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Via San Francesco d’Assisi, 15

ADRIA S.r.l. con Unico Socio

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema completo di garanzia 
di Qualità dell’Organizzazione/ We certify that, on the basis of the audits carried out, the full 
Quality Assurance System of the Organization:

46020  Pegognaga, MN - Italia

Sede Operativa / Operational headquarter:

Certificato CE del Sistema di Garanzia della Qualità
EC Quality Assurance System Certificate

Via Modena, 46
40017 San Giovanni in Persiceto, BO -  Italia

Sede Legale   /  Registered Headquarter

è conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed integrazioni,
Allegato II escluso il pto 4, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche ed
integrazioni per le seguenti tipologie di Dispositivi Medici/ Is in compliance with the applicable
requirements of 93/42/EEC Directive as amended, Annex II without point 4, transposed in Italy by
Dlgs. 46 of 1997/02/24 as amended for the following Medical Devices:

Accessori per l’infusione di cementi / Accessories for infusion of cements
Aghi e set per biopsia / Biopsy needles and sets
Cateteri da drenaggio, perfusione, dilatazione / Drainage, perfusion, dilatation  catheters
Cateteri idrofilici / Hydrophilic catheters
Dispositivo per discectomia discale percutanea e accessori / Percutaneous discectomy 
device
Set da drenaggio / Drainage set
Set da infusione per radiologia / Products for radiology

Rif. rapporto di audit/ Ref. audit report: del/dated 16-20/01/2018

Chief Operating Officer
Giampiero Belcredi
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Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Accessori per l’infusione di cementi / Accessories for infusion of cements

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0102, MDS 7006 Ethylene oxide gas sterilization (EOG)

ADRIA
Marca / Brandname:

Aghi e set da infusione per trattamenti ossei / Needles for infusion and infusion set for osseous 
treatments

Modello  / Model:

49xxx; 490xxxxx

Codici  / Codes:

TEKNIMED
Marca / Brandname:

Aghi e set da infusione per trattamenti ossei / Needles for infusion and infusion set for osseous 
treatments

Modello  / Model:

T060xxx

Codici  / Codes:

Tipologia  / Medical Devices:
Aghi e set per biopsia / Biopsy needles and sets

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Aghi da biopsia ossea / Bone marrow biopsy needles

Modello  / Model:

aaa(a) xxx(x) ; xx(x)(x)yyy(y)

Codici  / Codes:

Chief Operating Officer
Giampiero Belcredi
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Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Aghi e set per biopsia / Biopsy needles and sets

Aghi per biopsia tessuti molli e accessori e introduttori / Soft tissues needles and accessories and 
introductors

Modello  / Model:

aaa(a) xxx(x) ; xx(x)(x)yyy(y)

Codici  / Codes:

Kit da cifoplastica e accessori / Kiphoplastic kit and accessories

Modello  / Model:

495xxyyzz

Codici  / Codes:

Reperi mammari / Breast localization

Modello  / Model:

aaa(a) xxx(x) ; xx(x)(x)yyy(y)

Codici  / Codes:

Tipologia  / Medical Devices:
Cateteri da drenaggio, perfusione, dilatazione / Drainage, perfusion, dilatation  catheters

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Cateteri da dilatazione ed accessori per il gonfiaggio / Dilatation catheters and high pressure inflation 
devices

Modello  / Model:

xx(x)/yyy(y) ; xxxxyyyyyy(y)

Codici  / Codes:

Classe di rischio  / Risk class:
II b
Codice  NANDO  / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Chief Operating Officer
Giampiero Belcredi
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Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Cateteri da drenaggio, perfusione, dilatazione / Drainage, perfusion, dilatation  catheters

Cateteri da infusione e drenaggio e accessori / Catheters for infusion and drainage and accessories

Modello  / Model:

xx(x)/yyy(y) ; xxxxyyyyyy(y)

Codici  / Codes:

Tipologia  / Medical Devices:
Cateteri idrofilici / Hydrophilic catheters

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Cateteri idrofilici intermittenti / Hydrophilic intermittent catheters

Modello  / Model:

xxx(x) xxx(x)

Codici  / Codes:

Tipologia  / Medical Devices:
Dispositivo per discectomia discale percutanea e accessori / Percutaneous discectomy device

Classe di rischio  / Risk class:
II b
Codice  NANDO  / NANDO codes:
MD 1104, MDS 7006 Ethylene oxide gas sterilization (EOG)

Dispositivo per discectomia discale percutanea e accessori / Percutaneous discectomy device

Modello  / Model:

509xxyy

Codici  / Codes:

Chief Operating Officer
Giampiero Belcredi
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Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Set da drenaggio / Drainage set

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0101, MDS 7006 Ethylene oxide gas sterilization (EOG)

Paracentesi / paracenesis

Modello  / Model:

xx(x)yyy(y)

Codici  / Codes:

Tipologia  / Medical Devices:
Set da infusione per radiologia / Products for radiology

Classe di rischio  / Risk class:
II a
Codice  NANDO  / NANDO codes:
MD 0102, MDS 7005

Set da infusione per radiologia / Products for radiology

Modello  / Model:

xx(x)yyy(y)

Codici  / Codes:

La lista completa dei codici, relativi ai modelli certificati, è disponibile presso Kiwa Cermet Italia./ The complete list of the 
codes related to the certificated models is available at Kiwa Cermet Italia. Il presente Certificato è soggetto al rispetto dei 
requisiti contrattuali di Kiwa Cermet Italia ed è valido solo per le tipologie di dispositivi sopra identificate soggette a 
sorveglianza/ This Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned 
Medical Devices that are subject to survey. L’allegato tecnico è parte integrante del presente Certificato./ The technical 
sheet is an integrating part of this Certificate.

Chief Operating Officer
Giampiero Belcredi
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To 
ADRIA S.r.l. 

VIA MODENA, 46 40017 SAN GIOVANNI 
IN PERSICETO BO IT – Italia 

Sesto San Giovanni, 11.07.2023 

 
 

Notified Body Confirmation Letter  
Reference: 000119756 

 
 
To whom it may concern, 
 
Confirmation of the status of a formal application, written agreement, and appropriate 
surveillance in the framework of 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 
 
This letter confirms that, ICIM SPA, a Notified Body (NB) designated against Regulation (EU) 
2017/745 (MDR) and identified by the number 0425 on NANDO, has received a formal 
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has 
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VII 
of MDR with the following manufacturer:  
 
ADRIA S.r.l. 
VIA MODENA, 46 40017 SAN GIOVANNI IN PERSICETO BO IT – Italia 
 
The devices covered by the formal application and the written agreement mentioned above are 
identified in the Tables below. Table 1 identifies the devices for which an MDR application has 
been received, written agreement concluded and for which the NB is also responsible for 
appropriate surveillance of the corresponding devices under the applicable Directive. Table 2 
identifies the devices for which an MDR application has been received and a written agreement 
concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the 
corresponding devices under the applicable Directive. 
 
In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or 
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without 
having been withdrawn, this letter also confirms that the manufacturer signed the written 
agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided evidence that 
a competent authority of a Member State had granted a derogation or exemption from the 
applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 
97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices. 
 
The transition timelines that apply to the devices covered by this letter, subject to the 
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of 
MDR (as amended by (EU) 2023/607), are shown below: 
 

mailto:info@icim.it
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• 26 May 2026 for Class III custom-made implantable devices  
• 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-

established technologies (WET - sutures, staples, dental fillings, dental braces, tooth 
crowns, screws, wedges, plates, wires, pins, clips and connectors) 

• 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the 
market in sterile condition or have a measuring function 

• 31 December 2028 for devices not requiring the involvement of a notified body under 
MDD but requiring it under MDR (e.g., class I devices that qualify as re-usable surgical 
instruments) 

 
 

A On behalf of the Notified Body, 
ICIM SPA 
Piazza don Enrico Mapelli, 75 
20099 Sesto San Giovanni Milano 
Nando Code: 0425  
 
Table 1: Devices covered by this letter and for which the NB is also responsible for 
appropriate surveillance of the corresponding devices under the applicable Directive: 
 

Device name or Basic UDI-DI (under 
MDR application) 

MDR Device classification 
(as proposed by the 
manufacturer and 
verified at the pre-
application stage) 

If the MDR device is a 
substitute device, 
identification of the 
corresponding 
MDD/AIMDD device  

MDD/AIMDD Certificate 
Reference(s) of the devices 
under MDR application, and 
the NB Identification 

Biobsy needles and sets Class IIa N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Accessories for infusion of cements Class IIa N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Drainage, perfusion, dilatation, 
catheters  Class IIa N.A. 

Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Hydrophillic catheters Class IIa N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Percutaneous discectomy device Class IIb N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Drainage set Class Is N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

Product for radiology Class IIa N.A. 
Certificate n. MED 23002 
Valid until 16.09.2023 
Notified Body n. 0476 

 
 
Table 2: Devices covered by this letter and for which the NB is NOT responsible for 
appropriate surveillance of the corresponding devices under the applicable Directive: 
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Device name or Basic UDI-
DI (under MDR 
application) 

MDR Device classification 
(as proposed by the 
manufacturer and verified 
at the pre-application stage) 

If the MDR device is a 
substitute device, 
identification of the 
corresponding MDD/AIMDD 
device  

MDD/AIMDD Certificate 
Reference(s) of the devices 
under MDR application, and 
the NB Identification 

N.A. N.A. N.A. N.A. 
N.A. N.A. N.A. N.A. 
N.A. N.A. N.A. N.A. 

 
 
 
 
 
 
Confirmation Letter Revision History 
 

Date NB internal reference 
traceable to each version 
of the letter 

Action 

11.07.2023 000119756 Initial issue 
 
While remaining at your disposal for any clarification on the content of this offer, we take this 
opportunity to extend our best regards. 
 
 

Dott. Edoardo Dossena 
Product Sales Manager Certificazione 

Prodotto, Ispezioni e Direttive 
ICIM S.p.A. 

Dott. Dario Bruno 
Direttore Commerciale 

ICIM S.p.A. 

 
 
 

  
 
 

mailto:info@icim.it
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Warehouse and logistics: via San Francesco d’Assisi 15, 46020 Pegognaga (MN) - Italy 
VAT Reg. id. 02042571204 - Tel. +39 0376 559772 

www.adriamedical.com - E-mail: customer-service@adriamedical.com 
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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 ADRIA SRL 

Manufacturer address and contact details  

Registered Headquarter: via Modena 46, 
40017 San Giovanni in Persiceto (BO) - 
Italy 
Operational Headquarter: via San 
Francesco d’ Assisi 15, 46020 Pegognaga 
(MN) – Italy 
Ph. +39 0376 559772 
Email:customer-service@adriamedical.com 

Single Registration Number (SRN) (if available) IT-MF-000027852 

 

Authorised Representative name (if applicable)  N.A. 

Authorised Representative address and contact details  N.A. 

Single Registration Number (SRN) (if available) N.A. 

 

Notified body name (if applicable) KIWA CERMET ITALIA  

 
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. 
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X See attached schedule 

Notified body number (if applicable) 
0476 

X See attached schedule 

Directive Certificate number(s)  
to which this confirmation is made (if applicable) 

MED 23002 
X See attached schedule 

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

2023-09-16 
 

X See attached schedule 

End date of extended validity/transition period 
2028-12-31 

X See attached schedule 

 

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: 

 

➢ 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  

 
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 
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 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 
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. 

X Expired/expires after 20 March 2023:  

Choose one applicable statement: 

X 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 
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. 

➢ 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. 
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➢ 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. 

X    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.  

➢ Device(s) as listed in the attached schedule 

• 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: ADRIA SRL 

Location & Date: San Giovanni in Persiceto, 04/08/2023 

Signature, Print Name, Title: Maria Vittoria Avaltroni, QA Responsible 

Contact Details: qa@adriamedical.com 
 
 

  

mailto:qa@adriamedical.com
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Schedule of Devices  
 
The above Manufacturer’s Declaration is valid for the following devices: 
 

Identification of 
the device(s)3  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

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

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Biopsy needles and 
sets 

MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Accessories for 
infusion of cements 

MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Drainage, perfusion, 
dilatation, catheters 

MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Hydrophilic catheters MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Percutaneous 
discectomy device 

MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Drainage set MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

Products for 
radiology 

MED 23002 2023-09-16 KIWA CERMET ITALIA 
n. 0476 

ICIM SPA n. 0425 2028-12-31 N.A. 

 

 
3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined 
above) 


