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Abbott Medical 

2375 Morse Avenue 

Irvine 

California  

92614 

USA 

11 Jul 2023 

Notified Body Confirmation Letter  

Reference:  EU2023-607/654473 

 

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, BSI Group The Netherlands B.V., a Notified Body (NB) designated against 
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 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:  

 
Abbott Medical 
2375 Morse Ave 
Irvine 
California 
92614 
USA  
 
SRN Number (if available): US-MF-000014304 

 

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 
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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withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the 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: 

 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) 

 

 

On behalf of BSI Group The Netherlands B.V., 

 

 
 

 

ChiaLei Ang 

BSI Scheme Manager 
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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 

Therapy and Therapy 
Dual-8 Ablation 
Catheters 

Class III N/A CE 58528, NB# 2797 
CE 65957, NB# 2797 

ViewFlex XTRA ICE 
Catheter 

Class III N/A CE 58528, NB# 2797 
CE 561277, NB# 2797 

Inquiry Steerable 
Diagnostic Catheter

Class III N/A CE 58528, NB# 2797 
CE 69920, NB# 2797

Inquiry AFocus II 
Diagnostic Catheter

Class III N/A CE 58528, NB# 2797 
CE 69920, NB# 2797 

Cool Point Irrigation 
Pump 

Class IIb excluding Class IIb 
implantable non-WET 

N/A CE 58528, NB# 2797 

Cool Point Tubing Set Class IIa N/A CE 58528, NB# 2797 

Electrophysiology Cables Class I device placed on the 
market in sterile condition 

N/A CE 58528, NB# 2797 
CE 85222, NB# 2797 

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: 

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 

Confirmation Letter Revision History 

Date Action 

2023/07/11 Initial issue 





Accredited Body: DQS GmbH, August-Schanz-Straße 21, 60433 Frankfurt am Main, Germany
Administrative Office: DQS Romania, Str. Bratului nr. 11, 020565 Bucharest - Romania

CERTIFICATE

This is to certify that

SANTE INTERNATIONAL S.A.
Str. Mantuleasa nr. 33, Sector 2
023961 Bucuresti
Romania

has implemented and maintains a Quality Management System.

Scope:
Import, trade and storage of medical and laboratory equipment, disinfectants, laboratory
reagents, cardiovascular surgery devices, service for medical and laboratory equipment.
Consulting for state and private medical units.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no.

Valid from

Valid until

Date of certification

497269 QM15

2021-06-16

2024-06-15

2021-06-16

DQS GmbH

Markus Bleher
Managing Director



Annex to certificate
Registration No. 497269 QM15

SANTE INTERNATIONAL S.A.
Str. Mantuleasa nr. 33, Sector 2
023961 Bucuresti
Romania

This annex (edition:2021-06-16 ) is only valid in connection
with the above-mentioned certificate. 2 / 2

Location Scope

075906
Sante International SA
Sos. Mihai Bravu nr. 7, bl. P37-P37A,
sector 2
021303 Bucuresti
Romania

Import, trade and storage of medical and
laboratory equipment, disinfectants, laboratory
reagents, cardiovascular surgery devices.
Consulting for state and private medical units.

497270
Sante International SA
Str. Pupitrului, nr. 81,
sect. 3
033036 Bucuresti
Romania

Storage of medical and laboratory equipment,
disinfectants, laboratory
reagents,cardiovascular surgery devices,
service for medical and laboratory equipment.
Consulting for state and private medical units.

31050285
Sante International SA
Calea Ghirodei, nr. 36
300327 Timisoara
Romania

Trade of medical and laboratory equipment,
disinfectants, laboratory reagents,
cardiovascular surgery devices, service for
medical and laboratory equipment. Consulting
for state and private medical units.

31050284
Sante International SA
Calea Dorobantilor, nr. 111
400609 Cluj-Napoca
Romania

Trade of medical and laboratory equipment,
disinfectants, laboratory reagents,
cardiovascular surgery devices, service for
medical and laboratory equipment. Consulting
for state and private medical units.

31050283
Sante International SA
Str. Lascar Catargi, nr. 37
700107 Iasi
Romania

Trade of medical and laboratory equipment,
disinfectants, laboratory reagents,
cardiovascular surgery devices, service for
medical and laboratory equipment. Consulting
for state and private medical units.
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