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FRIFME AR (TSA) AR EH HRA(MAERNA) B %8, FATBERAA LR ek F H14 SFYX - G(1:10,g/mL),
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3G A TSA AR B, LR A ER, FABRASLR, AR LBE AR AR s BA AR R A B,
B 3t TSA #54 % B =D FE 2 A1 4 0.95,0.97, 3 K F C, #t.C, 345 0.70,0. 64, SFYX - G(1:10,g/ mL) & B4F F Az % (1:10,g/ mL)
AR pH 39K T 6.4, 42 #2369 Lk 2 AR 42 C, A= C, 36 TSA Eag=lic R % 0~0. 28,39 Rk 2] 2020 F (P B 253
(w93 )R (0.5~2.0) ; ALK IR WM FE A 0.74~1.35, 547 10 Z 3K pH P HHAMAEADRES ST Ew, LiEEE
Tk BN A R AT AR S MG R B AR IR P R AR ) B M e B H BRI AR R B R AT AN A, A T R
Ak,
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Analysis of the Reasons for Transfer Failure of Microbial Limit Test Method of A Low -

pH Traditional Chinese Medicine Preparation
MA Xiaojuan ,WANG Wen,ZHANG Yazhen,LI Hui®
(Shaanxi Shengdetailin Biosafety Technology Testing Co. ,Ltd. ,Xi'an,Shaanxi 710065, China)

Abstract: Objective To analyze the reasons for transfer failure of microbial limit test for a low — pH (< 6. 5) traditional Chinese medicine
(TCM ) preparation. Methods The colony counts of Staphylococcus aureus on four batches (A, B, C,, C,) of tryptic soy agar (TSA) from
three brands were recorded , with the control medium as the reference , and the recovery rates were calculated. Test solutions of SFYX - G
(1:10,¢/ mL), SFYX = G (1:100, g/ mL), Ganteling Capsules (1:10,¢/ mL), and the mixed fatty acid glycerides (1:10, ¢/ mL)
were prepared , and their pH were measured. A test solution of Staphylococcus aureus was prepared and cultured on the four batches of TSA
from three brands. The colony counts were recorded , with the bacterial solution as the reference and calculated the recovery rates. Bacterial
solution control, neutralizer control and negative control were set up in the experiment. Results The recovery rates of Staphylococcus
aureuss on TSA batches of A and B were 0. 95 and 0. 97, respectively, which were both higher than those on batches of C, and C, (0. 70
and 0. 64). The pH of the test solutions of SFYX — G (1:10, ¢/ mL) and Ganteling Capsules (1:10, g/ mL) were both lower than 6. 4,
and the recovery rates of above two test solutions inoculated with Staphylococcus aureus on TSA batches of C, and C, were 0 - 0. 28, failing
to meet the standards of the Chinese Pharmacopoeia (2020 Edition, Volume IV ) (0.5 - 2.0). The recovery rates of other test solutions
were 0. 74 — 1. 35, which met the standards. Conclusion When establishing a microbial limit test method for low — pH traditional Chinese
medicine preparations , attention should be paid to not easily changing the culture medium brand during daily inspection and testing after
determining it during method validation. If it is necessary to change the culture medium brand, the method should be confirmed and reviewed
to avoid method transfer failure.
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PR ) 118 [0 SC 3 A 38 1) 2020 41 i € H ) 24 34 (U388 ) YA o
(0.5 ~2.0) 1M 5 56 78 0 W — ik 55 TR R I 1 5 e 0k
o HERAS B RV S OC AR S R R T
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1 #e

1.1 {4=8

MJ - 78A B4 [ Bl 5 e 28 1K T i i AR I 2%
W < 1 > AR ; XYS500] % L K F (i N
FIEHFEAEARAALKEHRNO0.01 g); HFsafe -
1500LC %! B2 A=) % 44 (15 7 B B2 AU AR A BR 2
")) ; LRH - 250F B4 A= AR 15 55246 ( Bl — R AU A
RN F]) s PHS = 3C R pH i ( FHEAL R RF =AU IR A7
FRAF]D .

1.2 iRz IEFE EH

25 SFYX - G(4lk A, L5k 20230816) 5 /B4
RS (P22 25 A PR /] L #4524 20231201) 5 1R
A Ne 7 R H e (B ) (R kA 25k A7 FR A ]
4524 220901 ) 5 HARR Y R 40 Hr sl /K A 4tk

TSA: i A (35 o 231120) 5 8 B (it 5 K
240718A10) ; i J§ C (C, It 5y 20231130, C, it 5 K
20240418) ;% B TSA ([ £ 2 i S i 53 e, it 5
41135025 - 202406) .

W Al . 4 35 W Staphylococcus aureus [ PR & 4 5 N
CMCC(B)26003, 3t 54 9a6 — 1, [ H [ £ 5 24 5 ks
EMFFEBE |, T AR B AR A 5 2 48 (i B T4 2020 45 b
e [0 28 ) o 8 7 3k 0 SRR B TR A < 1 % 107 efu / mL
F1 <100 cfu / mL I ER) .

2 HEEER
2.1 EHFREER

pH : 4% 40 J7 FREC BE 6l TSA, 121 °C, 38 #4 K 3§
(15 min) J5 ¥ 41 % 25 °C, >R pH 3T E 3 4>t 4 41t
TSA ) pH, H & 3 1K, 45 A 7] 5 i TSA 1) pH A7 78 2
S, B CAR bR AR 25 57 LR 1

G 4 T DA 2% AR AT 2020 4F B¢ [ 25 M (DU 35 ) )
I 1105 30 A Wy R G A 5 1k, 25 4% 4 I B AE TSA R
A A AR I o SR B L, B T i < 100 cfu / mL 9 4x
T PR | mL AR O, 23 S EUE] A 4% TSA 5

®1 BRETSAKpHMZELR (n=3)
Tab.1 Results of pH measurement in TSA from different
brands (r = 3)

ESE 1 1 2 3 X
A 7.32 7.32 7.32 7.32
B 7.16 7.16 7.16 7.16
C, 7.05 7.05 7.04 7.05
C, 7.32 7.32 7.32 7.32

XFHETSA, 30 ~ 35 ‘CH; 57 3 d, iC 3 F 2 B v 4, 1153 1ol
WA AR = A TSA 1A BR & &R / X IR TSA LA B
VR 3R, B A5 TSA SF- 3 M R ik b, HL il i
A B TSA B <5 T 013 A A iy Tt b C L (R A R C
AR TSA Z [ 22 5 A o TR IL AR 2,
K2 BMETSASHBAERFHREKELER (n =3)
Tab.2 Results of colony counts and recovery rates of Staphylo-

coccus aureus in TSA from different brands (n = 3)

TSA & hf A5 # %4 (cfu) RS X
o 1 49
2 50
3 66
A 1 51 1.04
2 45 0.90  0.95
3 61 0.92
B 1 57 1. 16
2 39 0.78  0.97
3 65 0.98
C, 1 34 0. 69
2 37 0.74  0.70
3 45 0. 68
G, 1 31 0. 63
2 32 0.64  0.64
3 43 0. 65

2.2 HikimEm

HER R4 BUSFYX - G B RS #4510 g, TR
A8 W R H R 10 mL, 55 5% R 1ILALTR 80 H A5 i
AACHNE A R ZE v (pH 7. O) AR RS, 23 53R 1 10 3t
W (g/ mL, FIA]); IFHCSFYX - G (1:10,g/ mL)
W R 1 100 a0 , BIAS 4 Fh itk

HEVE pH I B 3R A0 RGE 5, SR pHI T
W H A 3, BOFAIE A5 R SFYX - G(1:10,g/ mL)
KR R e (1:10, g/ mL) K pH ¥K T 6. 4 (7]
RERZ I SRR PR IR ) o PR L3 3.

T A T SR 0 < B4 P 45 9. 9 mLL,
FHI0. 1 mL & B < 10% cfu / mL 94 %8 6 R,
PE R B 1 — 4 405 BUR 5% B 11 AL TE 80 1 S Ak 4l
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=3 HIXBEpHMEER(n=3)

Tab.3 Results of pH measurement of test solutions (n = 3)

KR 1 2 3 X
SFYX -G 1:10 6.35 6.35 6.34 6.35
SFYX - G 1:100 6.96 6.94 6.91 6.94
BRI E1:10 6.12 6.15 6.09 6.12
ARSI R H B 1010 6.94 6.92 6.95 6.94

EEHEZ B (pH 7.0)9.9 mL, /il 0.1 mL & &
i< 10* efu / mL 7% 4 58 81 PR ARV, VB A rh FGR X BE; [
9. 9 mL S AL BA 2R 1 R 22 v (pH 7..0), /N 0. 1 mL
0. 9% FAANER RGP, VE R BIPERT BR 43511 mL,
ARG I, 6 42] TSA, 30 ~ 35 “CH535 3 d, I 5E 47 14
[, T A 3 R 450 SFYX — G(1:10, g/ mL) K s
REHE(1:10, g/ mL) HERKIRCAE S C Y 2 4L TSA Tl
WCR PRI (0~ 0.28) , HARKIIAPR (0. 74~ 1.35) .
k4,
4 MEHRKEKRENELSR (0 =3)
Tab.4 Results of recovery rate measurement of added bacteria

test solutions (n = 3)

ESER KBk =A
B C, C,
SFYX - G 1 0.89 0.92 0 0
(1:10,g/ mL) 2 .30 1.32 0 0
3 .05 1.09 0 0
X .08 1.11 0 0
SFYX - G 1 1.23  1.18 1.35 1.28
(1:100,g/ mL) 2 1.03 1.15 1.07 1.12
3 0.97 1.02 1.05 1.03
X .08 1.12 1.16 1.14
B Rk 1 1.03 1.05 0 0
(1:10,g/ mL) 2 0.92 1.23 0.25 0.28
3 1.03  0.92 0.11 0.22
X 0.99 1.07 0.12 0.17
A IS B o B 1 1.03 0.8 0.74 0.82
(1:10,g/ mL) 2 .15 1.05 1.09 0.93
3 0.92 1.07 1.05 1.12
X 1.03 0.98 0.96 0.96
o e 7] 24 7R 1 1.05 1.03 1.05 1.02
2 1.00 1.00 1.03 0.97
3 1.03  0.95 0.93 1.09
X 1.03 0.99 1.00 1.03
T b < 8 1 0 0 0 0
2 0 0 0 0
3 0 0 0 0
X 0 0 0 0
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BT A T 25 R R SEY X — G RE S (kW R
K R AR T O] A B TSA L SEER R 12 10
PERIROT VAR, 4 80 B8 1 DR T 35 51 1. 00 247,
T A 4 5 BT 9 TSR LR 0, B SR AR5 2K, O
I B G L S50 5 43 ) DA o M I A B R TR T A
I T B P AR R e 2 Ok R IS8 ) b2 5k GR A
15 % H IR ) 55 SEYX — G RE b7 % FE ik 56 5 K60 3 4
FE AL pH A 34 SR TSA JEIF IR A o3BT o 25
RN, 3AFE I DL 5% 1L ALES 80 B H B il Ak
1:10(g / mL) LT BR D B 5, T 2F A BHE A IR
05 1 Yk i (A i ) el FH 3 1l R A TS A 4 7 6 2 24 i
PR, SFYX — G JBRE R e B2 A 8 A LB 1Y TSA 4 i
VR IPDSCR AT G 2 OISR T FH R C 1Y) TSA ANFF 522
SR ok —25 R B, 2 Frb 245 4 50 A e M R 10 10 AR
pHEIFE 6.0~ 6. 4 (IR YE) , # B 2 1: 100 B pH A T
6.9 ~ 7.0, LHHE A A C 1Y TSA BEATIA 56 A BE 2 2
SRGEFXF LB G, DA TSA 1 BE 43 A, ] g S 34 it
TSA it A7 FE— 2 1 25 51, FERE SO BIURRE , R AR,
FERE Sl AEAE TR AT B0 PR [0 8g 3 56 B D) 2 3 30 1
Ko FE S AR BE , th 25 I o B S %, A P AR AEAR
() i 85 A 400 P D, AN AR B A T3 5700 A 00 43 Xk 4T R
ELHEII A, R B 3 2 I AE J5 70 v 45 WK 25 Z2 F ki 43 40 B
YER B ZRA RN BT -8,

L R IR B RN T A e IR AR, K2
PRRETE 6. 5 ~ 46 “C(fid A KR E 37 °C) JepH 4.2 ~
9. 3(dxidi pH Ky 7. 4) A K A2l pH( < 6. 5) 1Y
R T SR T L S B € TS A 4 7 1 1] i AR 4 i A
Z— o R T 24 R AE S A W R A A T T R
o 5L 5 S8 TSA it f o A5, i i C(C) pH A A1
2020 4% it 25 3 (DU ) )3d T 1101 T B e A vk 3 22
RKTEJT TSATE25 CHIFEI pH N 7.3 + 0. 25 Al A il
i B B TSA 4 0 T 1191 34 SR I 3k, i jt C 19 2 41t
TSA HER  H B ETbRE T BR AT LB, L C
B TSA AH HE T 2R 78 2> L RAE 5 = 25 B A BR A /AR 1
TSA, A B ZEAAF B L T A R RS MIBCR B AR,
53501k 88. 2% ,67. 0%, 89. 7% AERFHR 0 A b, il
FH 34 b LR TSA 22 580K, b [ 2 3) Xof 15 95 563
PR SR N B AR 0 30 R A A AR AN
— RE T R i R B B R R A R A A
DY 247 B R S ] 24 LR T Z i g ik ok () 355 32 4R
X HR I 75 5 e [ 24 ) 45—t ] v £t 24
FEWF ST B 0 0 RS 57 A S 2 R VTt B 77 Bk 1Y B
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U 7E o 2 ) RSk (A 1T v 5 T B A 2 T
W AR 25 (ICH) — BT, 75 % 58 s G 5 5 o i
J2 il () E B

T Ty PR A A B L i W 24 ) I, T
FH A 96 0] R T AGE 56 205 SR 1 e T 50020 07 ik 5
WERT, — AN 2 R FH R[] i B8 3% SR A7 e X, PRk
FEST I 7 VR AN — S BRI R T R R LA R R B
KN ZEG T R IE R AN i 5 7 VA A U BC R dhE e R
5% 3% o ] R T 5 M A A 0 4 SR ) A 2 R ]
AP YA I i B ) 45 5 A RS SRS R, T
FRUON T i AT i A e el ) R SR A T, A
SR O H8AH IR M BESRAI5 5 4 o (B8 FH 067 7 30 WA it
Fie B E 2 ORI A A A S ARV ZE =
BB R s T 4525 5%, S8 pH BT S BAL 4 b
AL P BB 1% 22 5, o eRT [l A 1% B % 50 i R R 7 K
AN 2E SRS 0 HORE S A TR M TS YRR R — i
143 T B S5 0 G A [) TSA 35 35 BT S8, A g #AE
o AR 22 S AR N R T BB & S B 0 45 AP TE 2
S o 25 il 245 Ao 7 W 35 35 A, B 5 K e A5 0 2
] 24 ) R IS MR AR o, I8 T 5 IR G AR IR
Al LS R W A 4 0 R IR O o A R R A ) % [
TG AR DA, 1N T8 5375 B 2 B A e 11 52 i)
R, sl B IR e 22 5 B R 45k R A
[vi) 3t G 118 5 M 100 o X6 2R FH 8 A 57 A9 O v B 48 s 97 3
F4) , e T B 48 1 % LA 7 35 T R A A 0 T A AU o 47
B I BL O AL, XTI pH BB — @ MRS PR
FE b, B 7R T PE AR AR T 3% 57 LA B A R 1 IR S
SRR , 2020 4T i € H 1 227 34 )38 ) 1105 AR e “ Ak
B FE F 5™ i & A AR AR R BE S M R 5 25 R 1RO
0 T T AT A MRS RN A R R B R A AR
AR R B, X R R ot o, 5% 35 i RS B 4 v i
SR T R A RO R, R AT AE S RN kG
TR IE Hh H B DR A T) o R A 7= o T A 1 21200
PR UE RS oS I (9 A7 280 24 S 22 Ak

ARHIRGE W AFTE LT R B , Bir e B A pH rp 2Y
il 70, B AEAS 7] i R 77 5 2 R) sk A W IR R G A A A
i 2% (0 TS S5 1555 A0 E 224K pH A 2 155 F— 25
BB, I3 BEIE B00Z 2 24 it A S A 0 PR A A T vk I
G B0 G v i B AL

25 LR A pH b 24 i 700 sk A 0 IR A A vk
ST, N R IR I A BB, — Ly 1k SR i A A
FRBL R, TE B H 00 A B0 A I Hh 1 o8 FH A ) 5 R A B
IR R IR I T X T R AT AR A, Lk A
TR I
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