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CERTIFICATION 
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classification 
 

IIb, Rule 8 
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DESCRIPTION AND COMPOSITION OF THE DEVICE 

Trade name Urimed® Cath 

References 

 
Urimed® 
Cath 
Foley 
Nelaton 

Useful 
length 

CH Ø 
Balloon 
capacity 

(ml) 

10 units Individual packaging 

Units/box Ref. Units/box Ref. 

234 mm 
08 2.7 3 10 4563308 5 4563308-01 

10 3.3 3 10 4563310 5 4563310-01 

334 mm 

12 4.0 10 10 4563312 5 4563312-01 

14 4.7 10 10 4563314 5 4563314-01 

16 5.3 10 10 4563316 5 4563316-01 

18 6.0 10 10 4563318 5 4563318-01 

20 6.7 10 10 4563320 5 4563320-01 

22 7.3 10 10 4563322 5 4563322-01 

24 8.0 10 10 4563324 5 4563324-01 

Urimed® 
Cath 
Foley 
Tiemann 

350 mm 

12 4.0 10 10 4563412 5 4563412-01 

14 4.7 10 10 4563414 5 4563414-01 

16 5.3 10 10 4563416 5 4563416-01 

18 6.0 10 10 4563418 5 4563418-01 

20 6.7 10 10 4563420 5 4563420-01 

 

 

GMDN code 34917  

Indication 

 
Urimed® Cath, 2 ways Silicone Foley catheters are indicated for  

• Patient has acute urinary retention or bladder outlet obstruction 

• Need for accurate urine output measurements  

• Use for selected surgical procedures 

• To assist in healing of open sacral or perineal wounds 

• Patient requires prolonged immobilization 

• To improve comfort for end-of-life care 

• Patient with prostatic hypertrophy and urethral strictures 
 

 
The Tiemann tip is designed to deal with the prostatic curve in male patients. 
 

Product 
description  

 
The product is made from silicone. It consists of shaft, drainage funnel, inflation funnel, 
pre-loaded stylet (for CH8 and CH10), balloon and valve. Spigot and syringe are op 
tional. The product can be used on perioperative patient, patient have urinary retention or 
bladder outlet obstruction, patient who need to measure the urine volume accurately. 
 

Technical 
characteristics 
and composition 
of the device  

 
 

  
Technical characteristics 

 

 
Composition 

 

 
Tip 
 

 
Nelaton 

 
Closed tip 

 

 
Tiemann 

 
Closed tip 

 
 

Silicone 

X Ray tip 
and line 

 Silicone 

Color 
sleeve 

 PP 

Inflation 
valve 

 PVC 



 
Balloon 

 
Volume to inflate the balloon indicated on the 
connector: 

• 10 mL: for CH 12, CH 14, CH 16, CH 
18, CH 20, CH 22, CH 24 

• 3 mL: for CH 08 and CH 10: 
(pediatric) 

 

 
Silicone 

 
Eyes 

 

 
2 drainage eyes 

 
1 drainage eye 

 
 

 
Catheter 

 
Available in CH08 – 
CH24 

 
Available in CH12 – 
CH20 

 
 

Silicone 

Universal catheter length 
 

Packaging  

• Double sterile packaging 

• 2 opening of the packaging: lateral and 
longitudinal 

 
Primary packaging:  

EVA 

 
Peel-pack: Paper / 

Laminate 

IFU  Paper 

 
 

Dimension  

 
  

Length with connector (L2) 
 

 
Nelaton tip 

 
31cm for CH08 – CH10 
40cm for CH12, CH14, CH16, CH18, CH20, CH22, CH24 
 

 
Tiemann tip 

 
42cm for CH12, CH14, CH16, CH18, CH20 

 
 

STERILIZATION PROCESS: REPORT ° 

Sterile MD: 
Yes/No 

Sterile - ISO standard 20696 

Sterilization 
method 

Ethylene Oxide 

CONSERVATION AND STORAGE CONDITIONS 

Storage 
conditions 

 

• Store in a cool and dry place, keep away from sunlight. 

• Protect product from moisture and excessive heat. 

• Avoid prolonged exposure to ultraviolet, sunlight and fluorescent light. 

• Store in manner preventing crushing. 
 

Transport 
conditions 

 No restrictions. 



 
Shelf life 
 

 5 years from date of manufacture. 

 
Packaging  

 

The packaging includes a primary and a secondary packaging:  

• The product is individually packed in primary packaging that ensures the sterility 

of the product. 

• The secondary packaging must protect the product from transport and storage 

conditions. 

 

Packaging in 5 units boxes with individual packaging or 10 units boxes. 

 

ENVIRONMENT 

 

Waste management:  Discard the catheter according to the current local regulations. 

 

SAFETY IN USE 

Technical: MRI, 
X-ray 
detectable 

N/A 

Organic:  
 
Urimed® Cath catheter is made of silicone. 
 

Biocompatibility:  Standard EN ISO 10993-1: 2020 Biological evaluation of medical devices 

Hazardous 
substances: 

 
This product is DEHP free, Latex free.  
 

 
 
 
 
 
 
Standards & 
requirements  

 
 

EU regulation 2017/745 

 
NF EN ISO 20696 : 2018 

 

 
EN ISO 13485 : 2016 

 

 
 

 

RECOMMENDED USE 

IFU: Yes/No  
 
Precaution of 
use 
Contraindication 

 

Yes, one per box. 

 

Self-catheterization should only be carried out under medical advice and only in 

accordance with the instructions given. 

 

ADDITIONAL PRODUCT INFORMATION 

 
Reusable/single 
use device 

Single use device – Not reusable  

 
 



 

PICTURES & PICTOGRAM 

 
 
Meanings of symbols on package 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
IFU 
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