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Study on prescription technology of Compound Zhizi Gel
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Abstract: Objective To optimize the prescription of Compound Zhizi Gel (CZG) and to optimize the prescription technology of
CZG. Methods Orthogonal test, cold-resistant and heat-resistant tests were used to optimize the prescription technology. Using
spreadability, glossiness, evenness, centrifugal stability, and in vitro transdermal diffusion as indexes, other excipients of prescription
were optimized. Results The optimal CZG prescription was Carbopol 940-glycerin-propylene glycol-triethanolamine-azone (1.5% -

1.5% : 3% . 5% - 5%). Conclusion The optimized prescription is reliable and stable. It could meet the production requirements

of CZG.
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Table 1 Selection of gel substrates for CZG
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Table 2 Score of prescription optimization indexes of CZG
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Table 3 Design and results of Lo(3* orthogonal test

WS A/% B/% C/% D/% JGiEMvEsy  WREMETED B EORUENEVES SNUERE YR

1 1() 15(1) 15(1) 4() 24 23 27 24 98

2 () 22 200 502 23 27 34 23 107

3 1()y 33 33 60) 32 28 34 32 126

4 152) 15() 2@2) 6@3) 34 32 33 34 123

5 152 22 303 40 31 27 32 34 124

6 152) 3(3) 15(1) 5(Q) 34 32 33 32 131

7 23)  15() 33)  5(Q2) 27 23 22 29 101

8 23)  2(Q2) 15() 6(3) 23 21 23 21 88

9 23)  33) 212 40 21 13 14 11 59

K 331 322 317 281

K, 378 319 289 339

K3 248 316 351 337

R 130 6 62 58

R4 FEN Hith 3%, — LB 5%.
Table 4 Analysis of variance 2.3.4 HITHE TR SR I FRER

JIFERYE WO AmE P BENE 940 1.5 g, IIAJEERZAMAK T, HiEys), weEd

A 2 888.667 2 481.445 P<0.01 w, JEIANHA B 1.5 g5 H 3 g WEES), W

C 642.667 2 1071 P<001 IMAZ=LERE 5 g, -2, FRESI# 3 4, Jazralin

D 722.667 2 120.445 P<<0.01 NEWi 4. 54 6 g HiIMAEH 1.5 g SRS
B (iR %)

Foos(2,2)=19.00 Fyoi(2,2)=99.00
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24 HEMEENE

241 TR URI S ORTSE AR T B8R
M2 FhclidE s, WEERART 10 mL &, Aol
B e 11 20 mg/mL. FTZRPR 250 pg/mL. 57
200 pg/mL [ S A -

242 FEaBERMEI S SRR T e R 5



¢ &% Chinese Traditional and Herbal Drugs 25 44 % %5 218 20134E 11 A

+ 2985 *

g, JIFEE 10 mL, ##/ 30 min, $#EHL 2 %, &L,
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Fig. 1 HPLC chromatograms of reference substances (A), CZG sample (B), and negative sample (C)
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ug/mL FE 2 F R TR IR S 0.2 pg/mL, B[ 20 1% b B
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pg/mL. PAFE SRR E A AR FR (YD, 29
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B ZRFR Y=46.553 4 X—140.73, r=0.995 2, ZEiE
Fil: 0.25~2 500 pg/mL.
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249  FERICERIRES RS BRI TS bE - B
BRI CEHET1F 19.195 mg/mL. FIZEEE 1.100
mg/mL. F}EM 14.14 pg/mL) 6 14, % 20 pL, 4>
BN CEME T 23.034 mg/mL. FIZER 1.320
mg/mL. J} B} 16.968 pg/mL). 7 (5 HET-1F 19.195
mg/mL, FTEE% 1.100 mg/mL, J} %} 14.14 pg/mL).
& (FHEF1F 15.356 mg/mL. [ZEFR 880 pg/mL.
FFRZ®Y 11.312 pg/mL) 3 AN B IR T A 0
WA 20 ul, [F) “2.4.27 TR J5ik4abFE, 0.22 um
TALUEIE g, B 20 pL VE N TRAH (O, %
“2.4.47 IO TEAAFREAEN E S AL R, RIS
i, VAR AR R R A RSD . &5 R T
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0.73%.

2.4.10 FESIUE  OHC3 HEAESR, iR “2.4.27
TR PR, BL “2.4.47 TR a4k
PEUERE, W PHY By BIERIR . MEFHraE, 450
W 5.
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#=5 HRNELER (n=96)
Table 5 Determination of samples (n==6)
_— BE 58 BT 2 % vagidli
JREWY /(ugmL™)  RSD/%  JEEIKE /(ugmL") RSD/%  JEEKE /(ugmL') RSD/%

20120623 19 173.14 1.16 1051.17 1.24 13.19 0.73
20120701 19 476.27 1.07 1203.89 1.54 16.47 0.63
20120721 19243.14 1.36 1 147.25 1.39 13.89 1.06
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Fig. 2 Transdermal cumulative drug release curves of CZG
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*6 EARFERE

ERBRAGUSSHAE (n=8)

Table 6 Transdermal drug release fitting parameter equation for CZG (n=38)

4 5 WRAIIE B TT R r J
Ma T4 A5 A 0,=3.6208t+0.929 6 0.9929 (3.6240.15) pgrem >h!
4% Z 0,=24.369 t—13.649 0.987 5 (243740.24) pgem >h!
5% A 0,=24.657 t—12.297 0.986 1 (24.66%0.36) pgem >h!
6% A 0,=25.963 t—9.844 2 0.993 7 (25.964+0.27) pgem >h!
vagidlii A A 0,=0.1829 "—0.129 0.890 7 (0.18%0.02) pgrem >h'?
4% Z 0,=0.40151"2—0.2475 0.849 6 (0.40%0.01) pgrem >h'?
5% A 0,=0.4111¢"7—0.196 5 0916 4 (0.41£0.05) pgrem >h'?
6% A 0,=0.428 7 {?—0.206 3 0.923 7 (0.4340.02) pgrem >h'?
R 2 7 A5 A 0,=1.1826t+0.268 8 0.990 0 (1.8240.42) pgem >h™!
4% 0,=2.68571t—0.907 0 0.992 6 (2.68+0.53) pgrem “h!
5% Z 0,=2.68571t—0.570 7 0.995 8 (2.68+0.36) pg-em “h!
6% Al 0,=2.96121t—0.599 8 0.997 1 (2.96+0.61) pgem >h™!

TEARFOH, RADGHRE . AR IREPER
B R TEVE A VRN Fa bR, IHIERIE 940 T
N BE. = ORI EL, DIARAING J 525, T
6 H (R ) G PR e R P . FEI R S ie T, LI
T PR BUBLRR AR A AN R bR, WESUR IR
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HE 58 () e FE A L LU R 940 1.5%, TN
B 1.5%, Hil3%, =ZF 5%, % 6%.
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