
Certificato n. 1976/MDD

CERTIFICATO CE

Dichiarazione di approvazione del sistema qualità
(Garanzia di qualità della produzione)

Mod. 4606/0

CERACARTA SPA 

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

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

mantiene nello stabilimento di:

47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy

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

un sistema qualità che assicura la conformità 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 timbro 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 
è sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.

Riferimento pratiche IMQ:

DM17-0017248-01; DM20-0056104-01.

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

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per 

la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE".

Emesso il: 2017-11-18

Sostituisce: 2017-11-18

Data scadenza: 2022-11-17

IMQ

Data aggiornamento: 2020-10-07

IMQ S.p.A. | I-20138 Milano
|Via Quintiliano 43 |
www.imq.it



Certificate No 1976/MDD

EC CERTIFICATE

Production Quality Assurance System Approval Certificate

Mod. 4606/0

CERACARTA SPA 

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

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex 

VII, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:

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 integral 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.

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

certification of Medical Devices - CE Marking - Directive 93/42/EEC”.

Date: 2017-11-18

Substitution Date: 2017-11-18

Expiry Date: 2022-11-17

IMQ

This is a translation of the Italian text, which prevails in case of doubts

Updated: 2020-10-07

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

|Via Quintiliano 43 |

www.imq.it



  
Allegato al Certificato CE n. 1976/MDD- Elenco dei Dispositivi  

EC Certificate Annex 1976/MDD - Device List 
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Categoria di dispositivo: 

Device category: 

Carte per registrazione ad uso medico 

Medical recording chart paper 

Modello/i: 

Model(s): 

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. 

Marca/Marche: 

Trade mark(s): 
Ceracarta 

Altre informazioni rilevanti:  

Other relevant data: 

Dispositivi medici in classe I con funzione di misura (IM) 

Medical Devices in class I with measuring function (IM) 

 

 























PULSE OXIMETER 
SENSORS

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.



T O P  T R A C E  L I N E

MONITORING & RESTING ECG’S

NM 50 RFI

NM 42 DFI

NP 30 RFI

NM 3351 OFI

Dimensions Ø 55 mm.

42x36 mm.

28x44 mm.

28x44 mm.

Foam

Foam

Foam

Foam

Liquid

Solid

Solid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Ag/AgCl - Banana plug

25 pcs / pouch - 500 pcs / box - 6000 pcs / carton

50 pcs / pouch - 1200 pcs / box - 14400 pcs / carton

50 pcs / pouch - 1250 pcs / box - 15000 pcs / master carton

30pcs / pouch - 600pcs / box - 7200pcs / carton

40 pcs / pouch - 800 pcs / box - 9600 pcs / carton

Backing

Gel

Sensor

Packaging

The most typical sizes. The most demanded supports. A proved quality always useful.

Two multifunctional models: suitable for adult and pediatric ECG’s.

The classical and largely used electrode for pediatric ECG’s. 
Excellent quality ensured also on “critical” patients.

NM 55 RLI

NM 3642 OFI

NM 2844 RFS

NM 2844 FBI

Ø 50 mm.

45x42 mm.

Ø 30 mm.

51x33 mm.

Foam

Foam

Foam

Foam

Solid

Solid

Solid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Ag/AgCl

50 pcs / pouch - 1200 pcs / box - 14400 pcs / carton

30 pcs / pouch - 900 pcs / box - 10800 pcs / carton

30 pcs / pouch - 900 pcs / box - 10800 pcs / carton

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging



T O P  T R A C E  L I N E

STRESS TEST

ROUTINE ECG MONITORINGMRI NON - MAGNETIC

 ST 50 RFI

 RT 50 RFI

RE 30 LWF

RT 30 LWF

Ø 50 mm.

23x34 mm.

22 mm.
sefety 1,55 mm

22 mm.
sefety 1,55 mm

Foam

Silicone 
coated pet film

Foam

Foam

Liquid

Solid

Solid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Carbon

30 pcs / pouch - 600 pcs / box - 7200 pcs / carton

100 pcs / pouch - 500 pcs / box - 5000 pcs / carton

3 pcs / pouch - 300 pcs / box

3 pcs / pouch - 300 pcs / box

40pcs/pouch-800pcs/box- 9600pcs/carton

30pcs/pouch-600pcs/box- 7200pcs/carton

3 pcs / pouch - 300 pcs / box

3 pcs / pouch - 300 pcs / box

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

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.

Available also with 22 mm diameter Model RE 22 
LWF (with 4 mm female socket)

Available also with 22 mm diameter Model RT 22 
LWF (with 4 mm female socket)

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

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

ST 50 RLI

MEDTAB

RE 22 LWS

RT 22 LWS

Ø 50 mm.

Ø 50 mm.

30 mm. 
female 4 mm

30 mm. 
female 4 mm

Foam

Foam

Foam

Foam

Solid

Solid

Solid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Carbon

MONITORING / PRE-WIRED ELECTRODES

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging



M E D I  S E N S O R  L I N E

MONITORING & RESTING ECG’S

HOLTER / LONG MONITORING

STRESS TEST

MULTIFUNCTION

MODEL F 50-S

MODEL W 601-S

MODEL FS 50-L

MODEL FS 501-S

Ø 26 mm.

Ø 55 mm..

Ø 55 mm.

Ø 50 mm

Foam

MICROPORE

Foam

Foam

Solid

Solid

Liquid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Carbon

50 pcs / pouch – 2000 pcs / carton

30 pcs / pouch – 1500 pcs / carton

30 pcs / pouch – 1200 pcs / carton

30 pcs / pouch – 1200 pcs / carton

30 pcs / pouch – 1200 pcs / carton

30 pcs / pouch – 1500 pcs / carton

30 pcs / pouch – 1200 pcs / carton

50 pcs / pouch – 2000 pcs / carton

Available also with liquid gel Model F 50-L

Available also with Ø 50 mm Model W 601 
and also with liquid gel Model W 601-L

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

F 26-S

MODEL T 601-S

MODEL F 55-L

MODEL F 50-S BLUE

Ø 50 mm.

Ø 55 mm.

Ø 50 mm.

Ø 35x45 mm

Foam

TNT

Foam

Foam

Solid

Solid

Liquid

Solid

Ag/AgCl

Ag/AgCl

Ag/AgCl

Ag/AgCl

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging

Dimensions

Backing

Gel

Sensor

Packaging



• 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 • 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.

Ag/AgCl sensor to guarantee maximum 
reliability in signal transmission.
• Available in three sizes: Ø15 mm for 
pediatric use /Ø 24 mm and Ø 30 mm for 
adult use.

For attaching electrodes • for limb use - one 
hole (15 mm x 40 cm / 25 mm x 45 cm), 
- two holes (32mm x 45cm) - for thoracic 
use - one hole (32mm x 135cm), six holes 
(100mm x 135cm).

Classical-designed clamps with an improved 
quality. Ag/AgCl to ensure excellent signal 
transmission • Silver component to prevent 
distortions and to increase efficiency • 
Universal connection.

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.

ELECTROSURGICAL PLATES WITH A SUPERIOR QUALITY

DEFIBRILLATOR 
PADS

CLAMP
ELECTRODES

RUBBER LIMB & 
THORACIC STRAPS

ELECTRO - 
SURGICAL 
PLATES

MOUTHPIECES

SUCTION CHEST 
ELECTRODES

ELECTRODES & 
ACCESSORIES 
FOR EEG & EMG



• Superior quality • available with single or double cable • lead wire with 
2 mm socket or press-stud connection • manufactured in compliance 
with EN ISO 9001 and AAMI standards.

A) BRIDGE ELECTRODES Made of silver/silver chloride to optimize signal transmission. Slightly curved support to improve head adaption. 
B) SILICONE HEADCAPS With 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.

A broad range of sensors to monitor and detect the arterial 
oxygen saturation. Excellent quality and proven accuracy are the 
characteristics that better describe a whole series of disposable 
and reusable sensors. Suitable for all the main fittings spread on the 
market.

DEFIBRILLATOR 
PADS

ELECTRODES FOR 
TENS AND EMGCLAMP

ELECTRODES PULSE OXIMETER 
SENSORS

MOUTHPIECES

A B

C

ED

E
L

E
C

T
R

O
D

E
S

  
&

 A
C

C
E

S
S

O
R

IE
S

ELECTRODES & 
ACCESSORIES 
FOR EEG & EMG

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.

EN ISO 13485:2016ISO 9001:2015

0051
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