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FM » MESREREREHFENERER
[ Tﬁﬁ% iR~ BREERETE
i (Fr.) (mL)
1 11201 22 5
2 11202 16 15
3 11203 18 10
4 11204 16 5
5 11205 8 5
6 11206 18 10
7 11207 16 10
8 11208 16 15
9 11209 22 30
10 11210 16 10
11 11211 18 10
12 11212 14 10
13 11213 16 5
14 11215 20 30
15 11216 16 10

HEA HE A1

TS mwEn® mbESE AE
(%) (%)

7.5 74.7 55.0 e
22.5 91.1 80.0 Fre
15 78.7 75.0 e

7.5 65.8 55.0 Fie

5 74.0 55.0 Fre
15 78.0 75.0 iy
15 90.0 75.0 Sy
225 80.4 80.0 e
45 95.6 80.0 RrE
15 76.7 75.0 (S
15 94.7 75.0 e
12 91.7 75.0 Rrér

7.5 73.3 55.0 K&
45 82.9 80.0 K&
15 76.7 75.0 (=]

*1SO 20696:2018. Table 2. Balloon test volume percentage recovery
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Sterility and Balloon Quality Surveillance of
Commerical Urinary Catheters

DAI- HUAN CHIANG, PEI-JIA LU, SHIAU-YU FU, SHENG-WEI WANG,
SHU-FANG DENG, YA-MIN KAO, MEI-CHIH LIN, SU-HSIANG TSENG
AND DER-YUAN WANG

Division of Research and Analysis, TFDA, MOHW

ABSTRACT

To ensure the quality of urinary catheter available on the market, a survey focused on the sterility,
balloon safety and catheter inflation lumen integrity and volume maintenance was conducted. From
January to June 2023, seventeen samples were collected from hospitals and medical device firms by the
local health authorities. Three catheters (17.6%) failed the sterility test as bacteria was isolated by direct
transfer method as described in the Taiwan Pharmacopeia IX. The balloon security and catheter inflation
lumen integrity and volume maintenance tests were carried out in accordance with ISO 20696:2018
Sterile urethral catheters for single use, and a total of 15 samples were tested. The results showed all 15
samples met the criteria for balloon security, catheter inflation lumen integrity and volume maintenance
requirement. In regard to labeling, one sample violated the regulation and was sent to the local health
authority for further administrative processing. These results will be forwarded to the competent authority

as reference.

Key words: urinary catheter, sterility, balloon security, catheter inflation lumen integrity and
volume maintenance.



