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AJL Ophthalmic, S.A. 
c/ Ferdinand Zeppelin, 1 
Parque Tecnológico de Álava 
Miñano 
Álava 
01510 
Spain 
 
27th July 2023 
 

Notified Body Confirmation Letter  
Reference:  EU2023-607/662750 

 
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:  
 
AJL Ophthalmic, S.A. 
c/ Ferdinand Zeppelin, 1 
Parque Tecnológico de Álava 
Miñano 
Álava 
01510 
Spain 
SRN Number (if available): ES-MF-000000267 
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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 

AIALA DRY Preloaded 
Intraocular Lens 
AIALA DRY intraocular 
lens 

Class IIb - Implantable - Non 
WET 

Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

AS-IOL Intraocular lens Class IIb - Implantable - Non 
WET 

Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

AJL Viscoelastic 
Solutions 
AJL VISC Viscoelastic 
Solution 
AJL CELL Viscoelastic 
solution 

Class IIb - Non Implantable Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

Staining solutions for 
intraocular use 
AJL BLUE Eye Dye 
AJL BBG Eye Dye 

Class IIa Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

ESNOPER Scleral 
Implants 
ESNOPER V2000  
ESNOPER V-CLIP 

Class IIb - Implantable - Non 
WET 

Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

Craniomaxillofacial 
implants 
Oculfit Orbital Implant 
OCULFIT Sheet Implant 
CRANEALFIT Cranial 
Implant 
FACIALFIT Facial 
Implant 

Class IIb - Implantable - Non 
WET 

Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 

AJL Oculoplastic 
products 
AJL Ocular Shield 
AJL Perforated 
Conformer 
AJL Symblepharon Ring 

Class IIa Not Applicable EC Certificate - CE 682489 
Expiry 13th October 2023 
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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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