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Establishment of Dissolution Tests and Evaluation of Dissolution Performance for Berbamine Hydrochloride
Tablets

DONG Ning" *, LIU Huiying’, SUN Lixin' (1.School of Pharmacy, Shenyang Pharmaceutical University,
Shenyang 110016, China;2.Liaoning Institute for Drug Control, Shenyang 110036, China)

ABSTRACT OBJECTIVE: To establish a method for determining the dissolution of Berbamine hydrochloride tablets, and to
evaluate the intra-batch quality of samples from 5 enterprises. METHODS: The concentration of berbamine hydrochloride was
determined by HPLC and accumulative dissolution was calculated. The determination was performed on Agilent Cis column with
mobile phase consisted of 0.02 mol/L dipotassium hydrogen phosphate solution (containing 0.2% triethylamine, pH adjusted to 6.8
with phosphoric acid)-acetonitrile (60:40, ¥/V) at the flow rate of 1.0 mL/min. The detection wavelength was set at 282 nm. The
column temperature was set at 35 “C, and sample size was 40 pL. With paddle method, using accumulative dissolution as index,
the medium (water, pH 5.5 acetic acid-sodium acetate buffer solution, pH 6.8 phosphate buffer solution)and rotation speed (50, 75
r/min) were selected to establish the determination condition of dissolution. The dissolution curves of 5 enterprises were drawn to
compare the intra-batch uniformity of samples. RESULTS: The linear range of berbamine hydrochloride were 3.96-257.40 pg/mL
(r=0.999 9). RSDs of precision, stability (8 h), reproducibility and durability tests were all lower than 2.0% (n=5 or n="6).
The average recoveries were 98.6% (RSD=1.64% , n=9). The accumulative dissolution of samples in 3 kinds of mediums at 2
kinds of rotation speeds had no obvious differences. The optimal determination condition was water as medium at rotation speed of
50 r/min. Of all the five enterprises, intra-batch uniformity of sample was satisfied in only on enterprise. CONCLUSIONS:
Established method is simple, feasible and accurate, and it can be used to determine the dissolution of berbamine hydrochloride in
Berbamine hydrochloride tablets. Some enterprises should make further efforts to improve the quality of medicines.

KEYWORDS Berbamine hydrochloride tablets; Paddle method; Dissolution; HPLC

INBERR NEERL N BE IR A A /NS R R 2y RO AR, DAt g A0 A 2 s i A, i
FH S B — %ﬁPXXTﬁE MERRR A, SO HATRSRALIR G I BUAE R BRI B0 LA B
CoHuNOq, 2 FIFLERWRER , WS R A5 020 LA pro A e s S /e, £ A T4 RS B 5 R A 4
MR/ NEE o NRE R %W%Wﬁﬁmf@X‘ W AT PR TF TR AT L7 5 1,

AT < S 250 5 2525 B A (N0 239) ERI/INGEIE H B0 i R T TR 28 bR A

LG AL ﬁﬁﬁﬁl”‘l:}j%%*ﬁo LT : 024- M%lﬁi‘mﬁ*—ﬁ‘(ﬁiﬂ@%*f?ﬁkk+jﬂﬂ‘[§] }ﬂﬁﬁ%*—f
31266233, E-mail:dongning822@126.com
S B W S WL BFSE s 2oy AR H BEHEATHE ), TE RO 2 W RS A

Wi, HLIE :024-43520600. E-mail: sIx04@163.com o BT UL, B E T =AU 3% (HPLC) v

- 2356 +  China Pharmacy 2018 Vol. 29 No. 17 TEHEE 2013FEFE29FFE1TE



TR/ NEE v B R D5 IR, IF X 5 AL AR At
NI — PRI T T .

1 7
1.1 {88

1200 HPLC 1, Bt £ 48 S0 I #5 (3 [E Agilent 2
F]) 5 248THPLC A, it & — M 45 M4 51 G I 7 ( € 1) Waters
28] ) 3 XP205 KA (i -1 Mettler -Toledo 23 7] ) 5 Orion
3-Star fi£ BF 1 ( 3£ [E Thermo Fisher Scientific 2> & ) ;
RCZ-8M ¥ iR 561X , Bt & RZQ-8D HURE It 4E 22 48 (K
MRRKERHHARAA)
1.2 Zm5ilH

R/ NEERE F s Al A GEIREAR R, 445 100101) |
Al BOBEAR L 4151 100602) 4l C OBEAC L 41t 5
100101) Ak D(F A, #E%5: 20100801) . 4k E CH A
J 5 :10072331) , BAR 34k 28 mg/ Fr (FH S T 5 /1N BE
JHe 25 mg) 5 Fh R /INGE X HE A, (b 20 SR A 4 R
AR F] S 160113, 4l . =98% ) 5 £h iR /NEE i Jit
B A) s I Rtk 4l (S Fisher 22\l ) , FHoAt 7]
¥R oy pral, KR REAiK
2 BHEAFENEI
2.1 BHENEREHEL
2.1 s @5 A Agilent Cis (250 mm x 4.6
mm, 5 pm) ; i 24 : 0.02 mol/L #f Bk & B A T (&
0.2% = Z. W , TR pH £ 6.8) -2 Ji5 (60 : 40, V/V) 3 i
2 1.0 mL/min; £ K : 282 nm; A - 35 C5 iF A
40 pL,
2.1.2 WWEI R (DX B SAR . BRI /N BE e X
HEAHZY 10 mg, AF % FRAE , BT 50 mL st b, K i
IR R ZIE 525, WS . () i i s . Bk C
RS BFER IR AT RSB FREC147.52 mg, B T 100 mL i
o KIS PR R R 20 4850, Bk, I s, B
150 (3) 2 IR . U Ty LA B2 Al C %k, 4
A0 T5 He A s P
2.1.3  RGuE MR R % R 2127 0T X R A
VU BRI TR A A T, $7 2.1 U
SAF RN E IC S 00 . 4550 EIZ O R BRI
JINERE i W FRVRRL S 2 Jo e 1) 4 15 BE KT 1.5 DR X R 1R
JINBE Je 0 7 TG TG BRI A Rk DA AR R /N BE R e 1 >
3000, g TEILE 1,
2.1.4 RYEXRRFEL  WERIR/NEERT B AL 2 25 mg,
FEEME , BT 25 mL i b, ik i - R 2 208,
FEAT TG B VR o A R A b AR X B A
0.04 ,0.18.,0.26.,1.40,1.70,2.00,2.30,2.60 mL, /3% &
T 10 mL S A, I KA R 2 20 B, 857, il Bl R 410 % |

HEZED; 2018455 29 4 171

5 10 15 20 25 30 "o 5 10 15 20 25 30
t,min t,min
AR B IR S TR

40 R/ NS
35
30
25
=20
g 15
10
gE U W A

D0 5 10 15 20 25 30
t,min
CHER SR IE

1 BRREEIEER
Fig1 HPLC chromatograms

TR o R B R R G BV A 40 pL,
“2. 117 NSRRI E e SRR, DAER RN
BER ST LR BB AR AR () JWETHTBUA AL bR () HEA T4
[, #5:m ) 5 A%k y=5 112.6x—1.118 9(r=0.999 9) .,
SEOLIRIT, R/ INBE ARSI J5 2t 2 2 v 1Rl oy 3.96 ~
257.40 pg/mL,

2.1.5 MEHEEIRE Bl A SSRGS 5 iR
“2. 11T R SR SR IERE 6 UK, IE SR IR, S55R,
ERFR/INBER I IR RSD 4 0.10% (n=06) , FR A 77k
(AR 25 B AT o

2.1.6 AWK Bz A FRAER L IR S 5
BRI, 2 65 mg, 2L 6 7, KB FRE , 4390 & T 200 mL
SR K R R R R 2B, RS, Bk, ISR
YER ARSI o R 25 B R S A R A5 40 pL,
Fe 2. 117 TT A S SRR |, 1o SR TR AR A
W . S5 ERR /N BRI YT bR & i 99.2%
(RSD=0.67% ,n="6) , KA LT L MERLT.

2.1.7 FAEMERE 2,167 T bR A oS & 4
ST IR TR 0.1.2.4. 8 hif, 342,117 30 T fa3% 4%
PEUEREINE 0 e T R 2551, Sh R /N BE e TR R Y
RSD 4y 0.13% (n="5) , B i1 i i W 7 25 1 T 0 8
h MRS E M R AT

2.1.8 [ Bl A b R 2 44 me, B
F 100 mL A, HE 9 07, /3 4% B8 80% . 100% 120 %
14 B AG A 1 /N B Jrg JOREE o, K B = 20, 12
57,0, S IE AR N A A . R R R A
IRAIRAS 40 pL, % 2. 11730 F (i 2 F EREI 2 L 38
SR TR AR IR TR AR IR o 25 5 B T 38 TRl R
98.6% (RSD=1.64% ,n=9) , FRIAA T L HERE R 47
2.1.9 AR BUik A 45 min ¥ H AR S —17

China Pharmacy 2018 Vol. 29 No. 17 - 2357 -



455k A Agilent C15(250 mmx4.6 mm,5 pm) \Dikma Cs
(250 mmx4.6mm, 5 pm) Fl Waters SunFire Cs(250 mmx
4.6 mm, 5 pm) ERE AL, F2 217 T 7 I v R
S5, 3 i B A3 AR A 1 3 EE Y RSD ol 0.52%
(n=3) , A7 B M R4
22 BHENERBENRE

LR R R R Ok, 5 Ak A R
INBERE AR A LR 3 e IR G ORI 5T R A
AT E .
2.3 BUHEWNEHENHE

PIZK R A kA 1 e 0% Hh B I | 5 393 1) 3k
50,75 v/min, $5 2. 17U ik AR, EhR/NBE
JHe - SR AR Y BEAE 2 P R T I 2 5, DA AT (5
R I BCAS ST R PR 34 50 r/min.
24 BHATRMBEE
241 WA BMSEREE 29I LUK pH 5.5 BEER -1
M2 40 2 v (JBUTES R 41 5.98 g, il 2 mol/L i iR %5 K 3
mL, fill 7K 7 F& 2% 600 mL) F1 pH 6.8 12 #h 22 ik [ 7]
2015 4F R 1 24 30 (PO ) 38 0] 8004 2 ik ] A ¥ i
A, 43 5F0.5.10.,15.20,30 45,60 min Bk 10 mL,
10, [ B b 7 S [ AR B 9 A T . BRERTE IR 40
ul, e A RS 2 it 2k DL 2,

120
100

—— K

& 80
60 —&— pH 5.5 AR- B RN R bl
40 —y PH OSBRI
& 90
Bk

0

0% 10 20 30 40 50 60 70

i ], min

E2 HMESTAHARPHRAA L
Fig 2 Accumulative dissolution curves of samples in 3
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Tab 1 Average accumulative dissolution of berba-
mine hydrochloride in samples from 5 enter-

prises at different time points(n=6, %)
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hydrochloride in samples from 5 enterprises
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Fig 4 Intra-batch uniformity of berbamine hydro-

chloride from 5 enterprises(n=6)
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