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Datums: XX.03.2025 

 
 

Drošuma  
Flexcel™ Carotid Shunt  šunts 

 
 
 

:  
 
 

 / :  
 
Hélène Plas (PRRC) 
LeMaitre Vascular GmbH 
Otto-Volger-Strasse 5a/b 
Sulzbach/Taunus  
65843  
regulatory-emea@lemaitre.com 
+33 (0)6 75 22 32 16 
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Drošuma  (FSN) 
Flexcel™ Carotid Shunt miega art  

 
 
1.  

1.1. (-i) Produkta apraksts Flexcel™ 

  

1.2. Komercnosaukums(-i) Flexcel™ Carotid Shunt  

1.3. -
i) (UDI-DI): 

2020-25M = 00840663111114 / 2020-21M = 00840663111107 
2020-35M = 00840663111138 / 2020-31M = 00840663111121 

1.4. 
: 

Flexcel™ 
 

 
 

1.5. / 
kataloga / (-u) numurs: 

2020-35M (  5 gab.),  bas 2020-31M 
( i ) 
2020-25M (  5 gab.),   2020-21M 
( ) 

1.6. : 2020-35M / 2020-31M = FLX0003131 
2020-25M / 2020-21M = FLX0003134 
 

 
 
2. K  (FSCA) 

 
2.1. 

apraksts: 
  
(FLX0003131 un FLX0003134): 
- Flexcel Carotid Shunt 10F Box (kompl. 5 
gab.) ir  2020-25M (  FLX0003134), 

 piecas (5)  12F  
ref. 2020-31M (  FLX0003131).  
- Flexcel Carotid Shunt 12F Box (kompl. 5 
gab.) 2020-35M (Lot FLX0003131), 

 (5)  10F ref. 2020-21M 
(  FLX0003134).  

. 
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2.2. Pie FSCA 
: 

 Iz-

. 
2.3. : Maz ticama.  ( )  

. 
2.4. Paredzamais risks pacientam / 

: 
Pacienti, kuriem tiek iz-

.  
 

2.5. : Viena (1)  lot FLX0003134. 
 

 
3. Risku mazinoša  

3.1. :     
 Atdot            
   
   
 

 (IFU) 
 Cita                         

 
-  2020-25M / 2020-35M un 
2020-21M/2020-31M. 
- .  
-  FSN  LeMaitre Vascular 
GmbH.   
- LeMaitre Vascular GmbH 

 (Cat. 2020-25M/2020-
35M)  (Cat. 2020-21M/2020-31M).   

3.2. Kad  ir 
pabeigtai?  

2025 is 

3.3. : 
 ?   

                      N   
 

3.4. 
atbilde? 

                      N   
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3.5. :              
       
   IFU 

    
 Cita                                                                  

3.6. Kad  ir 
pabeigtai? 

2025  

 
 
4.  

4.1. FSN tips: Jauns  
4.2. 

  FSN?  
                      N                       

 
4.3. : ( ) 

:   LeMaitre Vascular, Inc. 
Adrese:                   
Interneta adrese:  www.lemaitre.com 

4.4.  ( )  .  
 

4.5.  / Paraksts Hélène Plas,  
Direktore, reglamenta &   - EMEA  

, PRRC 
 
____________________________ 
      

 
 
5. uma  
 

 . ( ) 
 

. ( ) 
 

uz  
. 

. 
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Klienta atbildes  
: XX.03.2025. 

 
mums e-  regulatory-emea@lemaitre.com .  

. 
 

Konta #  Adrese  
<<Customer 
#>> 

<<CustomerName>> <<Address 1>> 
<<City>>, <<State>>    <<Zip>> 
 

Ja esat šeit  sniegt . 
 

Kontakta persona 
( ) 

 

Kontakta e-pasts  

Telefona numurs   

Paraksts un datums  

 

?          
.   

 -pastu uz 
regulatory-emea@lemaitre.com  “ <<Account #, Hospital 
Name>> .”   

 
ID # PARTIJAS # PIEEJAMAIS SKAITS  

2020-35M (5-pack box) FLX0003131 Pilnu 5 gab. kastu skaits   

2020-31M (single pouch) FLX0003131  
kastes ir nepilnas)  

2020-25M (5-pack box) FLX0003134 Pilnu 5 gab. kastu skaits  

2020-21M (single pouch) FLX0003134  
kastes ir nepilnas)  

 
 : 

 
 

.   
 

: . 
.  Paldies par ! 

SOP-QA-  


