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Product Name

Product number / | Basic UDI-DI Description Classification
catalogue number
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Single Use (Foley)

See appendix 1 6948097001DNGG | The product is intended to | Class llb;
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Appendix 1 Product number

»  Product model/specification

According to the number of cavity head, it is divided into Two-Way, Three-Way

According to the balloon structure, it can be divided into Normal Balloon and Integral Flat

Balloon

According to the tip shape is divided into Nelaton Tip and Tiemann Tip

According to whether the plug is configured, it can be divided into type with plug and type

without plug.

»  The specifications of urinary catheter shall be in accordance with Table 1.

Tablel Model and specification

Model

specification

Two-Way- Normal Balloon- Nelaton Tip

Two-Way- Integral Flat Balloon- Nelaton Tip

Two-Way- Normal Balloon- Tiemann Tip

Two-Way- Integral Flat Balloon- Tiemann Tip

6Fr/8Fr/10Fr/12Fr/14Fr/16Fr/18Fr/20Fr/22Fr/24Fr/26Fr

Three -Way- Normal Balloon- Nelaton Tip

8Fr/10Fr/12Fr/14Fr/16Fr/18Fr/20Fr/22Fr/24Fr/26Fr

Table 2: Specifications and dimensions

Specification oD Color for . Intended
Model . The max capacity of balloon i
(Fr/Ch) (mm) fixed sets patient
Two-Way 6 2.0 Light green
8 2.7 Light blue 1.5mL, 3mL. 5mL Pediatric
10 3.3 Black
12 4.0 White 2mL, 5mL. 10mL. 15mL
2mL. 5mL. 10mL. 15mL,
14 4.7 Green
20mL. 30mL
Two-Way,
Three-Wi 2mL. 5mL. 10mL. 15mL,
ree-Vay 16 5.3 Orange
20mL. 30mL Adult
18 6.0 Red
20 6.7 Yellow
22 7.3 Purple 5mL. 10mL. 20mL. 30mL
24 8.0 Blue
26 8.7 Pink

The balloon capacity label allows the range of nominal minimum and maximum balloon filling

volumes to be expressed, such as 5-15 mL
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»  Structure composition

Structural composition

Model Specification - -
without plug with plug
Shaft, balloon (Normal Balloon or Integral Flat Balloon) ,
6Fr. 8 Frv 10Fr | tip (Nelaton Tip or Tiemann Tip) , drainage funnel, filling | Add drain plug
funnel, valve, fixed sets, drain hole and stylet
Two-Way
12Fr. 14 Fr. 16Fr. | Shaft, balloon (Normal Balloon or Integral Flat Balloon) |,
18Fr. 20Fr. 22Fr. | tip (Nelaton Tip or Tiemann Tip) , drainage funnel, filling | Add drain plug
24Fr. 26Fr funnel, valve, fixed sets, and drain hole.
Shaft, Normal balloon, Nelaton Tip, drainage funnel, .
- . . .| Add drain plug
8 Frv 10Fr filling funnel, flushing funnel, valve. fixed sets, drain ]
. and flushing plug.
hole, flushing hole, stylet
Three-Way - -
12Fr. 14 Frv 16Fr+ | Shaft, Normal balloon, Nelaton Tip, drainage funnel, Add drain ol
18Fry 20Fry 22Fr, | filling funnel, flushing funnel, valve. fixed sets, drain ] Plug
. and flushing plug.
24Fr. 26Fr hole, flushing hole
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