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Abstract: Objective
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To establish a microbial limit test method for Qilian Jiangtang Tablets. Methods Dilution method, plate method
and membrane filtration method were adopted for the suitability test of counting method of Staphylococcus aureus, Pseudomonas aeruginosa,
Bacillus subtilis, Candida albicans and Aspergillus niger. Precisely 10 mL of 1:10 and 1:50(m/ V) test solution was inoculated into agar
medium and liquid medium of casein soybean peptone respectively,and FEscherichia coli was inoculated for the suitability test of control
bacteria. Results The membrane filtration method was used for the determination of the total number of aerobic bacteria(1 :10 of test
solution, m/ V), the plate method was used for the determination of the total number of mould and yeast(1 : 10 of test solution, m/ V), the
plate method with the amount of culture medium of 100 mL was used for the control bacteria test, which met the requirements.

Conclusion The microbial count method combined with the plate method and membrane filtration method can effectively remove the antibacte-

rial effect of microorganisms in Qilian Jiangtang Tablets,which is conducive to the detection of potentially contaminated microorganisms.

Key words: Qilian Jiangtang Tablets; microbial limit;bacteriostasis;counting method ; quality control

FEE MM F TR YT 2 RUBE IR , A A R L Ih
AR DR, i IR 22 FH T T8 B bR 28 25 1 N A, 22 i
HAME HEE R R G EE TP TR
FH W2 B, IR IR, 0055 R, oA A A A 5 B
i TP BE R AR I R A0 B Lk SRR D S A BT
T FH X 2 BE P RN o 22 M A A IR
BN 4 v (R 2 B A AL R ZE AT I R R A IR A
SR LA VR T (EX Rk T R SR RS LF
FTHRIE 5 [0 P IR ES A I 04 8 0] A 2t B 7
AIHIAVE D B S KSR 5% FR FE B 22 PPk
PR A 4 8 (o 25 R AT ) R 2 [P Mk A 1 CAn K 3 A
VAR B L R R M AR
o 25 RN e EL S S W 2 W) B A T A 1 o AS A
8 R UM B0 v PR ot i 7 5 1 I3k A i ST
9%, BN TR RERE B TR P PR S AR A IR
PRI .

1 UFEIRBEEK
1.1 {ug8

TE2101 - L % H5 7 K ({8 B Sartorius 23 7] ) ;
SPX — 150F — T 27 A AL R5 7240 (i R BN #8155
A sMI - 150 - T AVEE B R FRA (i 55 R4
AR T s GISOTW 7 37 20 i FE 78 77 K B (R T 18U
IS A FRS T ) ZWE — 110X50 B 6 35 55 46 7 4 ( |
VAR IR0 M AL 1 1 A PR 71 ) s MZ - 301 AL Bl Ak 4 PR
JEAX (UM 25 LA B A BRA F]) s BXS3F AL sy
Wi 24 (H A Olympus PR 2%t ) ; VITEK 2 Compact
4= AN 58 S 2R T R g (ks (12 g EEL 3 PR gy
HBRAFD
1.2 X%

EEIEREME i (o #R R Bl R 2% B ff JE B B, L5
20191201, HLA% N 4F H 0.56 g); pH 7.0 T E AL N -
W22 P 0. 1% B [ R 22 v (0. 1%  Peptone

FE—EE L, I AR A, PR IR, ARG @A B A nkek, (8 -F154)732502948@ qq. com,

CBIEEER RS,
52

B KA, 8 ZAEBT AT WA B A, (B F 12 4 )40257199@ gq. com,



2021 4F 4 H 20 0 %5 30 E:55 8 1
Vol. 30, No. 8, April 20,2021

China Pharmaceuticals

- AREAT -

Inspection and Test

Buffer) | [ % K & R B NE (TSA) 15 75 5L I ER K O R IR
T (TSB) K5 7R 3L V0 B A W B 1 77 3k (SDA) K5 3R 4% |
F B 9L R (MacConkey Broth) 1% 3% 3t | 42 FR 9l 35 iR
(MacConkey Agar) 85555, ¥ [ Lo =25 RHEF R
] E AL R RHRE AL 27 S BR A R o
1.3 HE

S WO A ER T [CMCC (B) 26003 | 4 43 B 8 i B
[CMCC(B)10104 ] A& 27 4T 1 [ CMCC (B ) 63501 ] .
M8 2 Bk B [CMCC(F) 98001 ] ., 22 fh 45 [CMCC(F)
98003 . KM IR A B [ CMCC (B) 44102 134 piy H [ = 2= 41
AP B O BRI
2 AEEER
2.1 MEWITHAEFLE
2.1.1 ExRfUERERE

Fiz 2015 AR R AP 24 i (DU ) DAk oy IR A A vk
A9BSR AR I T S A TE 35 °C 8555 72 h 55 1A MR
WEAE 25 C R EFF 120 h, Y KW EL ; B 75 Ko ph s
HIAE 10% efu/mL VAP o 18 B ME, I 1 = Gt
65 21 B VE B — Al A ot BR A B VR B0 /B RO BR A B TR
B, EEE 0.5 ~2. 0 JLFEI .
2.1.2 HRRERHE

BTV < 5 4 0 (0 R 20 B AT R 2 AT B R
FRLTAT | 1€ B B b T AR T o FH I 7 A R ER K s 75
AT < 10* cfu/mL Y TR ; B 28 il 2 0+ FH o AR 3
ERAKINA 0. 05% F111Z4E 80 il B & F it < 10° cfu/mL Y
TR B ZMABER SR P 1) & TR < 107 efu/mLe

M A FRBUEER S 10 g, L pH 7.0 T AL
B — B RS A E AR BRIV, PR BR 2 100 mL, £ 45 °C
KB FEIR YR 20 min, B IR ST, i 10 10 45
T o B i 7 T 20 mL, Jin s SV 80 mlL, il B 1 : 50
P o
2.1.3 WHFFERAERE

SEIMLE < B 1= 10 A3l S 5 0y, 430l in A 24 i
e 5 B R TR AR, Al I R B TR <
10% cfu/mL, AE A5 20 5 75 B 1 VR SR At i X A2
PR BRAH, DARR BE R AL A 5 W, 43 I 5
T R o SR IR 215, A B 1 mL B 2 A AH Y
TC (90 mm) 1, 43 BT TSA, TSB,SDA K ##3
48 L 4 000 ) 280 BK T Rl BT ZF AR B AT Bl R
0.5~2.0 GBI 1« 10 AR il 5 VRO I R P AT 328
ST T P 5 B T RN R B R BOT B, 2 FR 6 T (el
FUAEYIHE 0.5 ~ 2.0 PN, 150 BH B 1 RN 2 BF B 1 50mT R
BRI PR 1,

PR B 12 50 SR 6 1, HEST-IMLVAHAE 245
TR0 P 4 € 9 A BR AT R R 2SR TR [RTUAC L (B A
2 (BT RE 0.5 ~ 2. 0 Y Rl UE B FR B T AR A5

*1 FEH.EE.BEBEAHHRARSER(FIE/ HREE/
HIEETEE, n =3)

Tab.1 Pre —test results of the determination of the total number

of aerobic bacteria,moulds and yeasts(plate method/dilution

method /membrane fillration method, n =3)

A% % (cfu/mlL)

" L
AREHHRA(TSA)  3/29/%9 0/0/0 80/86/70  0.04/0.34/0. 84
BRBRERE(TSA)  50/72/65 0/0/0 83/89/73  0.60/0.81/0.89
REFRAFH(TSA)  10/30/44 0/0/0 63/68/53  0.16/0.44/0.83
H&AKE(TA) 39/45/42 0/0/0 58/59/9  0.67/0.76/0.86
2wE(1s4) 21/31/25 0/0/0 40/41/30  0.68/0.76/0.83
6 8&A4%H(SDA) 40/49 0/0 58/59 0.69/0.83
2 E(SDA) 30/34 0/0 40/40 0.75/0.85
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Tab.2 Results of the suitability tests for the control bacteria of

Escherichia coli(n=3)
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