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Applicability of Microbial Limit Test for Metronidazole Gel
FENG Lu',CAO Min' ,NIU Xiaoshu',ZHANG Shuli’,BO Dawei’
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Abstract: Objective

microbial limit test for metronidazole gel. Methods

To investigate a suitable method to eliminate the bacteriostatic activity of metronidazole gel,and to establish a

According to the Chinese Pharmacopoeia (2020 Edition, Volume IV ) , the

recovery test of five common bacteria was carried out by the conventional method, neutralization method and membrane filtration

method respectively to observe the applicability of the microbial limit test for metronidazole gel. Results

count [1 :

combined yeasts moulds count [1:

The total aerobic bacteria

10 (m/ V) test solution] and control bacteria could be detected by the membrane filtration method, and the total
10 (m/ V) test solution] could be detected by the conventional method. Conclusion The

established method can be used for the microbial limit test of metronidazole gel.

Key words:metronidazole gel;microbial limit;applicability test;membrane filtration method
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P30 1 vl 2 R R A B
2 FHEEER
2.1 BEHE

PRIV < 45 HR 2020 45 Rz 124 e (s ) )t s )
1105 & 1106 ZE3K | B b A 5056 1 268 15 37 5 i il B vk
FERI TR
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2.2.1 FHECFIE) KA 3%

RN R4 EIP: G T R S WUR A W | RS 2
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Tab.1 Results of the recovery test of test microorganisms by

the conventional method

4 H % (cfu)

A A - B
RIA ARATRRAL AR SR AT R4
RGBSR 72 82 0 0. 88
EEEH HRA 0 52 0 0
HEFIRMHE 0 50 0 0
behkH 71/78  81/80 0/0 0.88/0.98
ZwE 92/94  83/93 0/0 1.11/1.01
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Tab.2 Results of the recovery test of test microorganisms by

the neutralization method

s A3 (ch) Bki

" ien mudmn thRARENE BASAEA  ABA  PHHAREIA
RaRERE 8 ) 1 0 1.4 0.9
ARBEHRE 3% 3 4“ 0 0.64 0.79
REFRAE 0 (i 46 0 0 0.72
qEAKE 0/ 9091 8/80 00 096092 LO4/0.88
b 0195 80/% 8/92 00 LIS/LOL LO8/0.9%
2.2.2 HEIRERE

g 2.1 R AR S (0. 5%,
1. 0%, 3. 0% GRREE ) 45 507, B4 9. 9 mL, B4, 7
SIS R R 0. 1 mL, A s i & T A K
F 100 cfu/ mL, BUE &, 242 0. 45 pm JEPEE L, DL pH
7.0 JCHE AL AN — B RS P b e E I, B g
U 22 R 1 K 5 TR Bt g i 7 2k Ko Vb FG ) 7 W Bl By R
BB 30 ~ 35 °C R 20 ~ 25 CIGFRAA T 55
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$£0. 9% FALINA I (5 0. 5% BRBREE) , i pH 7. 0
Tow A AEH - ARSI (300 mL) , HEAT 5 P50
o I, 4 2R LR 4.

®3 UREEIREHEFAFEOKIKESER
Tab.3 Results of the recovery test of Bacillus subtilis by the

modified membrane filtration method

RBREKR AHE AHE(cl) BRI
280%) (b))  HBA BERNRA ARNEBA B4 ArRa
0.5 0 81 64 0.17 1.27
300 4 76 61 0.89 1.25
50 59 80 57 104 1.40
1.0 0 66 64 0.17 1.03
300 4 60 61 0.70 0.98
500 5 05 57 0.96 114
3.0 100 6 6 64 0.09 1.03
300 36 63 61 0.59 1.03
50 55 68 57 0.96 1.19
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Tab.4 Results of the recovery test of test microorganisms by

the modified membrane filtration method

, AH% () BRI
B B —— " - ”
BB BRANBA BRRENBRA ABANRA ARA BRRTRA
BRRE 1% 76 0 9 1.25 121
ki) 109 7 0 9 1.26 119
3w 84 0 9 1.04 LIS
S 15 I 23 0 U 1.00 0.86
5y 0200 M 0 3 115 0.94
34 50 0 60 0.98 120
BEFR 1 W # 0 51 0.93 1.19
#H 10K 55 0 62 0.87 113
3w 60 0 62 0.90 1.03
L% I | 9 0 9 0.98 0.99
19 9% 0 % 0.93 101
3% 7 0 i 1.04 1.07
ZhE ol 48 0 54 1.2 112
P | 64 0 7 1.09 112
30 84 0 83 0.89 0.99
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TR B ) i W A B R IR T I 6 4%, B4 9. 9 mL,
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Tab.5 Results of the recovery test of of Candida albicans and

Aspergillus niger by the plate — count method

W it AH2 (k) Bt
"k hen miima RRafRA ASRAEE 2BA ARANRA
EL% 3 I 3 0 48 114 1.37
100 39 0 I 1.2 110
;8 45 0 Iy 1.07 1.00
2HE () 38 0 36 129 0.95
15 I 0 3 1.07 0.83
308 ) 0 3 114 0.83
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RS U8 B AV IV 10 mL, DR,
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B ELR R REHE ST AT 2 A RN R R RSB T BO
HASTR A U AN ] v B ) v R3] 2R L A4 i 80 b A 5 2
FELAT R A A F 25 o K S S BO B R A 2,
FCR: PR AR Ao 0 0 o T ZE R AT TR AL DRI ), P T
AR R, SR ZEUE I, S 80015 1w L 8 Xt
I, TR 4 R B T4 5 T LU I A e

T (5% P A YR AT B 3 A %) TR B, 3 5% A
D7 iR AT ek o 1) 75 25 ARt A v TR 5 20 R A ik
XA P AR FE AR BEL O A 0. 5% BRIEREE I , AT 3E Y
B TVE B[R], B 305 8 A Ak o 8 FH T A 50 B
VSRR T R S R P B A (L S [
AN K, T R B A ) B s st T2 2) A
pH 7.0 &Ll - EABZE MRS S & E T4
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SRR, YER IR BR300 0. 5% Fl 1. 0% B, 155
B DI HG R 245 B b o S PR/ s B v, ol 1% il

72

B o s ke () BT B A, XS EE &2 B 0. 5% B R EE

TR A I Aok T 75 ) o SRR TR I L 0. 5% TR BEAE A

WS, 300 mL Ay s der , V5 Ay FH e 5 e v S ok 8 1k

MAAE.

TR 2 R P A I, SR H R T B R TR R IR B TR
BB RN AT A B, 6 SEBR AR b, AU A8 1 it
WA TR 3o i A5 B, ORI A S i T, PR A 7 5
PRI B R 50 [l SO 0, 6 i R AT R T B TR B4R
(A 7 T 30 o R A A

25 L i AR5 b R R B R B 5 A A S Ui
U (NI TR A HE SR G W) 4565 T8 BUITTE , DTN 3k 3 A i
Y E B o B 3 R, DR LA ) 38 5 AL R, 8 g
Je o A 0 o FE T s 5 e B B R P o iR T R
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