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Abstract

Objective: To establish a microbial limit test method of ZuoGui pills through the validation of dif-
ferent manufacturers of the same species methodology verification. Methods: According to the
general guidelines of 1105, 1106, and 1107 in Chinese Pharmacopoeia 2015, the experiments
were performed by using plate method and routine method to validate the aerobic bacteria, my-
cete, and saccharomycetes test methods for determination of ZuoGui pills. Results: The samples
from 2 manufacturers had inhibition to Bacillus subtilis, the inhibition disappeared when 1:50
plate method was used, and the recovery rate was over 50%. Conclusion: When performing mi-
crobial limit tests of the samples from 3 manufacturers, the plate method should be used for aero-
bic bacteria count, and the routine method can be used for mycete, saccharomycetes count and
control bacteria test.
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1. 51§

FE VAL R E AR AR AR 4 BE 5K S AN R B AL BT Ak, 12 R T TS GRE4
T« W \BEY o JTMBAMIE. LT PR, iR, MK, LZh. iZRE, Ml T\ sk A
B AEIIANE TR, AT EAA R, R, #iTEE, O8], BT b 3EE =AY
FAFWAEN, AT FKIBERHAEYRER S TRGE 2N ER, BAEKRIIE, BRX=AN X
(R S EEREB . K3 A B T IR 2 B B RV 1 TR 350K F AR AT R VISR BE A 2, (H X

FHRAFE TG, AT KM 1:500 “FIER 5 mL P45, B R 1:100 *FILEE, C T FKNFR
F 1:10 P ILERT HdE A7 T A VI BR B s 2 ﬁwﬁ MNTKWITE, AL BT FKE CJ KA —EER
M, TH A TR IR ES . ST A KA HRE T B R E, ARSON =N KK 9 it
FES AT AE IR FE VRS0, & — KAVt SRR, =N AL T EIIE
PERAKR, R FEAFRATES R AEL T FEAE A PR A 25 7735 2]

2. SEEEMH
2.1. {5

1379 AW 42 44 (Thermo), JA21002 HL K1 B-T Bl A A FR A 7]), ED-13A 7K ¥ #6 (Julabo),
Lab dancer JiE#7E & #3(IKA), BRE240 421k 55 7746 (Froilabo).

22. EFERMS

JI T RS2 B A i 7R B (1083591) ¥ IR i 0 B V0 A% 35 9% 2k (3106032) I % K &7 ik B I 5% 77 ik
(1901162) Vb I ) B IR 35 72 4E(1905062) « 2 FRYLIB AR 72 (1075425) 22 B3 e 85 72 5£(1069751).
Y T TR 3 B VR AR 5 7R 2 (1808062) S5 4T IH 571 2 M B 5 (180704) . RV V0 1] B 14 T 14 1 772 5£(3304013)
ACHE RS R B SERH R 2h Bl (180524) . DA 3R IEI T AR IR B IR A A

2.3. Btk

K W 3% & W& (Escherichia coli) [CMCC(B)44102]« % ¥ t & 4 Bk B (Staphylococcus aureus)
[CMCC(B)26003]. i & 2F ft #F B (Bacillus subtilis) [CMCC(B)63501]. [ {4 & ¥k B (Candida albicans)
[CMCC(F)98001]. 2 {5 (Aspergillus niger) [CMCC(F)98003]. Z U155 ¥0 1 1H (Salmonella paratyphi B)
[CMCC(B)50094]. i £-E 5 il [ (Pseudomonas aeruginosa) [CMCC(B)1010413504 5 A E € i 24 i As 7E i
Fobt, ML NLE, EHEEH LY FRE.
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24. HH

3 AR 9 AR, T RS, AT K35 18030030, 18030048, 18030044), B %
(L5 18090901, 18070702 180605), CJ ZK(Ht'S 190110, 181101, 190101).

3. TWHZEEER
3.1. BRHIE

Fe (P EZH) 2015 AR DU M3 B R A4 IR R, 0.9% 0 B A AL BNV R A& TR 1A
J7 8 FH PRI T FH % T A B VRO B 9 10°~10* cfu/mL, 3281 B ke 25 77 938 FH P a6 i P % 81 o T8 25 7
=4 1 mL KT 100 cfu.
3.2. HHAEHIE

HUAR S 10 g, DRJRRAS K SRR ES 256 2 100 mL, HARAGRS), 12 1:10 B, B 1:10 19
PARBOE B, D0 BRI K G RT3 70 AR 1:20+ 1:50 APt

3.3. BT EERMRE

3.3.1. iREE4H

B “2.27 TURN PR, $R90 BOR (R AT S &, BE L RER T8 2 BB N 9.9 mL,
YR €217 BURMISBEW 0.1 mL, B 1 mL {ENSFILA, SPATERAE 2 ANFIL, InAAHR R FR3E, )
ERIHP I EES, SR RIE 1 2, K3,

3.3.2. BiExERE

B “2.1” T RHI& B W 0.1 mL 2RI R] 9.9 mL JEE K G RIS E T, B 1 mL EANFILA,
SPATERAE 2 AP, IINFH R B TR, W ERP VR, SRR 1. & 2. £ 3.
3.3.3. ik AR

B 0.9% 7 B SACENAR 0.1 mL I AE] “2.2”7 TR 9.9 mL A4, B 1 mL yENTFILF, AT
BEAE 2 AP, IONKH RN B 53, W R R I E S, SRR 1. £ 2. £ 3.
34. HEARN

TR ZEL ¥ 7 59 8 7 50 — A o L 1) 1 38 B 7 )

- (
FHRRIE A = BT

3.5. &£R
351 ESEAETRRERIIER 1

Table 1. Pre-test of recoveries of validation of aerobic bacteria

F 1. FEEAFERMEARE E Y E

I = fits Jrik: SO R R CEESEE ] Tl G SEHUAT B Bk i

1:10 0.7 14 0.3 0.8 0.9
A 18030044

1:20 0.7 1.9 0.5 0.6 1.1

1:10 0.7 1.3 0.3 1.0 0.9
B 180605

1:20 0.8 1.5 0.3 0.7 0.9
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1:10 0.6 1.6 0.7 1.0 1.1
C 190110
1:20 0.7 1.6 0.8 0.7 1.1

M B2 1T, BL1:20 (IR, ISP ILVERS, AEETHEE AL B | SRR B A B 2 M AT B i 3 s 8
M, ZHEARES A B WA TTEEE . B 1:50 BERR0Cr kst A, B ) 545~
(AT I, TS R .

352 EESHEBIREERR 2

Table 2. Recoveries of validation of aerobic bacteria

F 2. FEEAFERMEREE R

I fits Jrik S & R LIS B 2E AT R H SRR g

18030030 0.8 13 0.9 0.9 1.0

A 18030048 1:50 1.0 0.9 0.6 0.8 1.2
18030044 1.7 13 1.1 0.9 0.8

18090901 0.7 1.2 1.0 1.4 1.2

B 18070702 1:50 1.2 1.0 0.7 0.8 0.9
180605 13 1.1 1.1 1.2 0.7

190110 0.6 1.6 0.7 1.0 1.1

C 181101 1:10 0.9 1.2 0.7 1.1 1.1
190101 0.8 1.2 0.9 1.2 0.7

BB 2 0, B 1:50 BEER, FSPILERE, AL B K &4 S BIAR & EkE 3 Ualié i E i
RIE 0.5~2 THEN, Fik AL B KMFEABEFETH 1:50 FIEKGE, CJ KM FHEE AT 1:10
PV AG Y o
353. SEMNBEEERERRR3

Table 3. Recoveries of validation of mycete and saccharomycetes

3. BENBESEER MR R R

I fits H &S ERE it &z

18030030 L5 0.9

A 18030048 1.2 0.7
18030044 0.8 1.2

18090901 13 0.9

B 18070702 11 0.7
180605 0.7 0.9

190110 1.2 0.9

C 181101 1.0 0.8
190101 2.0 0.9
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B2 3 L, HBU1:10 AR, P IRy, A& RRE AT 2 B R 3 U6 A RIS A 7
0.5~2 W W, RIFHIX =AY RKEEEAMEEREE TH AT 1:10 “FILyEKE 2 .

3.6. IFRIERESFERA MRS
% CPEZGHL) 2015 A8 i Y F 30 4 ) e e ik AR, S5 R LA 4.

Table 4. Test results of the applicability of specified microorganisms

4. ERIEARER MRS

Tirf A 2 45 22 O P PN 7R WA
IS AN 10 mL 100 mL 100 mL
E P HE 2 Ak Ak AR
I3 1 %ot HE 4L KAEK KAEK RAEK

M2 4 AP, A SR IE R A5 2 B B . R R A B VDT TR B R B A W] 235008 10 mL. 100
mL. 100 mL,
4. Wig

TR =ANT KB 9 A HAE Y IR AR A VA E RS, AL B SR 2 VA AL A B 2 A
FHEA —ERAEE, TFRBETHECRM 1:50 MLk 2 BRAmBE e, 025 B S0 BF T A2 ) B Ve 40 B 1t
AR R AT E IR A B . C [ A 2 VAR 75 AU RRT . 25 B S B T A 6 T 2 TC e
P, SRV ERNER AT MR IR A A . W R BC 7 AR, JRATRIN, KR T LR BE[4]— ke
Zi4h, HAl BT 20BN, R, AL B T S R R FR A BT 8 BT 1 ) e ER
R—IRAGHEEH —ERF. 9%, RWATAEIRAL T h b 2584 ok RIGETT  SF R A FA K,
WA R SHAEHREAR . EPRRARA —E Rk R, XIFEE—DIE. EidX—km
W], B—, MR ChEZE) 2015 FERRPUE 1105 A0 i EVIBR R A B0E
5E » AN T EIE D BE TS A 5 1 2 B3k R SR AR AR R ) (I BEE AT T 05 v A G
PR AR I 1) (AR B PR AIE 77 V25 RO U PR g R B A AR, B AR Akl ot IO A e e st
RS R T B LG A P PR E SRR RS AR [S]: BB, AV B [ KT ABEITHEONEA R ER R
I KRB BB T, RREM 1:50 “FIE, XEEAMUBER D> TAER, BRI, T H R
FEOAG AR T B E D B =, S VARG I 0 A 2 AT R B, AEREAT H R B
SR TR R, T2 R AT B AT B A D9 T SR T B O R S0, 2V ROKEAL, B
X% 7K B AU AE B2 LA, i) A (R I — MR O AR RERS T8CE. 10 min 724 FR#EAT 509, AR5
RORBL, BREABEEHII AR . IRER, WARNER . SR, 7R R A2
iR ), RE s A H BRI AR R, SR m A AR A T R R TR, AT
I Rtz = i i, SR A N i R B B VRO 5 AR A

SE WK
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