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B 4 #1SO/DIS 20696 Sterile urethral catheters for single use (BS EN ISO 20696:2018)#1
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eh LB i 5 (34.8%) » HL R LTt AH A Rk
(30.7%) + EH_F 3B P AN SRR 5 L
anfE R M BT - KR EUR B - BEE
BEZ AR - SRR A EE - B
B EEY)E M F(Food and Drug Administration,
FDA)220085-12H 12H /2% " Submission and
Review of Sterility Information in Premarket
Notification(510(k)) Submissions for Devices
Labeled as Sterile ; ¥ $55 [F 2 7 MR (35
(Sterility Assurance Level, SAL)HEREH » f&T
PR AR 2 il i R e 2 R R o TR B R A A1 40 - L
e fE " ARE L B o Ry TR HARE
RAEE - BET IR R IRE L - R
FEE G102 f 1035 S A R 8 /s HE T T
BRI PERE ] - 1024 Fhisk 8O A 8 DA B Sl B
AT - EL A 13t i A e B R
oo LEMEEL6.3%Y - 103EFREE RS
R e ETT B ] - RO IR R - HLAE
Ea b R a1 BN EEREYHME
BERE - AGHER KR HEEAE S B BRI - DA
Mt it FE i R o R R RN E
¥R B BRI 52

BIRE H DLRIR R 157 (balloon retention
type) i s i L HEEH 7% R B R
EREABENR - H RV AR K EREE T
i DA EREELFE I oe e Be il - T HE S
PR FFAERTHR » REREER/KRE R RHEH
HBRERE - IR BREZ w8 2
T REE R 52 R HE K DUEAR B - £ Bk PR
TSR g N2 2B AERE - S B R
AARREHFREY Mk BEAEACTEEEER
EHEBR - ERERGEHCERETER » HIR
EE PR IRE 2GS ORI - HIRE TR
F o SERE TR AT AT AR
B IRk A b - REEE R 1065 T T T
e VIR N WS A C RS W R = VA
WF7e? » 27ZEN 1616 Sterile urethral catheters
for single use (BS EN 1616:1997)® ~ ISO/DIS

20696 Sterile urethral catheters for single use (BS
EN ISO 20696:2018)” + ASTM F623 Standard

Performance Specification for Foley Catheter"'”
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FMEABS EN 1616:1997% %42 "6 Specific
requirements ; ¥ [ " 6.3 Balloon safety ; (&GT
= TEkBEL 2 ) )F T 6.4 Catheter inflation
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Thioglycollate Medium, FTM, Riz#T)
QARETMEHE - RIS EE
(Tryptic Soy Broth, TSB, EiGHT)
(3) e X a7 1 22 {5 1% 2 H (Sabouraud
Dextrose Agar, SDA, Fi#T)
WWARE I fRE S - RRE R R
(Tryptic Soy Agar, TSA, FGHT)
(5)#H B HI 5 {6k (A gar strip TC, Biotest
HYCON)
(6) B HIFL R (Agar strip YM, Biotest
HYCON)
2. L E
(1)L #(LST-V TOP 5000, Belimed,
Germany)
(2)72 @R EE 25 (OE-01-0770, Biotest RCS,
Germany)
(3 E % =8 (Eff(Bioquell, ABS1800,
UK)
(4)20 - 25°CE5EFE(MIR-554, Panasonic,
Japan)
(5)30 - 35 CESEFE(MIR-554, Panasonic,
Japan)
(6)FE B AR E & (ASV-3023,
SAKURA, Japan)
(T/HEFE(FEE DO-2, 151#)
(8)VITEK 2 Compact &AL M7
(bioMérieux, France)
(CIEREER]SERE
A2 JRFE (urea) » EIL#I(sodium
chloride) * IEBiM & —$F(Disodium
hydrogen orthophosphate anhydrous) »
IEWE R — € # (Potassium dihydrogen
orthophosphate) * & L # (Ammonium
chloride) ~ HLEZKT(Creatinine) » 7K & i fii
%/ (sodium sulphite hydrated)

= EBE

(EELTEH Y IR v 7 Wahae Sodesk 2 L U RN

R A B A B B AR E

HE TR

1. BRI EG
MR AR ERT Ry IRR 2 AR
i I R R E R 2 3255 - Dlagar strip
TC (30-35°CH5 2S5 H)RIFMIERE - DA
agar strip YM (20-25°CE527 H ) I3 1
R MRS - BUEERRBH 2 KES
fil i VB R IR R IR B B (TSA) ) iE
KEE SR ERESDAZIN » B
RIEEFHERE S 258 PR AZ3(HE
Wi - RIEEEREETRT TR E T
FRIETEFEEZE L BRESHE
EOE-ZRREREEE(TSAER
30-35° CREB ARG E S H IR A A
FAER i RE AR B (SDA)
B0 25 CEEI BT ETHREER
W ENEEER -

2. RS — EiE R

A TR B PR (AR PN HEE AT Tl B 07 B 2
PRIV SED B SR T I e - SRS
B T3 U1/ INB (RI2 28 53 ) e T
SrRIERTREE Z R B B FTM) K
SRR AR TR EE N (TSB) »
Dl g n st 2 MR g A R R
B - KB LR E(FTM)E R
30-35 C I NOR E 0 R VB 52
FEEIE(TSB)E L2025 CESEFE 4>
BIBIE 148 DAL - WHE RS EMEY
£k
3. ABIEIAR RSB T bl
B—HEERETEMEVER - &
BIEREMAEY AR - BIAEES S
TFomERBEZHE - e EEBER
il B AR - SRR R
GBI~ MR SHEBIE T K
MBS - RN EERE (R
Gk o AARRERIR - ARG
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HEFTE T
HEMEEE
- AIHE %t
%ﬁm
(CERFE ] FERE
1. fREE R B
IR F (Urea) 25 g~ &1L R
(Sodium chloride) 9.0 g ~ IEBEEE &
#l(Disodium hydrogen orthophosphate
anhydrous) 2.5 g IE#ifE — & #
(Potassium dihydrogen orthophosphate)
2.5 g » &/t#Z(Ammonium chloride) 3.0
g » JLEREF (Creatinine) 2.0 g ~ 7K& il
%48 (Sodium sulphite hydrated) 3.0 g °
IR T 7KVE B R 1000 mL

- BEAERE TFEETTEAW
(H

T{’”\fﬂflufﬁ% Z

T
o\(o

C TARBHEETREE

2. IREEZ A, RIZISO/DIS 20696 Sterile
urethral catheters for single use, Annex C
(BS EN ISO 20696: 2018) » JifZal | :
(DFF R BR B i KRG 75 B /K B B 2

FeREEE I ABKEE - Bt Hg R
TT3EEHE - (B - BRERERETS -
20-30 mL ; 7 A30mL)

(2FE A ZE B/ KE RS 58 1R A MR
B2 BRI 14K 2IZHERRRER
37 £2°C -

(3)HUHIE R - FH E AR KRR E AR
JRENR23 &= 2°CURFERME T -

(AR ERE BN SPIRREEE - (8 —)

(BOUERERE R 2 RS - R et B 2 2 B
%ﬁﬁéT%E%ZEﬁ%:@i&éﬁﬁ/&D
(TR TR 2% - ERBRH
B ZR/INEE)(FR—) R E
N BERERE SRR ALIRZ G
% o

3.EREEMEALERT © HKIZISO/DIS 20696
Sterile urethral catheters for single use,
Annex D (BS EN ISO 20696:2018) * i
=

(A ZE /K MO T VB R RS AR
ABREZE : (a) 8 - 10 Fr > FUEREERE 5

x—  BELXEMHBRERERTHREHE/NRE

HERRY
BRE R~
R/NEE
M (mm) Charriére equivalent . (kg)
- (FG/Ch/Fr)
2. 78/ NR2.7 8E/VAS 0.3
33 10 0.45
4.0 12 0.6
4.7 14 0.7
53%10.0 16230 1.0

iR R T IRARE R 2 HE - RS E AT
it
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(b)12 - 14 Fr > 1.2f51ER B8R 5 (c)16
- 30 Fr > 1L.5(5n e - B —iaFE
RRETTIE A - (D)

(CMFFE A ZE B /K E PR E 58 IR AFTEFBC
B2 BEEIRIE14K - IR AR
37 £27C -

(QIUHERE » FEAK GRS REZE
TEA23 £ 2°CIRE R T -l -
(4)f6 B FETIRLEE SET IR 23 = 2°C » AR
DT ABRE SRR - KERETIHEE
MARER » BE/KFTHECE15578
AU B kT % - BkiE ™ - T EF
PEE 2 R e Rk RS
M /NSRRI 73 FE(Minimum
percentage volume recovered)ff& % DT

BR="

TR EE AR

& RERETEHHT SERE RE R BRIk FE kB8

FEHEERY
—y—
%();T; = F‘\'f — ¥
7R arriere equlva ent N s

AN (mm) (FG/CFD) KT
2.7%E33 8F10 TREERSTE
4.0%F4.7 12214 1.2 X ERFEpafs
5.3%10.0 16230 1.5 X BRFEpafs

FE - ARFASEARIMS/NA2.7 mmZ R - HSEE T
7 e B EE P S o AR 9 L B 5 A B T ERE

2 R RT TIRARE R 2 - SRABORIRE
IKEERGETHER

&= RERSIEHET S BRI RS IR KRETE
B/ B R R R

=M ~ 108FZEREHRIBREAR - HBURAER

Eaxiin
gl B9z i N gy
EAREI 4 5 13 22
(1R)
EiifE R 4 5 16 25
()
TETEE 1 1 1 3
(F)

i R AREN I - BREA SRS S8R 20

AFtELME T ESREST250F - HA15
{FE BB AT - 1004 5 i A RS TR E
B LWEFRIRE A 225K - R B B AE AR (AR
HREatr) 5 BRI STR (R ES 1) 5 B A135R
(B o) (FEY) -

AETE A A R EE S B 5 SRR T
BmE A S HEEE S E TR - BE
ELRSHES -5 ek k=
14HPLE - 25 fREfgagrh - 1 EERBE NG
M RETERE4.0% 5T R E
BT+ SRR ER B 11 KA TSBES B EL & 5|
Sphingomonas spp. ¢ Bacillus spp.£5 - 53T
AFTEER IS IMUEEEIR 2R 2 178
(68%) s B2 48, 2 J5¢(Ethylene Oxide * EO)HE
THH(28%) B v -ray il 5 1S R RIRE
T o B P AN B A IR RS R
R FELIERE L (EO)HE BT -

A HE A 102 K2 103 4F S M R
SEET A IR [ B O - B QAR S VHI S SRR AN 3%
710 SBEE 102 R 108 HUE g~ T i
TEFEF(FEAS) » 1024585 B H 1 0FE i B (Bacillus

EREERI(mL) fe/ N R B ETBCR (%) *H - BEEEREERUEARRENN
5 55 FE TR A EEER(%)
10 75 102 80 13/ (13.6%)
20 80 103 9 0/(0%)
30 80 108 25 1/(4.0%)
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spp. ~ Brevibacterium spp. ~ Corynebacterium
spp. > Dermacoccus spp ~ Kocuria spp.
Micrococcus spp. > Propionib spp. >
Pseudomonase spp. ~ Sphingomonas spp. >
Staphylococcus spp.) S 3TE M E (Aspergillus
spp. ~ Eurotium spp. ~ Penicillium spp.) > Hrh
Sphingomonas spp ¢ Bacillus spp=F i Fa & R IR
FR108SE itk tm et - B 1025 M BRit R E
& BUREERER TR m b - 21
TG HR 1024 S 1084E B G SR E N E18 - FRE%
An PR AR FE B E T RAER IR SN - T ER
B R SOE MR W IE TR NG5 ik R 22 0w
PRETERA e ke A aF fh b - R EE S
HHE BB T3 - DR B < Z = R
Sk -

BIREBRREINVERERGH - BFE
V5 AR AN E A H AR A A - TR AR e AR
% DLy -ray REO gaslil B A E 2 H AR R HERZ
tRaE - B V5 G A Y B A BE B iR
(70 : 1084k Hi 2 Bacillus spp. ~ Sphingomonas
spp.) TR R 2 B B 5 B R e A

®N - BEEREEEMEATSGEEERTE
FER
SR/ 1024 1084
B (1) Bacillus spp.

(1) Sphingomonas spp.
(2) Brevibacterium spp. (2) Bacillus spp.
(3) Corynebacterium spp.

(4) Dermacoccus spp

(5) Kocuria spp.

(6) Micrococcus spp.

(7) Propionib spp.

(8) Pseudomonase spp.

(9) Sphingomonas spp.

(10) Staphylococcus spp.

(1) Aspergillus spp. K HEE
(2) Eurotium spp.

(3) Penicillium spp.

B RIS R RIS A - SR E G H
R IR REEERFHE T - (R EYIREZ MW
SEFAETCRES o1 St WINAIE AP i
MRV RARZEE » AT E BRI
FIAE ~ TR ~ 15 RIF S R & X EZ
EREE IR AR E T E L R - 2R
TR P A LTI E it o i B P8 1) R T 0 R 72
LB DAERE RURUERRR - T R A SR B
BEREHSLEIT L 5 -

BRgE R SE I T A - R 17 MR e
TG ER s B I ER 2E) - F21SO/DIS 20696
Sterile urethral catheters for single use (BS EN
ISO 20696:2018) » s EsIEH 3 Bl R " Ek#EZ 2
M ke TEREEESTEARYT L o TEREL RN, X
73 PRI BEERE R R B RV Al 1% - EREE
T AL ~ MR Z KRB ERH S GER
It PR (o FH RS B0 A AN B2 5 - Rk 1 74
The - BT EHE -

5 TERERMEAMER L W8 #BS EN
1SO 20696:2018 » A8 R~ AZEH K Z
/NIRRT 23 P (%) FERT & R% 1R 1E6.4.2
Compliant balloon Table 2- Balloon test volume
percentage recoveryZ ALl 5% 7S KA i fir Bk 2
HERE 5 mL > R/ NERRERIECE 793Ry 55% 5
IRERH 10 mL - R/ REEIIE 5
75% ; BREERGIE 520 mLE30 mL¥ » /N
RIS 77 2R 5580% » i BRFERSTES T Ak
ZIE#E - AEREEZEIE 3R - BDAE
BN EEESRE - At ERB17HRE
HAR3 R ERFE RS mL » SERERZESS 10 mL » 2
ER#ETy15 mL - BR71F 130 mL » #EREIRLS
(GRS R=PsN TRIMALS il R D S BN E <S5 s
F574.8% 5265.6% (/NSRBI 93 FRITHE By
80%) » ISE L2 ie 2 R &R SR HE
HHIES R AT A R YE - REEEBS EN 1SO
20696:2018F%Y » WAENTFGHE » MFG
Fh11.8% » fERAFEL - S HIER SR
BINF/ -
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xRt~ 108 FEHEEREIRERBIEHIFEULRSS

RN\ NBFEARE RS RS RERER

R TbarE H bt TERBEE(%)
W TR RN B 25 1/(4.0)
T o R g o FUCE S SRPEAT SR 17 0/(0)
i (Fr) (mL) (mL) FF SR —
' (%) (%) FERSTAAERT 17 2/(11.8)

1 1080201 20 10 15 80.0 75.0
2 1080202 16 10 15 75.0 75.0
3 1080205 14 15 18 94.4 80.0
4 1080206 14 15 18 95.4 80.0
5 1080207 18 10 15 75.0 75.0
6 1080208 16 10 15 933 75.0
7 1080209 18 30 45 65.6 80.0
8 1080210 16 30 45 97.8 80.0
9 1080212 18 10 15 933 75.0
10 1080213 16 5 7.5 80.0 55.0

Ju—
—_

1080214 20 30 45 94.4 80.0
1080215 16 5 75 747 55.0
1080216 16 30 45 74.8 80.0
1080217 28 30 45 98.5 80.0
1080218 10 5 5 97.3 55.0
1080219 24 30 45 96.7 80.0
1080221 12 30 36 93.5 80.0

e e e T e T = S =
~N O L AW

SMBURER 73 MRIBZESR IR 750k - 2EY)
CIEE o B - R ETIE T S
15 -

l

Wi e 4 8 e it o
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5558 A R A RUHHE SR EAIR -
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EIRRUHE ~ MERESGEELE -
BIfEH ~ R HAEESIE -

J\ ~ HABER E FETE I -

LR A6 IRISHZ ESGE ~ T A2 389 - JE
e rfro i A R E R e - NS RS R
HIH o ERERGE - T A ZZEYIRT RIS
Ry - EREREER - A8 bl

-

-

-

D= =

ay

-

R RIEE R AT iR R - KPR A
FERE - (TR EEER RS E I A
Rt PO - AR AL -~ BGE
W itk ~ AR e B B B R A RO s iR
HARR - AR R A R A 6 R R AT
ME - B AR BSOS el R e i St
HEEETACE - HAp3PRRIRE 3T ] R T g
BlE P o WA 1 EZ R EE R ZEF
AR TR e HE SR R R S A
stk 2 AR R A B B RN T =T 21F - A
ANTREEECEAHEREEREE -

ZENR

1. EAEFIES - 2017 - BESMEEIRE -
108.07.29 #3715 Fr 7551081605548 57 < (&
F o

2. Rosenthal VD, Maki DG, Jamulitrat S and et
al. 2010. International Nosocomial Infection
Consortium (INICC) report, data summary
for 2003-2008, issued June 2009. Am J Infect
Control. 38: 95-104.

3. BEEYVE RIS - 2011 - FEIEHEE
We #E 17 oo B EE R AR AT B R SE B P B
i el 5%
[http://www.nics.org.tw/publicationhistory
view.php/?id=630] -

4. U.S. Food and Drug Guidance. 2008. Draft
Guidance for Industry and FDA Staff, Submis-
sion and Review of Sterility Information in
Premarket Notification (510(k)) Submissions
for Devices Labeled as Sterile.
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CEEG O MEBW GHE > BEREE -
2014 - &b FH MR B R 2 M PR R -
BEMEEYI TR 0 5 264-269 -

. BEEYEHE 2 2017 - B RRIRGERA
(balloon retention type)SfREJEESE ea bl .~
R RSB AR S B -
106.02.14 FDAZR 7-551061600153BHFpH ©

R B{E - EHER > SR -
2018 - HEEREZ 2 KINEEMEE
B k2 @Y - BEMEYIITEE 0 9:
244-248 -
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urethral catheters for single use. BS EN 1616.
. International Organization for Standardization.

2017. Sterile urethral catheters for single use.

ISO/DIS 20696.

10. American Society for Testing and Materials.
2013. Standard Performance Specification for
Foley Catheter. ASTM F623.

. EMEYEME - 2018  WREEH
PRATHIGA L% < 107.02.05 FDAZR T
10716006165F /345

2. BFEMGMEEEHLEF - 2002 - PR
ANRIHEGELGTAIRHE - —RMEEHT
HSIRE © YY 0325-2002 = HHEARE - b
oo

13. FAEmEAE h L R E R B - 2016 -
HrEEE L o 55 /R - 289-294F B
AmEAE ey ERE - 210 -
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Inspection of Sterility, Balloon Security and Catheter
Inflation Lumen Volume Maintenance of Foley
Catheter in Taiwan

SHENG-WEI WANG, CHUN JEN CHIEN, KUO-HSIEN HSU, YI-PIN CHEN,
MING-CHUN HO, LI-LING HUANG, SHU-CHING WENG, SHU-FEN LEE,
SHOU-CHIEH HUANG, JIA-CHUAN HSU, PO-YU WANG,
SU-HSIANG TSENG AND DER-YUAN WANG

Division of Research & Analysis, TFDA

ABSTRACT

To ensure the quality of the foley catheter available on the market, a survey focused on the
watertightness performance, balloon security and catheter inflation lumen volume maintenance was
conducted in 2019. From January to October, 25 samples were collected from hospitals and authorized
dealers by the local health authorities. The sterility test showed that 4.0% sterile catheters were
disqualified since bacteria and fungi could be isolated by the direct transfer method as described in the
Chinese Pharmacopoeia VIII. The balloon security and catheter inflation lumen volume maintenance tests
were carried out in accordance with ISO/DIS 20696 sterile urethral catheters for single use (BS EN ISO
20696:2018) and a total of 17 samples were tested. The results showed all 17 samples met the balloon
security requirement, while 2 samples (11.8%) were unable to fulfill the minimum percentage of volume
recovered (> 80%) in the catheter inflation lumen volume maintenance test. In regard to the labeling,
6 samples violated the regulation and were sent to administrative authorities for further administrative
treatment and penalty. These results will be forwarded to the competent authorities as regulatory

references.

Key words: foley catheter, sterility, balloon security, catheter inflation lumen volume
maintenance



