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The validation of microbial limit test for 10% salicylic acid ointment
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[Abstract ] Objective To establish a microbial limit test method for 10% salicylic acid ointment which is hospital preparation.
Methods The test was carried out according to the requirements of provision 1105, 1106 and 1107 of rules of preparation in volume
IV of Chinese Pharmacopoeia of 2015 edition. The dilution type, dilution grade and pH of microbial limit test for 10% salicylic acid oint-
ment were investigated, and the total number of aerobic bacteria, molds and yeasts and the control bacteria inspecting methods were vali-
dated for applicability. Results When 0. 9% Sodium Chloride Injection was used as the diluent of the test solution, the pH of the test
solutions at 1:10-1:100 dilution level were between 2. 30-2. 81. And the recovery ration of five test bacteria was ranged under 0. 5 using
the routine method and culture medium dilution method. Moreover, the preparation had antimicrobial activities. These results showed that
the selected diluent and method were not suitable for this preparation. When pH7. 0 sodium chloride-peptone buffer was used as the dilu-
ent of the test solution, the pH of the test solutions at 1:10-1:100 dilution level were between 5. 53—6. 88. And the recovery ration of five
test bacteria was ranged from 0. 5 to 2. 0 using the routine method. Moreover, the preparation had no antimicrobial activities. These results
showed that the diluent and method were suitable for this preparation. Conclusion The microbial limit test of 10% salicylic acid oint-
ment should choose pH7. 0 sodium chloride-peptone buffer as the diluent of the test solution and the inspection method should use routine
method.
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0 51 &
1EE BAT:363000 LM, itk 42T B P e A BA 51 L O JLBE Be (S TT)
KF MRS R e ) 25 B (PLAKGE IV ¢ A i 10% /K AB TR o BN R B LA

H )
BISIEE EI E- mail: cjs18659341758@ 163. com FUFLIEY (VAT AT FR 22 BRI SR ) ) 2015 45 e (56



- 160 - ZREE E B BE 2 2021 4F 3 A4 23 #4552 ] Military Medical Jowrnal of Southeast China ,Vol.23,No.2 , March,2021

— ) AR bR IR AT T R B I
Tk A R R EL R BRI X R K Ry A
s (PR 2588 2015 AFRRAUIRER 2% 5% KB
FRERE , CA- BN TR TG ) BRI A 10% /K R X
T AAR WA L A 1 B A e 1 LA 1, 28 Sk
PHTIRA WA SEARGE . % T 10% 7K A% BR Ry Bl il i
PR S5 | AR A5 R U5 PR I e o it s ) 52
RHZL, I, ZEE L E 24 M) 2015 45 R U i
) 11051106 B2 1107 K DRI A 44k | 381k 2 42 it
TR i B e pH 22 | RN % 10% 7K 4%
FRACE AT AL B AT BR T b > e ey ik
YRR BER A 5 v E I T

1 M55k

L1 ##

L1.1 X% HH-W21-420 HHEE/KIAHE ( LiEE
IR T ) (KQ-500B 8 75 I 35 VR AL (R il
MRS A PR 7)) | LDZH-150KBS 7 20 12815 K
WA ( PR BT g ) )  LRHS-400- I8 i 1H 1
FRSERE (I IRE B YT 2 BR A ] ) \HWS-400 78
R TE NS R4 ( DRSS s A IR A F)) (L
FRV( LA RS A R AR (78-1 # 1
PIEHERS (S In TR AT R R ) (PHS-3C TR
TN ERA R ) |

L1.2 & #H KR EE (5. 201903211,
201903212.,201903213, K45 20 g :2 o, I B {7 5 A
55909 EEBE A i) .

1L.1.3 #&F&L5K#  0.9%F TS (5.
20191113, BREN LR BA 2 909 BB F #l) , pH7. 0 &
-2 R ZE vl (L5 1 1071461, T RS9
BHEA R AR, R G 5E R 5 9 IR (HiE%5-: 201908071,
BARSCRRA AR A BRA F ) IR (AL
180728 , WiV LA BUMAL T35 ) , ¥R b4l
1.1.4 #A& KL JRE K S IRSE S 7556 (5.
1082461 ) Vb [CH % Bl Bt B 4% 7% 5 (415 . 1081801 ) |
R R SRR S S 2 (HE45-: 1082451) Vb G 2
WARREFRIE (L5 .3106032) (H BB A LA BIR B 7
(5. 1082132) R 7Sbedk = F B B IR E 7R A
(5 :1073801) , LA BRI T AR RHE

AT,
1L.1.5 @A 4 B (4 % %4 Bk A ( Staphylococcus
aureus) [ CMCC ( B) 26 003 ]  fi 2% B 5L Jifd 71 ( Pseudo-
monaaeruginosa ) [ CMCC(B) 10 104 | Ak ZE A B
(Bacillus subtilis) [ CMCC(B)63 5017, (/& Bk i
(Candida albicans) [ CMCC(F)98 001 ] % Hth % (As-
pergillusniger) [ CMCC (F)98 003 ( DA ¥Ry
FE a2k ek, B8 3 10 .
1.2 Ak
1.2.1 #H&4& HZ30~35 CHiFE18~24 h 14
BRI A BRTAT ) o A ST AT At s 2 LT T JBR S O
SRR SR A4S 1 mlL F1ZE 20~25 CHEFR2~3 d 1Y
SRR VD [CH AR S 37 58 1 mL, 4330 T
PR RER (0. 9% AL TE SR AN TS IR 1Y) pHT. 0 &1k
B- B U ZE R0 A 1 mL F SR KT 100 cfu
BRI

B2 20~25 CHiFE 5~7 d (BB VD [CH 245
WEBUIG R 5 F2 9, 3 B A 3 ~5 mL % 0.05%
(mL/mL) 2 L AL G 80 1) W5 Fl s Bl . o #6112
JBE, P R W A R B R N
3B 0.05% (mL/mL) B L BLEE 80 (1) i Fh i
R A 1 mL & B KT 100 cfu 1 TE
B,
1.2.2 #Xk4l&  PRECEEE 20 ¢, MR 20
mL A 5% R S N TS .20 mL — HY 5 7 R R 30 B B 1y
TCWE =B b, B3 B A 0. 9% AL B4 S
MICHE ) pHT. 0 A ALEA-HE 1 IR 22 Ml 2 200 mL,
PRHE 45 COKI TS 30 min FE/MRA) G #HE UK
EAEA 108888, M 1210 5K ES0 mLL
20 mL .10 mL, 43 BIH0A 0. 9% 5 Ak 84 E 5 1 1 JC B
[ pH7. 0 FEALEN-EE F R 2% v 2 100 mL, F8 57 1R
A1 /M 1:20,1:50 .1:100 HER
1.2.3 #4mit#rkE A4 KB (1)L10.9%
SR BT SR IRCh R B AR, R R AT A
PritEos MR . Ol g0 41 . B 5 47 i R
9.9 mL, AR BB 0. 1 mL, JR4A), 5 1 mL
PR P S EE A KT 100 cfu, UG H 2 A KT
100 cfu FYEERIE 1 mL, HACE LA 37 RIS 3 5
B (7 S EVBON E P 9K R SR BN s R



Zrrd [E B2 2021 4F 3 A 23 B85 2 W] Military Medical Journal of Southeast China,Vol.23,No.2,March,2021 - 161 -

B R A TR B TS BRI S O I A 7 8 Bl B R
B CBMERERIE 3~5 d, BN EKEATH % 2
AL, 33T BV E . QR R 2 . A R AR 1L
TR, Fe R AL BRI AR5 B, ST R TR
B, QX R L WA A 4 Y R 1
mL, ARSI B, ot ] a2,
P S A TR R, @RI XTI 4 . FH AR BRI R
PN R, e PR AR IR < e 20, LA 2 i B
FIIARFE R, (2) L 0. 9% S AL BN T 5 il 7 B
U, SR FH ARG IR AR B A T I A W 08
PRI IR A A A R 9. 9 mL, I AR
PP 0. 1 mL, IR, % 1 mL 08 H & WA
KT 100 cfu, S HEA KT 100 cfu BT 0. 2
mL, {3 AL 37 BV B % O 7 JR Bt g 435 7 2
D A PR B 7k, e IR B % 3~5 d,
BATEMEATHI A 10 AL, SRR AL, Bk
X HE 2 | R 4 S BH P X R ) o B A, DU
TE TR TR . (3) B pHT. 0 S AL - B
JRZE PBCR R R SR FH R BT R AT SR W B0
FAPE S ] pH7. 0 S84k 8- 11 R 22 o AR
0. 9% FALBHTE ST, RIS 2H At it X B | TR i A
S BV RT H2HL [ o L B A

1.2 AEEBRAIHEFTAEAGHKGHRE
R L2027 WU EOR AL, B A
80 mLO. 9% A ALAMTESHE AN pH 7. 0 E AL BA-2E R
G2 R TC T = AR I A 10 mL10% P 5L R
SENER AT 10 mL10% — H 3R, iR F2 IR 27, BRI 1%
11088 . R, SR FH R RIS A7 3 A
Y B0 R, LS FieE FH TR AR i 56 TR R R
V5T % PR R R S A T R R L I AR R T T
F S

1.2.5 &4 @k AR PRI 2.27
TR #4110 A8 10 mL A1°1. 2. 17 30T
B8 1) 4o 9 €0 8 2 R TR 15 o A1 R R AR T
1 mL( &R <100 cfu) , 4% E 25 8) 2015 4 it
VU < ) 2] R AT 5 ]t B P L T ARG A I
(R o

2 8 R

2.1 #HiEBBENESER L0 9% Lt

SHRCNFRBERINE 1 2 10~1 = 100 £ 56 Bk ik
pH fH7E 2.30~2. 81 Z[i], Lk pH 7.0 S bh-HE
TR 2% WA R BT 1 2 10~1 ¢ 100 457 B it
7% pH {H7E 5.53~6.88 Z[A), WK1,

x1 FAWHEEANTERBRAMLKRN pH E

g
sl
1:10 1:20 1:50 1:100
0. 9% FAL A 51 2,30 2,50 2,70 2.81

pH7. 0 GALEN-BEEMFZE W 553 6.35 651  6.88

2.2 MEWTTHAZERAELEER L 0.9%
SALHE SR A REFIET, 43 511 2 10~1 = 100
BEIRR, R FH B B3 R 8 % B AR R 1 X K A7 R
BIATE ORI E Wos | 5 R 50 R Y
BRI T 0.5, A5G (O [E 25 8) 2015 4Ff)
DU R, WL 2 3, pH 7.0 SALHN-E
R 2 Wi YR A A R R0 R, S i 6 R e
0 SRS FE 0.5 ~2. 0 ST I, 25 & (P 24 i)
2015 A1 hig b 0 38 D) g 25K, W3R 4, DL pH 7.0
AL -FE IR ZE v AR R B L - 10 Bl
1 mL, R FH B R AR S K 4 TR K0 1 i A 9 1
Koy,

R2 0.9%FHREH AR ENERNE DK (n=3)

LR
1:10 1:20 1:50 1:100

=
S
b3
e

A B AL

S ARE R - - - 0.16
A 2 A R - - - 0.08
M ZERIAT T - - - 0.05
SRRz ] - 0.03 0.11 0.17
At - 0.03  0.09 0.21
2 R N B T S

SRR ] - 0.03 0.15 0.22
i - 0.05 0.13 0.25

“ =" FR IR A A BZE e T X B TR TR A A
PR 2 A LR B A

2.3 AEEBMEBERNEM_BRETRHWEEEE
R 5P R ECR A TE 0.5~ 2.0 Ya
N AFA P E 25 B 2015 4 R U538 ) A9 EEK il
AT LAFH 10% DA 52 78 R 5% PR IR AL 109% — 326 30 N1
MR, WS,



- 162 - AR P BE2G 2021 4 3 H 5 23 F5

2] Military Medical Journal of Southeast China,Vol.23 No.2 March,2021

K3 0LIZEUMEHBABRABERERREZLRE K

£ (n=3)
bk FREk
1:10 1:20 1:50 1:100
i U S
RO A K - - 0.12 0.26
i AR FR N T - - 0.09 0.13
R ZF AT TR - - - 0.16
SRNs? 37<) - 0.09  0.16 0.21
il - 0.07  0.25 0.39
B PR R B T S
H SRR - 0.07  0.35 0.51
Bitha - 0.05  0.12 0.37

“ =TSRRI 2 A 0 R A R I R S 2 T R
K R A SR R A

x4 pH7.0SLM-ZEABERBABEFE N XX
ZER(1: 10 #ili&,n=3)

FTEEL(cfu)

R wwat e Lo B ik
o U AR

4 (A A A R TR 105 112 0 0 0.94
gk i AR T 92 101 0 0 0.91
i B ZF ST T 86 90 0 0 0.95
M SR 88 92 0 0 0.96
E i 110 119 0 0 0.92
B TR R 3 TR K

[ERapS? 37 85 95 0 0 0. 89
B 106 115 0 0 0.92

x5 AEZERRAEM_AETIRERPFEREN TH
WE R (n=3)

T g
TR 0.9%FfLth  pH7. 0 S AL4A-
SR B IR IR
SR L
WO AR 0. 89 0.91
e B AT 0. 90 0.95
AL S AT 1R 0.93 0. 90
AR 0.95 0. 89
i 0.92 0.96
A AN B P R
EEERRNT | 0. 89 0.92
ik 0.95 0. 88

2.4 EHEAEREAEREER L0 9%RLM

FESHRCA R BT, 0 2 | At ot % R 20 K% B P o
MR TCH & LR TR 2 A U T v AR G R T
IR AR A I RIE . LA pH 7. 0 S A0ER-
A PR o A R R I 3 2 | TR TR A A i Y
PR AR, A it 0T A R 9 1 o R 4 T T A
o, R UL ROer 2 1 TR AR R TR IR A,
AR b 25 80) 2015 48 R PO ) 1106 45 ) A
AR EBE pH 7. 0 S AL EN-TE IR 28 v N A
B R A FHERER A, ke,

F6 IHERIELER (n=3)

Bt Bt

L3l Ll AR HRA o

0. 9% AL HH A 5 SEOHAERE - + - -
LR LA - + - -

pH7.0 ZikE- AR & EMARRE  + + - -
R (R + + - -

“=7 FORTRBEAK " TR A IR K
3 W ®
3.1 ARAKEMRHWLEY HITm(hREZ

L) AR FIBTE Y ¥ T8 10% 7K BR 5CE LB
PR BERG AT 7 1, IR A WL AH SCBIF 58 38 , A 473
B9 S 5 2 B WX PR o i B E R
3.2 B EEBAFNEE KBHRIE hK
R EBAR LS R HI A KR
— PR PE R A HLER " B A R A S, FE K
RV A M B 2 T L AR AR Bl 45 ~ 60
CH HA—E WP, N I B R R 45 I 2 5
BEVEIS FAHTA R . 200, RATRBUINA 10% A
GRER SRR 109% — B 3L AUE T 45 C/KIGH
7 30 min, & IHAEEA SR P4 K 251, 8
WA = T KRR R I e . o R G R
SR EA R N RSB EH, i B —
SEIY A FLACAVE T, i 3R AR R A P R K
XU B AL RS BT AL Y8 ) SRR e SR R
AL FITCHLI I T RV R, 19 3 %o Mk i 1 i i v
P A ISR

3.3 ki pH EXEFEEMNRZNI  pH (H 56
Az A R AR B DI AR G, AN [ 3t A 0 AS TR) ) R
pH (B, PR 3 75 220 15 pH B A& B AS [R L A= 9



Zrrd [E B2 2021 4F 3 A 23 B85 2 W] Military Medical Journal of Southeast China,Vol.23,No.2,March,2021 - 163 -

AR R E N pH (HAERRTE 5 ~
9 Fefft, FIIFRATIE R 0. 9% S AL 8 TE 530 0 7 B¢
FIBE, H & T4 1 10~1 : 100 ik % pH {H 7F
2.30~2. 81 ZI[A] R W RLE B R Bk 5 Fk
B T RRAG LSRR T 0. 5, 300 55 iR 34 55 2 5
R ER Y FZERE, J5HRMNSHES
pH S E IR pH7. 0 EALAN-25 FUIRZE il i B
AR 1 10~1 = 100 B pH (H7E 5. 53 ~
6. 88 ZIH] >R F R HLI: 5 Fhizde: v ik 1) [ e 2 34 7
0.5~2 WFRUETLIE N, 7 ARG Hb 25 B 1 /K 4 R 5k
B

L FRTR 2 86E, DL pHT. 0 S L 8N-1E 1 IR 2%
MBS H AT VR R 10% 7K 4% IR 108
BRI A ) PR B A A s

[ &% 30Hk]

(1] R o B O s T Ak Jm. o PN R 25 B 7 LA 5
HLIE (2015 4ERES—ME) [S]. bt ARFEE LR, 2015;
120-121.

[2] #bedi, 4 W, By, 5. hE 25 2015 SRR ™
A PR BERG A  BE  BOR R [ 1], 2 A BT 4
2016, 36(6) : 1101-1107.

(3] BR #, ™ 1k, $hE:R, % EOr RSO ECE UE R
BERs AT B R i e [ )], 2524 S0k, 2019, 37
(4): 357-369.

(4] ERLME G S P N RICHEZ (2015 4F/) PUHS[S].

[10]

[11]

[15]

Jemt: hEEARH AL, 2015 136-151.

B, BRI, A B, 45 . 3 Fh IR e A1 T R A
YIRR A A T A S [ 1] AR B S 24, 2015, 17 (4) .
427-429.

Wt MR WL Bk AR E T M T R A B BR
KA Ty R IAE [ T ] AR E B B2 25,2011, 13(4) :302-304.
B, VLA , £ PRIF. 7S v 24 i 550 1o A 4 R A 4 T 1
UEL )]V BE 24 ,2017,30(11) :59-61.

K TR 2 R Y B A A vk T AT ()]
R E 4k ESE R R R ,2019,11(29) 1 150-152.

TR ZE SRINE Aol /B . 4 il S [ ) 550 04 Bl 2 0 P A s T
TEFPERTFEL )] HOR P R 25 R4, 2019,36(5) :35-38.
XUZEFS AR B . b 5 S AL Bk R B A 2 Dy vk
SEESUE[ T) . P E 2501 ,2013,16(3) :470-471.

%o, MER, B 5, % 80 T/RBRIEEIKEE T
7 B 5T kR (], BN EE 25 T A, 2019, 35 (14):
2154-2156.

B A2 I 51 gx. Al N AL AN 25 ML (2015 4R AR ) DU
[S]. dbst. hEBEZRHE IR, 2015 557.

o W, RRZE. hafet B M]. e, AR BA LR
1, 2014 781-783, 560-562.

Ocampo PS, Lazar V, Papp B, et al. Antagonism between bacte-
riostatic and bactericidal antibiotics is prevalent[ J]. Antimicrob
Agents Chemother,2014,58(8) ;4573-4582.

H 7. pH H BRI T KA T 205 m [ 7. Hlk
#, 2011, 27(1) ; 27-31.

(Y= HHA.2020-05-08; f&[E HHA:2020-07-22)
(EERE 42, EXHRE A—R)



