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Atitikimo Europos Sąjungos taisyklėms deklaracija 

 

Kompanija Ceracarta, esanti adresu Via secindo Casadei 14, Forli, Italija, gaminanti šiuos 
produktus:  „Geliai ir kremai“, „EKG. EEG ir TENS elektrodai“, „Kandikliai“, „Neutralūs 
elektrochirurginiai elektrodai“, „Spekulės“ it „Kiti priedai“ atsakingai patvirtina , kad šie gaminiai 

gaminami pagal Europos Sąjungos Medicinos Prietaisų Direktyvos 93/42/EEC reikalavimus  
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S i n c e  1 9 6 0  a t  y o u r  s e r v i c e  –   S i n c e  1 9 6 0  a t  Y o u r  S e r v i c e

     

Carte diagrammate per tutte le apparecchiature di elettrodiagnostica.
Materiale di consumo ed accessori elettromedicali.
Carte per apparecchi registratori industriali.
Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie.
Etichette radiofrequenza e soluzioni integrate.

Chart Papers for all electrodiagnostic equipments.
Disposable and electromedical accessories.
Chart Papers industrial recording instruments.
Special rolls and fanfolds for tickets checking system, lottery.
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.
Registro Imprese FORLI’-CESENA
P.I. / C.F. / VAT.N. IT 00136740404
R.E.A. FORLI’ N. 72646 – N. MECC. FO 006863

              
FORLì,27 February 2023

SUBJECT:TRANSITION TO MDR 2017/745.

We hereby declare that the company Ceracarta S.p.A. is concluding the certification process for the passage 

of the doctors of its manufacture to the MDR 2017/745 Regulation.

However, we would like to point out that on 16 February 2023, the European Parliament voted in favour of 

the transitional provisions for medical devices.

The extension to the 2024 dead line of the transitional period for the transitionto Directive 93/42/EEC on 

medical devices was therefore approved. This extension will make our CE  certificates valid again 

according to Directive 93/42/EEC until 31/12/2028. 

In fact, our medical devices comply with  all  the conditions  set out in letter a) of Article 1 of the European 

Commission's proposal on the amendment of transitional provisions (Proposal for a Regulation of the 

European Parliament and of the Council amending Regulation EU 2017/745  as regards the transitional 

provisions for certain medical devices and in vitro diagnostic medical devices).

In conclusion, our medical devices, in addition to being about to conclude the transition process to 

MDR 2017/745 with the obtaining of a certificate in accordance with this Regulation, will be able to take 

advantage of the postponement of the transitional period that will make valid the placing on the market 

of devices compliant with Directive 93/42 / EEC until 31/12/2028.

In faith 

Dr. Alessandro Bandini

Chairman of Ceracarta S.p.A.



Pagrindinė  buveinė  ir  darbai :  Via  
Secondo  Casadei,  14  -  47122  FORLI'  –  ITALIJA  Tel.:  0039  
0543  780055  •  Faksas:  0039  0543  781404  http : //  

www.ceracarta.it  •  el.  paštas:  info  @  ceracarta .
Akcinis  kapitalas:  1  000  000  €  tarpt.  link.
Įmonės  registras  FORLI'-CESENA  PI /  
CF /  VAT.N.  IT  00136740404  REA  FORLI'  
N.  72646  –  N.  MECC.  FO  006863

Apibendrinant  galima  pasakyti,  kad  mūsų  medicinos  prietaisai  ne  tik  tuoj  baigs  perėjimo  prie  MDR  2017/745  procesą,  

kai  bus  gautas  sertifikatas  pagal  šį  reglamentą,  bet  ir  galės  pasinaudoti  pereinamojo  laikotarpio  atidėjimo  galimybėmis.  iki  

2028-12-31  galioja  prietaisų,  atitinkančių  direktyvą  93/42/EEB,  pateikimas  į  rinką.

FORLì,  2023  m.  vasario  27  d

Iš  tikrųjų  mūsų  medicinos  prietaisai  atitinka  visas  sąlygas,  išdėstytas  Europos  Komisijos  pasiūlymo  dėl  pereinamojo  

laikotarpio  nuostatų  pakeitimo  ( Europos  Parlamento  ir  Tarybos  reglamento,  iš  dalies  keičiančio  Reglamentą  ES  

2017/745)  1  straipsnio  a  punkte.  dėl  pereinamojo  laikotarpio  nuostatų,  taikomų  tam  tikriems  medicinos  prietaisams  ir  

in  vitro  diagnostikos  medicinos  prietaisams).

Tačiau  norime  atkreipti  dėmesį,  kad  2023  m.  vasario  16  d.  Europos  Parlamentas  balsavo  už  pereinamojo  laikotarpio  

nuostatas  dėl  medicinos  prietaisų.

Dr.  Alessandro  Bandini  

Ceracarta  SpA  pirmininkas

Todėl  buvo  patvirtintas  pereinamojo  laikotarpio  perėjimo  prie  Direktyvos  93/42/EEB  dėl  medicinos  prietaisų  termino  

pratęsimas  iki  2024  m.  Dėl  šio  pratęsimo  mūsų  CE  sertifikatai  vėl  galios  pagal  Direktyvą  93/42/EEB  iki  2028-12-31.

Pareiškiame,  kad  įmonė  Ceracarta  SpA  baigia  sertifikavimo  procesą,  kad  jos  gamybos  gydytojai  atitiktų  MDR  2017/745  

reglamentą.

Tikėjime

TEMA:  PERĖJIMAS  PRIE  MDR  2017/745.

Nuo  1  9  6  0  paslaugoje  –  Nuo  1  9  6  0  mūsų  paslaugoje

Eksploatacinės  medžiagos  ir  elektromedicininiai  priedai.

Radijo  dažnių  etiketės  ir  integruoti  sprendimai. Rfid  etikečių  ir  grandinių  sprendimai.

Visos  elektrodiagnostinės  įrangos  diagramos.

Specialūs  ritinėliai  ir  siuntiniai  mokesčių  surinkimo,  kontrolės  ir  loterijų  sistemoms. Specialūs  ritinėliai  ir  fanfolds  bilietų  tikrinimo  sistemai,  loterijai.

Pramoninės  įrašymo  įrangos  kortelės.

Vienkartiniai  ir  elektromedicininiai  priedai.

Chart  Papers  pramoniniai  įrašymo  prietaisai.

Visų  elektrodiagnostikos  įrangos  diagramų  dokumentai.

Machine Translated by Google



EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class IIa, IIb or III)

No. G1 077790 0060 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Covidien LLC
15 Hampshire Street
Mansfield MA 02048
USA

Product Category(ies): Oximetry and Capnography Monitor Systems 
Temperature Monitor Systems, Patient Warming 
Device Systems, Disposable Airway Management 
Devices, Tracheal Tubes, Tracheostomy Tubes, 
Speaking Valves, and Intubating Stylets, Ventilator 
Systems and Patient Interface Circuit Systems, 
EEG Monitoring Systems, Breathing Therapy and 
Humidification, Heated Inspiratory Line 
Humidifiers, Multi-patient Physiologic Monitoring 
System and Data Analytics Software, 
Gastrointestinal Measurement and Dilation System, 
Electrosurgical Diathermy System Electrode.

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. See also notes overleaf.

Report No.: 72145607

Valid from: 2020-06-29
Valid until: 2024-05-26

Date, 2020-06-29

Christoph Dicks
Head of Certification/Notified Body



Declaration, including the attached schedule, should be printed on form as used for a Declaration of 
Conformity per manufacturer’s QMS (e.g. manufacturer’s letterhead) 
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Manufacturer’s Declaration  

 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 

regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in 

particular with respect to  

· the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical 

Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive 

Certificates) and/or1 

· the compliance of the devices and us as their manufacturer with the conditions for the continued 

placing on the market and putting into service 

 

Manufacturer name Covidien LLC 

Manufacturer address and contact details 
 

15 Hampshire St. 

Mansfield, MA 02048  USA 

Contact:   

rs.eudamedinquiries@medtronic.com 

Single Registration Number (SRN) (if available) US-MF-000028763 

 

Authorised Representative name (if applicable)  Covidien Ireland Limited 

Authorised Representative address and contact details 
 

IDA Business and Technology Park 

Tullamore, Co. Offaly 

R35 H9O3 

Ireland 

Single Registration Number (SRN) (if available) IE-AR-000002274 

 

Notified body name (if applicable) 

 

TUV SUD 

 

Notified body number (if applicable) 
 

0123                         

 
1
 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body. 

 



Declaration, including the attached schedule, should be printed on form as used for a Declaration of 
Conformity per manufacturer’s QMS (e.g. manufacturer’s letterhead) 
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Directive Certificate number(s)  
to which this confirmation is made (if applicable) 

 

G1 077790 0060        

Original expiry date as indicated on the Directive 
Certificate prior to the extension of the validity (if 
applicable) 

26 May 2024          
 

End date of extended validity/transition period 31 December 2028 

 

We, as the manufacturer declare under our sole responsibility: 

· for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the 

conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or2 

· the listed device(s) in the attached schedule and we as their manufacturer are in compliance with 

the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting 

into service, 

namely by fulfilling the following conditions: 

 

Ø Directive Certificate(s) as listed above or in the attached schedule 

· Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were 

valid on 26 May 2021 and have not been withdrawn afterwards. 

Choose applicable statements:  

¨ Expired before 20 March 2023: 

¨ Before the original date of expiry as indicated on the Directive Certificate(s), we and the 

notified body have signed written agreement(s) in accordance with Section 4.3, second 

subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect 

of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended 

to substitute that/those device(s), or  

¨ A Competent Authority has granted a derogation from the applicable conformity assess-

ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or 

¨ A Competent Authority has required the manufacturer, in accordance with Article 97(1) 

MDR, to carry out the applicable conformity assessment procedure (may be provided upon 

request) 

Choose one of the following statements only if a derogation per Article 59(1) or a requirement 

per Article 97(1) has been granted by a Competent Authority: 

¨ Formal application(s) to the notified body in accordance with Section 4.3, first subpara-

graph of Annex VII MDR for conformity assessment has/have been made or will be 

made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed 

in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be 

 
2
 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body 

 



Declaration, including the attached schedule, should be printed on form as used for a Declaration of 
Conformity per manufacturer’s QMS (e.g. manufacturer’s letterhead) 
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in place in accordance with Section 4.3, second subparagraph of Annex VII MDR before 

26 September 2024.  

¨ We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024. 
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Expired/expires after 20 March 2023:  

Choose one applicable statement: 

 Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph 

of Annex VII MDR for conformity assessment has/have been made or will be 

made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed 

in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be 

in place in accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 

September 2024.  

¨ We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024. 

Ø Upclassified devices  

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the 

involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 

2021 and for which the conformity assessment procedure pursuant to this Regulation requires the 

involvement of a notified body: 

Choose one applicable statement:  

¨ Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of 

Annex VII MDR for conformity assessment has/have been made or will be made/submitted by 

us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule 

or its/their substitutes and signed written agreement(s) is/will be in place in accordance with 

Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.  

¨ We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore 

the transition period will end on 26 May 2024. 

Ø Quality Management System (QMS) 

Choose one applicable statement: 

¨ A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024. 

¨ A QMS in accordance with Article 10(9) MDR is in place. 

 A notified body has issued the attached certificate for the MDR-compliant QMS.  

Ø Device(s) as listed in the attached schedule of devices 

· The device(s) continue to comply with the AIMDD or MDD. 

· There are no significant changes in the design and intended purpose.  

· The device(s) do not present an unacceptable risk to health or safety of patients, users or other 

persons, or to other aspects of the protection of public health. 

Signed for and on behalf of the manufacturer: 

Full Company Name       Covidien LLC 

Location & Date    Colorado, USA, 05 March 2024 

      

Signature, Print Name, Title  Katarzyna Goode Program Manager, Regulatory Affairs 

Contact Details (at least email)  rs.eudamedinquiries@medtronic.com   
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