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  Laboratorios SL S.A. 
Curupaytí 2611, San Fernando,  
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NOTIFIED BODY CONFIRMATION LETTER  
REFERENCE:  LSL015_DEX03_20230727v1 

 
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, THE CENTRO NACIONAL DE CERTIFICACIÓN DE PRODUCTOS SANITARIOS, a 
Notified Body (NB) designated against Regulation (EU) 2017/745 (MDR) and identified by the number 0318 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:  
 

Laboratorios SL S.A. 
Curupaytí 2611, San Fernando

B1644GDC, Buenos Aires 
ARGENTINA 

SRN AR-MF-000023153 

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(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this letter 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. 
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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 the Notified Body, 
 
 
 

{{pf-fecha format="'Madrid, ' dd 'de' MMMM 'de' yyyy" align="center"}}
{{pf-cargo align="center"}}

{{pf-rubrica align="center"}}

{{pf-nombre text-before="Fdo. " align="center"}}
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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 

Clavo endomedular 
femoral con gentamicina 
779803446Nail-GAT 

Class III  
Certificado: 2003 07 0372 CT 
Epigrafe: 5.1 
ON 0318 

Clavo endomedular tibial 
con gentamicina 
779803446Nail-GAT 

Class III  
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 5.2 
ON 0318 

Cementeo oseo viscosidad 
estandar  1,25% 
Gentamicina 
779803446Ortho-G9E 

Class III  
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 1.1 
ON 0318 

Cemento óseo  viscosidad 
baja 1,25% Gentamicina 
779803446Ortho-G9E 

Class III  
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 1.2 
ON 0318 

Cemento óseo para 
Vertebroplastia 
 779803446VTPY2 

Class III  
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 3.3 
ON 0318 

Cemento óseo para 
Craneoplastia 
779803446CranioHZ 

Class III  
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 3.1 
ON 0318 

Cemento óseo de 
viscosidad estándar 
779803446OrthoBR 

Class IIb implantable non- 
WET device 
 

 Certificado: 2003 07 0372 CT 
Epigrafe: 3.1 
ON 0318 

Cemento óseo de 
viscosidad baja 
779803446OrthoBR 

Class IIb mplantable non- 
WET device 

 Certificado:2003 07 0372 CT 
Epigrafe: 3.2 
ON 0318 

Jeringa GUN 
779803446MixandApply2H 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 1.1 
ON 0318 

Set VTP con cánula  
punción vertebral  mango 
plástico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 2.1.a 
ON 0318 

Set VTP con cánula 
punción vertebral  mango 
metálico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 2.1.b 
ON 0318 

Set VTP INTEGRAL con 
cánula punción vertebral 
mango plástico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 2.2.a 
ON 0318 

Set VTP INTEGRAL con 
cánula punción vertebral  
mango metálico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 2.2.b 
ON 0318 
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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 

Aguja de punción de 
cuerpo vertebral con 
mango plástico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 3.1 
ON 0318 

Aguja de punción de 
cuerpo vertebral con 
mango metálico 
779803446SetVTPJ4 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 3.2 
ON 0318 

Sistema mezclador al vacío 
y aplicador de cemento 
óseo 
779803446MixandApply2H 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 4.1 
ON 0318 

Sistema estéril de 
cifoplastia por balón 
779803446SetKYPGU 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 5 
ON 0318 

Cánula de punción ósea 
(aguja) 3x150mm 
779803446SetKYPGU 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 5 
ON 0318 

Cánula para Cifoplastía (4 
x 150mm) 
779803446SetKYPGU 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 5 
ON 0318 

Balón para Cifoplastía 
779803446SetKYPGU 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 5 
ON 0318 

Aplicador de cemento 
779803446SetKYPGU 

Class IIa  Certificado: 2008 12 0592 CP 
Epigrafe: 5 
ON 0318 

Espaciador de Hombro con 
Gentamicina 
779803446Spacers-GZA 

Class III  Certificado: 2003 07 0372 CT 
Epigrafe: 2.3 
ON 0318 

Espaciador de Rodilla con 
gentamicina 
779803446Spacers-GZA 

Class III  Certificado: 2003 07 0372 CT 
Epigrafe: 2.2 
ON 0318 

Espaciador de Cadera con 
gentamicina 
779803446Spacers-GZA 

Class III  Certificado: 2003 07 0372 CT 
Epigrafe: 2.1 
ON 0318 

Espaciador de prueba de 
cadera 779803446TrialsR6 

Class IIa  Certificado: 2014 12 0832 CT 
Epigrafe: 1.1 
ON 0318 

Espaciador de prueba de 
rodilla 779803446TrialsR6 

Class IIa  Certificado: 2014 12 0832 CT 
Epigrafe: 2.1 
ON 0318 

Espaciador de prueba de 
hombro 
779803446TrialsR6 

Class IIa  Certificado: 2014 12 0832 CT 
Epigrafe: 1.3 
ON 0318 

 
 



CNCPS - ORGANISMO NOTIFICADO 0318

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  
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Confirmation Letter Revision History 

Date 
NB internal reference 
traceable to each version 
of the letter 

Action 

2023/07/27 LSL015_DEX03_20230727v1 Initial issue 

 
 
 
 
 

 
 
 
 
 
 
 
 
 






















































