grossi, 2

20121 Milano, Ml - 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:

Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT devices
Dispositivi per aerosolterapia / Aerosol therapy devices

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Dispositivi per terapia termica / Thermic therapy devices

Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Rif. rapporto di audit/ Ref. audiit report: del/dated 1-2/3/2021

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:11:29

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

Reg. N /

e MED 26036
Primo rilascio / 2006-10-25
First issue date

Scad / -05-
V‘C;/‘/ de;,i;‘/ 2024-05-26

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

kiwa

Revisione /
Revision

Valido da /
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:

23
2021-05-24

2021-05-24

Pagina / Page 2di/of 12

Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1104

Marca / Brandname.

VEGA / SUPER VEGA / TOBI / SUPER TOBI / TOBI CLINIC / TOBI HOSPITAL / CLINIC PLUS / HOSPI

PLUS
Modello / Model:

Aspiratori chirurgici / Surgical aspirators
Codici / Codes:

28220 ; 28216 ; 28209 ; 28214 ; 28210 ; 28232 ; 28211 ; 28202 ; 28212 ; 28233 ; 28243 ; 28234 ; 28222 ; 28194 ; 28224;
28196 ; 28208 ; 28198 ; 28190 ; 28200 ; 28191 ; 28192 ; 28201 ; 28231 28203 ; 28215 ; 28204 ; 28193 ; 28183 ; 28182

Tipologia / Medical Devices:

Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT

devices

Classe di rischio / Risk class.

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects concerned the

maintenance of sterile conditions
Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Kit ORL sterile / Sterile ENT kit
Codici / Codes:

31456

Modello / Model:

Kit pap test / Pap smear kit
Coadici / Codes:

29704

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:11:56

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:
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT
devices

Modello / Model:

Spatula cervicale monouso sterile in plastica o legno / Disposable sterile plastic or wooden cervical spatula
Codici / Codes:

29745 ; 29748-29749

Modello / Model:

Speculum vaginale monouso sterile perno centrale - mix / Disposable sterile vaginal speculum central pin - mix
Cadici / Codes:

29991

Modello / Model:

Speculum vaginale monouso sterile perno centrale - piccolo, medio, grande / Disposable sterile vaginal
speculum central pin - small, medium, large
Codici / Codes:

29946 ; 29947 ; 29948

Modello / Model:

Speculum vaginale monouso sterile tache - mix / Disposable sterile vaginal speculum tache - mix
Codici / Codes:

29987

Modello / Model:

Speculum vaginale monouso sterile vite centrale - mix / Disposable sterile vaginal speculum middle screw -
mix

Codici / Codes:

29995

CERTIFICATE

Modello / Model:

— Speculum vaginale monouso sterile vite laterale - mix / Disposable sterile vaginal speculum side screw - mix
Societa con socio unico, soggetta COdICI / COdeS:

all'attivita di direzione e coordinamento 20086

di Kiwa ltalia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
P 139,051.763.%62 Giampiero Belcredi

E-mail: info @kiwacermet.it
www.kiwacermet.it
Firmato digitalmente da:BELCREDI GIAMPIERO

Data:25/05/2021 10:12:15 ] -
CERMET Organismo Notificato n. 0476

Notified Body nr. 0476



Reg. N /

e MED 26036
Primo rilascio / 2006-10-25
First issue date

Scad / -05-
V‘C;/‘/ de;,i;‘/ 2024-05-26

Allegato tecnico al Certificato/

Tipologia / Medical Devices:

devices
Modello / Model:

speculum side screw - small, medium, large
Codici / Codes:

29983; 29984 ; 29985 ; 29976; 29977, 29978

Modello / Model:

Coadici / Codes:
29753
Marca / Brandname.

Gimabrush Ball / Gimabrush / Gima Collector
Modello / Model:

Codici / Codes:
29735 ;29736 ; 29737

Classe di rischio / Risk class.
Il a

Codice NANDO / NANDO codes:

Modello / Model:

Proctoscopio adulti / Adult proctoscope
Codici / Codes:

25957

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

o Cifpisio EREE

www.kiwacermet.it Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:12:32

C=RM=T

Technical sheet enclosed to the Certificate

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

kiwa

Revisione /
Revision

Valido da /
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tampone di trasport in plastica sterile / Sterile plastic transport swab

Spazzolini cervicali monouso sterile / Sterile disposable cervical brushes

23
2021-05-24

2021-05-24

Pagina / Page 4di/ of 12

Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT

Speculum vaginale monouso sterile vite laterale (piccolo, medio, grande) / Disposable sterile vaginal

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:
Dispositivi per aerosolterapia / Aerosol therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

MD 1102

Modello / Model:

Aerosol a pistone adulti e bambini / Adult and Kids compressor nebulizers
Cadici / Codes:

28091 ; 28092

Marca / Brandname:
EOLO / CORSIA

Modello / Model:

Aerosol professionale a pistone / Professional compressor nebulizers
Codici / Codes:

28097; 28105

Marca / Brandname:
MISTRAL
Modello / Model:

Aerosol professionale a pistone per uso domiciliare / Professional compressor nebulizers for home healthcare
environment
Codici / Codes:

28102

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
P 139,051.763.%62 Giampiero Belcredi

E-mail: info @kiwacermet.it

www.kiwacermet.it
Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:12:51
CERMET Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. N /
s MED 26036
Primo rilascio / 2006-10-25
First issue date
Scadenza / 2024-05-26

Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Tipologia / Medical Devices:

Classe di rischio / Risk class:

metrological requirements
Codice NANDO / NANDO codes:

MD 0104
Marca / Brandname.

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers
Codici / Codes:

Marca / Brandname:

SIRIO

Modello / Model:

Manometro Aneroide / Aneroid manometer
Codici / Codes:

32904

Marca / Brandname:

YTON

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers
Codici / Codes:

32720; 32703; 32693; 32701

CERTIFICATE

Classe di rischio / Risk class:
Ila

' ) Codice NANDO / NANDO codes:
Kiwa Cermet Italia S.p.A. MD 1302’ MDS 701 O

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
P 139,051.763.%62 Giampiero Belcredi

E-mail: info @kiwacermet.it

wvkiwadasmetit Firmato digitalmente da:BELCREDI GIAMPIERO

Data:25/05/2021 10:13:13
C=RM=T

kiwa

Revisione / 23

Revision

Valido da / -05-
Vz;idofro; 2021-05-24
Ultima modifica / 2021-05-24

Last change date

Pagina / Page 6 di/of 12

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

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

BOSTON / DALLAS / GIMATONO / LONDON / ROMA / TOKIO / TECNICO PROFEXIONAL / DAYTON

32731 ; 32747; 32749 ; 32719 ; 32725; 32726 ; 32709; 32727; 32728; 32738; 32734 ; 32693/10965 ; 32735 ; 32745

Organismo Notificato n. 0476
Notified Body nr. 0476



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta

Reg. Numero /
Reg. Number

Primo rilascio /
First issue date

Scadenza /
Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

MED 26036
2006-10-25

2024-05-26

kiwa

Revisione /
Revision

Valido da /
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Modello / Model:

23
2021-05-24
2021-05-24

Pagina / Page 7di/of 12

Sfigmomanometri Digitali DA POLSO / DA BRACCIO / Digital SphygmomanometersWRIST / ARM

Codici / Codes:
32926 ; 32924; 32924 SC

Modello / Model:

Sfigmomanometri Digitali SENZA MERCURIO / Digital Sphygmomanometers WITHOUT MERCURY

Codici / Codes:
32800; 32801
Marca / Brandname:

DOMINO
Modello / Model:

Sfigmomanometri Digitali / Digital Sphygmomanometers

Codici / Codes:
32803; 32804

Tipologia / Medical Devices:
Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:

MD 1302, MD 0104, M
Modello / Model:

DS 7010

Pulsoximetri / Pulse oximeters

Codici / Codes:

34266; 34282; 34285, 34285-10997, 34340; 34342; 34265; 35091; 35092; 35093; 35095; 35090 ; 35100

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

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO

Data:25/05/2021 10:13:36

Organismo Notificato n. 0476

Notified Body nr. 0476
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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
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Scad / -05- Ulti difica / _O5-
Valid unti AVLFOSAE e e e AU

Pagina / Page 8di/of 12

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

I('IJIasse di rischio / Risk class:

a

Codice NANDO / NANDO codes:

MD 1302, MD 0104, MDS 7010

Marca / Brandname:

DIGIT / DIGIT KIDS FARMAMED

Modello / Model:

NUB -Termometri clinici digitali / Digital clinical thermometers
Codici / Codes:

10980

Marca / Brandname.
FARMAMED / LINEA F / CARREFOUR / GS /PBpharma / 36.2 T&B / SUCCHIOTTO °C / BASALE / GIMA

Modello / Model:

Termometri clinici digitali classici e flessibili / Digital clinical thermometers classic and flexible
Codici / Codes:
25560; 305026-10945; 25561; 25560-10907; 305027-10946 ; 25608

Marca / Brandname.
FARMAMED / LINEA F / GIMA
Modello / Model:

WATERPROOF- Termometri clinici digitali / Digital clinical thermometers
Codici / Codes:

25563 ; 25562

Marca / Brandname.
PBpharma /GIMA
Modello / Model:

Termometri clinici digitali auricolari e frontali multifunzione / Digital clinical ear and ahaed multifunction
thermometers
Codici / Codes:

25580 ; 25585

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:13:57

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
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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:
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices

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 1301, MD 0104
Modello / Model:

Altimetro - Plicometro - Metro per neonati / Height meter - Skinfold caliper - Baby measuring meter
Codici / Codes:

27335 ; 27344; 27331

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Cannule di Guedel sterili / Sterile Guedel airways
Cadici / Codes:

34431, 34432, 34433, 34434, 34435, 34436, 34437, 34438; 34383; 34439

Modello / Model:

Maschere in silicone autoclavabili / Maschere autoclavabili in silicone GIMA PLUS / Silicone autoclavable face
masks / Silicone autoclavable face masks GIMA PLUS
Codici / Codes:

34220, 34221, 34222, 34223, 34224, 34225 ; 34252, 34253, 34254, 34255; 34250

Modello / Model:

Maschere laringee riutilizzabili / Reusable laryngeal airway masks
Codici / Codes:

34424; 34425, 34426, 34427, 34428, 34429

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:25/05/2021 10:14:45
Organismo Notificato n. 0476
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Reg. Numero / Revisione /

Reg. Number MED 26036 Revision

Primo rilascio / -10- Valido da /

First issue date 2006-10-25 Valid from
Scadenza / -05- Ultima modifica /
Valid until 2024-05-26 Last change date

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and

Modello / Model:

resuscitators kit
Codici / Codes:

34245, 34246, 34247; 34248, 34277, 34249 ; 34244

Modello / Model:

Reservoir monouso (sacche ossigeno) e valvola / Oxygen reservoir and valve
Codici / Codes:

34257, 34258; 34275; 34279

Modello / Model:

valve and intake valve
Codici / Codes:

34227 ; 34228 ; 34259 ; 34256

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1403

Modello / Model:

Ghiaccio istantaneo TNT / PE / TNT / PE instant ice cold pack
Codici / Codes:

34110 ; 34111

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
P 139,051.763.%62 Giampiero Belcredi

E-mail: info @kiwacermet.it
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resuscitation devices

Palloni rianimatori in silicone / Kit Palloni rianimatori in silicone adulti / Silicone resuscitators / Adult silicone

Valvola PEEP e adattatore / Valvola antireflusso e posteriore / Peep valve and adapter / Non-rebreathing
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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:
Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Radiation

Modello / Model:

Kit per rimozione sutura / kit procedurale sutura / Suture removal pack / Suture procedure pack
Cadici / Codes:

38950 ; 38951

Tipologia / Medical Devices:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Classe di rischio / Risk class:

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects concerned the
maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Radiation
Modello / Model:

Forbici per bende di Lister / Forbici chirurgiche standard / Lister bandage scissors / Standard surgical scissors
Cadici / Codes:

388xx

Modello / Model:

Pinza di Magill / Pinza di Hartmann per orecchio / Magill forceps / Hartmann ear forceps
Codici / Codes:
388xx

CERTIFICATE

Classe di rischio / Risk class.
Il a

Kl Oormatiialin e pa Codice NANDO / NANDO codes:
Societa con socio unico, soggetta L.
MD 0106, MDS 7006 Radiation

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
P 139,051.763.%62 Giampiero Belcredi

E-mail: info @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:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Modello / Model:

Forbici di Mayo / Forbici di Metzenbaum / Forbici Iris / Forbice ombelicale / Forbice per chirurgia orecchio di
Bellucci / Pinze per medicazione standard / Pinze di Hunter-Splinter / Pinze emostatiche di Adson / Pinze
emostatiche Halstead-Mosquito / Pinza per dissezione Mclndoe / Pinze di Pean / Pinza di Spencer-Wells /
Pinza portatamponi di Foerster / Portaghi di Hegar- Mayo / Portaghi di Crile-Wood / Mayo scissors /
Metzenbaum scissors / Iris scissors / Umbilical scissors / Bellucci ear scissors / Standard dressing forceps /
Hunter-Splinter forceps/ Adson haemostatic forceps/ Halstead-Mosquito dissection forceps / Mclndoe
dissection forceps/ Pean forceps / Spencer-Wells forceps/ Foerster polypus forceps/ Hegar-Mayo needle
holder / Crile-Wood needle holder

Codici / Codes:

388xx ; 389xx

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. |l presente Certificato € soggetto al rispetto dei requisiti
contrattuali di Kiwa Cermet ltalia 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.

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO

Data:25/05/2021 10:16:08
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GIMA S.p.A. ITALIAN DIVISION
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION

www.gimaitaly.com export@gimaitaly.com

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

La Societd GIMA S.P.A., con sede a GESSATE (MI), Via Marconi 1, in qualitd di
fabbricante dei dispositivi medici:

We undersigned GIMA S.p.A., with head office addressed in Gessate (M), Via
Marconi 1, as the manufacturer of medical devices:

Digitali / Digital
Dispositivi medici / Medical Devices Codici/Ref. #
DA POLSO / WRIST 32926
DA BRACCIO / ARM 32924
DOMINO (tavolo /su carrello) / DOMINO (Table / carriage) 328083; 32804
SENZA MERCURIO (Tavolo/su carrello) / WITHOUT MERCURY (Table / carriage) | 32800; 32801

appartenenti alla classe di rischio lla, regola 10 dell’Allegato IX, della Direttiva
93/42/CEE e ss.mm.ii. (recepita in ltalia con D.Igs. 46/97, e ss.mm.ii.),

risk class lla, according to rule 10 of the Annex IX, Directive 93/42/EEC and
subsequent amendments and integrations (enforced in Italy by Leg. Decree No.
46/97 and subsequent amendments and integrations),

Aneroidi / Aneroid

Dispositivi medici / Medical Devices Codici/Ref. #
BOSTON 32731
DALLAS 32747, 32749
GIMATONO 32719
LONDON 32725; 32726
ROMA 32709; 32727; 32728; 32734; 32738
SIRIO (manometro) / SIRIO (manometer) 32904
YTON 32720; 32703; 32693
YTON (manometro) / YTON (manometer) 32701
TOKIO 32735
DAYTON 32745

appartenenti alla classe di rischio | con funzione di misura, regola 1 dell’ Allegato
IX, della Direttiva 93/42/CEE e ss.mm.ii. (recepita in ltalia con D.gs. 46/97, e
ss.mm.ii.), dichiara sotto la propria esclusiva responsabilita, che tali dispositivi:

risk class | with measuring function, according fo rule 1 of the Annex IX, Directive
93/42/EEC and subsequent amendments and integrations (enforced in Italy by

Leg. Decree No. 46/97 and subsequent amendments and integrations), declare
under its own full liability that those devices:

e sono conformi ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE
e ss.mm.ii. come da Fascicolo Tecnico archiviato presso I'azienda;
comply with essential requirements and dispositions of the Directive 93/42/EEC
and subsequent amendments and integrations, as per the Technical
Documentation filed in the Company;

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano



GIMA S.p.A. ITALIAN DIVISION
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION

www.gimaitaly.com export@gimaitaly.com

e sono fabbricati in accordo al Sistema Qualita, che soddisfa i requisiti di cui
all' Allegato V del sopra citato decreto legislativo, come risulta dal Certificato
n. MED 26036 rilasciato in data 25/10/2006 dal KIWA CERMET ITALIA S.p.A., Via
Cadriano 23, 40057 Cadriano di Granarolo (BO), Organismo Notificato n. 0476;
are manufactured according to the Quality System which satfisfies
requirements of the Annex V of the above mentioned directive, as stated in
the Certificate No. MED 26036 issued on 25/10/2006 by KIWA CERMET ITALIA
S.p.A., Via Cadriano 23, 40057 Cadriano di Granarolo (BO), Notified Body n.
0476;

e sono conformi alla direttiva 2011/65/UE e ss.mm.ii. del Parlamento europeo e
del Consiglio dell’8 giugno 2011, sulla restrizione dell'uso di determinate
sostanze pericolose nelle apparecchiature elettriche ed elettroniche.
comply with Directive 2011/65/EU and subsequent amendments and
integrations of the European Parliament and of the Council of 8 June 2011 on
the restriction of certain hazardous substances in electrical and electronic
equipment.

Gessate, 24/05/2021 GIMA S.p.A.
Il legale Rappresentante
The legal Representative
(Nicola Manzoni)
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