ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (M) —ltaly EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

GIMA S.p.A.

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

La Societd GIMA S.P.A., con sede a GESSATE (MIl), Via Marconi 1, in qualita di
fabbricante del dispositivo medico:

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

Dispositivo medico / Medical Device Codice/Ref. #

Bilancia Astra / Asfra weight scale 27310

classe di rischio | con funzione di misura, in accordo alla regola 1 dell’ Allegato IX
della Direttiva 93/42/CEE e ss.mm.ii. (recepita in Italia con D.Igs. 46/97, € ss.mm.ii.),
dichiara sotto la propria esclusiva responsabilitd, che tale dispositivo:

risk class | with measuring function, according to 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 this device:

e e conforme aqirequisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE e
ss.mm.ii. come da Fascicolo Tecnico archiviato presso I'azienda;
complies 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;

e ¢ fabbricato in accordo al Sistema Qualitd, che soddisfa i requisiti di cui
all' Allegato V del sopra citato decreto legislativo, come risulta dal Certificato
n. MED 26036-1 rilasciato in data 24/05/2021 dal KIWA CERMET ITALIA S.p.A., Via
Cadriano 23, 40057 Cadriano di Granarolo (BO), Organismo Nofificato 0476.
is manufactured according fo the Quality System which safisfies requirements
of the Annex V of the above mentioned directive, as stated in the Certificate
No. MED 26036-1 issued on 24/05/2021 by KIWA CERMET ITALIA S.p.A., Via
Cadriano 23, 40057 Cadriano di Granarolo (BO), Notified Body 0476.

Gessate, 24/05/2021

GIMA S.p.A.
Il legale Rappresentante
(Nicola Manzoni)

AN ~\Q®7?;C —
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GIMA S.p.A.

Via Marconi, 1

20060 Gessate (MI) —Italy
www.gimaitalv.com

ITALIAN DIVISION
gima@gimaitaly.com
EXPORT DIVISION
export@gimaitaly.com

DICHIARAZIONE DI CONFORMITA’ UE

Fabbricante: GIMA S.p.A
Via Marconi 1
20060 GESSATE (M)
ITALIA
Prodotto 27310 - Bilancia Astra
Classe di precisione metrologica I

Il Fabbricante, dichiara, sotto la propria totale responsabilita, che i dispositivi medici sopra indicati:

e sono conformi ai requisiti essenziali della Direttiva 2014/31/UE (NAWI) ed alla norma EN 45501 e sono
fabbricati in accordo al Sistema Qualita che soddisfa i requisiti di cui all’Allegato IV della Direttiva
2014/31/UE (NAWI), Modulo D, come risulta dal Certificato n. D 2022 MI PV 238 rilasciato da RINA
Services Spa, Via Corsica 12, 16128 Genova (ON 0474), in data 21/11/2023 (scadenza 20/11/2026)

e corrispondono al modello descritto nel certificato di approvazione CE del tipo, come da Certificato No.
0200-NAW!I-11764, rilasciato da FORCE Certification A/S (ON 0200) il 28/02/2022 (scadenza
28/02/2032)

Gessate, 21/11/2023

GIMA S.p.A.

Il legale rappresentante

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 (M) Italy EXPORT DIVISION
www.gimaitalv.com export@gimaitaly.com
EU DECLARATION OF CONFORMITY

Manufacturer: GIMA S.p.A.

Via Marconi, 1

20060 Gessate (M)

ITALY
Product 27310 - Astra scales
Measuring instrument accuracy class 1]

The Manufacturer declares, under its own full responsibility, that the medical devices indicated above:

e comply with the essential requirements of Directive 2014/31/EU (NAWI) and with the EN 45501
standard and are manufactured according to the Quality System which satisfies the requirements set
out in Annex IV of Directive 2014/31/EU (NAWI), Module D, as shown in Certificate no. D 2022 M| PV

238 issued by RINA Services Spa, Via Corsica 12, 16128 Genoa (ON 0474), on 21/11/2023 (expiry date
20/11/2026)

e correspond to the model described in the EC certificate of approval, as per Certificate No. 0200-NAWI-
11764, issued by FORCE Certification A/S (ON 0200) on 28/02/2022 (expiry 28/02/2032)

Gessate, 21/11/2023

GIMA S.p.A.

The legal representative

Q-\Q@z@d
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GIMA S.p.A.

DIVISION ITALIE
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (M) — DIVISION EXPORT
Italie export@gimaitaly.com
DECLARATION DE CONFORMITE UE
Fabricant : GIMA S.p.A
Via Marconi 1
20060 GESSATE (M)
ITALIE
Produit 27310 - Balance Astra
Classe de précision métrologique 11

Le Fabricant déclare, sous sa propre responsabilité, que les dispositifs médicaux susmentionnés :

e sont conformes aux exigences essentielles de la Directive 2014/31/UE (IPFNA) et a la norme EN 45501

et sont fabriqués conformément au Systéme Qualité qui satisfait les exigences visées a I'annexe IV de la
Directive 2014/31/UE (IPFNA), Module D, comme indiqué sur le Certificat n® D 2022 MI PV 238 délivré
par RINA Services Spa, Via Corsica 12, 16128 Genova (ON 0474), le 21/11/2023 (échéance 20/11/2026)

correspondent au modele décrit sur le certificat d'approbation CE du type, conformément au Certificat

n° 0200-NAWI-11764, délivré par FORCE Certification A/S (ON 0200) le 28/02/2022 (échéance
28/02/2032)

Gessate, 21/11/2023

GIMA S.p.A.

Le représentant légal

DN\
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GIMA S.p.A. ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (M) — EXPORT DIVISION
Italia export@gimaitaly.com
DECLARACION DE CONFORMIDAD UE

Fabricante: GIMA S.p.A

Via Marconi 1

20060 GESSATE (M)

ITALIA
Producto 27310 - Bascula Astra
Clase de precision metrolégica 11

El Fabricante declara, bajo su total responsabilidad, que los productos sanitarios arriba mencionados:

e cumplen los requisitos esenciales de la Directiva 2014/31/UE (NAWI) y la norma EN 45501 y estan
fabricados de conformidad con el Sistema de Calidad que cumple los requisitos del Anexo IV de la
Directiva 2014/31/UE (NAWI), Mddulo D, como acredita el Certificado nro. D 2022 Ml PV 238 expedido

por RINA Services Spa, Via Corsica 12, 16128 Génova (ON 0474), en fecha 21/11/2023 (caducidad
20/11/2026)

corresponden al modelo descrito en el certificado de aprobacidn CE del tipo, como por el Certificado

No. 0200-NAWI-11764, expedido por FORCE Certification A/S (ON 0200) el 28/02/2022 (caducidad
28/02/2032)

Gessate, 21/11/2023

GIMAS.p.A.

El representante legal

DN\
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GIMA S.p.A. DIVISAO ITALIANA

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (M) — DIVISAO DE EXPORTACAO
Italia export@gimaitaly.com
DECLARACAO DE CONFORMIDADE UE

Fabricante: GIMA S.p.A

Via Marconi 1

20060 GESSATE (M)

ITALIA
Produto 27310 - Balanga Astra
Classe de precisdo metroldgica I

O Fabricante declara, sob sua prépria e total responsabilidade, que os dispositivos médicos acima
indicados:

e estdo em conformidade com os requisitos essenciais da Diretiva 2014/31/UE (NAWI) e com a norma EN

45501 e sdo fabricados de acordo com um Sistema de Qualidade que atende aos requisitos nos termos
do Anexo IV da Diretiva 2014/31/UE (NAWI), Médulo D, conforme declarado pelo Certificado n2 D 2022

MI PV 238 emitido por RINA Services Spa, Via Corsica 12, 16128 Génova (ON 0474), em 21/11/2023
(vencimento 20/11/2026)

correspondem ao modelo descrito no certificado de aprovagao CE de tipo, conforme o Certificado N2

0200-NAWI-11764, emitido por FORCE Certification A/S (ON 0200) em 28/02/2022 (vencimento
28/02/2032)

Gessate, 21/11/2023

GIMAS.p.A.

O representante legal
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Gima S.p.A. ITALIENISCHE ABTEILUNG

Via Marconi 1 gima@gimaitaly.com
20060 Gessate (M) — EXPORTABTEILUNG
Italien export@gimaitaly.com
EU-KONFORMITATSERKLARUNG

Hersteller: GIMA S.p.A

Via Marconi 1

20060 GESSATE (M)

ITALIEN
Produkt 27310 - Waage Astra
Klasse der messtechnischen Genauigkeit 11

Der Hersteller erklart in voller Eigenverantwortung, dass die oben genannten Medizinprodukte:

e den grundlegenden Anforderungen der Richtlinie 2014/31/EU (NAWI) und der Norm EN 45501
entsprechen und in Ubereinstimmung mit dem Qualitatssystem hergestellt werden, das die
Anforderungen von Anhang IV der Richtlinie 2014/31/EU (NAWI), Modul D, erfillt, wie in der
Bescheinigung Nr. D 2022 MI PV 238 angegeben, ausgestellt von RINA Services Spa, Via Corsica 12,
16128 Genua (ON 0474) am 21/11/2023 (Ablaufdatum 20/11/2026)

dem in der EG-Baumusterprifbescheinigung beschriebenen Modell entsprechen, gemaR Zertifikat Nr.

0200-NAWI-11764, ausgestellt von FORCE Certification A/S (ON 0200) am 28.02.2022 (Ablaufdatum
28.02.2032)

Gessate, 21/11/2023

Gima S.p.A.

Der gesetzliche Vertreter
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GIMA S.p.A. ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION
www.gimaitalv.com export@gimaitaly.com
AHAQIH 2YMMOP®OQ3IHZ EE

KataokevaotAg: GIMA S.p.A

Via Marconi 1

20060 GESSATE (M)

ITAAIA
Mpoidv 27310 - Zuyapld Astra
KAdon petpoloyLkig akpipelog I}

O Kataokeuaotng SnAwveL, pe SIKr TOU AIMOKAELOTIKN €UBUVN, OTL TOL AVWTEPW LATPOTEXVOAOYLKA TTpoidvTa:

e guppopdwvovtal Pe TG Bactkeg amattioslg tng Odnyiog 2014/31/EE (NAWI) kat pe to potumo EN
45501 kal €xouv kataokeuaotel cUpdwva pe To TUoTnua MoldtnTag mTou TANPOL TIG ATIALTAOELG TOU
MNapaptiuatog IV tng Odnyiag 2014/31/EE (NAWI), Evotnta A, Omwe mPoKUTTeL oo to MeTomnoLnTiko
ap. D 2022 MI PV 238 ntou ekd66nke amo tnv RINA Services Spa, Via Corsica 12, 16128 Genova (ON
0474), ue nuepounvia 21/11/2023 (AAn 20/11/2026)

®  (QVTLOTOLXOUV OTO HLOVTEAO TIOU TEPLYPADETAL OTO TILOTOTOLNTLKO £YKpLong TUTou EK, cupdwva pe to
Motomotntikd ap. 0200-NAWI-11764, ou ekb00nke ard tnv FORCE Certification A/S (ON 0200) otig
28/02/2022 (Ar&n 28/02/2032)

Gessate, 21/11/2023

GIMAS.p.A.

O VOULHUOG EKTIPOCWTTOG
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Gessate, 21/11/2023

GIMA S.p.A.
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