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Preparation and Content Determination of Propranolol Hydrochloride Gel
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ABSTRACT OBJECTIVE: To prepare Propranolol hydrochloride gel and to establish the method for the content determination of
main component. METHODS: Propranolol hydrochloride gel was prepared with carboxymethylcellulose sodium as matrix and pro-
pranolol hydrochloride as main component. The content of propranolol hydrochloride was determined by UV spectrophotometry at
292 nm. The centrifugation test and sample observation test were also carried out for primary stability study. RESULTS: The pro-
pranolol hydrochloride gel was well-proportioned and of good viscidity and easy to spread. All tests were in line with the regula-
tions of Chinese Pharmacopeia. The linear range of propranolol hydrochloride was 1.35-45.00 pg/ml (»=0.999 4). Average recover-
ies were 97.08% (RSD=0.72% ), 104.3% (RSD=0.36% ) and 102.7% (RSD=0.53% ) at low, medium and high concentrations
(n=3). The contents of 3 batches of samples were 100.8%-103.3%. In centrifugation test, no stratification was observed in appear-
ance of samples. The content of main component decreased after keeping for 6 months under room temperature in sample observa-
tion test but stable under 4 C. CONCLUSIONS: The technology is simple and stable. The method for content determination is ac-
curate, reliable, rapid and simple. The sample should be kept in cold storage, the period of validity is temporarily set at 6 months.
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Fig1 UV absorption spectrum
A. substance control; B. blank gel; C. sample

3.3 tREMLHNHIE

W % o T TR 3 25 3% JR G BE AR P 46 950.3 0.6, 1.2..3.0,
5.0.10.0 ml, 2351 E F 50 ml EIF A, N4l fbK E 75 B 20, 5%
A1, RS R R EE IR . LAk R Zs 2 B 5 HAE
292 nm PR IR, LU (4) X B (o) EF 74k
PEE, 15 20 bR 2R )5 : 4=0.014¢—0.003 (7=0.999 4) ,
45 LB, b R 3 25 3 2K R I o e R R MV RO 1,35~
45.00 pg/ml.

China Pharmacy 2014 Vol. 25 No. 13 - 1197 -



34 RBRERRE

B3.37 00 N B e B ol 22.5 pg/ml (RN A 7, T 2
E S5, IERSD=0.12% (n=>5) , LI EAHH BE AT
35 FEEMIAE

A AR HUER R 257 JR e (it 5 : 20130628 ) i i, B T
BER R HEHE 3127 TR iR A R AW . LAElAbK Ry as
1,43 7E 0,30 min, 1.2.5.10 h T 292 nm I K 420 52 W% 56
B, 45 R 5% BE Sl 0,400, 0,396, 0.392. 0.395. 0.390., 0.382,
RSD=1.58% (n=06) , &AL IFAE 10 h NESEPE R A7
3.6 EEMHAN

53 TR R BRI 2808 IR B (L5 : 20130628) 5 13,
FEor BB TR, FE I8 3. 1.27 30 F 5 gl A FE S . LA
alifb K a5 (3, 16 292 nm P K R GE . 45 RSD=2.97%
(n=5), KW FELYERLF.
3.7 InEEE R

F 2 FR B 0 B & ) R R N 28K R B (S .
20130628)9 13, 313 1 4, A 4% ik Bk T2 317 255 14 IR ) I I
FSOE 1, A3 I AR TR 28K R R T R IR 3127 I R
43 BT B L AP | v B e B A A [ BRI S VA . DA
alifl K 2s 1, 20 B0 e 292 nm K TR RO, 4 1]
MR T RSDAE, 45 R L3 1,

Fz1 MEEKRAELER (n=9)
Tab 1 Results of recovery tests(n=9)

AR, weg AR, g BIGE, % FHEE, % RSD, %
40.50 39.00 96.30 97.08 0.72
40.50 39.54 97.63
40.50 39.41 97.31
67.50 70.33 104.2 104.3 0.36
67.50 70.20 104.0
67.50 70.69 104.7
81.00 83.48 103.1 102.7 0.53
81.00 83.97 103.7
81.00 83.09 102.6

3.8 HmAEWNE
T3 LR R 2508 R B FA: O o, RS B AR 3 4
PN, 127 R ) ik hb B, LLatiA K 28 1, F 292 nm KT
2 2 S 5 TOCER R 258 9% 7K ol ML (] BP0, AR 4R % Rt L
BT AR T RS 2R R B i A AR R 2.
*2 HRESNELER(n=3)
Tab 2 Content determination results of sample(n=3)

it PGSR, me/g bR AR, % RSD, %
20130417 10.28 102.8
20130511 10.33 103.3 1.28
20130710 10.08 100.8

4 FFMTIEE MRS
4.1 Bk

BUSHAEN A5 g, A B OEN, BT OREN
15 cm A E.OALH , BB 2 500 r/min, 2500 30 min, 4554 3
HERE SR INIR I BRI 5, HAY .
4.2 BBEEWEE

BEE S S T RDER 25 RIS &y nss & =, o
HETF 4 COKFERZE IR TR0, RS0 45 3HLRE A, o
G R pH L ER R M 259 IR S i e A I BR B , v B0 L

- 1198 - China FPharmacy 2014 Vol. 25 No. 13

3.6 A HriGE . 4R, BT 4 CUAR R BEIFE MEE
B IR BRAFE HUE s T8 T2 T AR BARTRE R
PIBREE G A%  AHBE T TR , A A8 IR EL A 3, pHFEAIR,
TR ZRIK K S R, B 6 DT & R TR i 19 90 % 1Y

TR BRI o R R R R Z U K BRI R R A E N

VO, AU E 6 .

5 tig

AR RV R BRI R TR VEBERE , RAKIEYER 5 ik

J& Tkl AT AR eI RIS DL 1 R o TR

L RRE . TERTIABERS AL T Wh ek Bt b B TR

AR LT E R A . SR, R RGP 0% 5 T LR

FBLZT AR A B 0T, 2 1 R, BB A 7 B L R 1

U AbT7 R pKOR AL e L T LA S R SR 0 B Wl e ik

) A ARSI

I E SR IR ML 78 200~ 400 nm K FE

P, R 239 210 PR B2 A i T 292 nm B Ab I e R K

W, R L2 ORI E A 290 nm o KA AR5 S 1 D DR AT

SEATRIN S5 BTN 22 X B il S i VA R R Al K i [ 2

)3 BT I 5 VAR R, AR AT IR T L ER R 2R IR 5

HMRFER IR LLHS , i LA vl ] 24 B R Wi g KA A A —

o ARIR M7 AR A B AT AT A, T ELRREAR T

ARERY R S REIRIHAE . PRI, 107 58 A0k TR IR

ZRUEIRBEIE (1 5 100 2 5 P s

I SO RIS E PEEA T 10020548, i PR 3R i Je

IEIRK IS W RAT Rt — 2583, LU 2 i A7 AL B Aff

i BERL A  FEOCHIF S N A0 53 SC R 1 T4l -

A i R R 2508 7K R TR LS8 BRI IR T RACh FE A

SEE BERCHE BT 2 5 5 YRR E T ARBEI I ALy FUAR A

R g BEICE ERRR ZRIK K 10 mg. AR A RERANH LS MR

S 1R T AR ORI , IR Ay - RO Al B i, T AR AR P 5 i —

2, BH2~3 K, A 2 g,

SE 3k

[1] HIEER BRZE, R, 5 % 20K RG24 L g ik
FEREIR[I). B 2 5, 2012,23(4) : 375.

[2] Léauté-Labréze C, Dumas de la Roque E, Hubiche T, et
al. Propranolol for severe hemangioma of infancy[J]. N
Engl J Med, 2008,358(24): 2 649.

[3] &z, 2, Wb, F B2 /RGBT A TE 4L
L5598 G IR YT AW [J]. P R 5 4R E F R,
2011,36(11):1 102.

[4] M2 504 R R RS A AT R [D] K
KK, 2008 20.

[5] AREH, ZEFEE, AR RN bR e e SRR 5 2%
WK R T RN E BE A3 A [J]. P B 25k, 2009, 18
(22):21.

[6] BA&liF, T3, 5MefE HPLC L0 SRR 5 288 IR R 1)
SE[J].EARE2,2011,18(18):59.

(7] waak, E0, QNS F ATROGREENE HIRE 2% K
SE[J]. P B2 5,2007,5(1):40.

[8] HEZAME G2 b AR LA E 2 3R [S].20104F
R AL ST Hh R 25 R A, 2010 792 B 19.

(i H #1:2013-10-08 &[T H#:2013-11-14)

TEIE 20145 25 BE 134



