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Study on the Sterilization Parameters for 10 kinds of Culture Media Stated in Chinese Pharmacopoeia
(2010 Edition)
LI Yan-chang', CAI Zhi-he',LU Mian-fei', TIAN Liang', WU Qing-ping’, LI Xing'(1.Guangdong Huankai Micro-
bial Sci. & Tech. Co., Ltd., Guangzhou 510663, China; 2.Guangdong Institute of Microbiology, Guangzhou
510070, China)

ABSTRACT OBJECTIVE: To study the feasibility of 10 kinds of culture media used in pharmaceutical microbial limit test stated
in Chinese Pharmacopoeia (2010 edition) autoclaving at 121 °C for 15 min. METHODS: The performance (color, pH, sterility, the
growth-promoting activity, antibacterial ability, indication) of 10 kinds of culture media including Modified Martin Broth medium
were tested after autoclaving at 121 °C for 15 min or in the parameters from the product instructions according to GB4789.28-2013
and the requirements for quality control of culture media in Chinese Pharmacopoeia (2010 edition). The quality of the media were
compared after autoclaved by different parameters. RESULTS: The quality of the media which were autoclaved at 121 °C for 15
min were equivalent with the media which were autoclaved by the parameters from the product instructions, and their quality met
the requirements for quality control of media in Chinese Pharmacopoeia(2010 edition). CONCLUSIONS: The sterilization parame-
ters of 10 kinds of media in Chinese Pharmacopoeia (2010 edition) can be adjusted to be autoclaved at 121 °C for 15 min, the
quality of the media remain stable after autoclaving.

KEYWORDS Chinese Pharmacopoeia; Culture media; Sterilization parameters; Performance test
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AR A BRAF .
2 FHik
2.1 BEHFRERELESH

HBUCM,~CM,, 10 Fils FR 5L, K5 543514 200,500 ml,
Ay % 121 °C 25 JEZE VR K I 15 min (S0 A) AR G Ak 35 5 5L
i UL A 3R AER KA SEB (W3R 1) T X T A3, A
QPR 2P THEAR .
2.2 BUHIERNE

(DT bR (E3E GBI « KBRS IR A WA R 57
FEHMI . (2) pH DI AE « KB I 7 25 °C TH JRLG I 52 45 1 7 3

- 4372 - China Pharmacy 2015 Vol. 26 No. 31

[ pH,
®1 RESH
Tab 1 The sterilization parameters

ik KIBHA KB4
CM;,CM,,CM;y 121 €15 min 115 °C.30 min
CM;,CM; 115 €15 min
CM;s,CM;,CM:, CM 121 C..20 min
CMy 115 €20 min

2.3 EERIE

F A B 2R K S UL B 1 B 2R 385 5 30~35 CHI
23~28 CHATHEFE, 7 dJ5 AR IR KRG FR LR M AN T E A4
AR RS SR SR AR A, LRI A (B 2%
K SHA I 5532300 TC R AR
24 EYFEEENEK
241 BRI R R Ak S SRR T B IR B
RHA |, T 30~35 CHEFE 18~24 hy FLRIALS bk 73 R T
R T BBERNE |, T 23~28 CIEFR 3 dJE, A LA TR A

T ER K B 4 B & TR 4 50~100,500~1 000 CFU/ml %
R .
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Tab 2 Results of color and pH of media after sterilized by A

and B parameters

% pH
s p— ABH BB - ABH BAA »
[ I m [ 10 1 [ I M [ 0 0
oM, HiEE WE W 62~66 630 631 635 643 640 645 082
M, kHEE HE W 62~66 625 620 630 638 636 640 033
™M, £ E{) %1 72~74 731 728 733 735 733 736 047
CM: %M1 E40) 4! 72~74 725 721 720 732 730 728 049
oM Baf Rk R 65~69 673 676 682 670 682 6.78 0.65
CMe  HEE REE i 72~76 728 732 728 731 728 7.26 1.00
oM REf REE WL 54~56 554 548 558 547 544 552 0.74
CM: Wl kb WEA 58~62 610 612 602 593 6.03 585050
oM, BEE e Wi 72~74 730 740 725 735 732 728 024
M, KEE  REE W 70~74 713 700 719 723 720 7.6 0.44

T N BN || B 7 s N e

Note: I , II and Il represent different batch numbers
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TR L (P>0.05) . Z5HFRM, A SCIIER 10 A% IR AR
HER 4328 A B SHOK AL PR 15 573 A9 SN (835 B pH 3
FFAFREZER , R B 255
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Tab 3 Results of productivity and selectivity of 4 kinds of

solid media after sterilized by A and B parameters

P s EREtiialine
B i PR, bt ABH BAH »
CRUML fgfsls 1 1 M 1 01 T
™ EME 56 P07 138 135 126 131 L19 109 048
AEEHKE 68 106 099 096 097 090 086 092
M BfE 56 b0 L7 121 125 107 131 119 028
A Sk 68 o 086 074 086 080 073 089 0.94

T >100 G<l1 00 0 0 00

oM AfEHkiE 68 P07 088 090 097 080 08 091 072
PR 58 092 087 084 087 085 089 030
Ld1iF 56 098 092 090 088 093 091 033
fEh% ) 102 105 LI 106 L2 Lol 084
KIsAid >0 6<l 0 0 0 0 0 0
SREHERE  >100 0 0 0 0 0 0

M ABGHEE 68 P07 094 084 107 092 102 103 042
BT 58 091 097 LIl 104 LI2 100 036

e LI AR RS

Note: I, I and Il represent different batch numbers
3.3.2 6 RIS FRIL R E D) IEREIIKSE R CM, . CMLo,
CMs, CMs, CM., CM; 6 Fh iR 1A 5 9% B & 3 it vk (b CML
CM; . CM. il CML 14 TIEHHE 35 8 oG e X B B 57 2 ) 28 A . B 28K
KA BRI A= Wy P REKTAH 2 - BRI AR LA, i iR 5
2;dE BRI #E CMs.CM, . CM. I AE KL BE 35 0, B bR TR 52
MR BRI, 6 PR IR TR ST 22 A B
SRR G R Y P RETE ARG AR TR L 4.
R4 ZABSHREREOC MRAEEFENEYFEERENIK

&R

Tab 4 Results of biological properties of 6 kinds of fluid me-

dia after sterilized by A and B parameters

o R
HA Ak Wit CRU/ ity peipiehs [ A?’g;ﬂ —— Bz;%z -
oM EME 56 fHEKET  WELWEAOERZ WELREAHERL
S OERART B DREEAT
ABEHE 68 W2 M2
CM,  KWBAH 84 fUEKREN M2, AR W, FRAHE
SREWERE >100 B WO W0
CM.  RBAH 84 AR W2, PR WD AR
CMs  HIER B 89 KR Ly gy
KIsA 84 W2 W2
SREWHRE >100 B W0 A
CMy  RBAH 84 fik ki WD A LUPRIDSn
DIKE 76 M2, EA WM, Tk
SWAFHRE >100 pHE MO WO
oM, EHROWERE 80 REKEL B W2
Mk sk 80 ThE 2 M2
N 84 il:Y) W2
R A 89 ) M2
de TV AR RFERA IS
Note: [ , Il and Il represent different batch numbers
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KESHEATT KGR LT . il ey , 224

N, X 10 FP IR BAE KRS H0CA 121 °C 15 min 558 N AT

TP G, B FRBER ORI A A K BB S I7F & 2010 4R

(P EZWYE . B, AR 19 78 B AN [R] 3557 3[R B 1)

B AT TR I 355 35 B 0 AN 32 5 00 R U A B TR, HL

AT LR, B T AR, S N R B SR L KA

PR T A MMERE .

S Tk

[1] ERAGMERS P EAREFE R —3R[S].2010 4£
J A s BE 2R AL, 2010 B SR 80-83 i 5%
139-140.

[2] HEFRDAEMRA:EZ LS A a4 E ZA7E GB4789.
28-2013 & on T AR A M F IR A A XN R ETZ
£ [S].2013-11-29.

[3] b S - B Rk S A V™ A 6 0 SR R RN S5 4 11
SCHGHTFE[I]. EAFF R, 2009, 38(6) : 750.

[4]1 A7, EOimg, S8, 4 S AR R L R K A
KR BT[], 8205 , 2003, 30(2) 1 42.

[5] KA, &FHR, FE, 4 25 M YRR s e R 9 5t
A TC i TR R A RO S0 TE (0], F B 25 %, 2013, 24
(21):2002.

[6]1 #0% ARAFE, 2Ha . A R 9 K B 125 J0 B G 56 /e
i AL TR B IR LR SE R [J]. B 90 & 40 F 5 &, 2013,
33(7):94.

[7] FEHE ERR T HAEY ISR IR KR A
Tl )] 5 E 5 ,2011,22(13) : 111,

[81 A, XS0, B IR, 4F R 287K T A8 K A ISR )
A PRFFFE[0]. o B3 A 5 2% &, 2012,29(8) : 682.

(91 IHJ6E, XUAL 24 b JC T AR 5% 25 56 K o 4 T 9 v 36
JF[T]. #0025 52 ,2012,24(10) : 67.

[10] XA , oS3 , T IA - 15 35 i O T 1 R s (A1) 14 ok 4%
[T 15 T 42,2010,29(5) : 205.

[11] o WS K D TR X TR 25 R 1 2 [J]. 8 Ak 2 5 2
&£,1996,11(3):125.

[12] BRI m F K BEX IR B0 0 S [ A A 22 558
i, 1995,31(5):389.

ik H#9:2015-01-27  f& (8l H #:2015-04-10)
(il X )

(PERR)ZE —RCCSE PEZINEARBT, WiDiGHE . 1T5E

- 4374 - China Pharmacy 2015 Vol. 26 No. 31

THEZI 20154855 26 55 31



