Mod. 4606/0

\IMQ

CERTIFICATO CE

Certificato n. 1976/MDD
Dichiarazione di approvazione del sistema qualita
(Garanzia di qualita della produzione)

Visto I'esito delle verifiche condotte in conformitd all'Allegato V, punto 3 e tenendo conto dell’Allegato
VI, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

CERACARTA SPA
47122 FORLI" (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

mantiene nello stabilimento di:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - ltaly
47122 FORLI' (FC) - VIASECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualitd che assicura la conformitd dei seguenti prodotti:

Carte per registrazione ad uso medico
Modd. come da documento "Allegato al Certificato CE no. 1976/MDD - Elenco dei Dispositivi' rev.0 del
07/10/2020, valido solo se provvisto di fimbro IMQ); tale allegato costituisce parte integrante e
sostanziale del presente certificato.

ai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed
& sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.

Riferimento pratiche IMQ:
DM17-0017248-01; DM20-0056104-01.

Questa Dichiarazione di approvazione é rilasciata dall'lMQ S.p.A. quale organismo nofificato per la
direttiva 93/42/CEE e s.m.i. Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

Emesso il: 2017-11-18 a@ c

Data aggiornamento: 2020-10-07 v

Giorgi Fulvio
Sostituisce: 2017-11-18 |A;\Q DocuSign,
Data scadenza: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

Questa Dichiarazione di approvazione & soggetta alle condizioni previste dall'lMQ nel "Regolamento per ) ol
la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE". | Via Quintiliano 43 |
www.imq.if




Mod. 4606/0

\IMQ

EC CERTIFICATE

Certificate No 1976/MDD
Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex
VI, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:

CERACARTA SPA
47122 FORLI" (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

manages in the factory of:
47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Medical recording chart paper

Type ref. as to document "Annex of EC Certificate no. 1976/MDD - Device List" rev. 0 dated 2020/10/07
valid only if provided with IMQ stamp; this annex is intfegral and substantial part of this certificate.

with the relevant metrological requirements of the aforementioned directive (as far as all the
manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.

Reference to IMQ files Nos:
DM17-0017248-01; DM20-0056104-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18 == > .
Updated: 2020-10-07 mulvio Y

Substitution Date: 2017-11-18 IMQ  oeasyn
Expiry Date: 2022-11-17

IMQ S.p.A. | 1-20138 Milano

cerfification of Medical Devices - CE Marking - Directive 93/42/EEC”. | Via Quintiliano 43 |
www.imq.if

This Approval Certificate is subjected to the provisions laid down in the "“IMQ regulation for the



\IMQ

Allegato al Certificato CE n. 1976 /MDD- Elenco dei Dispositivi
EC Certificate Annex 1976/MDD - Device List

rev. 0 del/of 2020/10/07

Categoria di dispositivo:
Device category:

Carte per registrazione ad uso medico
Medical recording chart paper

Modello/i:
Model(s):

Marca/Marche:
Trade mark(s):

Alire informazioni rilevanti:
Other relevant data:

22.01 Pacchi stampati medicali (per ECG,EEG,CTG, e laboratorio analisi);
21.01 Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi);

32.01 Schede e dischi stampati medicali.

Ceracarta

Dispositivi medici in classe | con funzione di misura (IM)
Medical Devices in class | with measuring function (IM)

Timbro IMQ
IMQ Stamp

@ 2020-10-07

Mod. 4939/0 IMQ S.p.A. con Socio Unico | Via Quintiliano 43 | Italia - 20138 Milano | www.ima.it Pagina 1 di 1




IS0 9001:2008 EN ISO 13485:2012

Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Chart Papers for all electrodiagnostic equipments.

Materiale di consumo ed accessori elettromedicali. Disposable and electromedical accessories.

Carte per apparecchi registratori industriali. Chart Papers industrial recording instruments.

Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Special rolls and fanfolds for tickets checking system, lottery.
Etichette radiofrequenza e soluzioni integrate. Rfid labels and chain solutions.

Sede (Head office and works) :

Via Secondo Casadei, 14 - 47122 FORLI' - ITALY

Tel: 0039 0543 780055 + Fax : 0039 0543 781404

http : // www.ceracarta.it + e-mail : info@ceracarta.it.

Capitale Sociale : € 1.000.000 int. vers. Messrs
Registro Imprese FORLI'-CESENA

P.l./C.F./VAT.N. IT 00136740404

R.E.A. FORLI'N. 72646 — N. MECC. FO 006863 Mediclnes and Medical Devices Agency

Forli, 3rd August 2022

We, CERACARTA SPA V having a registered office at Via Secondo Casadei 14,47122 Forli(FC)-
Italy, assign “GBG-MLD” SRL, having a registered office at Str. Albisoara 64/2, Chisinau MD -2005,
Moldova, as Authorized representative in correspondence with the conditions of LAW No. 102
from 09.06.2017 regarding medical devices.

We declare that the company mentioned above is authorized to register, notify, renew or modify
the registration of medical devices on the territory of the Republic of Moldova.

CERACARTA SPA
Bandini Alessandro

m,.p.a.
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DECLARATION OF CONFORMITY

Forli, 3" August 2022

Manufacturer: Ceracarta S.p.A.
Address: Via Secondo Casadei, 14 47122 Forli - ITALY
DECLARES
that
THE RECORDING “THERMAL” AND/OR “INK” PAPERS IN THE MEDICAL FIELD
for "ECG", "EEG","CTG" and papers for laboratory tests (including the model M 1911 A),
identified and classified in the

Technical file ,comply with the directive about medical devices (DIRECTIVE 93/42/CEE as
amended by 2007/47/EC).

In addition to this, we precise that:

according to the Directive 93/42/EEC the listed products are medical devices belonging to
class I with function of measure.

- they are subject to the regulations of the Attachment I of the above mentioned directive;

- the evaluation of the device was in accordance with Annex V of that Directive, by the certified
body IMQ S.p.A. — CE0051;

- Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN

ISO 9001: 2015 and UNI CEI EN ISO 13485:2016.

CERACARTA SPA
Bandini Alessandro

wg,%? spa.

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli ITALY ot M. m
Tel: +39.0543780055 Fax: +39.0543781404 wmliiNet &

http://www.ceracarta.it info@ceracarta.it MED
1SO 9001:2008 EN ISO 13485:2012




DECLARATION OF CONFORMITY

Forli, 3™ August 2022

The writing company Ceracarta S.p.a. located in Via Secondo Casadei n° 14, 47122 Forli,
manufacturer of the products named , "ECG GEL / ECO SUPERGEL . (BASIC UDI-DI
8059170GCO004NN),identified and classified in the technical file,declares under its own
responsibility that such devices satisfies all the requirements of MDR 2017/745 , about medical
devices and in particular that:

* in accordance with enclosure VIII-section III of the MDR the Dispositives in object must be
considered as belonging to Class I;

* the Dispositives in object satisfy the essential requirements as in enclosure I of MDR 2017/745;
*the manufacturer has prepared and keeps the technical files updated in accordance with enclosure
II of the MDR;

*such documentation is available at the headquarters of Ceracarta , for any reference by the
entitled bodies;

sthe Dispositive in object must be esclusively used together with electro-medical instruments for
recording, diagnosis and therapy, which base their functioning upon the measuring of energy flows
of electric, magnetic and ultrasound type;

* Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN

ISO 9001: 2015 and UNI CEI EN ISO 13485:2016.
The president

CERACARTA SPA
Bandini Alessandro

CERQCORT ) s.p.a.
Al d Bt
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Ceracata S.p. A. Via Secondo Casadei, 14 - 47122 Forli ITALY CESC m
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Tel: +39.0543780055 Fax: +39.0543781404
http://www.ceracarta.it info@ceracarta.it M€ED
ISO 9001:2015 EN ISO 13485:2016
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DECLARATION OF CONFORMITY

Forli, 3™ August 2022

The writing company Ceracarta S.p.a. located in Via Secondo Casadei n° 14, 47122 Forli,
manufacturer of the products named , TOP TRACE ECG ELECTRODES (BASIC UDI-DI
8059170EL001PR),identified and classified in the technical file,declares under its own
responsibility that such devices satisfies all the requirements of MDR 2017/745 , about medical

devices and in particular that:

* in accordance with enclosure VllI-section III of the MDR the Dispositives in object must be
considered as belonging to Class I;

* the Dispositives in object satisfy the essential requirements as in enclosure I of MDR 2017/745;
*the manufacturer has prepared and keeps the technical files updated in accordance with enclosure
II of the MDR;

esuch documentation is available at the headquarters of Ceracarta , for any reference by the
entitled bodies.

In addition:

* the device is tested according to the voluntary Association for the Advancement of Medical
Instrumentation (AAMI) standard requirements for electrical performance for disposable ECG
electrodes (ANSI/AAMI EC 12:2000) and test results meet or exceed these performance standards.
* the device is tested and it is found to be acceptable for use,according to:

UNI EN ISO 10993-1:"Biological evaluation of medical devices™ ;

UNI EN ISO 10993-5 :”Biological evaluation of medical devices :tests for in vitro cytotoxicity™;

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli ITALY ﬁ ﬁ
—E zNe 9—

Tel: +39.0543780055 Fax: +39.05437681404
http://www_ceracarta.it info@ceracarta.it M€D
ISO 9001:2016 EN ISO 13485:2016




UNI EN ISO 10993-10 :"Biological evaluation of medical devices :tests for irritation and

sensitization”.

* Ceracarta does not use any latex/PVC materials or ingredients in the manufacturing of our

electrodes;

* Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN
ISO 9001: 2015 and UNI CEI EN ISO 13485:2016.

The president

CERACARTA SPA
Bandini Alessandro

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli  ITALY CSO M

Tel: +39.0543780055 Fax: +39 0543781404 w loNet 5

http:/fwwni_ceracarta it info@ceracarta.it %j M€D
IS0 9001:2015 EN ISO 13485:2016




DECLARATION OF CONFORMITY

Forli, 3 August 2022

The writing company Ceracarta S.p.a. located in Via Secondo Casadei n° 14, 47122 Forli,
manufacturer of the products named , “COMPATIBLE PAPER FOR SONY UPP 110 S / HG /
HD ROLLS”, (BASIC UDI-DI 8059170CA001LN),identified and classified in the technical
file,declares under its own responsibility that such devices satisfies all the requirements of MDR

2017/745 , about medical devices and in particular that:

* in accordance with enclosure VIII-section III of the MDR the Dispositives in object must be
considered as belonging to Class I;

* the Dispositives in object satisfy the essential requirements as in enclosure [ of MDR 2017/745:
*the manufacturer has prepared and keeps the technical files updated in accordance with enclosure
II of the MDR;

*such documentation is available at the headquarters of Ceracarta , for any reference by the
entitled bodies.

* Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN
ISO 9001: 2015 and UNI CEI EN ISO 13485:2016.

The president

CERACARTA SPA
Bandini Alessandro

CERACORT s p.a.
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SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU DECLARATION OF CONFORMITY (EN)
1. Model No.: UPC-21L
2. Name and address of the Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
manufacturer's authorised Belgium
representative:
3. This declaration of conformity is Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

issued under the sole responsibility
of the manufacturer:

4.  Object of the declaration: Color Printing Pack

5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)

6.  Where applicable, references to the relevant harmonised standards used or references to the technical specifications in
relation to which conformity is declared:
Medical: EN 60601-1:2006 + A1:2013

7. Where applicable, the notified body (name and number), description of intervention and certificate:

8. Additional information:

Classification: Class I, MDR Annex VII|
Basic UDI-DI: 4901780PrintMediaWR
Manufacturer SRN: JP-MF-000014553
Authorised BE-AR-000007876
Representative SRN:
Intended Purpose: Print media for Sony's medical printer
Accessory(ies): -
Note(s): -
Signed for and on behalf of: Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama
Quality Officer
Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2021EU02261

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU DECLARATION OF CONFORMITY (EN)
1. Model No.; UPP-1108
2. Name and address of the Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
manufacturer's authorised Belgium
representative:
3. This declaration of conformity is Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

issued under the sole responsibility
of the manufacturer;

4.  Object of the declaration: Thermal Print Media

5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)

6. Where applicable, references to the relevant harmonised standards used or references to the technical specifications in
relation to which conformity is declared:
Medical: EN 60601-1:2006 + A1:2013

7. Where applicable, the notified body (name and number), description of intervention and certificate:

8. Additional information:

Classification: Class I, MDR Annex VIII
Basic UDI-DI; 4901780PrintMediaWR
Manufacturer SRN: JP-MF-000014553
Authorised BE-AR-000007876
Representative SRN:
Intended Purpose: Print media for Sony's medical printer
Accessory(ies): -
Note(s): -
Signed for and on behalf of: Sony Corporation
7;/%7*
¢ /
Tokyao, 2021-11-04

Ryogo Katayama
Quality Officer
Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2021EU02266

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU DECLARATION OF CONFORMITY (EN)
1. Model No.: UPP-110HG
2. Name and address of the Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
manufacturer's authorised Belgium
representative:
3. This declaration of conformity is Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

issued under the sole responsibility
of the manufacturer:

4. Object of the declaration: Thermal Print Media

5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)

6. Where applicable, references to the relevant harmonised standards used or references to the technical specifications in
relation to which conformity is declared:
Medical: EN 60601-1:2006 + A1:2013

7. Where applicable, the notified body (name and number), description of intervention and certificate:

8. Additional information:

Classification: Class |, MDR Annex VIII
Basic UDI-DI; 4901780PrintMediaWR
Manufacturer SRN: JP-MF-000014553
Authorised BE-AR-000007876
Representative SRN:
Intended Purpose: Print media for Sony's medical printer
Accessory(ies): -
Note(s): -
Signed for and on behalf of- Sony Corporation
Tokyo, 2021-11-04

Ryogo Katayama
Quality Officer
Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2021EU02267

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



SONY

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

EU DECLARATION OF CONFORMITY (EN)
1. Model No.: UPP-110HD
2. Name and address of the Sony Belgium, bijkantoor van Sony Europe B.V., Da Vincilaan 7-D1, 1930 Zaventem,
manufacturer's authorised Belgium
representative:
3. This declaration of conformity is Sony Corporation, 1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

issued under the sole responsibility
of the manufacturer:

4. Object of the declaration: Thermal Print Media

5. The object of the declaration described above is in conformity with:
2017/745 (Medical Device Regulation)

6. Where applicable, references to the relevant harmonised standards used or references to the technical specifications in
relation to which conformity is declared:

Medical: EN 60601-1:2006 + A1:2013

7. Where applicable, the notified body (name and number), description of intervention and certificate:

8. Additional information:

Classification: Class I, MDR Annex VIII

Basic UDI-DI: 4901780PrintMediaWR

Manufacturer SRN: JP-MF-000014553

Authorised BE-AR-000007876

Representative SRN:

Intended Purpose: Print media for Sony's medical printer

Accessory(ies): -

Note(s): -
Signed for and on behalf of Sony Corporation

//%/ |

Tokyo, 2021-11-10

Ryogo Katayama
Quality Officer
Quality Officer Group

Quality & Environmental Dept.
Reference Number: 2021 EU02280

Sony Corporation
1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan



ELECTRODES &
ACCESSORIES

Maximum result both in terms of stability and precision, also under the
most difficult conditions. The line of electrodes is extremely complete and
makes it possible to meet any monitoring requirement.

¢ For adults or for paediatric use ® With solid gel or liquid gel ® For normal
monitoring or for stress tests ® FOAM or TNT/CLOTH or MICROPORE
backing ® Round- shaped with different diameters, oval, rectangular or
square. This line of accessories offers complementary or similar articles
that are in great demand. Also in the case of accessories, the continuous
research and exchange of information with the final user have allowed us
to manufacture high quality and extremely reliable products.

&= CERACARTA

MADE IN ITALY

‘L




TOP TRACE LINE

MONITORING & RESTING ECG’S



TOP TRACE LINE

STRESS TEST

ST 50 RFI ST 50 RLI .
\/ \’ ;
«1‘>
@50 mm. Dimensions @50 mm. ,)\k
S ’ﬁ
Foam Backing Foam
Solid Gel Liquid
Ag/AgCl Sensor Ag/AgCl
40pcs/pouch-800pcs/box- 9600pcs/carton Packaging 30 pcs / pouch - 600 pcs / box - 7200 pcs / carton

The most The most suitable electrodes for ECG’s under difficult conditions.
Easy to apply and use ¢ Strong adhesiveness ¢ Do not irritate the skin ¢ Highly conductive gel

MRI NON - MAGNETIC

ROUTINE ECG MONITORING

RT 50 RFI MEDTAB . r« M)
@50 mm. Dimensions 23x34 mm. 2. Madras. W
i Silicone
i ] coated pet film wearaes  mears)
Solid Gel Solid b otee bt
A B MaedTAD
Ag/AgCl Sensor Ag/AgCl — 22—
30pcs/pouch-600pcs/box- 7200pcs/carton Packaging 100 pcs / pouch - 500 pcs / box - 5000 pcs / carton

This electrode entirely replaces suction chests and
clamps to patient’s advantage both in terms of hygiene
and health.To be attached to alligator clip connectors.

MONITORING / PRE-WIRED ELECTRODES @/ ©/ @

/ 3 pcs/ pouch - 300 pcs / box

Avai[able;lso with 22 mm diameter Model RT 22
LWF (with 4 mm female socket)

RE 30 LWF RE 22 LWS 4
femalgol;nr:wnr;i Dimensions ggfety 1,55 mm A
Foam Backing Foam
Solid Gel Solid
Ag/AgCl Sensor Ag/AgCl —
3 pcs / pouch - 300 pcs / box Packaging 3 pcs / pouch - 300 pcs/box\‘ J
Available also with 22 mm diameter Model RE 22 Available also with 30 mm diameter Model RE 30 LWS
@ @ ' @ LWF (with 4 mm female socket) (with 1,55 mm safety plug) @ @ @
< 4 J RT 30 LWF RT 22 LWS YA/ 7
" :
femalodmm;  Dimensions  2Zmm, .. B\ /
Foam Backing Foam
Solid Gel Solid
Carbon Sensor Carbon
Packaging 3 pcs / pouch - 300 pcs / box

Available also with 30 mm diameter Model RT 30
LWS (with 1,55 mm safety plug)



MEDI SENSOR LINE

MONITORING & RESTING ECG’S

HOLTER / LONG MONITORING

7¥11SENSOR
21 SENSOR
Mot o R
HOSN AUEH
HOSNIS 102
HOSN3S (0281

STRESS TEST

———

— HOSN3S |

(75 SENSOR =t
mf, 3 i3
BED: SE. wOR =)

= yosnas i
~cnen- Carbon

30 pcs / pouch - 1200 pcs / carton

Ideal for all ECG monitoring, radiolucent application included!
AVAILABLE ALSO FOR PEDIATRIC, @ 26 mm, MODEL F 26-S BLUE



RUBBER LIMB &
SUCTION CHEST THORACIC STRAPS CLAMP
ELECTRODES ELECTRODES

Ag/AgCl sensor to guarantee maximum For attaching electrodes © for limb use - one Classical-designed clamps with an improved
reliability in signal transmission. hole (15 mm x 40 cm / 25 mm x 45 cm), quality. Ag/AgCl to ensure excellent signal
e Available in three sizes: @15 mm for - two holes [(32mm x 45cm) - for thoracic transmission ¢ Silver component to prevent
pediatric use /@ 24 mm and @ 30 mm for use - one hole (32mm x 135cm), six holes distortions and to increase efficiency ¢
adult use. (100mm x 135cm). Universal connection.

ELECTRO -
SURGICAL
PLATES

ELECTROSURGICAL PLATES WITH A SUPERIOR QUALITY
* Made of FOAM suitable to obtain perfect results with all instruments ® manufactured and tested in compliance with EN 60601-
1/EN 60601-2/AAMI-HF 18 e available with one zone and two zones and REM alarm for adults (adhesive surface 215 sq cm),

for children (surface 129 sq cm) and for new born (surface 63 sq cm). All the models are available even equipped with
cables.

DEFIBRILLATOR
PADS

A wide range of pads suitable for all the defibrillators available.

Raw material quality and attention to details resulted into an absolutely reliable
range of products.

Universal without cable or equipped with cable, having a specific connector to
comply with all instruments.




ELECTRODES FOR

(¢

PULSE OXIMETER
SENSORS
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Q * Superior quality ® available with single or double cable ¢ lead wire with A broad range of sensors to monitor and detect the arterial
@) 2 mm socket or press-stud connection * manufactured in compliance ~ 0xygen saturation. Excellent quality and proven accuracy are the
o with EN I1SO 9001 and AAMI standards. characteristics that better describe a whole series of disposable
= and reusable sensors. Suitable for all the main fittings spread on the
8 market.

—

LLI

ELECTRODES &
ACCESSORIES
FOR EEG & EMG

A) BRIDGE ELECTRODES Made of silver/silver chloride to optimize signal transmission. Slightly curved support to improve head adaption.
B) SILICONE HEADCAPS \Vith 2 or 4 adjustable bands to fit for various requirements. Anatomically-designed earmuffs. Available in
three sizes (Small-Medium-Large];

C) SPECIAL INK FOR EEG Suitable & excellent for all devices (Siemens excluded), allowing a perfect trace without blurs. Black colour- 1 litre bottle
D) DISC ELECTRODES Available in silver,/silver chloride or gold - 10 mm diameter- With 120-150-200-250 cm lead wire & DIN 42802
safety plug - 10 electrodes per set with coloured lead wires (10 colours available);

E) DISPOSABLE CONCENTRIC NEEDLES FOR ELECTROMYOGRAPHY Ergonomic handgrip and extremely sharp point -
Equipped with wings for automatic unfastening -Shielded, light & flexible lead wire with 5 pole DIN 45322 connector and entirely shielded
handgrip. Different diameters (from 0.30 to 0.60 mm) and different lengths (from 25 to 75 mm) - 25 pcs per packing.

&l

=] P

/ —— |

Made of material particularly resistant to saliva or manipulation, perfectly hygienic, without residues and non-allergic * can be used on most
spirometers of the most important brands present on the market ¢ available in the external diameters 22-26-28-30 and 34 mm, but in case
of large orders the customer can request a specific diameter ® boxes of 500 pcs ® an extremely handy dispenser is available on customer’s
demand.

c € < /Av.~'i"’: O cefisterg,, -
=
classIMD > class I MD (incl. Im) = CERGCGRTG g m& & MED N
ISO 14001 ST MADE INTTALY 1S0 9001:2015 - EN1SO 134852016 O
- - >
Via Secondo Casadei N.14 o

zona industriale Villa Selva - 47122 Forli (Italy) tel. +39.0543.780055 - fax +39.0543.781404
Www.ceracarta.it - e mail: export@ceracarta.it






CHART |S/ARSS

Widest choice of articles for a variety of sectors including: - ELECTROCARDIOGRAMS - ELEC-
TROENCEPHALOGRAMS - FOETAL MONITORING - NEUROLOGY - GYNAECOLOGY - PNEUMO-
LOGY - INTENSIVE CARE UNITS - POLIGRAPHS - RESUSCITATION - ULTRASOUND SCANS -
LABORATORY ANALYSES

If requesting an offer, please state: model and instrument code, where possible the paper code
and, in any case, the sizes. For eeg z-folds colour and line distance.



PAPERS FOR ECG

Furthermore constant checks, detailed contral and regu-
lar technological updating ensure continuously high effi-
ciency in recording. For particular requirements we can
supply paper which guarantees conservation of the recor-
ding trace for more than 20 years. Ceracarta always gua-
rantees the absolute reliability of its paper with respect to
all the instruments available commercially, even the less
common.

PAPERS FOR EEG

A great priority must be given to the perfect running of the
paper and to its excellent recepitivity as for the writing
pen. Through its paper Ceracarta constantly guarantees
best results also in this sector, even during long recor-
dings, thanks to its perfect adaptability, specifically and
attentively researched, for all types of instruments.

Ceracarta has paid special attentiocn to these details,
manufacturing praducts which, also due to the perfection
of the lateral holes and the numbering of each page, and
owing to the accuracy of the regulating sensors, are
among the best available commercially, where too often
paper of insufficient efficiency is on offer. Ceracarta repre-
sents a guarantee, not found everywhere, also in the sec-
tor of foetal monitoring.

atever the use (labels for test tubes, medical
reports, radiological envelopes or " blood bags"), an

is field, specialisation is crucial and the gua-
lity of the raw materials used is of a primary impor-

tance. Ceracarta is at your disposal with rolls and
packs for all types of instruments used in laborato-
ries, guaranteeing optimal functioning and a perfect
result.

excellent outcome is ensured. Ceracarta has imple-
mented a division for the production of labels and
tickets with a microchip (RFID technology) to be
applied also to the medical field.
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THE COMPANY
CERACARTA

— o
L

Il We are leaders in Eurape for the manufacturing of paper for electrical diagnostic instruments and
industrial recording with more than 40 years' experience in the medical sector.

[ Advanced technalogies, equipment and methodical quality controls for the production of specific
chart and non-chart paper for all diagnostic equipment available on the international market.

[ Superior quality materials and absolute manufacturing precision for perfect diagnosis.

|8 Study and research centre to meet any specific need or customisation requirement and client consul-

ting service.
Documents and samples sent on request.

WAREHOUSE

Perfect service offered to customers in terms
of guaranteeing delivery times, the great care
paid when choosing the most suitable form of
packaging for the type of shipment, as well as
the perfect correspondence between the pro-
duct supplied and what is requested.  Optimal
management of the stock related to production
programmes: all this is guaranteed by a compu-
terised system which now supports the traditio-
nal bar code, the revolutionary and brand-new
radio frequency transponder system (TAG).
Professional skill and competence of our staff
ensure an ideal service for customers.

CE

ISO 8002 - EC certification - 2000 vision / 15046002 / 83-42-CE

.

MACHINES
AND
EQUIPMENT

MACHINES AND EQUIPMENT
After the new premises were set up, the machi-
nery has been almost completely replaced or
modified in order to improve the quality of the
product even further, while at the same time
speeding up production times which means lower
costs for the customer.The whole production
system has the advantage of a double check:
from the specialised technical staff and the auto-
mated computer control.

COMPANY
WITH QUALITY SYSTEM

o : CERTIFIED BY DNV
Products EC compliants OEROQOETQ = IS0 9000 =—=
Via Secondo Casadei N.14
zona industriale Villa Selva - 47100 Forli [ltaly) tel. +39.0543.780055 - fax +38.0543.781404
www. ceracarta.it - e mail: info@ceracarta.it
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www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z % Systemn Certification in the world,
www.imq. it IQNet is composed of more than 30 bodies and counts

C E RTI F ICATO N . owver 150 subsidiaries all over the globe.
CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID),
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters,
printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti 1ISO 9001:2015 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

IMQ S.p.A_ - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

ACCREDIA X, |, \““Q

SGQ N° 005 A

FEDERAZIONE

CISQ

WWW.CIsg.com

Lo vahdts del cerificatn & subordinata a sorveghanza annuale & tessme compielo
del Sistema o Gestiane con peris nunnale

Thie vlidiy of Ahe cerficats is submMted 1o annusal audt and o eassRarmant Organismo di Certificazione Federato CISQ CISQ & |a Federazione Italiana di Organismi di
af the arfira management System wiinin tres years www.img.it Certificazione dei sistemi di gestione aziendale,
CISQ is the Italian Federation of management

system Certification Bodies.




CISQ is a member of

'.THE INTERNATICHAL L-:"-i I'I[-I(:AI'IIEI.'J NEWJ"_'[‘-\D-
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
= . System Certification in the world.
www., II'T'Iq, “ IQNet is composed of more than 30 bodies and counts

ALLEGATO N . 91 90 .C R03_1 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. Manufacture of electrods for ECG. Production management and placing on the market of
electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AlM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRS| AL CERTIFICATO N. 9180.CRC23
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

—

IMQ S.pA. —VIA%N/TILIANO. 43 - 20138 MILANO ITALY
Management Systems Divisicn - Flavio Ornago FEDERAZIONE

Il presente documenta integra il certificalo n 9180 CRC3
ACCRED EA ( This document 15 A part of cenificate n 9190, CRCA
L} .
“

IAF: 07, 09,19, 29, 12

CISQ

SGQ N° 005 A www.cisg.com

LT (ALK 0 ACTRTMTAMITD

o8 ) Mg o ; ube a sarveglian uale & rigs complel i
Her :a:lg ;T_.:E La validita del & T::rllzu;.:lll:a.‘uI:.“I:‘:r:la Za annuale e rigsama completo Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di

ar E4, nac Tha validity of submed la annual aust and a raassassmant www.imgq.it Certificazione dei sistemi di gestione aziendale.
Aecagnition Agresments of Ihe enfire management System wilken theas yaars CISQ Is the [talian Federation of management
systam Certification Bodies.




CISQ is a member of

he YONAL CERTIFICATION NETHORK
www ignet-certification.com
IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z 3 System Certification in the worid,
WWW‘Imq‘ it IQNet s composed of more than 30 bodies and counts

ALLEGATO N i 91 90 -C RC3_2 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:;

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago

Il presente do integra il certificalo n. 2180 CRC3
ACCREDIA \ This document is a part of certificate n, 3120 CRC3
L 3
-

FEDERAZIONE

CIs@

LVENTE [TAshi0 ENLAAENTO
IAF: 12
SGQ N° 005 A Www.cisq.com
! Stam 8t Gustions ccn peratiats ety 4% ¢ (#SETE SO Organismo di Certificarione Federato CISQ  CISQ é la Federazione Italiana di Organismi di
ity ot fhe ceniNcats itiind www.img.it Certificazione dei sistemni di gestione aziendale.

The validty of {he cemiicate s submitted tn annual audt and & resssessmant

ofthe entire managemant Systam withip three yaars CI5Q is the [talian Federation of management

system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization.

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Manufacture of electrods for ECG. Production management and placing
on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and

related consumable and accessories
Further clanfications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 112265

_— ) |

Alex Stoichitoiu Ing. Mario Romersi
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com
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r AL INTERNATK H-ll f EATWICATION NETWDRK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
" iz System Certification in the world.
www.img.it IGNet is compased of more than 30 bodies and counts

CERTI FICATO N . over 150 subsidiaries all over the globe,
CERTIFICATE N. 9124.CRC4

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA"' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG, Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. Production management
and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade
of videoprinters, photographic papers for videoprinters, printers and related consumable and accessories for medical use

Ulteriori informazioni riguardanti 'applicabilitad dei requisiti 1ISO 13485:2016 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of /SO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA. -VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE

cIsQ

ACCREDIA X

VINTE ALIANE D ACCMDTTARMUNTT

sorvegliunzd annuak e fiesame completo

e www.cisg.com

| auid® and & reansessment

SGQ N7 005 A

Tire manageme

Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.img.it Certificazione dei sistemi di gestione aziendale.
CISQ is the [talian Federation of management

system Certification Bodies.




CISQ is a member of

S THE INTERNATICHAL CEATIRCATION NETWORK
www.ignet-certification.com

1QNet, the association of the world's first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www.imq.it IQNet is compased of mere than 30 badies and counts
aver 150 subsidiaries all over the giobe.
ALLEGATO N. 9124.CRC4-1 '
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel
sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi.
Commercializzazione ed immissione in commercio di accessori per applicazioni
elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third
parties. Manufacture and print of labels for medical use. Development and manufacture of creams,
gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of third
parties. Trade and placing on the market of accessories for electromedical and ultrasound
diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories for medical use

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA" OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 8124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRCH4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIAND, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago FEDERAZIONE

Il presente documenta integra il cedificato n, 9124 CRC4 I M Q
ACC RE D IA & This document is a part of cedificate n. 9124 CRC4
~

CISQ

o www.cisg.com
SGQ N 005 A La validia del cemtficata & subordimata G:r\nglnnza annuale e nesame completo
del Gistema di Gestione con pencdicta tnennale " . g r. 3 .8 e . o
Mermbra degh Accordi di Mubuo ittt s S Organismo di Certificazione Federato CISQ  CISQ & |a Federazione Italiana di Organismi di
14 0 III.‘»\_E of the entee management Systam within Ihres yeass www.imq.it Certificazione del sistemi di gestione aziendale.

LML ITALIAO 06 ATRIDATASENTD

CIS3 is the Italian Federation of management
system Certification Bodies.
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3 THE IN Il—.i‘iNA-f \'."‘-J&I l_'.} Hl'lrlf_'.ﬂTlrJH NETWORK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
s P System Certification in the world,

Www. tmq It IQNet s composed of more than 30 bodies and counts

ALLEGATO N 91 24.CRC4‘2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/QPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA - VIAQUINTILIANO, 4%- 20138 MILANO ITALY

Management Systems Divisicn - Flavio Omago

FEDERAZIONE

This document is & part of cedificate n. 9124 CRC4

ip d integra il Eertificato n 9124 CRGA \IMQ

AN

LENTE (1AL

WWW.Cisq.com

a
SGQ N® 005 A La validits del centificata & subordinata a sorveghanza annuale & nesame compiets . . - P . ) . t . 4
. . del Sisterna i Gestione con penadicita trennale Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
egli Accords di Mutuo Tha validity of ine certificate is submitted 1o annual audit and 3 reassassmant o Wit ifi ior i di il i
£ b ol o Www.imgq, Certlflc.azmne dcTI slstemi dl. gestione aziendale.
v of B4, JAF and JLAC CISQ is the Italian Federation of management
system Certification Bodies.
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