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Preparation and Quality control of Tetracaine Hydrochloride Gel

ZHANG Bt mei! , XU Jiarr chun? , JIANG Hongl (1 . Depart ment o f pharmacy, General Hospital of Tianjin Medical Uni-
versity, Tianjin 300052, China ;2 . School of PhurmHCy, Tianjin Medical University, Tianjin 300203 , China)

ABSTRACT :OBJECTIVE To prepare tetracaine hydrochloride gel and work out its quality control standard. METHOD To choose
the best formula with orthogonal design, and the quality control standards of pH and content determination etc were established . RE-
SULTS The average recovery rate of the gel was 99 .86 % and RSD was 0 .36 % .CONCLUSION The dosage form can be prepared
simply and the quality is controllable .

KEY WORDS :tetracaine hydrochloride ;gel ; quality control

Y 1
s Tab1 Form of factors and levels
s . MaCafferty 8
(i | , A(CMC Na, %)  B( L% O( ) %)
, , 1 2.0 10 26
2 2.5 15 28
’ 3 3.0 20 30
1
11 2 (Lo(3%)
( ) Tab 2 Orthogonal test
(CMC Na, ), A B c
( .Azone, ), ( ) : : : :
2 1 2 2
3 1 3 3
1.2 4 2 1 2
UV- 260 ( ) ,pHS-25C 5 2 2 3
( ) ,NDJ - 8S ( 6 2 3 1
) ,800 ( ). 7 3 1 3
8 3 1
2
9 3 3 2
2.1
. CMC Na, , Ay>Ay> A LBy >B,>B .G >C>C,
3 - A~B-C, (AB G 3
55C S 15C . . CMGC Na3 %, 20 %, 26 %, 3.
4g ,CMC Na3g, 20g,  26g,
10 s 0~10 s 100g .
2 2.3
2.2 CMC Na s s
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CMC Na s s ) )
3
Tab 3 Result of orthogonal test
A B C 55C -15C
1 2.0 10 26 7 7 6.5 20.5
2 2.0 15 28 7 7 6.5 20.5
3 2.0 20 30 6 6.5 6 18.5
4 2.5 10 28 4.5 7 6.5 18
5 2.5 15 30 6.5 1.5 7 21
6 2.5 20 26 8.5 8 7.5 24
7 3.0 10 30 9 8 8.5 25.5
8 3.0 15 26 9 8.5 8 25.5
9 3.0 20 28 9.5 9 9 27.5
K, 59.5 64 70
K, 63 67 66
K, 78.5 70 65
K,  19.83 21.33 23.33
K, 21 22.33 22
Ky  26.17 23.33 21.67
R 6 .34 2 1.66
3
3.1
2
32.1 ( 40mg)
2mL ; 3mL, h-’
3.2.2 s 2
: : (21
3.3
3.3.1 pH 3 5¢, 50mL . pHS
- 25C ,pH 6.0~7.0. «
$2000 (21,
3.3.2 3 , (2] ,
3.3.3 100 mL, NDF8S
, (40.22 £0.10) Pa*s.
(31
3.3.4 (21
4
3.4.1 100 mg ,
s 100mL, 1.0mL 100mL
2 .4g ,
, 200 ~400nm R
310nm R
R . (310 £1)nm
3.4.2 100 mg,
s 100mL, 0.2,0.4,0.8,
1.0,1 .2mL s s s
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, 310nm s C=13.16 A-1.
2025,r=0.999 9( n=3) , 2 ~12pg/ mL.
3.4.3 (4] ,
> > 100mL,
1.0mL 100mL R
, 310nm ,
4.
4 (n=5)
Tab4 Result of recovery determination( n =5)
(pg/ mL)  (upg/ mL) (%) Rsp
1 8.2160 8.2041 99 .86
2 9.9400 9.9338 99 .94
3 10.2700 10.2784  100.08 . 99.86% 0.36 %
4 11 .995 10 .82 100.17
5 11.995 11 .905 99 .25
3.4.4 s 3
s 0,1,2,
3,6 ,24h 6 s 4 >
RSD 1.15%,0.97%,1.12%,
RSD 0.17%.,0.45 % ,1 .27 % .
3.5
3 2.5¢g, 100mL
> , 310nm R
101 .15 % .99 .44 % ,97 .93 % .
3.6 3]
36.1 3 10g, ,
2500t min~! 30 min,
3.6.2 3 ,
, 55C 6h, -15T 24h,
4
Al % ;B.1 % ;C.3% ;D5 % ;
E.l1% +1 % ;F1 % +3 % ;G.1 %
+5% F>D>C>G>E
>B>A. F,D,C,G
(P<0.01),
5
5.1 12
5.2 s
,pH=3.5-55 , 6~7 ,
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