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Manufacturer’s Self-Declaration 
 
in relation to Regulation 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 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 HARPS Investment Asia Pte. Ltd.  

Manufacturer address and contact 
details  

9 Straits View, #08-10A Marina One West Tower,  
Singapore 018937, Singapore 
sempermed@harpsglobal.com 
www.sempermed.com 

Single Registration Number (SRN)  SG-MF-000001645 

 
Authorised Representative name  HARPS Europe GmbH 

Authorised Representative address 
and contact details 

Wiedner Guertel 11-13 
1100 Vienna / Austria 

Single Registration Number (SRN)  AT-AR-000000735 

 
Notified body name  TUV Süd  □ See attached schedule 

Notified body number  CE 0123  □ See attached schedule 

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

G1 088308 0018 Rev. 00 
  □ See attached schedule 

Original expiry date as indicated on the Directive 
Certificate prior to the extension of the validity  

2024-05-26  □ See attached schedule 

End date of extended validity/transition period 2028   □ See attached schedule 
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We, as the manufacturer declare under our sole responsibility: 

• the listed devices in the attached schedule (Annex I) 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 as listed above or in the attached schedule 

• Directive Certificate covering the listed devices was issued after 25 May 2017, was valid on 26 May 
2021, was not withdrawn by 20 March 2023 

• A formal application to the notified body in accordance with Section 4.3, first subparagraph of 
Annex VII MDR for conformity assessment has 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 
substitute and a signed written agreement is/will be in place in accordance with Section 4.3, second 
subparagraph of Annex VII MDR before 26 September 2024.  

 

 Quality Management System (QMS) 

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

 

 Devices as listed in the attached schedule 

• The devices continue to comply with the MDD. 

• The devices have not been significantly changed in their design and intended purpose since 26 May 
2021. 

• The devices 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     HARPS Investment Asia Pte. Ltd. 

Location & Date    Singapore, 14 May 2024 

Signature, Print Name, Title   

     …………………...   
     Andreas Woess 
     Authorized signatory 
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Schedule of Devices  
 
The Manufacturer’s Self-Declaration in relation to Regulation 2023/607 amending Regulations (EU) 2017/745 is valid for the following devices: 
 

Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 

826054520 

Sempermed Classic®, 
powdered latex glove 
size 5,5  
 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054600 

Sempermed Classic®, 
powdered latex glove 
size 6 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054620 

Sempermed Classic®, 
powdered latex glove 
size 6,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054700 

Sempermed Classic®, 
powdered latex glove 
size 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054720 

Sempermed Classic®, 
powdered latex glove 
size 7,5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054800 

Sempermed Classic®, 
powdered latex glove 
size 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054820 

Sempermed Classic®, 
powdered latex glove 
size 8,5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, latex, surgical glove, 
anatomically shaped, natural white (LXM-089NA-
S) 9001570LXM-089NA-S-5NT 

IIa 
826054900 

Sempermed Classic®, 
powdered latex glove 
size 9 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152529 

Sempermed Derma 
Plus®, powdered latex 
glove size 5,5  

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152609 

Sempermed Derma 
Plus®, powdered latex 
glove size 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152629 

Sempermed Derma 
Plus®, powdered latex 
glove size 6,5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152709 

Sempermed Derma 
Plus®, powdered latex 
glove size 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152729 

Sempermed Derma 
Plus®, powdered latex 
glove size 7,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152809 

Sempermed Derma 
Plus®, powdered latex 
glove size 8 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152829 

Sempermed Derma 
Plus®, powdered latex 
glove size 8,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powdered, inner coated, latex, 
surgical glove, anatomically shaped, natural white 
(LQM-103NA-S) 9001570LQM-103NA-S-67K 

IIa 
823152909 

Sempermed Derma 
Plus®, powdered latex 
glove size 9 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751521 

Sempermed® Supreme 
PF 5.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 



 

ANNEX I 

 

Page 3 of 15 HARPS Investment Asia Pte. Ltd.  
9 Straits View 
#08-10A Marina One West Tower  
Singapore 018937  
 

Registration No. (UEN): 201221964N 
GST Registration No.: 201221964N 
harpsglobal.com / sempermed.com  

Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751601 

Sempermed® Supreme 
PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751621 

Sempermed® Supreme 
PF 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751701 

Sempermed® Supreme 
PF 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751721 

Sempermed® Supreme 
PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751801 

Sempermed® Supreme 
PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751821 

Sempermed® Supreme 
PF 8.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751901 

Sempermed® Supreme 
PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751525 

Sempermed® Supreme 
PF ML 5.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751605 

Sempermed® Supreme 
PF ML 6 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751625 

Sempermed® Supreme 
PF ML 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751705 

Sempermed® Supreme 
PF ML 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751725 

Sempermed® Supreme 
PF ML 7.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751805 

Sempermed® Supreme 
PF ML 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751825 

Sempermed® Supreme 
PF ML 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822751905 

Sempermed® Supreme 
PF ML 9 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780912 

Sempermed® Supreme 
IVF PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780913 

Sempermed® Supreme 
IVF PF 6.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780914 

Sempermed® Supreme 
IVF PF 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780915 

Sempermed® Supreme 
IVF PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780916 

Sempermed® Supreme 
IVF PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780917 

Sempermed® Supreme 
IVF PF 8.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822780918 

Sempermed® Supreme 
IVF PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783092 

Sempermed® Supreme 
Top PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783093 

Sempermed® Supreme 
Top PF 6.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783094 

Sempermed® Supreme 
Top PF 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783095 

Sempermed® Supreme 
Top PF 7.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783096 

Sempermed® Supreme 
Top PF 8 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white (LFM-110NA-S) 9001570LFM-110NA-S-6RR  

IIa 
822783097 

Sempermed® Supreme 
Top PF 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007261 
Sempermed Supreme 
Duo PF 5.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007262 Sempermed Supreme 
Duo PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007263 
Sempermed Supreme 
Duo PF 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007264 
Sempermed Supreme 
Duo PF 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007265 
Sempermed Supreme 
Duo PF 7.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007266 
Sempermed Supreme 
Duo PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007267 
Sempermed Supreme 
Duo PF 8.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical double gloving system, 
anatomically shaped, natural white outer glove, 
green inner glove (LFM-201NA-S)  
9001570LFM-201NA-S-6SE  

IIa 

3000007268 
Sempermed Supreme 
Duo PF 9 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756521 

Sempermed® Supreme 
Green PF 5.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756601 

Sempermed® Supreme 
Green PF 6 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756621 

Sempermed® Supreme 
Green PF 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756701 

Sempermed® Supreme 
Green PF 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756721 

Sempermed® Supreme 
Green PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756801 

Sempermed® Supreme 
Green PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756821 

Sempermed® Supreme 
Green PF 8.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, green 
(LFM-091GR-S) 9001570LFM-091GR-S-6ZB 

IIa 
823756901 

Sempermed® Supreme 
Green PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S) 
9001570LFG-110NA-S-6KX 

IIa 

822851521 
Sempermed® Supreme 
Plus PF 5.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S) 
9001570LFG-110NA-S-6KX 

IIa 

822851601 
Sempermed® Supreme 
Plus PF 6 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S) 
9001570LFG-110NA-S-6KX 

IIa 

822851621 
Sempermed® Supreme 
Plus PF 6.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822851701 
Sempermed® Supreme 
Plus PF 7 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822851721 Sempermed® Supreme 
Plus PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822851801 
Sempermed® Supreme 
Plus PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822851821 
Sempermed® Supreme 
Plus PF 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822851901 
Sempermed® Supreme 
Plus PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053521 
Sempermed® Syntegra 
Green PF 5.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053601 
Sempermed® Syntegra 
Green PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053621 
Sempermed® Syntegra 
Green PF 6.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053701 Sempermed® Syntegra 
Green PF 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053721 
Sempermed® Syntegra 
Green PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053801 
Sempermed® Syntegra 
Green PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053821 
Sempermed® Syntegra 
Green PF 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, green (PFM-116GR-S)  
9001570PFM-116GR-S-656  

IIa 

827053901 
Sempermed® Syntegra 
Green PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056521 
Sempermed® Syntegra IR 
PF 5.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056601 
Sempermed® Syntegra IR 
PF 6 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056621 Sempermed® Syntegra IR 
PF 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056701 
Sempermed® Syntegra IR 
PF 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056721 
Sempermed® Syntegra IR 
PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056801 
Sempermed® Syntegra IR 
PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056821 
Sempermed® Syntegra IR 
PF 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, cream (PFM-116SC-S)  
9001570PFM-116SC-S-64V  

IIa 

827056901 
Sempermed® Syntegra IR 
PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058521 
Sempermed® Syntegra 
UV PF 5.5 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058601 Sempermed® Syntegra 
UV PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058621 
Sempermed® Syntegra 
UV PF 6.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058701 
Sempermed® Syntegra 
UV PF 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058721 
Sempermed® Syntegra 
UV PF 7.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058801 
Sempermed® Syntegra 
UV PF 8 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058821 
Sempermed® Syntegra 
UV PF 8.5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
synthetic polyisoprene, surgical glove, 
anatomically shaped, white, accelerator free 
(PUM-118WH-S) 9001570PUM-118WH-S-6SM  

IIa 

827058901 
Sempermed® Syntegra 
UV PF 9 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756524 

Euroderm MC PF 5.5 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756604 

Euroderm MC PF 6 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756624 

Euroderm MC PF 6.5 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756704 

Euroderm MC PF 7 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756724 

Euroderm MC PF 7.5 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756804 

Euroderm MC PF 8 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756824 

Euroderm MC PF 8.5 G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, enhanced grip (LFG-110NA-S)  
9001570LFG-110NA-S-6KX 

IIa 

822756904 

Euroderm MC PF 9.0 G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751522 Sempermed Derma PF 
5,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751602 

Sempermed Derma PF 6 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751622 
Sempermed Derma PF 
6,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751702 

Sempermed Derma PF 7 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751722 
Sempermed Derma PF 
7,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751802 

Sempermed Derma PF 8 

G1 088308 0018 Rev. 00 
TÜV Süd 0123 

2024-05-26 
 

31.12.2028 
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Identification of the device  
Device name / Basic UDI-DI (under MDR 
application) 

MDR 
Device 
classificat
ion  

Article 
Number  

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

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

Original expiry date 
as indicated on the 
Directive Certificate 
prior to the extension 
of the validity  

End date of 
extended 
validity/transition 
period 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751822 
Sempermed Derma PF 
8,5 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

Sterile, single use, powder free, inner coated, 
latex, surgical glove, anatomically shaped, natural 
white, narrow fit (LFM-097NA-S)  
9001570LFM-097NA-S-5ZF  

IIa 

822751902 

Sempermed Derma PF 9 

G1 088308 0018 Rev. 00 

TÜV Süd 0123 

2024-05-26 

 

31.12.2028 

 


