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Brief introduction 

An Indwelling catheter is a tube which is inserted into the bladder and left in place in drain urine. 
An indwelling catheter may be inserted into the bladder in two ways:

Most often, the catheter is inserted through the urethra. This is the tube that carries urine from the bladder to the outside of the body.

Sometimes, the health care provider will insert a catheter into bladder through a small hole in your belly. This is done at a hospital or health care provider's office.

The Silicone Foley Catheters are available as 2-way Foley Catheters(with balloon, shaft with x-ray line, drainage funnel, inflation funnel, and valve) and 3-way Foley Catheters (with additional irrigation funnel). Also there are two type available: standard type and suprapubic type. The catheter external diameter (Fr/CH) and the balloon inflation volume (ml/cc) are printed on the proximal end of the drainage funnel. 

Syringe (optional) can be supplied together with Silicone Foley Catheters. Syringe with sterile aqueous glycerin solution can be used for inflating balloon; The empty syringe can be used to deflate the balloon before the removal of the catheter.
The Silicone Foley Catheters are used in bladder drainage of urine and/or irrigation of fluids by urethra placement They are made of silicone and for short-term use, consist of shaft, drainage funnel, inflation funnel, irrigation funnel (if present), pre-loaded stylet(if present), balloon and valve. The Silicone Foley Catheter has the following features: 
100% Silicone 

Color-coded for visualization of size

Alternative types are available

Sterile by EO 

For single use only

Hard valves is available

The Silicone Foley Catheters are used during the following situations:

On patients who are anesthesized or sedated for surgery or other medical care 

On comatose patients 

On some incontinent patients 

On patients whose prostate is enlarged to the point that urine flow from the bladder is cut off. The catheter is kept in until the problem is resolved. 

On patients with acute urinary retention. 

On patients who are unable due to paralysis or physical injury to use either standard toilet facilities or urinals. 

Sometimes before Furosemide administration 
On patients with urethral or pelvic surgery or trauma 

Table of Variants
	Type
	Standard Type and Suprapubic Type 

	Size
	2-way Paediatric
	6Fr, 8 Fr, 10 Fr

	
	2-way Adult
	12Fr, 14 Fr, 16 Fr, 18 Fr, 20 Fr, 22 Fr, 24 Fr, 26 Fr

	
	3-way Adult
	16 Fr, 18 Fr, 20 Fr, 22 Fr, 24 Fr, 26 Fr


2. The purpose and functions of the product and its variants and their design 

Intended Use: The Silicone Foley Catheter is used in bladder drainage of urine and/or irrigation of fluids by urethra placement. It can be retained in the human body for up to 29 days.
To achieve above-mentioned purpose, the product should have the following functions: draiage of urine and/or inserting fluids into the bladder for medication.
Drainage of urine and medication:
The Silicone Foley Catheter is made of 100% silicone which has appropriate rigidity, it resists to kink and soft enough for urinary catheterization. After inserting, the drainage lumen of the Silicone Foley Catheter shall be able to drain the urine or remove the fluids into the bladder.

3. Classification according to Annex IX of Council Directive 93/42/EEC 

The Silicone Foley Catheter is invasive device. It is intended for short-term use. According to rule 5 of Annex IX, III of Council Directive 93/42/EEC (2007), the Silicone Foley Catheter belongs to class IIa medical device.
4. Main technical parameters of the product

4.1 Material
	No
	Component
	Material used
	Spec/Code
	Supplier

	1
	Shaft
	Silicone/DCBP
	TRK8016-65P
	Dong Guan Tongruikai    

	2
	Opaque line
	Silicone
	C020R-1523
	Dong Guan Tongruikai    

	3
	Opaque line
ancillary materials
	BaSO4
	C020R-1523
	Dong Guan Tongruikai    

	4
	Balloon
	Silicone
	SR330A/B
	Shenzhen SQUARE SILICONE CO.,LTD

	5
	Sleeve
	PP
	K4912
	KOREA PETROCHEMICALIND.,LTD

	6
	Hard valve
	PVC
	-----
	Chang Zhou Jintan Weiniankang

	7
	Tip
	Silicone adhesive
	---
	Shen Zhen Haiyang Silicone Rubber Material Co., Ltd

	8
	Primary Package
	Inner pouch
	EVA
	-----
	Zhangjiagang Hengya

	
	
	Outer pouch
	Coated paper+film
	coated paper 65g +0.09mm XPP 
	Jiaxing Kebang Medical Packing Co.,Ltd 


4.2 Physical requirements

4.2.1 Measures
Table 1: Dimensions of 2-way

	Size (Fr/Ch)
	O.D. 
(±0.3) mm
	Overall length, mm
	Color code
	Flow rate, ≥ml/min

	
	
	
	
	Drainage lumen

	6
	2.0
	310±10mm
	Pink
	10

	8
	2.7
	
	Black
	15

	10
	3.3
	
	Gray
	30

	12
	4.0
	400±10mm
	White
	50

	14
	4.7
	
	Green
	70

	16
	5.3
	
	Orange
	100

	18
	6.0
	
	Red
	100

	20
	6.7
	
	Yellow
	100

	22
	7.3
	
	Purple
	100

	24
	8.0
	
	Blue
	100

	26
	8.7
	
	Pink
	100


Table 2: Dimensions of 3-way

	Size (Fr/Ch)
	O.D. 
(±0.3) mm
	Overall length, mm
	Color code
	Flow rate, ≥ml/min

	
	
	
	
	Drainage lumen
	Irrigation lumen

	16
	5.3
	400±10mm
	Orange
	100
	25

	18
	6.0
	
	Red
	100
	25

	20
	6.7
	
	Yellow
	100
	25

	22
	7.3
	
	Purple
	100
	30

	24
	8.0
	
	Blue
	100
	30

	26
	8.7
	
	Pink
	100
	30


Table 3: Balloon capacity

	Size (Fr/Ch)
	Balloon capacity (ml),  2-way
	Balloon capacity (ml), 3-way

	6
	1.5/3
	/

	8
	3-5/5
	/

	10
	3-5/5
	/

	12
	5/10/15/30
	/

	14
	5/10/15/30
	/

	16
	5/10/15/30
	10/15/30

	18
	5/10/15/30
	10/15/30

	20
	5/10/15/30
	10/15/30

	22
	5/10/15/30
	10/15/30

	24
	5/10/15/30
	10/15/30

	26
	5/10/15/30
	10/15/30


4.2.2 Physical tests

Physical tests are performed to the Silicone Foley Catheters in accordance with ENISO20696:2018
4.3 Chemical & Biological requirements

The Silicone Foley Catheter are sterilized by ETO in accordance with ENISO11135, the index of the biological compatibility conforms to ENISO10993-1.
	No.
	Biocompatibility tests performed
	Results

	1
	Cytotoxicity
	Comply with ENISO10993-5

	2
	Sensitization
	Comply with ISO10993-10

	3
	Intracutaneous reactivity
	Comply with ISO10993-10

	4
	EO residue
	Comply with ENISO10993-7
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