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Preparation and Quality Control of Compound Diclofenac Sodium Thermosensitive Gel
LIU Ming-pei, ZHU Heng, WANG Li(Dept. of Pharmacy, The Second Hospital of Lanzhou University, Lan-
zhou 730030, China)

ABSTRACT OBIJECTIVE: To prepare Compound diclofenac sodium thermosensitive gel, and to establish a method for quality
control. METHODS: Thermosensitive gel was prepared using poloxamer 407 and poloxamer 188 as matrix, and diclofenac sodium
and drotaverine hydrochloride as main ingredients. The contents of diclofenac sodium and drotaverine hydrochloride were deter-
mined by HPLC. RESULTS: The gelling temperature, gelling density and drug-loading amount and so on, were all in line with the
requirements of Chinese Pharmacopoeia (2010 edition). The linear range was 30.10-301.03 mg/L for diclofenac sodium (+=0.999 6)
and 10.15-91.32 mg/L for drotaverine hydrochloride (+=0.999 9). The average recoveries were 99.77% (RSD=1.19% ) and
100.88% (RSD=1.23% ), respectively. CONCLUSIONS: The gel is simple inpreparation and controllable in quality.
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PEER AN A, T R EL A 5 1S MBI (30~36 °C) K&
JREESRE (10~50's) , 25 R 32 1,
x1 ERHEREER

Tab 1 Results of matrix screen

VATV PAOT-IATE VO P18S, VAR IETR R EERE,
g'g i,g B, s
13:20 0 412402  18.6+0.5
15:20 0 382+05 195+04
17:20 0 302+02  203+0.6
19:20 0 284+0.6 212+02
21:20 0 264+02 21.8+03
15:22 0 37.0+04 193+0.5
15:24 0 31.6+0.8 20.9+0.2
15:26 0 283+0.6 213+04
15:20 0.2 37.0+02 202+0.2
15:20 0.4 362+03 235+04
15:20 0.6 346+08 25.6+02
15:20 0.8 30.1£02  293+0.6
17:20 0.6 200+04 30.8+0.2
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ALIKINZE 100 g,
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R2 HENKERERKREEENELR (X+s,n=3)
Tab 2 Results of gelatin temperature and gel strength test

(xts,n=3)
its JEEEIE , C JEEETRIE s
20100205 334+0.5 238+t 1.5
20100206 348+0.7 258+1.2
20100207 35.6+0.6 232+14
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T FUL SRR AR - 20 pl; A4 - 254 nmo BUCU4.27 R X IR
mh S VRIS SRR, (s DL 1
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Figl HPLC chromatograms
A. samples; B. substance control; C. blank sample; 1. impurity; 2. di-
clofenac sodium; 3. drotaverine hydrochloride
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A1 53 511292 2.78 16,19 min, 55X S v 24> S ) O 57 B[]
FIT, 025 IS IAE 2 4 AL AL T 6 i 0 1 B, SR WA
53X 32450 R TCRE I
42 BRHEE
4.2.1 XFRESLVAW . REEEFREL 105 °C M5 200 5 1 SUE ST IR
B HE A 75,258 1 mg FIER IR i ft 4E AR B A 50.731 9 mg,
T 100 ml s, P SHARVE I FA0 R 2 20 B350, RIS
4.2.2 FERVEW. FRECRER: 0.5 g, BT 50 ml P, RS
FRVE IR I 2 FE 5] 10k, BIAS
4.2.3 AW FRECRS FARIERT0.5 g, BT 50 ml i
o TR SR I E 28 3550, 1R, BTG .
43 ZMEXRER

25 W IO B SR I94 1.0.,3.0,5.0,7.0,10.0 ml, 25 ml
s, P S AR R R R 20 B, 4550, b UR S HERE 0 T
o LAETHRR () AR bR e 3 (o) R AR A ARGV [T, &5
SRR, UG5 BRI J57 v o 2R Y 1 o 30.10~301.03
mg/L, [BH 5B y=32.726 1¢—8.041 8 (=0.999 6)

[ 7 0 T Jotd At A ARG 0 Ve J3 e 1M Y B Ry 10.15~91.32
mg/L, [ 5 . y=42.218 2¢—13.567 4(r=0.999 9) .
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B[] — e o % PR S VAR S A B UK, T RS IR AN 5
LRI A AE AR TR, 45 5 RSD 43510 0.85% 1.47% (n=5)
45 EEMHAW
HURE S (31651 20100205)6 43, 424 0.5 g, HERRFRE , 45 FE
OB, BRI e 2R AR AT 5k 50.336 6
mg/L(RSD=0.82% ) , ¥h & Jii fth AE AR -4 % 552 10.815 4 mg/L
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Tab 3 Results of recovery tests(n=3)
ClIE, A, DS, Bk, SF¥ME RSD,
mg/L mg/L mg/L %  WE,% %
506770 37.6291 88.1402 99.81 99.77 1.19
50.6770 75.258 1 125.6597 99.78
50.677 0 140.5162 190.630 1 99.71
SRR fbAERR 10328 1 253660 357958 100.29 100.88 1.23
10328 1 507319 61.9362 101.43
10328 1 76.0979 87.2086 100.91
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Tab 4 Results of content determination of 3 batches of sam-
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s _ WAL RN _ fﬁﬁﬁ)ﬁméﬁ%

ShREESE RSD SPOREES RSD
20100205 101.35 1.07 103.28 1.26
20100206 101.97 1.18 102.65 131
20100207 100.24 1.29 106.92 1.13
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BERL T WU S R M 50 m, [) A e 80 ISR AC 558 11 IR R MAC ot 24
R VR R SR T RN B 390 A R et 2 T 20 0 e
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