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[Abstract |
method .Methods Ten nitroglycerin ointments of 1 g were preheated oven to 45 “C for sample , and added to conical flask which

Objective To establish and validate a method of sterility test for nitroglycerin ointment and validate this
containing melted span 80 ,polysorbate 80 sterile mixture and sterile glass beads , and were shake after mixing , the sample fully
emulsified by adding to 100 ml 45 °C pH 7.0 sterile sodium chloride-peptone water buffer . According to the method of mem -
brane filtration , bacteria and fungus in each membrane with 300 ml pH 7 .0 sterile sodium chloride-peptone water buffer flush ,
the bacteriostatic activity was eliminated .Results By the method validation , nitroglycerin ointment sample group , negative
control group were sterile growth , and test group in each filter of the test bacteria compared with control groups were growing
well, so the samples had no inhibitory effect or the antimicrobial effect would not take into account .Conclusion M embrane fil-
tration was reliable ,which could be used for sterility test for nitroglycerin ointment .

[Key words | nitroglycerin ointment ; sterility test ; validation of the method

B H T R 32 28 B 70 A TR H i RE ELAE A
st T L AT AR RE A P L iR 2R RE A 22 S IE A9 F-
HUAA AT AR b 058P 1 LA P et R/

1 S

1.1 E  GHP-9160 &Iz K = d e 16 5% 552 48

MAEEH L, H6SCrkRaE™ " AR H s »F 3R
JPATSE PR A B i s, TR B RS R
FMEE B TIRIT T2 I A% 5 1T 248 1)
SEMR AL FRHEIRYT SRR k2 .
FEHR (P I 25 80) 2010 A7 R B SRS TR 2™
TN AR TN PEA T T A A IR i T e
E L DARIEIZ T B BT 5tk . DRI 2 H L X
iz H M AR TC R A I TR ST IR TIRIE

[(EHEB N ] W50 2500 05 7 17 . 259 53 #T . Tel . (0591)
22859963 ;E-mail :1qt-010@ 163 .com

(EEE ] KRt whb . EEZ00 1 14 ST . Tel: (0591)
22859459 ;E-mail :s0hotd@ vip .163 .com

ChMp—fERHEA FRA D DHG-9145A 1Y B3 il
ISR HAR (LI —ERHA BRA R ) SW-CJ-1B
R TAE & RN gL ) MIPS-150 AL
PR FRAR (LIS 25 SE B e B A PR 7)) W -6 TETR
R A R B ARBH A BR2 F]D, LDZX-10KBS
RIS AR Z8R K Ay CHIF R B aetl) ).

1.2 XEEA W HE S O AR
(Staphylococcus aureus ) CMCC (B)26003 ] (% 3
) AR B (Clostridium sporogenes ) [ CMCC
(B)64941 JCF 4 AR A FLZFAUAT R (Bacillus subti-
lis LCMCC(B)63501 J(55 3 R0 s FARTR A ( Candi-
da albicans )[ CMCC (F)98001 | (55 4 %) ; M4 il &
(Aspergillus niger )[CMCC (F)98003 J(%5 3 1)



2 A

2015 4E 5 25 A% 33 4545 3

254 Journal of Pharmaceutical Practice ,Vol .33, No.3,May 25,2015

2R M B ( Pseudomonas aeruginosa)[ CMCC
(F)10104 JC38 3 1X) .24 Fh 4 2 44 £ b 245 W A 360 o
PRt

1.3 A smir ARUGRE T H B E IR R
TR IR LS 120417), B FRBUIGHE F= 3 (it 5
121224 ) BORLTAABEIR RS 77 45 (5 130221) Bk R
T RS (LS 1211282)  IHERFUMERE 3R 3 L5
1204192), H &% B & b 8 3 g 3 7 & Gt =
111201) AL+ 75 % 56 = B i Bl 1% 77 3 (it 5
131124)F1 pH 7 .0 oA AEN-28 RS il it
1212132) ¥y bt = 2RI A A ml it

1.4 5 MR HMECE GRS 15 ¢+ 30 mg),H
R XA BB e 2 R ) = i

2 FHiEEER

2.1 ARHE

2.1.1 RGO A AT ER T A S M T L A B
SEIAT R BB R SR ) 5 R N R R b
A= SRR AT (1) 3T S 5% 5% ) 28 0 £ T R 5 I AR i 97 3
H 28 307~35 ‘CHiF: 18~24 h J5 A Bk i+
P11 ml+9 ml 0.9% JoREALENIATR 10 f5Ri R =
10 °~10 " 4EHCH 50~100 CFU /ml 435 Bt
B H.

2.1.2 EFESERENHERE TR E R DT
Fedrh 25 23~28 CHEF% 24~48 h J5 A RETH
WA FEY 1 ml+9 ml 0.9% JoESUALENA TR ,10
fEfBEE 10 ~10 7 AIEECKH 50~100 CFU /ml,
TS TR

2.1.3 EFRIMEN S RY ER R DT B
RlfEFE R % 23~28 “CHEFR 5~7 d )5 JBURH
FERNEIREFEY) I 3~5 ml 0.9% TE ALl
FOFRERE W A TR 1 ml+9 ml 0.9% CHA
AR 10 fERRFR R 10 ' ~10 7 40k 50~
100 CFU /ml AS0& s H450es

2.2 BHREREE BUHAE 45 CRIHELS 10 32,
BESZAREL L g JINZE SRR GREEAHEIE 45 'C)5 ¢
A4 80,10 ¢ R 1LIALR 80 TG 1R TR A 9 AN JC I B 55
BRIGHETE b JRIZUREE JRAS 88 mA 45 ChY
pH7 .0 JCR A G825 H K 28 s 2 100 ml, il
P[RR AR P SN n s K

2.3 BERRBAE BHREIERERE RS 10 2,
2.4 FERIESE GEREER) SEOHER
TR 2 AR R AT L B 2R AT O A AR B L Lk
PR RN BE TR < B A ) AR A B A P 4
JE e pH 7.0 JC I SEAL AN 1R SE

W24 300 ml #ske EEYR 100 ml AR IREE ihidk 75
JG— KPR A NTF 100 CFU i8530 18 L1
U8 K REFRIE 100 ml INEPER 5 55— NUERMA
[ AR b 0 3 K 55 i R B M B R 3R
BT IR el e iR % 35 d .2 H R, 45K
SO PA R, IR MR 1,

x1 ZTEWREWIEKBER

R4 (/D) BHPE X AL (o /)
RS

1 2 3 4 5 1 2 3 4 5

ewmamERE + + + + + + + + + +
W+ + + + + + 4+ + + +
R 2 ST + + + + + + + + + +
A + + + + + + + + + +
P A ERTH - + + + + — 4+ 4+ 4+ 4+
A - — 4+ + + - - 4+ 4+ +
I 14 % 20 - - - - - -
b3 21 - - - - -

T AR B AR K R g

3 itig

3.1 ey 10 32,850 o A R IR eh e
100 mIX 3 IREGZEAET b 6 B (R A BR TR
B P TR A IR AR R L BRI
B ETCI R,

3.2 AR HIR AR £ i A o A 3 B 4
AR R I B B RS N A B R4 SR AR
RS SRWRTINE X vatiwd /2 S8 ol /vt )= RN S e R
PEIHER AR Sk A T O R A

3.3 fHERHIARE AR o AR SR TR 2
DAL IR P 5T L DR IROAR SCR A 879
PRIEZE 45 CHRERIRS A F]EE 80, R 1IIZL; 80,
SR v B FE PR A ki
ML S At NIORLAE R L o B P SR

(&% k]

(17 B &R SR ETT 45 . B H MO A RV B IR 9T
ALY oML ) ] VR ZE R ,2011,54(3) :209-210 .
(2] #% . SR HMPCE Y AT 5 ALy JTIRYT 96 B X I 0
1] .45 Ao ,2012,18(3) :182-183 .
[3] #k M5 MREAE. T WH.5. W HmERCE N RS SR eE
0] BE 25 947 ,2010 ,29(6) .768-770 .
(47 L &, ZHmmH I PcE AOUEE AT R0 20 7 SO
e [) ] PEEBEE 2 ,2009 ,21(9) . 1540-1541 .
(6] R #&.BE A B8 . SRR b 20T 708 Uk W B B G A
W B [0 ] P E 255K ,2013,27(1) (4864 .
[(fHHE] 2014-04-23 [{EEIEHHEI] 2014-09-24
(AR HE] Wik





