=) CABINETS FOR MEDICINES AND INSTRUMENTS - MADE IN ITALY

CABINETS ARE
SUPPLIED
DISASSEMBLED

=== ,-1. l' a - S i

J 27898 - 27899 27900 27902

Size: 52x35x138 cm Size: 75x37x164 cm Size: 75x37x164 cm Size: 79x36x186 cm

Pack size: 65x26x134 cm Pack size: 72x24x156 cm Pack size: 72x24x156 cm Pack size: 88x36x96 cm

Weight: 31 kg Weight: 45 kg Weight: 50 kg Weight: 56 kg
¢ 27898 VALUE CABINET - 1 door ® 27900 VALUE CABINET - 4 doors (hinged)
¢ 27899 VALUE CABINET - 2 doors ® 27902 VALUE CABINET - 4 doors (2 hinged, 2 sliding)
Cabinets made of enamelled steel sheet with tempered glass Cabinets made of enamelled steel sheet with 2 overlapped
doors. Hinged glass door with lock and key. compartments. Upper compartment with 2 tempered glass
Three stainless steel shelves adjustable in height. door (hinged door 27900 or sliding door 27902), lock with
Delivered in kit form. key and 2 stainless steel, height adjustable shelves. Inferior

compartment with 2 doors made of enamelled steel plate and
1 enamelled steel sheet shelf. Delivered in kit form.

&) CABINETS WITH 1, 2, 4 DOORS AND WALL CABINETS

Hanging cabinet
with 2 lockable
doors.

Inside division in

2 compartments
left side with 2
removable shelves,
right side with 1
removable shelf.

Hanging cabinet to keep
medicine with 2 glass
tempered doors and 2
tempered glass shelves
adjustable on master rack
to be hanged by two
holes on the back

2790
27911
Lower section -
with 1 steel shelf
‘ © 27901 CABINET - 1 door
tempered glass. Rack-mounted adjustable glass shelves. Rubber{fk i ¥ e 27905 CABINET - 2 doors
TECHNICAL SPECIFICATIONS é%’zszl 0 2‘2‘2‘1’ jaladimin 4 I 7912 ¢ 27903 CABINET - 4 doors
Door: . Re son MoldSi Signature 3 : é 2 © 27911 WALL CABINET - glass sliding door
C\z%ﬁig{glass shelves: L ation: Moldgya s ' ’ 128 ® 27912 WALL CABINET - painted door
Size cm: 53x36xh 144 75x38xh 169 75x38xh 169 60x30xh 60 sox33xhas All cabinets are made in Italy.
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Bl LV. Poles DS
B Pieds a serum sfioo'yo\i
B Portasueros

B Suportes para soro

Plastic base on castors

oo MI432 oo MI435 oo MI437)

Anodized aluminium pole Stainless steel pole Stainless steel pole and hooks
2 hooks . 2 hooks 4 hooks
e 4 hooks — .M
[ |
Cod MI433 | Cod. MI436 )
Anodized Stainless
aluminium pole steel pole _
1 Optional

accessories

Cod. MO441
> E Plastic bottle holder
= " ; (S kg per hook)

Technical features

Product codes M1432 MI1433 MI435 MI436 Mi437
[:I:] H: 133+230 cm 117+203 cm

Base - Pole - Hooks in stainless steel AISI 304

oo MI440

\N
/>

D S
M oonX-

8 o
m 4 hooks - 15 kg
per hook
loading weight

Technical features

=

65cm 154+255 cm 60 kg 19 kg

SPECIFICATIONS

Base Anti tipper

Castors Double - Antistatic - Swivel @ 7.5 cm

Stainless steel optional accessories

Piston
elevating

—

Cod. MIA441 Cod. MIA443
Only handle Handle and tray

@ SKEMAFORM 231



Bl Ward screens
K Paravents

B Biombos
I3 Biombos
Anodized aluminium Painted steel
Cod. MO411A [l Cod MO415A Cod. MO412C [ Cod MO414C
3 panels 4 panels 3 panels 4 panels
— Y ~ f—-—v-"""}‘F S
| [ k "
' |
Spare ' Spare
parts parts
T 531 z=
Lok e o e

PVC washable curtain, self-estinguishing.® 5 cm castors. Central castors with brake.

Technical features Technical features

WEIGHT AND DIMENSION WEIGHT AND DIMENSION
Product codes 8 W: [:I:] H: Product codes B W: [I:] H:

Ward screen  MO4T1A 160 cm 170 cm 7,7 kg Ward MO412C 160 cm 170 cm 10,5 kg
. N screen
elimensen MO415A  2125cm 9,2 kg dimension  MO414C 212,5 cm 14 kg
MO411A MO412C
Panel KDl 55 cm 170 cm
dimension MOA415A S5cm 170 cm dimension M0O414C

B] Ward trolleys

B3 Chariots de service

B Carros auxiliares

B Carros hospitalares

Aluminium frame - Bilaminate shelves

o0 MO201
00 M0203

Without railings

o0 MO221_
00 M0223.

With railings

Technical features

WEIGHT AND DIMENSION

Product codes B W: D: [:I:] H: * Volume*

MO201 60 cm 40 cm 12 kg* 0,043m3*

MO203 90 cm 60 cm 19 kg* 0,008ms*
80 cm 60 kg total

MO221 60 cm 40 cm 12 kg* 0,043m3*

M0223 90 cm 60 cm 19 kg* 0,008mz*

*\/olume refers to packaged products

232 % SKEMAFORM



&) STAINLESS STEEL, INSTRUMENT AND DRESSING TROLLEYS

27430 tf

® 27430 INOX TROLLEY

AISI 304 Stainless steel trolley with plastic
drawer internally divided in 4 sectors.

2 shelves with upstands (3,5 cm) on four
sides. Revolving rubber castors @ 80 mm
(two with brake).

Size: 70x50xh 82 cm.

Max load (x shelf): 25 kg.

Delivered in kit form.

Made in Italy.

e 27436 DRESSING TROLLEY

Dressing trolley made of AlSI 304 stainless
steel with 2 shelves (70x50 cm), 1 drawer
(40x50xh 15 cm), basin holder and basin.
4 revolving castors @ 100 mm.

Size: 70x50xh 85 cm - weight: 18 kg.

Max load (x shelf): 25 kg.

Delivered in kit form. Made in Italy.

&) LANCART: STAINLESS ST

27433

Delivered in kit form.
Made in Italy.

¢ 27433 MEDICAZIONE TROLLEY - small
Size: 60x40xh 81 cm - weight 8 kg

® 27434 MIEDICAZIONE TROLLEY - medium
Size: 70x50xh 82 cm - weight 9 kg

e 27435 MEEDICAZIONE TROLLEY - large
Size: 90x60xh 85 cm - weight 15 kg

AISI 304 stainless steel trolleys, with push
handle, 2 shelves with upstands (3,5 cm)
on four sides, 4 revolving rubber castors
@ 60/80/90 mm. Max load (x shelf): 25 kg.

¢ 45800 MEDICAZIONE PLUS TROLLEY
With removable trays

Stainless steel frame mounted on castors
@ 80 mm.

Size: 61x43xh 78 cm. Weight: 10 kg.
Maximum load (x shelf): 10 kg.
Delivered in kit form.

Made in Italy.

27431

© 27431 TER TROLLEY

AISI 304 Stainless steel trolley, with push
handle.

3 shelves with upstands (3,5 cm) on four
sides, 4 revolving rubber castors @ 80 mm.
Size: 70x50xh 82 ¢cm - weight 13 kg

Max load (x shelf): 25 kg

Delivered in kit form.

Made in Italy.

¢ 45805 TER PLUS TROLLEY

With removable trays

Stainless steel frame, mounted on castors
@ 80 mm.

Size: 49x30xh 78 cm. Weight: 9 kg.
Maximum load (x shelf): 10 kg.

Delivered in kit form.

Made in Italy.

¢ 45810 LANCART TROLLEY - small

Size: 60x40xh 80 cm

¢ 45811 LANCART TROLLEY - medium
Size: 70x50xh 80 cm

Stainless steel trolley mounted on castors
© 80 mm. Maximum trolley load: 60 kg.
Delivered in kit form. Made in Italy.
You can add following accessories:

e 45815 SET OF SIDERAILS (for 1 shelf)
for 45810

¢ 45816 SET OF SIDERAILS (for 1 shelf)
for 45811

¢ 45817 BOTTLE RACK

e 45818 WASTE BIN

113
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=

Size: |
60x40xh 80 cm

45810

EEL TROLLEY TO BUILD UF

3UILD UP YOU
TROLLEY

45810 €
+ 2 x 45815
+ 45817
+ 45818



&) ANODIZED ALLOY OR ALUMINIUM TROLLEYS & REX TROLLEY

e 27429 GIMA 2 TROLLEY

- small: 60x40xh 77 cm - weight 11 kg

® 27425 GIMA 2 TROLLEY

- medium 70x50xh 78 cm - weight 14 kg
Practical trolleys with aluminium body
and handles. With 2 white bilaminated
shelves 18 mm thick, black PVC bordered,
with guard-rail. Two large lateral handles
facilitate transport or lift up of the trolley.
4 revolving nylon castors @ 80 mm.

Max load (x shelf): 40 kg.

® 27426 GIMA 3 TROLLEY

- medium 70x50xh 78 - weight 15 kg.
Same as GIMA2 , but without guard rail.
Delivered in kit form. Made in Italy.

& BOWL STANDS

e 27460 DELUXE TROLLEY

© 27461 DELUXE TROLLEY with drawer
62x42 cm

Size: 65x45xh 80 cm

Top quality trolleys made of lightweight
anodized special alloy, with detachable
stainless steel shelves.

4 revolving rubber castors @ 80 mm.
Max load (x shelf): 15 kg.

Delivered in kit form.

Made in Italy.

C€

5 27439

e 27439 REX TROLLEY

Complete stainless steel dressing trolley.

Supplied with 3 shelves, waste bin,

drawer, support for bottles, guard rails

on the two bottom shelves, 4 wheels,

@ 100 mm (2 with brakes).

Size: 79x50xh 120 cm (handle included).

Delivered in kit form (75x52x112 mm).

Drawer 64x43xh 9.5 cm.

Made in Italy.

. e

QW Jy |

Capacity 41
27456

® 27456 SINGLE BOWL STAND
® 27457 DOUBLE BOWL STAND

Chrome plated steel stand with stainless steel base and 5 plastic
wheels, one with brake. Adjustable height from 60 to 95 cm
Stainless steel bowl @ 32 ¢cm, 4 | capacity included.

Available with one or two bowls. Delivered in kit form.

e 27459 S/S BOWL © 32 cm - spare

& MAYO TABLES

¢ 27453 MAYO TABLE - 5 spokes

S/s tray, 5 spokes with castors, @ 50 mm
and adjustable height.

Delivered in kit form. Made in Italy.

Base @ 65 cm

e 27454 MAYO TABLE - s/s base

e 27455 MAYO TABLE - s/s base and pump
With removable s/s tray, s/s AlSI 304 base
with 4 castors (50 mm) and adjustable

height. Delivered in kit form. Made in Italy.
TECHNICAL SPECIFICATIONS

27453 27454 27455 45830-45832
S/S tray size: 68x46 cm 68x46 cm 70x45xh 1.8 cm 70x45xh 1.7 cm
Adjustable height: 70-110 cm 70-110 cm 85-120 cm 90-115 cm
Weight: 8 kg 12 kg 19 kg 10 kg
Load: 20 kg 20 kg 25 kg 10 kg

Tray internal size:
70x45xh 1.7 cm

‘ adjustable
90-115cm

* 45830 MAYO TABLE - U-SHAPE

© 45832 MAAYO TABLE - 5 spokes
Stainless steel base with castors @ 50 mm:
5 spokes (45832) or U-shape (45830).
Stainless steel frame and removable tray.
Adjustable height.

Delivered in kit form.

Made in Italy.
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&) STAINLESS STEEL, INSTRUMENT AND DRESSING TROLLEYS

27430 tf

® 27430 INOX TROLLEY

AISI 304 Stainless steel trolley with plastic
drawer internally divided in 4 sectors.

2 shelves with upstands (3,5 cm) on four
sides. Revolving rubber castors @ 80 mm
(two with brake).

Size: 70x50xh 82 cm.

Max load (x shelf): 25 kg.

Delivered in kit form.

Made in Italy.

e 27436 DRESSING TROLLEY

Dressing trolley made of AlSI 304 stainless
steel with 2 shelves (70x50 cm), 1 drawer
(40x50xh 15 cm), basin holder and basin.
4 revolving castors @ 100 mm.

Size: 70x50xh 85 cm - weight: 18 kg.

Max load (x shelf): 25 kg.

Delivered in kit form. Made in Italy.

&) LANCART: STAINLESS ST

27433

Delivered in kit form.
Made in Italy.

¢ 27433 MEDICAZIONE TROLLEY - small
Size: 60x40xh 81 cm - weight 8 kg

® 27434 MIEDICAZIONE TROLLEY - medium
Size: 70x50xh 82 cm - weight 9 kg

e 27435 MEEDICAZIONE TROLLEY - large
Size: 90x60xh 85 cm - weight 15 kg

AISI 304 stainless steel trolleys, with push
handle, 2 shelves with upstands (3,5 cm)
on four sides, 4 revolving rubber castors
@ 60/80/90 mm. Max load (x shelf): 25 kg.

¢ 45800 MEDICAZIONE PLUS TROLLEY
With removable trays

Stainless steel frame mounted on castors
@ 80 mm.

Size: 61x43xh 78 cm. Weight: 10 kg.
Maximum load (x shelf): 10 kg.
Delivered in kit form.

Made in Italy.

27431

© 27431 TER TROLLEY

AISI 304 Stainless steel trolley, with push
handle.

3 shelves with upstands (3,5 cm) on four
sides, 4 revolving rubber castors @ 80 mm.
Size: 70x50xh 82 ¢cm - weight 13 kg

Max load (x shelf): 25 kg

Delivered in kit form.

Made in Italy.

¢ 45805 TER PLUS TROLLEY

With removable trays

Stainless steel frame, mounted on castors
@ 80 mm.

Size: 49x30xh 78 cm. Weight: 9 kg.
Maximum load (x shelf): 10 kg.

Delivered in kit form.

Made in Italy.

¢ 45810 LANCART TROLLEY - small

Size: 60x40xh 80 cm

¢ 45811 LANCART TROLLEY - medium
Size: 70x50xh 80 cm

Stainless steel trolley mounted on castors
© 80 mm. Maximum trolley load: 60 kg.
Delivered in kit form. Made in Italy.
You can add following accessories:

e 45815 SET OF SIDERAILS (for 1 shelf)
for 45810

¢ 45816 SET OF SIDERAILS (for 1 shelf)
for 45811

¢ 45817 BOTTLE RACK

e 45818 WASTE BIN

113

o=
=

Size: |
60x40xh 80 cm

45810

EEL TROLLEY TO BUILD UF

3UILD UP YOU
TROLLEY

45810 €
+ 2 x 45815
+ 45817
+ 45818



MORETTI S.p.A.

Via Bruxelles, 3 — Meleto info@morettispa.com Reg. Imp. Arezzo 3932
2 52022 Cavriglia (Arezzo) Www.morettispa.com R.E.A. 68869

Tel. +39 055 96 21 11 P. IVA 00306090515 Cap. Soc. € 500.000

Fax. +30 055 96 21 200 Meccanografico AR 005370 C/C Postale 13682521

DICHIARAZIONE DI CONFORMITA’

¢

Ai sensi della direttiva 93/42/CEE

La MORETTI SpA dichiara sotto la sua esclusiva responsabilita che i prodotti fabbricati ed immessi in

commercio dalla stessa MORETTI SpA. e facenti parte della famiglia

CARRELLI OSPEDALIERI
Sono conformi alle disposizioni applicabili della direttiva
93/42/CEE sui DISPOSITIVI MEDICI

Ed ai seguenti standard internazionali

UNI CEI EN ISO 14971:2004 Applicazione della gestione dei rischi dei dispositivi medici

UNI EN 980:2004 Simboli grafici utilizzati per I'etichettatura dei dispositivi medici

A tal scopo la MORETTI SpA garantisce e dichiara sotto la propria esclusiva responsabilita quanto segue :

1.

N

Noohkw

Allegati :

| dispositivi in oggetto soddisfano i requisiti essenziali richiesti dall’allegato 1° della direttiva
93/42/CEE come prescritto dall'allegato VII° della suddetta direttiva.

L'elenco completo dei dispositivi in oggetto viene indicato nell’Allegato A della presente
dichiarazione.

| dispositivi in oggetto NON SONO STRUMENTI DI MISURA.

| dispositivi in oggetto NON SONO DESTINATI AD INDAGINI CLINICHE.

| dispositivi in oggetto vengono commercializzati in confezione NON STERILE.

| dispositivi in oggetto sono da considerarsi come appartenenti alla classe 1°.

La MORETTI SpA mantiene e mette a disposizione delle Autorita Competenti, per un periodo di
almeno 8 anni dalla data di fabbricazione dell’ultimo lotto, la documentazione tecnica comprovante
la conformita alla Direttiva 93/42/CEE.

MORETTI SpA

Allegato A — Elenco dispositivi medici



CE-IMORETT!

ALLEGATO A — ELENCO DISPOSITIVI MEDICI

Famiglia: CARRELLI OSPEDALIERI

Codice

Descrizione

CO1xx

CARRELLI OSPEDALIERI IN ABS MORETTI




GIMA S.p.A. ITALIAN DIVISION

Via Marconi, 1 G I MA gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

DECLARATIE DE CONFORMITATE

Societatea GIMA S.P.A., cu sediul administrativ in Gessate (MlI), Via Marconi 1 si
sediul social in Milano, Via Tommaso Grossi 2, in calitate de producdtor al
dispozitivului medical:

Numar unic de inregistrare GIMA (SRN):

Dispozitiv medical (nume si -
P ( - Cod Cod UDI-DI de baza
denumire)
CARUCIOR COMPLET DIN INOX 27430 80232790000V089915000109
4

Clasa de risc | (nesteril), conform reglementarii 1 Anexa VIl la Regulamentul (UE)
745/2017 (MDR), declard, pe propria raspundere exclusiva, cd acest dispozitiv:

e a fost realizat in conformitate cu cerintele esentiale si cu prevederile
Regulamentului (UE) 745/2017 (MDR), asa cum reiese din dosarul tehnic
arhivat la sediul firmei;

e nu s-au Uutilizat specificati comune pentru conformitatea dispozitivului
medical sus-mentionat;

Gessate, 5/28/2021

GIMA S.p.A.
Reprezentant
legal(Nicola

Manzoni)

Capital € 364.000,00 V.A.T. (TVA) Cod de inregistrare fisc. IT 00734640154 - Inregistrat in Italia: Nr. Tnreg.
Operator Econ. Mi 477226 Reg. Com. de pe langa Tribunalul Milano 00734640154 - Sediu social: Via
Tommaso Grossi, 2 — 20121 Milano


http://www.gimaitaly.com/
mailto:gima@gimaitaly.com
mailto:export@gimaitaly.com

DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
CERT-16906-2006-AQ-IND-SINCERT 04 January 2006 16 December 2020 - 15 December 2023

This is to certify that the management system of

Moretti S.p.A.

Via Bruxelles, 3 - Loc. Meleto - 52022 CAVRIGLIA (AR) - Italy

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

Design, production and management of the production, distribution and
placing on the market of durable medical equipment in the rehabilitation
and home healthcare and devices for patient positioning and transport.
Marketing and distribution of general non-active, non-implantable medical
devices and Devices for wound care (sterile and non-sterile), Monitoring
devices, Device for home care, Active rehabilitation devices

Place and date: For the issuing office:
Vimercate (MB), 23 December 2020 DNV GL - Business Assurance
ACC RED IA ¥ Via Energy Park, 14, - 20871 Vimercate
L'ENTE ITALIANO DI ACCREDITAMENTQ ~ (MB) - Italy
SGO N 003 A EMAS N° 009 P
SCA N 003 D PRD N° 003 B
SGE N° 007 M PRS N® 094 C

SCR N° D04 F S51N° 002 G 7 S
P/ '

Membro di MLA EA per gli schemi di accreditamento
SG0Q, SGA, PRD, PRS, ISP, GHG, LAB e LAT, di MLA IAF
per gli schemi di accreditamento SGQ, SGA, S51, FSM

e PRD e dl MRA ILAC per gli scheml di accreditamento -
LAB, MED, LAT e ISP Zeno Beltrami

Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL Business Assurance Italia S.r.l., Via Energy Park, 14 - 20871 Vimercate (MB) - Italy - TEL: +39 68 99 905. www.dnvgl.it


http://www.dnvgl.it

CERTIFICATO

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
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www kiwa.it

C=RM=T

kiwa

Reg. Numero 10164 - A Valido da 2021-10-14
Primo rilascio 2012-10-15 Ultima modifica 2021-10-14
Scadenza 2024-10-14 Settore IAF 29 a

Certificato del Sistema di Gestione per la Qualita

ISO 9001:2015

Sidichiara che il sistema di gestione per la Qualita dell’Organizzazione:

GIMA S.p.A.

& conforme alla norma UNI EN ISO 9001:2015 per i seguenti prodotti/servizi:

Commercializzazione, confezionamento ed assistenza di: dispositivi medici
(DM), diagnostici in vitro (IVD), dispositivi di protezione individuale (DPI), biocidi
(PMC), dispositivi per veterinaria, accessori, arredi e supporti ad uso medico

Chief Operating Officer
Giampiero Belcredi

I mantenimento della certificazione & soggetto a sorveglianza annuale e subordinato al rispetto dei requisiti
contrattuali di Kiwa Cermet Italia.

Il presente certificato & costituito da 1 pagina.

GIMA S.p.A.

Sede Legale

- Via Grossi, 2 20121 Milano - Italia

Sedi Oggetto di Certificazione

- Via Marconi, 1 20060 Gessate (MI) - Italia

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A



kiwa

Reg. Number 10164 - A Valid From 2021-10-14
First issue date 2012-10-15 Last change date 2021-10-14
Valid Until 2024-10-14 IAF Sector 29 a

Quality Management System Certificate

ISO 9001:2015

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001:2015 for the following
products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary
items, medical accessories furniture and aids.

Chief Operating Officer
Giampiero Belcredi

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

This certificate is composed of 1 page.

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, GIMA S_p_A_

soggetta all’attivita di .

direzione e coordinamento di Registered Headquarters

Kiwa Italia Holding Srl - Via Grossi, 2 20121 Milano - Italia

Via Cadriano, 23 Certified Sites

?;8)57 Granarolo dell Emilia - Via Marconi, 1 20060 Gessate (MI) - Italia

Tel +39.051.459.3.111
Fax +39.051.763.382
E-mail: info@kiwacermet.it
www kiwa.it

ACCREDIA X,

e,
_Rl l_ l ! L'ENTE ITALIANO DI ACCREDITAMENTO -

SGQ N° 007A




CERTIFICATO

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
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www kiwacermet.it

C=RM=T

kiwa

2021-10-14

Reg. Numero 10164 - M Valido da:

Primo rilascio 2012-10-15 2021-10-14

Ultima modifica

Scadenza 2024-10-14

Certificato del Sistema di Gestione per la Qualita

ISO 13485:2016

Si dichiara che il Sistema di Gestione per la Qualita dell’Organizzazione:

GIMA S.p.A.

e conforme alla norma UNI CEI EN ISO 13485:2016 per i seguenti prodotti/servizi:

Gestione della progettazione e della produzione, confezionamento e assistenza di: Dispositivi
medici generali non attivi e non impiantabili (eccetto: iniezione, infusione, trasfusione, dialisi;
disinfezione, pulizia, risciacquo; IVF e ART, ingestione), Dispositivi per la cura delle ferite,
Dispositivi dentali non attivi e accessori (eccetto impianti dentali), Dispositivi medici generali attivi
(eccetto: circolazione extracorporea, infusione, emaferesi; stimolazione o inibizione; riabilitazione
e protesi attive; IVF e ART; software; sistemi di gas medicali e relative parti); Dispositivi di
monitoraggio; Dispositivi per immagini e termoterapia (eccetto: radiazioni ionizzanti, litotripsia);
Diagnostici in vitro (IVD).

Commercializzazione e assistenza di: Dispositivi medici generali non attivi € non impiantabili
(eccetto: IVF e ART; ingestione), Dispositivi per la cura delle ferite, Dispositivi dentali non attivi e
accessori (eccetto impianti dentali), Dispositivi medici generali attivi (eccetto: IVF e ART),
Dispositivi per acquisizione immagini (eccetto radiazioni ionizzanti), Dispositivi di monitoraggio,
Dispositivi per radioterapia e termoterapia (eccetto: radiazioni ionizzanti, litotripsia); Diagnostici in
vitro (IVD).

Chief Operating Officer
Giampiero Belcredi

I mantenimento della certificazione & soggetto a sorveglianza annuale e subordinato al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia.

Riferirsi al manuale qualita per i dettagli delle esclusioni ai requisiti della norma UNI CEI EN ISO
13485:2016.

Il presente certificato & costituito da 1 pagina.

GIMA S.p.A.

Sede Legale

- Via Grossi, 2 20121 Milano ltalia

Sedi Oggetto di Certificazione

- Via Marconi, 1 20060 Gessate ( M) Italia

SGQ N° 007A

ACCREDIA '\ s
7 PRD N°© 069B

L'ENTE ITALIANG DI ACCREDITAMENTO - FSM N° 0041

PRS N° 089C



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
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www kiwa.it

C=RM=T

kiwa

2021-10-14

10164 - M Valid From

Reg. Number

2012-10-15 2021-10-14

First issue date Last change date

Valid until 2024-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

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

Management of design and production, packaging and service of:

General non-active, non-implantable medical devices (except: injection, infusion, transfusion and dialysis;
disinfecting, cleaning, rinsing; IVF, ART; ingestion), Devices for wound care, Non-active dental devices and
accessories (except dental implants), General active medical devices (except: extra-corporal circulation,
infusion and haemopheresis; stimulation or inhibition, rehabilitation devices and active prostheses; IVF, ART,;
software; medical gas supply systems and parts thereof), Monitoring devices, Devices for imaging and
thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic Medical Devices (VD).

Trade and service of: General non-active, non-implantable medical devices (except: IVF, ART; ingestion),
Devices for wound care, Non-active dental devices and accessories (except dental implants), General active
medical devices (except IVF, ART), Devices for imaging (except ionizing radiation), Monitoring devices,
Devices for radiation therapy and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic
Medical Devices(IVD)

Chief Qperatiflg Officer
Giampigr Belgredi

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

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate (M) - Italia

ACCREDIA X

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A



EGIMIA

INOX TROLLEY

Code 27430

Cod. 27430 CARRELLO TUTTO INOX

www.gimaitaly.com
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