ST BEEETHEE -

244

Bl
il

Z [ BB ES ] www.angle.com.tw

nnEEYINETEEE R 4 © 244-250 2013
Ann. Rept. Food Drug Res. 4 : 244-250 2013

FREERIT R I EY ZERE (1)

i

HIER

Blam EEE

R E BT bt

W B

RFEL THRYEEB AN IR

01 P R 2 1714 - A

o3 2E O b OBT R 7 ik AT RO 4 4h 48 B (total aerobic microbial count) + KIGAF A
(Escherichia coli) ~ 7% I'l KAT 1 (Salmonella) A %% 7 14 118 14 42 ¥ (total combined yeasts and
molds count)Z AR » dEAR B BE A N B RO wn R P AR R A AR KGR AR
PIRAF AR EARREEATHIR » BRI P HERGEBY TSGR - 75 - REEFH A

BB RN EREAREY » HaAAHREL  ZARBAIFAHL -
BOAT IR RS A M RE A B AR ARG RS RAATHEEHM

oy R BoR LA
VEBATHE X 54 -

b 844F

RASEE : PRERE - FRMMEYRER - KEEE  PPREE - BEEREERER

Al

EERESEZE - BN EREIFREHZ
BEM B A - BRI A Y 4B R T ZE Y Ak
SEERHABESRLE  BEEELMETR
EMPERGAEGE LR -

FREEERIP AT o ER A B Gl B B P RO
i) R i Y o (e R R A 7 kL R B 5 B
M E B 2 MUk B BUE R KA AR A AL
FRPR - SRR SE R TR SR BE A DL /K B - i
Bk BIERREHETEZE SN - ZEHEE
R B 2 B A Yy B 2 R R S P e (A A B
A Pt DB BB R A ) B R R -

TR AR 58 H 9SHFE REPE/E N HEF 2 H R
IRy 2 IRESYE - HAYTER BEHIEE 5 B IR
28 B A% B R A S TR )R B (total aerobic
microbial count) & EBUREFEIET » €595
RN D SRR R BB R AR ) IR A
994\ DT 1R 5 TR i B ) S T I AR P A
LR KRR PP RER 28 - 100654

5OV R SR B DR R A BRI (10075 IR TR FF A A
BRAAE VIR EARYE - MHE BRRME SRR 1014
THIHEERTEZRERE -

B 1 R SERCEAT EE AL A E VI R B 2 R DL
992 1004 [E]$13 h BERIH| .2 Sl AL VA T3
#HY FERETASRERFEEMEYREHE
Fl R (EEREE B R B o SRR
AR T0TFEIER 171 P SRR i - HAR B
FE 2565 1 1 A ) 22 L e B o B & 7 o B T
IS S I 7 2 o B e (R A B R R B
18 5 e B e T B R R B R R T AW
ZAE > AR Z i R N SR ML Y R
RATSGE LB - AHERR IR S EYIR
8 KIGHRERDPIRESN - 80 T B R R
R B bl - B R38R R B IR BRI A1 i
NEIREAEE - AT E AT TR R AT E
EH 2% o T REERCA R E R RO EE b
IEY) ARG DL - W T AR Bl s L B 3
onE 2% & KA eSS S E 2 g DL
HERERHEE L 2 -



BT BEEETHEE

il

Z [ BB ES ] www.angle.com.tw

245

rh BRI il AR Y BRI (D)

MEERTE
— M
(b B R

101 YRR A 1711 » BFEHRS R LR
fhBEE 7337 E) ~ PR REE
B S SO EE A 140 (B IR RT3 R R T IR
i BB 11 ) B 2 SR BBk BRI 844 (3541
IH) - ETHAEYRE -

(IR B R g,
RENMERE —ZRZBERERE
(Soybean-Casein Digest Agar Medium) ~ ZLI#
B # B (Fluid Lactose Medium) ~ E 7 HE g
R F (MacConkey Agar Medium) ~ PG
WS E B (Plate Count Agar) » fli{LEH
B2 H (Tryptone Broth) » FRELRT — B S
EFL(MR-VP Broth) ~ fiZE 5 KIS RRER =
F(Koser's Citrate Broth) ~ 5 i B e i e 1%
L (Fluid Selenite Cystine Medium) * PUf5ifis
P 15232 5L (Fluid Tetrathionate Medium) » /&
535 5 5% Z (Brilliant Green Agar Medium)
oo it 1 0028 5 5% 2 25 (Bismuth Sulfite Agar
Medium) -~ KU EEIZ R = A8 8RB 5
& B (Xylose-Lysine-Desoxycholate Agar
Medium) ~ =HE #3555 £ (Triple Sugar-
Iron Agar Medium) &/ [ IRAR B 2 (H A HS
(O E (Salmonella polyvalent somatic (O)
antiserum)5f# E BD (Difco™) » £ -
RESREHE —EERE & (Soybean-
Casein Digest Medium)i#EBD (Bacto™) » 35
o LA FHEEE RS & B (Levine’s Eosin-
Methylene Blue Agar Medium, L-EMB)}i# H
BD (BBL™) » E - B Ew A MEIEE
F(Potato Dextrose Agar Medium) 7 JH 1% 52 [
[LIB4ER S H Merck » 8B - HARAERES
J.T.Baker * ZFAFI ©

— - fRERaDE

(H)EZENJH R #5(INE600 * Memmerr * f2[5)
CEEBEEZ(YTM-BEIZA 2 HEH - BB

(EEREBFERAT » 5)
ENE IR E5E (Hipoint-740 » EB/{LE AR
NCIRES )
(o) B VE B RS (60 * 15 m * Greiner » f2[5])
(H)pHIHIE #(S220 * Mettler Toledo * #ififH)
(N EER I HE(P/N 66068 * PALL » E[H])
(5% A SE(GR-200 » Mettler Toledo » ¥ i)
(VAL ER 8 E R #M(VITEK 2 Compact °
Biomerieux * 7£[E])

]

= BB

(F SN Va5 7 ik
FEEURR6410.0 g » I ApH 7.2 K E 3R E H
B EREERE  F2ER100 mL o 1
H— R YR - KRR S B PR &
MHY1.0 mL » 43 BIE A (E I Z B
o SR A IIESEA LIS Al 45 C 2 KE
SREHE - EEIREREEE15-20 mL -
A TR - FIEA30-35°CHFE48E 727N
iR - SR HEHREE BN FVEBELE30
F300{f 2 & ETRHE) -
()P I s L (R R T E  B  1
HE R 8 47 S A Y AR B B L
- W REREDE R EERSE
ENHEREEEEEESESR  UHNE
1R R R T 43 B 20Rs20-25°C )2 5-7H »
ERGR R R TT %
LEU 65100 g » IIFLAERS R R 2 ER100
mL > BEHE > R30-35CHEFE 24248/
B BEMEMERBE - HEEEESE
CRE) - DR EE R - SR
RERFEREEEZRE - 15 (8
FA30-35°CES =24 48/ NI - B HE A
fe » ALK ISR R B R B EE E A
MU ER o 35 M AR T PR B R e A
e mAGRERZHE -
QERBRZERTEEREEG SRR
¥ o RIDLEETEER B A5 T BRIV 40 B Rt A
AL EEIESE R R £m| - nE - 1»



ST BEEETHEE -

246

il

Z [ BB ES ] www.angle.com.tw

RSV SR

30-35°CHEER24 2848/ N » BIZEHFTE ZSh

Bl B AR A EHY

218 AT 5% B v B EL B AT BE 2 R RS TR R S

WRETEEEIRE B ERE b - WR35°CHE

18-24/NF » DUl (1)-(H) A (Bt B M Vic

B EHERY - anptatEE e K ES RS

A PAAE (b B # E R A VITEK 2 Compact

LTI -

IMVICHERAIT *

(1)m5[38 B (Indole Test) : H SFA G
BEERE R EERELED B
BET - R35CHEE24 2/ NRRINA
] KL ve G BBl (Kovac s reagent) 0.2-0.3
mL - EEEERFE100E - LEE
BALEE - RIENIEE) > SRR ENE
(-) » RIGERE#EE HIENE - BIFRE
BE -

(2)8 3 G ER (VP Test) : H AR 8i5s
5 HL R A b B B T Y R ARL — B
KRS EL(MR-VP Broth)H » jA35°CHS
AT 2NN R - Ul mLESEIRE S —
ERECHET - A KEHBA
(Voges-Proskauer reagents A) 0.6 mL K EX
i CEAHIB (Voges-Proskauer reagents B)
0.2 mL%& » FIIADFFILEE (Creatine)
BRHCEE 2] BB/ NIRRT E - B
AL EE » IR &) BRI E R E
(-) ° RIGHRE R ESHE -

(3)FEEAT ZA BB (MR Test) © 1 L3k (2) EidRIER
Z AL — B RS BIRR35 CHESE
48 £ 2/ R - A FREERLFE R A5 -
EHCHES) - BRI EALE - BB IERE
(+) s BHIREE) - KIGRFERBIER
EE o

(4t 5 FR B M F &0 B (Citrate Utilization
Test) : B PG EEER & &R L
B B A A ZE A O B PR i I s A -
fA35°CREE96/ NG 1R - RHREEINE -
FyIENE(+) 5 MR ERE - AlRE
FFE(-) - RIGARE R EIE -

(VDR AR B i B 5 1%

1LEU510.0 g » NFLAEES R B 2100
mL B EEE 0 [R30-35CHEE 2448/
B BIEMAMAERER HEREESE
(E®) » AR G195 W DU IR
By B H B R 1.0 mL 28 o ik 1 B e e
BEERIIMERESEERE10 mLZRE
o R E A 0 R30-35CHEE12E 24/
Bt - DARREIRVH N O i - SR fE
RIERIBAE R B - TR iR E
FRGEBE R LR B IR R B 2R
T INE - BIER30-35°CHIE 24548/
Wf - BIZEEVE INEL - AR VR R R IR
gL & D P IIR R 2 FLE -

2B SR AND T IRER Y, A B (R BRF
DL e RS R = m R e &
HR o A35°CEEE 24 + /NI IR HHEL - HikE R
ERAEAERE  EfEEGEEE)
g - BRSEAEEO T wEEEE - &)
FERVWMIRRE » L Nl /=0 —
MRz -

3. A SERY B s T 2 EAR (O)PLIE &
Bo o AR IERCFE » RITDAAE (LA B 8 E SR A
VITEK 2 Compacttg fl3#1THERT °

EREET R

R EE I IR BRI - RIRIT B A
NS T B Rl S BEYE 2 RE | - %
N5 IR R A RIS E R PR
HAFE MBS EiE10° CFU/g - TR
B LM R MR B B SRS P R L B L R A
WhL o HERIRIZE S RETE - AFHE BN
T hlg o DUTfide e 5 e B R A S B
BB -

A 2 P EE IR 5 RIS H 28 R HHEER - i
BRI B RE S RR T AR S B S M FR RS B
FURF B 2 i AW R R A - '
T IR B S PR SR AR B R ] - SR HIS AR 171
fF - el AR IR IS R T AR E
Tl ) K TR R s ) AT B



ST BEEETHEE -

Bl
il

Z [ BB ES ] www.angle.com.tw

247

rh BRI il AR Y BRI (D)

x— 101 FHREEREREIPHEMRERER

HF E L PIRE R P B B B R
\ (CFU/g) (CFU/g) K PR
s S FEAE & it il e
far i (574 1 10 10 1o 0 10 10 iFE 5E et

XF PR BLE DAE

e DU DLE BPLE

B 3 1 2 0 0 0 1 2 0 Kimil K 3
B 11 1 3 6 1 0 6 5 0 g KR 7
wH" 73 16 25 20 12 0 31 34 8 KigH EheH 20
HEH(1F) 87 18 30 26 13 0 38 41 8

*HZERR B B A A e B RO B 5 R T AR R Rl B

IFEVEREYIRES - BERF R BB AR - KGR
B D PIRAR R 2 b i - Ry e b B S 2 I
Mo AR 1T TR EL TE A
Dttt A S A~ BB TER -

101 ISR R S R A S A B 71 - HLBLE H
R ITBEEEE A EOFRITMEY B2
HATELE - P E M AE B BB R DAEL0?
CFU/gbh % » £EHIE10° CFU/gH &I
ifi10* CFU/gbh FEER R A ERIE 134F + B
L B R U S A T e A i B - En
AAERIE10° CFU/g & B8 (11.0%) - T HZER
TR E R LA TE10° CFU/gPLR » 1014 R
S i S i B ) SR A HH T RE U 2 RIB AR B
PRRRREGEE) -

R—1GH - 4R 738 IR
Bl 72 53 B2 H 20K MR » #8o3 r S Bar | e
VIREEAE10" CFU/gPL BB 121 - (REETFR 6 i
FE(A-F) » RET - MipC kDS R aEart - 47
SN YIEEGEE10 CFU/gbl EESE3M »
EET5% - HLI S MR 2 B R B R AR S
{E#E3E10° CFU/gLL F(62.5%) -

535799 ~ 100K 10147 fif7 A= oy el B o 2 e 2
BlFREAER 99 K 100E VT S MM A Ve B R
10* CFU/gZ oy B F533.3%5221.0% » 1014555
16.4% - HZF NeEEE(FR=) - BRTEB L
BAEWMEVIRER » SMEHNRTEEZ HEE
IRAE B 2 S TAFERWE - #EAREES, B
A8 6 b I S B L3 vl 3% (H B TR Ay E
EHEE - FREPITHRE KR - DT g

KT N0V FERIE BB R R E Z L
iy S R A A ) B T R TR B R R

Wx WiEFEs >10'CFU/g >10° CFU/g

(%) (%)

A 2 1 (50) -

B 4 1(25) -
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99 5/48 (10.4) 16/48 (33.3)
100 1/62 (1.6) 13/62 (21.0)
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Investigation of the Microorganism in Chinese Medicinal
Preparations (ll)

YA-TZE LIN, JIA-LIN HSIEH, YI-CHU LIU AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

One hundred and seventy one samples of Chinese medicinal preparations (CMP) including Chinese
medicinal concentrated preparations and single herbal powder preparations were randomly collected to
investigate the microorganisms contamination during the fiscal year 2012. The total aerobic microbial counts
and microorganisms including Escherichia coli, Salmonella, total combined yeasts and molds count were
determined by methods reported in the Chinese Pharmacopoeia VII. The permitted limit of total aerobic
microbial counts, E. coli and Salmonella of Chinese medicinal concentrated preparations are promulgated
by Committee on Chinese Medicine and Pharmacy (CCMP). The results indicated that all samples met the
requirements. No rule of total combined yeasts and molds count, single herbal powder preparations has been set

yet. This survey was a preliminary study and would provide as a reference for the administration authority.

Key words: Chinese medicinal preparations, total aerobic microbial counts, Escherichia coli and
Salmonella, total combined yeasts and molds counts



