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Dissolution Study of Agomelatine Tablets in 4 Kinds of Different Mediums in vitro
MIAO Yan-fei', GE Wen-lan’, CHEN Guo-guang"*, XU Chen', ZHANG Gen-yuan®(1.Nanjing University of Tech-
nology, Nanjing 211816, China;2.Jiangsu Provincial Institute of Material Medica, Nanjing 211816, China)

ABSTRACT OBJECTIVE: To investigate the similarity of the dissolution of self-made preparations and original preparations (25
mg per tablet) in 4 kinds of mediums with different pH in vitro. METHODS: Paddle method was used to determine dissolution of
the sample in pH 1.0 hydrochloric acid, pH 4.5 acetic acid and sodium acetate buffer solution, pH 6.8 phosphate buffer solution
and water, using oversea listed Agomelatine tablets as reference preparation. UV spectrophotometry was used to determine the con-
tent of the tablets. Similarity factor (f;) was used to evaluate the similarity of dissolution curves. RESULTS: In 4 different dissolu-

tion mediums, f; of agomelatine from self-prepared preparation and reference preparation were all more than 50. CONCLUSIONS:

The dissolution behavior of self-prepared preparation and reference preparation are similar in 4 dissolution mediums.
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Fig1 UV absorption spectrums
A. blank solution; B. solution control; C. test sample(pH 1.0 HCI)
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Fig 2 Dissolution curves of reference preparation and self-
prepared preparation in different dissolution mediums
A. pH 1.0 hydrochloric acid; B. pH 4.5 acetic acid and sodium acetate
buffer solution; C. pH 6.8 phosphate buffer solution; D. water

2.3.2 ZHLHHS A BT B 2T . ASOR T SEE
FDA A 5 11 A [ 14 245 49 A Wy A1) T R AR S8 P 94 e o
A BOAR A 5 (L) 3RS, PP 2 Fe i R0 15 A B o v
M ZE S R AT

100

ilm—w

=

£=50x1g

1+
n

Horr ROA ¢ E) 2 H I R 1 BB i TR e R A
AR 50 S 2 RS s R BORE AT A E (n=3~5, H.R>
85% [ S AT 1Y) o #550<£<<100, W F277 HWHEH 52
FE s A T AR, 2558, BT X 5T HE pH 1.0 SRIRIA .
pH 4.5 TR -BATR N Z% M . pH 6.8 BEIRELZZ vl A/K Hh £243- 5]
41 68,6666 FlI 60 (n=4) , & B F fff il 51 A1 2 Eb il 70 (A4 A1 i
AT A A
3 itie

(L)AL 2010 45 R = 2 ML) (=30 B S IV A $85h-77 I
G3 GG REE S A B AL, — e Bt i VAR I RO
1E0.3~0.7 HE, W FBIRSERTTAE 229 nm 3 A0 R

B, DRGSR DA T8 1 T ST A i R 00 G ) D7 5 A T

AW BEEAE 0.3~0.7 IR o i X HLi HH U5 k2 % 4%

WFFERM A T7 75 RES PR AT O g BT 36 SR T 150 i

.

(2) A AR A2 H R ) pH ARG A0 5T b s
hZR A £ 3K T 50, B B HHRRIRIS: LR R AN A TR
HATARNE (5L =38 B M A 2R W ) B A0 A S ke 7 —
UL AT — 5

(3) ¥ A (98 T A 52 M OB BE | R 8ei
@IEREAE . AR SO B SN OB 5 W ROR A 1A AR
PO, FERR PR ERR P A AT ER N R A I (8 PR A LI
R MR R

(DFTRERITEZEECL VLIV, &R Y
VA E AN AR TR, i A i B A 9 R BEAE 37 CCTR NIV >
> 1> 105 AR R ThE , 25 SR A A 2 A R . A
o T RLREAR OC AR A PROHCR T TR S 4 S ) 3 0
S 3Lk
(1] ABJT B BT IR 2, il PR FH B WF e ke (0], F 12 25

5,2008,19(14):1 105.

(2] XUSC, Al B RBTHIATR 25 4y )l A L K A FIBIL ]
W IERE[I]. o B 25 45,2007, 18(1) : 66.

[3] Simonin G, Bru L. Determination of melatonin in biologi-
cal fluids in the presence of the melatonin agonist
S20098: comparison of immunological techniques and
GC-MS methods[J]. J Pharma Biomed Anal,1999,21(3):
591.

(471 WURIR B A i , B v [ A 2 00 i 30 2K
[Pl B E 2 Tk 4 &,2005,36(7):447.

[5] Qureshi SA, McGilveray 1J. Typical variability in drug di-
ssolution testing: study with USP and FDA calibrator tab-
lets and a marketed drug (glibenclamide) product[J]. Eu-
ropean Journal of Pharmaceutical Science, 1999, 7(3) :
249.

[6] ERAMEG 2 F AR EH L Z3K[S].20104F
R ALST: P B 2GR Rk, 2010 53 X C LB IVA.

(71 KB AR, T ORI, 3 SR Z 400 R I 2T 11 i
[ AR 50 B9 N AE S [0]. o B B 26 Tk A &, 2009, 40

(12):946.
[871 BRI W A E FIBEAN 5 [I]. P SR E 77, 2008(35)
73

[971 AR H AU P 5k (0] B B 2 Tk 4%
%£,2009,40(4):308.
(ks F A 2012-10-16 &[0 [ .2012-12-12)

(PEHE)#RE—(FBRERS!) (IC) INREATI, MBI . 1T

- 2762 - China Pharmacy 2013 Vol. 24 No. 29

HEZEG 2013 4E55 24 34545 20 ]



