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Methodology Study of Microbial Limit Test of Xiaojianzhong Capsules
LIU Yanping , ZHANG Xiuhua, LIU Jinghua
(Heze Institute of Food and Drug Inspection, Heze, Shandong , China  274000)
Abstract: Objective To establish a method for microbial limit test of Xiaojianzhong Capsules. Methods Five common bacteria were
tested by the routine method and dilution method in the microbial counting method. Results Xiaojianzhong Capsules had strong an-
tibacterial activity against Pseudomonas aeruginosa and Bacillus subtilis. When the sample was diluted to 80 times,the recovery ratio of
all tested bacteria was in the range of 0.5 —2. 0. Positive bacteria could be detected by the routine test of control bacteria. Conclusion The

dilution method can be used to the microbial limit test of Xiaojianzhong Capsules,and the routine method can be used to test the con-

trol bacteria in the preparation.
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HZT - A600 74 —F K- (i JH 48 G Bk A 2 PR
A T]) s MLS - 3781L — PC B i3 FE 28 VRK B 2% (= Tl
R &4t 5 Class [ BSC BIA= W4 44 Gk ESCD 24
H]) s WGZ - 2XJ Y20 T 3 B2 4 B A (¥ Wy B A AN 3R
AR ; DHP — 420 A H #8585 5740 (b st ik ot
S 2% ) ;SPX — 1508 B4k b 35246 (b 1% 5
WA BRAFD
1.2 iK%

N e e A (BN A A 257 BRZA w4540 3o
20190801,20200501,20200301 ) ; [ & K & i B i 55 5%
B (TSA, #5528 190518) , Jif i K & 5 T 1R B 77 2
(TSB, #It5 4 190712) , ¥ [R5 %5 1% B i 15 77 5 (SDA,
Ht4524 190625) , pH 7. 0 TG P S Ak 4M 2 11 1R 2% op i (it
50 190206) , ¥ B U BT AR B FRA F
1.3 B

4 AR A BR TR [CMCC(B) 26003 1 Al 55 28 6L T 14
[CMCC(B)63501 ] il £ A5 L ff p [ CMCC(B) 10104] . [
B TR A [CMCC(F)98001 ], & il 2 [ CMCC(F)98003] .
KIG A [CMCC(B)44102], ¥4 A T ZR IR ILAE D)
BHEABR A 50 T R R 5 3 AR
2 HEE4ER
2.1 BREHE

PRI - T4 v (o B A Bk O ) A1 BT P A R 2 7
FER L R BT 15 5240, pH 7. 0 T S AL
R G2 iR B TE AN KT 1 x 10* efu/mL (9 1#
BRI IR R R SR, TR 0. 05% B AL Bk
80 1) pH 7. 0 JC I F Ak A 2 11 R 9% o i ol ok v v B
KT 1x10* cfu/mL 1Y 3 PO ERA R, pH 7.0
JC P AN ER (1 PRZE v B VR B KT 100 efu/mL
A TR

PEIR SR : URE S N A 10 ¢, i pH 7. 0 TE TR &
A AN B 1R 22 RV % T AR BE 28 100 mL, TR 5T, K
1:10(m/ V) BERAIAW; FH pH 7. 0 T S LA 8 R
ZEHRIL 1 :20(m/ V), 1:50(m/ V), 1:80(m/ V)
1) Z2 AL
2.2 WEMKEENE

RIGZH B 2. 1 IR 10 10 At s o i, 4031
S5 T EIE B 9. 9mL, A RIMA 2. 1R 5 Fp
PR 0. 1 mL,IRAT, 4B 1 mL AL, AT 2 4o

R 2.1 TR 10 10 AR A S
HOE LR, B 9.9 mL, 20 BN AGR I 41 % 1N A

BRI 0. 1 mL,JRAT, & B 1 mL i ASEIL, SE47 2 147

PRIVBONT A - UG 2E 6] L AR B 402 T IC i
W 9. 9 mL, AN 2.1 R 5 P& 0. 1 mL,
TRAT, A1 mL yEASEIL, A7 2 43

TR0 BRI RO a2 B A 3 L, R AR
b, e R AR SR BRI B R R AT R
32 ~33 C &M N TSA K538 72 h; (0 G2k i SR 4
T 33 ~35 C 4 N H TSA 1557 5 d; 55 W BB 5L
o, S ER T  B I E AR 23 ~ 25 °C 441 F 1] SDA 1
7% 5 WA G TR R, I EE = GRIGAT R TE ST -
25 [ X R 4 TR 5 80 /R RO TR A TR R 4 R
THEb e 2t fl BB TR SR B 2 A R R b YN T
0.5, FF LR 1 (R Hat ™ MR BRI b, “ A 57y
MR ZEAAF I, B S A AR, ST A
CAREREE , 2 2.3 4 [A]) o T UL, F BLTEAS BE T BRAE i
RS, Fa it — i .

F1 BEMEKBEREKL (0 =3)

Tab.1 Recovery ratio of test strains by the routine method(n =3)

Ha F4H Fusay
% A% #E 2R ahk  EZuE  ah  ZeF
20191001 0.26 0.16 0. 86 0.95 0.92 0.98 0.95
20190801 0.22 0. 15 0.90 0.96 0.96 0.99 0.96
20200202 0.23 0.18 0. 88 0.92 0.90 0.96 0.98

2.3 WMEMKRERRE

RIS B 2.1 F 1:20(m/ V) MR 5 AT,
S3E 2 LA T, B 9.9 mL, M HIINA 2.1 35
T R AR B R A R SR TR 2 FR RS 0. 1 mL, TR
5, 4B 1 mL i ACEIIL, PAT 48 2 o [FVE 28 1250
(m/V),1:80(m/ V)W

BRSO BT B 2. 1 R 1:20(m/ V) 9 HElah
VW 9. 9 mL, B ISR, A pH 7. 0 Jor S AEH -
ARSI 0. 1 mL,TEAT, B 1 mL FEACEIL, A7
22 R 1:50(m/ V)1 :80(m/ V) HER S

PRI TR BEZH - [R]85 B ™ PR VRO R 00 ik ol 4%
B R AR B M TR A R AR T 2 RO BRI 3
£ 1:50(m/ V)F1:80(m/ V)BT -

TRIE A TIRE [ 52 - 4% 2. 2 TR 5 kA o1 20
BEIRU, 1 A ot A o A PP B AT L3 A Al R 2 AR AT T
B/ T 0. 5510 50 a0, 2 HEAE Skl B 2 F T 1
B /N 0,551+ 80 Al , 3 HibAE Al 2 ol 727 & (o]
WCHEITE 0.5 ~ 2.0 YU, A7 G 25 R R I 2,
2.4 EHEKRE

PSR4 (A 41 B 2. 1 TR 12 10(m/ V) K5
B3 4y, By 10 mL, 4351 E 100,150,200 mL TSB 1,

FEEXT BB (B 4H) B 2. 1 TR 1:10(m/ V) ki
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®2 BBEARERERL(n=3)

Tab.2 Recovery ratio of test strains by the dilution method(n =3)

o 1220 #ikik 1:50 Bikik 1:80 Bk
] LiES #E A% i A% #E

20191001 0. 46 0.30 0.96 0.48 0.98 0.98
20190801 0.53 0.28 0. 88 0. 44 0.96 0.96
20200202 0.51 0.32 0.93 0.56 0.98 0.98

En AW 3 1, AR 10 mL, 435 # 100, 150,200 ml, TSB
H AR 2.1 R KR4 R 1 mL

BT HEZH (C A1)« AR B v A A ot T 0, 3
Al A 4,

R R A . Bk 3 AITE 33 ~ 35 CAM T iR
24 W' S5 L B A 4G HE BH R TR, 1 BH /DN R X R
Jo 1525 B TG AR A T L3R 3

®3 TEEFREGCREHERESER(n=3)

Tab. 3 Results of control bacteria test in different medium volume(rn =3)

- 32 100 mL TSB 150 mL TSB 200 mL TSB

5 A B4 C4 A4 B4 C4 A4 B4 (4

20191001 - + - - + - - i _
20190801 - + - - + - - + _
20200202 - + - - + - - + _
EirRTAAMERY, A TFREERED,
Note: + indicates positive bacteria were detected, — indicates no

positive bacteria were detected.

2.5 WEMREREXERAMERIE

XA At R AT IR 2R 0 B A A 0 PR B 25 2R
Tl A RCR AT 12 80 BLiah i i, 3 ILAR AL 5 Pl iRk
[FICEEEIAE 0.5 ~ 2. 0 i Bl A 42 i e R A R Bk
PP Xk B LA PRI T, A 5 2 ML BEOR S TR LR 4

x4 WEYREREREAEEIDXEER (FHEKEL)

Tab.4 Results of applicability verification test of microbial limit

test method(average recovery ratio)

#a K FAREH
®E - mg BE &R Bk ZwE ek ZeE

20191001 0. 98 0.95 1.01 0.95 0.96 0.98 0.96
20190801 0. 96 0.97 0.96 0.98 0.97 0.96 0.97
20200202 0.95 1.10 0.97 0.99 0.99 1.10 0.96

3 iFig

2y YRR A R 2 A B R R P — A E
BLIRY 2 S 2 U E s R B R ey R B
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