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1.Materials

1.1. Raw Materials
The raw materials for product are the same nylon (polyamide) and stainless steel as the nylon suture suture

needle sold in Japan.

» Raw Materials

Site Raw Materials
Suture Nylon (polyamide)
Needle Stainless-steel SUS304
Needle coating Silicone solution

1.2. Packaging materials
Dupont Tyvec

2.External shape and designation
2.1, External shape

(1)Suture
The shapes of suture conform to "Crude Drug 1224, Annex 4, Annex 1. Handling of non-absorbent suture."

Refer to the table below for details on the shape.

USP Diameter (mm)
12-0 0.001~~0.009
11-0 0.010~0.019
10-0 0.020~0.029
9-0 0.030~0.039
8-0 0.040~0.049
7-0 0.050~0.069
6-0 0.070~0.099
5-0 0.10~0.149
4-0 0.15~0.199
3-0 0.20~0.269
2-0 0.27~0.349
1-0 0.35~0.399
1 0.40~0.499
2 0.50~0.599
3 0.60~0.699

(2)Needle
The shape of the needle conforms to "JIS T 3102: Suture-needle for medical purposes".
Details of the shape are as follows.
* Needle: angular needle, round needle
* Needle curvature: 1/2R curvature, 7/16R curvature, 3/8R curvature, fishing-type needle, lip needle, tip
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curvature needle, straight needle

2.2. Naming

The name we have named is our own,

3. Product Standard
3.1. Suture
3.1.1. Suture tensile strength
The tensile strength for each size conforms to "Handling of non-absorbent suture" in Attachment 1 of

Notification No. 1224 of the Crude Drug and Crude Drug Product No.4. For specifications, see the table

below.
USP Tensile force (N)
12-0 0.01
11-0 0.06
10-0 0.19
9-0 0.42
8-0 0.59
7-0 1.08
6-0 1.96
5-0 3.92
4-0 5.88
3-0 941
2-0 14.1
1-0 21.2
1 26.7
2 34.5
3 47.8

3.1.2. Dissolution of suture dye
The dissolution of the dye of suture complies with "Annex 1. Handling of non-absorbable suture” of the
Crude Drug 1224 No.4. See the following for specifications.
Place the colored suture in a flask at the ratio of 25mL of water to about 250mg of water, smell the flask in a
short-leg fiunnel, and boil for 10 minutes. After cooling, transfer this extract to a test tube 2cm in diameter,
and add water to make 25mL. In addition, add 25mL of water to the flask and repeat the same procedure.

When both tubes are viewed upward, the first extract may be colored very slightly, and the subsequent
extract should not be colored.

Alternatively, it shall meet the requirements of the dissolved dye of USP or EP.

3.2. Suture needle
3.2.1. Strength of suture with needle withdrawal
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