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U—IViRE RE/ VTR R R REE
180°C 15cm 0/10 0/10
190°C 15cm 0/10 0/10
200°C 15cm 0/10 0/10
180°C 30cm 0/10 0/10
190°C 30cm 0/10 0/10
200°C 30cm 0/10 0/10
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180°C 15cm 10/10 10/10
190°C 15cm 0/10 10/10
200°C 15cm 0/10 0/10
180°C 30cm 10/10 10/10
190°C 30cm 4/10 8/10
200°C 30cm 0/10 5/10
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190°C 15¢cm 0/10 2/10
200°C 15cm 0/10 0/10
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200°C 30cm 0/10 22/25
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B\ (%)
At 200°C 30/30 (100%) 3mm
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30cf /30min
1 3 0 0
2 3 0 0
3 5 0 0
4 6 0 0
5 6 0 0
6 6 0 0
7 4 0 1
8 3 0 0
9 6 1 0
10 6 1 1
11 4 1 0
12 4 0 1
13 6 0 0
14 2 0 1
15 6 0 0
16 15 1 1
17 12 1 0
18 13 2 0
19 13 0 0
20 17 1 0

cf = cubic feet
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Study on the reliability of sterilizing pouch with a side gusset type of sealing quality
Takako Kami

Division of Infection Prevention and Control, Tokyo Healthcare University Postgraduate
School, Faculty of Healthcare, Department Healthcare

BACKGROUND. The ultimate goal of all packaging systems is to maintain sterile and
aseptic conditions until the package contents are used for patients.

Pouch packages, containers, and wraps are used to maintain the aseptic condition. Sterility of
all packages should be ensured before they are opened to use.

OBJECTIVE. In the result of previous study on one thousand of used pouches to test the
unpeeled sealing opposite to the opened, 148 had leaked channels. One hundred and eight of
them were the gusset type of pouches. So this time the sealing assurance of sterilizing pouch
after heat sealing is experimentally studied.

METHODS.

1,Blue ink is a test liquid used to check the seal integrity of sterilization pouches.

This test is recommended to be performed daily before begins the seal leak test

2, Peel test of the part of the gusset sealing by tensiometer (Strograph®, Toyoseiki).

3, Powder penetration test through sealing part (possibility of bacterial contamination). The
size of powder is 0.2um in average.

RESULTS.

1, 1000 pouches already opened were gathered from thirteen facilities.

148 were revealed the exist of leaks.

Among them 108 were side folds, and 11 were large pouches with 25 cm width.

2,In the results of peel test, some leak channels were shown in the gusset parts.

3,In the results of powder tests, powder leakages were demonstrated by negative pressure
through artificially made channels in the heat sealed parts by surgical suture.
CONCLUSION. These issues which require improvements need to be further studied as
educational topics in Japanese healthcare settings and need to be reported.

It is important to construct a system to establish a setting for education and practice.
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SUTURAS MEDICAL, LLC

(THE UNITED STATES PHAMACOPEIA)

SYNTHETIC ABSORBABLE SURGICAL SUTURE

USP_SIAE METRIC SIZE(EP) DIAMETER(mm)
12-0 0.01 0.001 - 0.009
11-0 0.1 0.010 - 0.019
10-0 0.2 0.020 - 0.029
9-0 0.3 0.030 - 0.039
8-0 0.4 0.040 - 0.049
7-0 0.5 0.050 - 0.069
6-0 0.7 0.070 - 0.099
5-0 1 0.100 - 0.149
4-0 1.5 0.150 - 0.199
3-0 2 0.200 - 0.249
2-0 3 0.300 - 0.339

0 3.5 0.350 — 0.399
1 4 0.400 - 0.499
2 5 0.500 - 0.599
SYNTHETIC ABSORBABLE SURGICAL SUTURE
(THE UNITED STATES PHAMAGOPEIA)
AVERAGE KNOT-PULL

USP SIAE METRIC SIZE(EP) TENSILE(N)
12-0 001 | e
1 1_0 01 ......
10-0 0.2 0.24
9-0 0.3 0.49
8-0 0.4 059
7-0 0.5 1.37
6-0 0.7 245
5-0 1 6.67
4-0 1.5 9.32
3-0 2 17.4
2-0 3 26.3

0 3.5 38.2
1 4 49.8
2 5 62.3
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