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1. U HE (Lecithin from Soybean, Wako,

Japan)

2B A 2% 0 AR R B O B B
(Polyoxyethylene Sorbitan Monolaurate,
Tween 20, Aldrich, USA)

3. KRG B HZBR R B & B (Tryptic
Soy Broth, TSB, BD, USA)

4 RENRENBEVREZBIESEERE
(Tryptic Soy Agar, TSA, BD, USA)
5.l A B2 & FE(MacConkey Broth, BD,
USA)
6. 5 R AT 5 5E = E(MacConkey Agar,
BD, USA)
TRILTAE=2FHBREEEE
(Cetrimide Agar, BD, USA)
8. KIGHEE (Escherichia coli, ATCC 8739,
USA)
9. < A & ERE (Staphylococcus aureus,
ATCC 6538, USA)
10. ¥k IEAR B (Pseudomonas aeruginosa,
ATCC 9027, USA)
11. #5 B4R (Bacillus subtilis, ATCC 6633,
USA)
12. B &2k (Candida albicans, ATCC
10231, USA)
13. 2 PE%BE (Aspergillus brasiliensis, ATCC
16404, USA)
ElfEirildeE
1.20 - 25°CEZ#EF4(MIR-554, Panasonic,
Japan)
2.30 - 35°CE$#EF8(MIR-554, Panasonic,
Japan)
3. 42 - 44°C H5#256(LE-519, Yihder, Taiwan)
4.7 T K (XS4250-SCS, Precisa,

Switzerland)
5. BEGE R I E 5 (ASV-3023, Sakura,
Japan)

6. W2t 2 (FHE(ABS1200 CLS2-MK-2,
BioQuell, UK)

7. SEF B VEFE(Bio-11-A/G 15851, TelStar,
Spain)
EFRETR JE /K F8(KB02D, TKS, Japan)
EENE B 2s(C1, Thermo Scientific
Finnpipette, USA)
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Mk i10 mLEZ10 g » JIA90 mL TSB (10 L . . .
(ST LI IRE - 2 1 B Mk WBSSARESN - Bl RI0 mLE10
EPECE BT « BT %ﬂﬁﬁ;ﬁfgégggéggﬁ
PRSI - 5T S ) Toikb e

\ A RS -
L T Ty R
IRt DL AR PP B s, + ) (@ B AR ELEIRREG S | mLAIA

BT+ 2653 BT AR 4Bi45
SR S URTIERS « HIATLAZER A Bl Il Sl
ST S 2 1 A BB PRASI N - ewoEsaEn.
SRR M R AIERRS B - P R R LI A )
g R (S A A LI - 1
P . _ 430 - 35°CHEEAE - K53 - 5H -
L5 EAREBT 2 o B e 1130~ 33 AR+ IS -5

MR ke T 2. Rt
B PRI R (R TR N R T2 1%) s 5 S -

N ] N N N A R _/I:J:
AR © SRR - AL R DAt AUk de - 1T Eafi1. .24

o B A R R L P R % 54100 %« BRERTRAMENERAS -
gk B S LA

CRUMIBERETIE B I - BLF At e

B S R O A - E R EVE TP RCR AL SN E250 CFU
) TS AT 2 R S (T S B A P ) 2 T R 2

R4S C I - 5 RS IR R ekl L

Hyl mL > ﬁ%”ﬂﬂ]\iﬁgﬂﬂ , jtﬁk%ff‘ﬂ /ﬁ?’t‘j‘i’zi@ﬁ?{ﬁ ’ Eﬂﬂ‘§+ﬁggsz*ﬁ

i L & It i I b B et

2 2 RG> MBS - 20 mLifk @ﬁgﬁfﬁ?ﬁ$“4

RERHBEASC ZTSA » MHRE 1 Tl S -

W R W 2 M - L O MERREE 10 mL (N &Rt & g)

N X N BfEZE90 mL TSB * SHEUVNR100 CFU
3. R E LR AR R R A E IS - .
@iﬁﬁg{%ﬁ* FILE T CRIGRRE 2100 mL TSBIE Ry

o e, e G SEHEAE A30 - 35°C BEE RS
()48 EATRIRE © SRIIRE R AR IVEESHIRAEL * IR G
e 18 - 24/ N5 -
130-35C > =3H -

) St BB W RN
(9 6 4 B T PR < 30 - 35°C 2B Bt TSBH: #E R 1 mL%ﬁ@Ab‘
<5H - MacConkey broth 100 mLH - & 242

S Ik 4 =1 A . e - 440Ciﬁ bz 24 - 48/ N[5 °
4 EREEE IR 3mt£fﬁ“% béﬁéﬁ%ﬁﬁ
- e et P - . actLonke o B
% o R R DL PG T AMacConk Y 30 - 350
b - Ny VA —d iz N acLonke agar ’ N =
B AT B R T BT yag

" i o e R EFARE 18 - T2/ -
MR8 - B mfs - JIBER DR \ u .
SRS R 4. AR AU e (F R IR R I IRl - o



(T[]
Okt
R
I
ﬂi
&
il

SZHTE

184

-

Z [ TRIBEES ] www.angle.com.tw

RSV Ul

17 Lifihg b B - WERlRm i
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SR BRI A RREEEL - HA 0]

SERN 5 Tt — A EE R DARERY -
(B sk A BT i

1. ZEU O MM 10 mL (N &M=
1 g)#fEZE90 mL TSB * HEUNA100
CFU.Z #k IR A7 B BRI #2100 mL TSB
TE R[5 1 B - B30 - 35CHEE
FEETHR18 - 24/ NI ©

2. Bt TSBESE W K A B E I AR B R R
Cetrimide agar * B30 - 35°CEFEFA
BESER18 - T2/ N -

3. DAFR R EU A i e Ryl MRS IR -
17 btk s B - W HERD R IR .2 S
M o

4. PGB R A EESL - B0
SERR T8 Tt — A E I DARERY -

RHE

8 R B K BT AT BB R R

71.09.29% & 225239819457 /N E H EANS

T R IGAR B AR IR AR - HIF |k

VIHEBCAN5#E5%100 CFU/mL (g) °

TF SRS SRS HFEI T -

10" CFU : e K A[ 232 B V& T B 80Ry

20 CFU
102 CFU : fe K Al 8252 B V& TP il B (L 80
200 CFU

10° CFU : fix KR 5252 B & T B B E0Ry
2000 CFU - % [Hh A8 #E

R

— ~ HERETE Ko

B 15 B 5 R RS AR a2 B
FFRlRERT6R(E B - Bl EHeT
5R) - AEE SRR TR E 205K - AR

5 5 B AE 3R vl 58 I B 15 AR i 23 5R 3 AT
B R E R E33.3% M 34.3%(FR— K
FT) o IEEBAT - BIGH BT
TS - DAEEMG R 2 (51F) - ERBIE(2
th(E—) - BIFHBRILFHE36HEM
DIBIE 29 -G 5% % 5 Wi A 7HF » (RFF R
GF) ~ HARGH) KBF(14F) () © ik
TR RERy - 2R BbT -« 2R ZEREE - BOR
A 0 R B R - B I B IE DA
S (S1F) - BB EEREIE KB e i
alE (B 1R 5 B IG F RR  As S IR R DS F
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hEt
4 A AIRE R AT
B OE s RE LU WRIEE Rars bl
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Coker M., 2005. An assessment of microbial
contamination during drug manufacturing in
Ibadan, Nigeria, Eur J Scientific Res. 7: 19-23.
Mugoyela, V. and Mwambete, K.D. 2010.
Microbial contamination of nonsterile phar-
maceuticals in public hospital settings. Ther.
Clin. Risk Manage. 6: 443-448.
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Microbiological Survey of Oral-Gastrointestinal Gels
and Suspensions

YU-CHI HOU, HUEY-JEN DUH, CHI-CHIEN TSAI, KUAN-SUNG HUANG,
LI-LIN HUANG, CHANG-WEN CHI, YI-CHEN YANG,
SU-HSIANG TSENG, DER-YUAN WANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Oral-gastrointestinal gels and suspensions are non-sterile products. They are used in the treatment
of peptic ulcer, inflammation and other stomach and gastrointestinal discomforts. In order to ensure the
safety of medication, this study aimed to investigate the microbiological quality of these products in 2017.
A total of 43 samples (7 oral-gastrointestinal gels and 36 oral-gastrointestinal suspensions) were collected
from hospitals, pharmacies, and manufactories. The microbiological quality of non-sterile products were
conducted according to Chinese Pharmacopoeia Edition VIII published in 2016 and announcement No.
398194 of the Department of Health of Taiwan. Based on the regulation, the total aerobic microbial count
of gels and suspensions should not be more than 100 CFU per mL (gram) and must not be contaminated
with Escherichia coli and Pseudomonas aeruginosa. The results showed that total aerobic microbial
counts of the 4 non-compliant samples exceeded the specification limit (non-compliant rate was 9.3%),
and 1 sample (2.3%) failed to comply with their labeling requirements. To protect public health and
medical quality, these results have been forwarded to the local health authorities. Moreover, the suppliers

were requested to recall their products and correct labeling mistakes.

Key words: oral-gastrointestinal gels and suspensions, total aerobic microbial count, Escherichia
coli, Pseudomonas aeruginosa.



