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Abstract; In order to analyze factors influencing test results and to explore thoughts on sterility test optimization, a
thorough comparison of sterility test was made among Chinese Veterinary Pharmacopoeia, European Pharmacopoeia
and U. S. Code of Federal Regulations Title 9. The results showed that sterility test in Chinese Veterinary
Pharmacopoeia was different from that abroad in culture media, cultural condition, media quality control and
method. Comparison and verification of these differences could lay foundation for the optimization of sterility test.
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B IR LA RS R IR T 2 30 ~ 35 °C, TSB B F Ry 1%
FRURBESE 20 ~ 25 °C, % T8 R L b7 6 7 iy 25 F A
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Tab 1 Culture media and culture temperature of sterility test

Hi R

AR — ———
TG TC(REEHNRMIIKE) TG( % 0.5% FHE) TSB GA oGV B G
35~37 C 35~37 C
] B 2E Hh ~
RN R 23 ~25 C / / B~ %23 ~25<C /
30 ~35 C 30 ~35 C
W N 25 L ~
WMy o0 25 B/si20 ~25 C / 0~-25%C / /
OCFR 30 ~35 C , 30 ~35 C Je/5, 20 ~25 C K/ , 30 ~35 C K
Fe/ 8520 ~25 C 20 ~25 °C %30 ~35 C 20 ~25 C

TG i L BERRER it M1 57 5  TSB B O BRI AR 97 5 5 GA DS IUR BRI B 97 2% ;9 CFR 2 [l (IR ML) 285 Lt

3 ZTEREEFEREET
] P9 A0 TG TR AR 6 45 77 i O R A ol I 2 A R
TeEE RIS A E VIR A K RE

3.1 RHEAEK  (PEEZGH) BROK =R IR
YA E T 35 ~37 °C M 23 ~25 CH53: 7 d, (Wi 25
HiLy & 9CFR ZR ¥ TG 1 TSB 43 H# T 30 ~35 C
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FH 6 M o0 AR s il 55 0 B o o, AR O 15
i 5 AR O 2 B ) il SRR T R 5 R
28 e OCFR AH Fb /b — Rl 5 2R FFF B8, 4% 1
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I 50 CFU 1Y 4 ¥ €00 %0 3K TR | ] 2% {15 5 6 A
FhER o AP GA K53k, T35 ~37 CHiFE 3 d;
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Tab 2 Strains of the test micro — organisms suitable for use in the growth promotion test and the method suitability test

sl L Hh [ 2 R 24 9CFR
SO HIERT Staphylococeus aureus Vv vV vV
RN FHREZEHUFT IR Bacillus subtilis / vV vV
HE R ST Pseudomonas aeruginosa vV vV \
IR B Clostridium sporogenes vV vV \
IR E Candida albicans \ V4 iV

N |

PG Hh 85 Aspergillus brasiliensis vV vV V4
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4.1 EatyExERMEAN ERAEAERERE
DR VR 5, 75 TR A U8 A% 04 JC B AR B oA
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Tab 3 Minimum number of items to be tested and minimum quantity to be used for each medium in CVP and 9CFR

e/ MRS B B/ NBURE
ERTYIES
o S 24 9CFR o S 24 9CFR
AP BRI B R 2 mL 4 mL 0.2 mL 0.2 mL
BC BT LSO AR 2P Bt 2 mL / 0.2 mL /
Y Z JREACHN A TR T sh R R / 20 mL / 1.0 mL
DRV B R+ 2 mL / 0.2 mL /
PR =N i
Sk = . e KF 2.0 mL B
R BB S 2 — b R ffmjg ;,éﬁoomniﬁaféi 1.0 mL, A /2 2.0 mL it
" BT S AL T 10 Hi PR TV HL— 2 P 75 490 43 0 422
R Fit TG 1 TSB
JEAEE R T 1.0 mlL i 1K
N T poioy '
L FOmACE o 2 — TR, A 10 EEFR R 1.0 mL; 0.9 .

BF 5 AL T 10 il HE/NF 1.0 mL B IRE

U N EY)

(RN ZG ) v TETE RS0 BN A i a0 e D ik N EBUR A M BB g RS L Rigik
UEE M E AL IR X T BRI A R, (0 WAk e i ) /N ARG B R e/ BBORE 24 7 8
PHZGHL) B AT - B i R Fe e fE AT R 4 A s BlE .

R4 (BNZR)HmE/NMERE

Tab 4 Minimum number of items to be tested in EP

piilEi A= S e/ NG
- AEat 100 A 10% (HA/DT 4
T 5P 751 - it 100 fHR# L 500 i 10 3
- 1t 500 G 2% (EAS R I 20 (2% KA i MR 10 )

- S 200 IR

- #id 200 5% ABADTF 2 )i
- SR A RN 1 S/ P e s 10 |

FNBEAT A

S T 55 A )

- ANt 4 4
A A [ A - T 4 MEAEE 50 R 20% HAF 4
- B 50 2% {HADF 10 il

URRANYE BE AL 7 it R DU T e A AT AR 5 U R R A 00 e SR S T R R 5 R AR SR B ) 1 A ARG e B T TR A IR T T
i od ai
K5 (BUMZR)EmE/NEE

Tab 5 Minimum quantity to be used for each medium in EP

2T FE e F/INEURE £

-/0F 1 mL FE S a0 2

Witk - 1-40 mL AR — P AARDF 1 mL
- #3d 40 mL A8t 100 mL 20 mL
- 81t 100 mL L 10% {EA/DF 20 mL
- A~ 50 mg R AT

Ik - it 50 mg AN 2 300 mg FERLRE R — 2B AT 50 mg
- it 300 mg AR5 g 150 mg

-85 g 500 mg




- 62 - HE B2 2k 2021 4E 11 F 45 55 445 11 0]

Chinese Journal of Veterinary Drug

5.1 iRk EFEREALEAEIT 0.45 wm,
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2250, My B AR S AR R B TR 25
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