ERPRSK AU SE R TR AN A W B B Ay e v
HAF & R EERGERRF, ET 530021)

FESES R927.1 XHERFRER A XERS

DOI 10.6039/j.issn.1001-0408.2015.09.44

1001-0408(2015)09-1274-03

H OE R 2SR AReEnTRENGHRAYIRELS Fik, Fx LR BRE B EHITEE RN ERS, LA
FHEATFE A A B R A, IR R R R 2 AT R 19 A R BAT R AN IR EA S, SR IR AL F A Ae
BT HOR R ALEBAT I R, 2 RS R >T0% , 462010 (P B 25 )R AL . 19 AR5 69 S R M IR A B A4k
EH100%, %k HmR kLR TRAENZARLREIF, Prsedy kTR T HMR kL e TRAN G M AEDIRESE,
KGR e kIO £ TR E A MA MRS R R kLR

Establishment of the Method for Microbial Limit Test of Cefetamet Pivoxil Hydrochloride Dry Suspension
GAN Yong-qi,ZHU Bin(Guangxi Institute for Food and Drug Control, Nanning 530021, China)

ABSTRACT OBIJECTIVE: To establish a method for microbial limit test of Cefetamet pivoxil hydrochloride dry suspension
(CPHDS). METHODS : Membrane filtration method was used for the bacteria counting and control bacteria determination, conven-
tional method was used for counting the molds and yeasts. The microbial limit test of 19 batches samples from 2 manufacturers. RE-
SULTS: Membrane filtration method was used for counting the bacteria and conventional method was used for counting the molds
and yeasts, the recovery rate were more than 70% , which was in line with the requirements of 2010 edition of Chinese Pharmaco-
poeia. Microbial limit test of 19 batches samples was detected with the pass rate of 100%. CONCLUSIONS: CPHDS has good hy-
gienic conditions. The method can be used for the microbial limit test of CPHDS.

KEYWORDS Cefetamet pivoxil hydrochloride dry suspension; Microbial limit test; Membrane filtration method; Conventional
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Tab 3 Verification results of Escherichia coli test

SRR WL
TR A WrEe — WTERR  WIEC IR
(M5:120604)  (45:20121102)  (#5:120604)  (41t5:20121102)
Bl {4 feal bt edi ik
PR ERAL TRl fear iatd icatd
PipERERAL R jea) iR} B
MUG {4l - - - -
TR R + - + +
PAHERTERAL - - - -

LR R BN R IR Sk A L S IR BRI A —
TOHIVE R, SR JF I e 3, A 100 ml A w3 v T L3 B L
I o XA, SR P RS AT IR 1 T EA T AR AT B R
BRATTRAGCAS , R B A T R B T TR
24 HmhE

R 5 0 R A A 7 10 R skl 0 B0, 2R P e 7 ) e
B A 56 k) 2013 48 ] Py 19 bR 19 Sk 7 th 22 /g TR
BN TRGG , 25 RSB ARG R IR A, e S A A i
NS e (A R, ELRA HH B T ML, A6 R
100% .

3 it

S 00 At 55 1 A2 30 2o 11 R R A A 0 T A 1 Sk At 95
B TR 28T 25, LR A fig R R AU i A% 1 I A Sk A fh 38
Jo RAEEHURIS HEY . SRR SERE FIREFIAE TK, MR
B TIPSR N TR AL BRI RRE S A B B & i B e
—SERIAC, DR, AR5 SR FH i B 335 38 A 3 o 6 1
T8, LA G 2 9 S R B B T . TR AN BR T ASOR s o PR A
ARG, AR ER T X RBIRAFE PR 2R
BACEATEES BT TE T, th T ORSM Z FRE  E RPN
RETE KA AR A S5 , FEOG TEZ R . P, Pl L L

China Pharmacy 2015 Vol. 26 No.9 - 1275 -



S AR I B AR ERF ST

ERESUREHER L FEV (S NPEGAEREFTLTER, & P 52840;2.) A%k
BAERE, R Bl 528400)

FESES RI7.1;R283.6 XEAARERD A XEHS  1001-0408(2015)09-1276-04
DOI  10.6039/j.issn.1001-0408.2015.09.45

B E A ARIGRARTOREARERBELAS . ik RN EEE(TLC) B A P oy K35 F K5 %) H3k,
RAEF 6k th b A7 2 A7) R A & 20% A8 €38 (HPLC ) sk Al ) P oy KFr A K F Mt ira2m e, &R . K& 4/ 49,
%3 ) ARA G TLC B 85 FW, & B E3F; K3k 2 K E 004 3 K% 4 #) £ 2.41~38.6 .5.45~87.2 ng/ml i& B A 5% @ 2
ERFEAMAEZ(FHA09999) 45 EE AL FH KB RSD<2% ;-F ¥t el &5 5] 4 99.7% .99.5% ,RSD 43 4
1.9% .1.6%(n=6), %k ks @0kt TIM L BMF, BRBT T, THEASF IR0 AT 7%,

XER SF AT EEEE R SRR M EARE KR A, KB

Study on Quality Standard for Xugu Chonghe Plasters

WU Feng-rong', ZENG Cong-yan', HU Yu-liang', LU Jian-ye’ (1.Zhongshan Hospital of TCM, Guangzhou Uni-
versity of TCM, Guangdong Zhongshan 528401, China; 2.College of TCM, Guangdong Pharmacy College,
Guangdong Zhongshan 528400, China)

ABSTRACT OBIJECTIVE: To establish the quality standard for Xugu chonghe plasters. METHODS: TLC was used for the quali-
tative identification of Rhei Radix, Phellodendron chinese, Paconiaec Radix Rubra, Angelica sinensis, Schizonepeta tenuifolia and
Aucklandia lappa, etc. HPLC method was applied for the content determination of emodin and chrysophanol in Xugu chonghe plas-
ters. RESULTS: TLC spots of Rhei Radix, P. chinese, Radix Paeoniae Rubra, A. sinensis, S. tenuifolia and Radix Aucklandiae
were clear and well-separated; the linear range were 2.41-38.6 pg/ml for emodin (»=0.999 9) and 5.45-87.2 pg/ml for chrysopha-
nol (=0.999 9); RSDs of precision, stability and reproducibility tests were all lower than 2% ; average recoveries were 99.7%
(RSD=1.9% ,n=6) and 99.5% (RSD=1.6% ,n=6). CONCLUSIONS: The method is convenient, reproducible, specific, stable
and reliable, and can be used for the quality control of Xugu chonghe plasters.

KEYWORDS Xugu chonghe plasters; TLC; HPLC; Quality standard; Emodin; Chrysophanol
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