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ABSTRACT: OBJECTIVE To prepare a spray solution for skin-protective and disinfectant spray. METHODS To develope
the prescription composition and preparation process, and to conduct a quality study of character, identification, inspection, and
content determination, et al. An acceleration method was used to investigate its stability, vector spray quantitative germicidal test
to observe its bactericidal effect, acute oral toxicity test, stimulation test, the micronucleus test, subacute toxiciteit and
corrosiveness test to evaluate the safety. RESULTS The quality test results of the sample were in line with provisions. The
killing logarithm value of samples after 0.5 min reaction to Staphylococcus aureus, Escherichia coli, Pseudomonas aeruginosa,
Candida albicans were >3.00. Its validity was determined to be 2 years by accelerated stability test. It was non-toxic of acute
toxicity test orally, and it had no irritation to several intact skin of rabbits, a broken skin and eyes. The results of micronucleus
test were negative. The subacute toxicity test of the sample showed that it was not harmful to male and female SD rats until the
maximum dose was 1 000 mg-kg™' by oral. The sample had no corrosion to stainless steel and carbon steel, while slight corrosion
on aluminum and copper. CONCLUSION The formulation is reasonable in formulation, feasible in preparation technique,
accurate in quality control, good in stablility and effective for multiplication of bacteria and fungus, and it is non-toxic and
non-irritating.

KEY WORDS: skin-protective and disinfectant spray; prescription process; quality control; bactericidal effect; stability; security;
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20120806); A 1.0%% LZL%E 80 1 0.1%5F
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PR FE &, 4K N A 10 000.0 go
22 1
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50 Califb /K I ECRHGE T, PP R IS I S
6 100.0 g 172 PR S O 8 ¥ 500.0 mL, M
alifl 7k 3 10 000.0 g, Sy, HUREMNE 259 pH {H
M HHRA CE. oS E, /K5, Lk,
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3 REERH
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HUACHH 2 mL, /K 8 mL, hn=% bkl
0.5 mL, ZZfe Ny, HERMLt, iR
1 mL, BIARR# (o,

A 2 mL, I/ 5 mL 5 A8 840 1 mL
5, WA 2 mL, B R AR R RS,
FEAE B ATE »

33 pH1H

IURE S, FrP [ 25 8 2010 4F 3B VI H K
A, pH{EMN A 5.5~7.5.

34 HEH

HURE S, b E 258 2010 4E 8PS X F
7, NAFEHE .

3.5 EHRE

351 HIZEPERRE COE T RNDE R AREUA
10 g, & T 100 mL &G, MKFRBERZIEE, +
A1y ARG MRS R 2 mL, & 200 mL £,
NZBE 10.6 mL, FH 80% ik £ %1%,
B8, FehE 258 2010 FFAR IRV A 254h-
AL 66, AE 259 nm AR EWROGEE, 4%
C2oH30CLN1g2C6H1,07 WIS R (B )4 413 iF

5, 4.
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25 50 mL, MNIERESERBORL, R, E A,
CRORAENR, LD o . T
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KEZNE, #25), {8 20 CHH&h EZd 2010 4
Ji S B SR VIT AL AFGT 25 5 0 5 9253000 e A 6 %5
ELREAST S RN A A, AT
TOWS RS 2 Rk, .
4 BEMHRE

e 2002 AR (I EEORBE) Pk,
HE5 24 20120919 119 B JHR 3 537 R 08 25 50 R i & T
37 CHRAT 90 d Jii, WFFIL 0 d F1 90 d 7 25 Bl IR 4
CUE A R0 1.00%F1 0.96%, KIS &5
R 62.0%F1 61.0%, 45 HHE IR & CE M SRER R
B3R5k 4.00%F0 1.61%, %77 i A 3 v 52k
2 4,
5 RANBEPHRIAL
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P EFRAC R F 252 2014 4E 6 55 31 2555 6 W1
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KEA (1 emX 1 em), iR ARTEEH, 0
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2 3 WEERLAUF Y] : ST ORARRE S 1.
2K, 3. 4. 5 4R A K BB R
272X 10%, 2.77%10°% 3.10X10° cfu- B, 41
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gUR5%, AR 1 ALWAK, 82 dEKEE
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NG PBS W] b oRIRE B 1) Bz I B4 Bk 5 25 76t
G v COR 2 Bk R R B R KAER, B
R K Hp R0 = 4 %o 524 B 1) 2B K RS 72 3R 38 T A

S
5.3 R ARmE s R AL

RIGLE 20 CIEELEE HIA WHEAT . SR L p 2k
WA R TR LN, 6 S mine 75 %
JoR ¥ 5 4 IR WS 55 R B A W g5 T g iR iR | 3
I, VER e G, 0 BTk A A
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VRS BEIRA) 20 s. AT 10 min J5, #E4T 10 £ &5

Chin J Mod Appl Pharm, 2014 June, Vol.31 No.6 - 723 -




z1 FAALEEREER
Tab 1 Results of neutralizer appraisal test
_ me 5 VAR B A B K/ fus Bl e LN
i H 1K 2K 3K cfu )i~
1 BT T 0 0 0 0
2 (Y BE S+ B8 )+ PR 5] 0 0 0 0
3 ORI A 2.30x10° 3.00x10° 2.85x10° 2.72x10°
G 5 (O A R
4 (T F+H 50+ B8 2.70x10° 3.10x10° 2.50x10° 2.77%10°
5 TE O R 2.80x10° 3.40x10° 3.10x10° 3.10x10°
6 PBS. RG], BN E 0 0 0 0
1 TR T 0 0 0 0
2 (I BEF+ B R )+rP o 57 0 0 0 0
A 3 REIbIN oy 1.40x10° 1.85x10° 1.70x10° 1.65x10°
IR
4 2R+ 5+ B8 1.60x10° 1.85x10° 1.90x10° 1.78x10°
5 APyt 1.90x10° 2.10x10° 2.20x10° 2.07x10°
6 PBS. HURIF. Bt 0 0 0 0

FRe, orBIEURE 1.0 mL 2R SRR, Hh4
WO H AR . KT B2 R B A TSA,
PO S 2R R V68 ICHIR B IR S L - 2. R
[Fi) B 8 B A 0] FR B 1k 0 R OE B A ), IR
3R, AR, R R R DT ) JRATE H
0.5 min X &8 AR A EREE . KT R B SR fi
MBS R B ) S KON BUE %5 Ik 341>3.00, &5
RN 2,

T2 AR R E RN R RBR

Tab 2 The killing effect of samples to strains

- Wie BRSNS 2R RO B
P BB 05min 1.0min 1.5min

EWOM 6.39 >3.00 >3.00 >3.00
W, 6.41 >3.00  >3.00  >3.00
3 6.47 >3.00  >3.00  >3.00

23 A 1 6.41 >3.00 >3.00 >3.00
TR 6.36 >3.00  >3.00  >3.00
3 6.45 >3.00  >3.00  >3.00

PN 7ZiN B 6.54 >3.00 >3.00 >3.00
2 6.61 >3.00  >3.00  >3.00

3 6.53 >3.00  >3.00  >3.00

SRS 1 6.32 >3.00 >3.00 >3.00
e 2 6.40 >3.00  >3.00  >3.00

3 6.47 >3.00  >3.00  >3.00
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SR A P AR A KO BB A 1.46.
7 REMXIW

5 2002 4FRR (SR AM L) Plisk,
R s ks ST 2k a DR, £
YRR — R R . SRR AR5, /N B
T HE G 2 Y 21 41 Ao R 5 DA K 2 v = AR
By o BTN AR, MR 2.1~2.5 kg, TAFRAAT AT
TEIAEE . JRE 22~25 C. ¥BSE 52%~56%; SPF 2%
SD F @ & KR, HFE N 140~160 g, TFE4&AM:
Sk BRMCERES L JELRE 22~24 °C, R 52%~56%; SPF
PR & N, RTEA 18~30 g, IR
HBEGAEE . JRE 22~24 °C, WJE 50%~56%. |
AR BP0 AT KT R AEM B ARG R A
A, LKA A PV AR S . SCXK(H1)2009-0012.
71 AL R

20 2 SPF ZEWIF/NR, ¢ 8 %, i
(20.24£1.07)go KH— B RBRBEIRE:, FIEH
5000 mgkg o WRIGHFFRIUEE S 12.50 g, hnZEiE
KERZE 50mL, R4, 0.2 mL(10 g)”" 4/
—IRMELOES . AR 16 h, WEHEIEL
MEE 14 d, WP ERILLIET GO FEH G/
BOCPH P BE R, W 14 d TAET:. I AR 4b
TEASREN AT KA, L B B B .
O A5 T B A8 A I IR AT L1 S o . A
KB AA T, FEAT RER 8 MR SIS
1 LDs¢>5 000 mg-kg ™', J& 92 br LEE4 5.
7.2 GRS
721 ZUREBRREORE B ER @ B
B3 2, RFREQ.3510.10)kg, HFEM 0.5 mL B
BT 2.5 cm X 2.5 em K/ 2B Rz ik L,
T LB R A A R WPk 4h )G, FHZE
WG Z . FFRIREE 1 Ik, LR
14 do fERERIRIKIG 24 h LR, JEHEHAT Rk
S S I AR S VP o 4 SRR AR B A
ZLBE AKIITESr 200 0 43, 14 d R S (E
DA KT8 5 R AR SR S E B 0 4y, 3
F 2 il o 5 4 22 0 R IR SRR A TG B
722 U R RO U R e B
VU224 3 H AR TR (2.3240.13)kg, #AEM 0.5 mL
R T — MR B R X, SR T — 2 el
MACE B, SRR A e . 5 — X B
R e 45 B AR R R KA IR, SRR ]
FEALEE . B 4 h )5, FHZEVE/K IR 25k 2R,
o E BRI 252 2014 4F 6 %45 31 %4 6 0]

TR G 1, 24, 48 h, WS LK
SN I RBEAT SN V23 R R B VP A, A R
BREEAAL— R4 1 h KPP0 1 4040, gk 1,
24, 48 h FESM AL S XA L0 BE . K IVE 2340 0
5 WS I RS20 5K A 1 — U A B Ik )
WU N B rm AR ¥R 0.33 43, RGN
A 00— DR A% R R Bt 5 ok T SR
7.2.3  SCMEERBEGRLS MU G @ BT =2
i3 N, R Q2.30+10.15)kg, WHURE & IR
0.1 mL, JMAZKR— MRS BEREN, 57— MR L
KA KR . W2 R )5, KR s
W& 4s, 30s Ja KA Ko, TR )G
1h 1, 2, 3, 7, 14, 21 d, BRWEKRILL
JIE L TSN £ RS PR 01 5 S R G L, I S IR I
Sy, 4 MRS IS 53 s E 4 52 K 40 %
RS RO . 85 R AR5 1 h, 3 X RGsE:
0 AR 28 i 2 78 of SR ARE T (0, 2 R R AR 45 IR
KM, 1 AR R K, A o IR I AR
SO ML TCE s 1 d WS 15 2 AR R
FMLVESFII 0 1 4, 2 HERE AR 1
a5 1 R EREE WK VR 2 455 2 d MERHT A
2 HERE K34 1 485 3 d WHRAIEUR
NSEAsi s, MoWEE 7 d &R . XEMLE b
R[] I 5340 o WL AR S S5 0 0 3 . &5 A
MAFTGE K e FEARSEI TN, ZRYIR F A
() PR IR IO 25 R 3 B~ 3 v 4y
R F=0, WLBEEE=0, 45 Aail<t, 5K
Jih<2, 2B A T R S P R TR 0 6 11 i
J5£ 2k TG R o
7.3 /NEUERERE 2 G 2n A0 I A R e

HUSPF 2 BIH /N € & 2% 25 L, 4K i 5(27.82
+1.06)g, FARFERALD N 5 41, FAH 10 H,
R & %F, RHKLOME 30 h Jiikd Ty
o L 40 mg-kg™" B (K FRREEENG g BH R, 2%
TR X B, 234 3 ANF=43 73k 5 000,
2 000, 500 mg-kg ™', 4> BIFKH S P # 9 poms &
#125.00, 10.00, 2.50 g INZEMHE/KEA A 100 mL,
RG24 h $/DRES 2 X, REIREES ARBUA
0.2 mL-(10g)"'. KIKLFESE 6 h FHEE 14 5E5)
Y, WU R BE A s AR P, L
Giemsa Yefh. X BB N, 35
1000 /ME 2 Y2l 40 i, WSR3 Tl I W8 22 G 21
MM, THEMRECAT %) 1200 g
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YT, THEE 2 YL 2T 20 i R AT 4 i)
EL 4 (PCE/NCE). %1 SPSS 11.0 #AH 48t 70 #r
SERLRET, FE AR A % e B P R4 L
BESSICW M, WIS 4 B R4 L

®3 NREMELRUBERBEKBLER0=S, X Ls)

B A v T B PE(P<0.01). %41 PCE/NCE K
EIEIEFEE N EARLEEKMET, HEib
B REE 2 e A ORI 45 R . 4
WA 3,

Tab 3 Results of mouse bone marrow polychromatic erythrocyte micronucleus test(n=5, X *5)

el 5 /mgkg™ %K PCE #UA~  ##% PCE #uUA™ T2 /%o %H PCE U4 NCE %4~ PCE/NCE
5000 5000 6 1.2+1.1 1000 895 1.125+0.104
2000 5000 6 1.2+0.8 1000 874 1.155+0.123
8 500 5000 3 0.6£0.9 1000 901 1.116£0.095
0 5000 5 1.0+0.7 1000 914 1.098+0.073
40(CP) 5000 127 25.4+4.1Y 1 000 989 1.0120.040
5000 5000 7 1.4+0.9 1000 924 1.094+0.129
2 000 5000 4 0.8+0.8 1000 872 1.152+0.088
e 500 5000 8 1.6+0.5 1000 918 1.098+0.107
0 5000 7 1.4+0.5 1 000 887 1.1310.076
40(CP) 5000 115 23.0+3.5" 1000 977 1.025+0.045

e HHMER IR, VP<0.01
Note: Compared to control group, P<0.01
7.4 W 2PEREER LG

WAl TR 2002 4Rk, B
SPF 2% SD Fi ki ¢ & % 20 2, BNl N 4 41,
B ZH K% 1000, 250, 63 mgkg™' 3 N2k M4,
10 2, 2 8 %2F. I 2 ERE § 20.00,
5.00, 1.26 g MZEM/KER S 200 mL, 735455
WENWHER , AR T LA 281K, fER
1, REEAARN 1.0 mL-(100 g)', %4E 28 d.
R RSP ISR S B2giEk, R 1
TR R . IR A, 256 16 h R, 5 ZEHE 0
X R BRI AR AR AR SR BRI 52 . SIUARE I
VOPTATILY/R (SNLEN TR R Y3 S = SN L N
iy ffiy SEAL. BRELE R, THEERS S AL
g, Beos BF. . il B, B, k. =
o RS, M. F EIREREDI AL A . S5
1000, 250, 63 mgkg™ FIHE M2 XML
28 d, REWIMFEAS PR T, WE. B
o A AR TR S AL LR B E
(P>0.05) #7715 0T K BB I B0 AR AL 4R b ok
DL HH S R0 o SR AR AR, R I B AR
9o BEU) A £ 45 SRR L5 8 T AT SR R B A
FERTEARRI &N, PR BPEZ Dl
XF 2 8 SD KRR M 22 24 FHAE H B 5 KA &y
1 000 mgkg™'.
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8 /BRI

WA O FHRARMIEY 2002 FERP1%Esk, H
7 i 100 T B U ke 2 B SR 7 4 DR ot 55 1) B, Y
AL 200 mL-f ', BRIATEARR S B R A (4
JERE R AN BN, 1. B, BB EAR 24+
0.1 mm, J% 1.0 mm, SEEHHZLN 9.80 cm®,
T RE 4~6, H1H B TR = 22 Rt B vl dE A vh 04
BB NEVEFE 50 CHAR T 1 h 5ARE, »iLs
72 h JabR &R B, IERIET KA
B 50 CHAMTE: 1 h JGWRE, dskEien ek E
VE, VRO w5 ] A SN R i
AR B &5 B kv w5 P D 25 R i 4 e
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