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HAENT SR PRI AR SRR JBURE R 5 7 45 SR e W 72 5 S SR 4 vl
SRR R B 2 P B (pH=6.8) 1 AN IRV SRS [ FURE B I0) S (RORR SO 08, AR AN 66 5
PEINEILAE 0.1 mol « Lo SR FRVHRCRIE R £k 22 13 (pH=6.8) 1 [FBEJREE , RSB K 263 nm.
FHRMELE 0.1 mol » L ERFRWH 1~25 10 g » mL ' JEB N E AT, 1K, . FIRIEM
PR Sy 100.2% 99.6% 99.3%; {EBEIREhZEMT(pH=6.8) ' 5~301 g » mL™ JE[H A
LRTERLF, K. hy mIRERTIEIE S 99.7% . 100.5% 99.5% . SEHUMEIAE (KR %
RIS SR 5T B3l 50 1« min,  BUORER )44 30 min. AUERG i, AT
A Ay SRR I 4% A S R JSCPE £ 0 5 7 1o
o R BB ANPGRS
: R94 : A
FMF (isoniazid, INH) & &gz, &M T & BRI IIRTT S0, AH il T 45 AT
BRI 2580 5 7 AR 251, SOE IR L2 RATERG T 25, WPk, SeFHE R R (pHI~3)
Stk R SRR S A7 AT SRR A B AR, AT AR T RIS A B R R ). Ak,
HMHE R A B UUR TR AT A, S0 B o (K ROBOZ AR T7E /N b i molie M. DALtk o S
] RS S T RN S5 A% FRYR YT A A LI IR R o KT SR vs  E  Ah i e kaE, B0 Ak
HMBETBURE T VR I ST AT AR E

1

WEFZ800—D ALSAh-1] W e (ERTER — D XA ) ZRS-8G A REWA kg (R
KT D PR CRIBRERER T s K% pH b (LTRSS s Ak R 2y
(WHLH AR 2N AR AR, #55: 040103); SREMECRGE CAATRIS, & 99.7%): kg
wh CAML, BN 100 mg/ /v, #%5: 20050701, 20050702, 20050703)

2

2.1

HOOEE 5 S BT T B Ak 7 e R, 20 0.1 mol-L ERFRIEVRURN T35 1% £h 22 P (pH=6.8)
Tl PR I, TR GG FEVEAE 200~400 nm 5 [l A F13, 45 B 38 W SR EAE 263 nm AL e KWL,
HAS A SRR AR LU AL TR, M0 i 263 nm R K
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2.2

R PR TR &, 09T 0.1 mol- L™ ERMvA VMBI 25 22 01 W (pH=6.8 VA ik JT-#h1l 1k,
0.5 mgmL™" (R4 43 BRS S B HGE R, 1] 0.1 mol- L ShFRVAWUHI BB ERE A 1. 5. 104 15,
20, 25 pg'mL™ IRV P BEIR $5 22 vP i (pH=6.8) I L BT &M 4 54 104 154 204 25, 30 pg'mL™”
IRFIEI,  HEO G BEVETE 263 nm AR E U, AR (AR BT B2 () BEAT 2 R, 453
EVEPFEVF

0.1 mol'L™" $hR ¥ Mk A=0.0342¢—0.0035 (r=0.9997)
T R £h 22 P (pH=6.8) A=0.0294c—0.0030 (r=0.9998)
2.3

H1 0.1 mol- L™ ER IR (BY pH 6.8 WML ERZEH 80D A 10 pgrmL™" (B 20 pgrmL™) (1 40
Wo T37 KB RICE 1. 24 4. 64 8. 12h, 7E 263 nm AW LW IACRE, 45 AR I SRk E L
PRI 12 h YA R E
2.4

A3 RS 2 BRI AR B 2 12,5 204 25 mg 4% 3 £, & S0 mL =i, kb7 & hn NGk,
0.1 mol-L™ $RIR¥AW (5 pH 6.8 IR EEZE MWD WM B ZIE, 24), LL0.45 pm PAALIEN
JEit, FEEMINER, BXEEW 0.5 mL (% 1 mL) & 25 mL B+, 1 0.1 mol-L™ EEMA W (=X pH 6.8
MR ER R FiRe & 2 BV (R W v T IR A DG MR B T R I &G &=, A 0.1 mol-L”!
IRV (K pH 6.8 B ERZZ D SRR E S 10 pgrmL™! (3K 20 pgrmL™) (UM, AL
JEVAE 263 nm AMEWRIE, FeAMRETH R BIRCR . g5 R R 1.

Table 1 Recovery results (n=3)

0.1mol-L™! HCI solution pH 6.8 PBS
Added
Average recovery/% RSD/% Average recovery/% RSD/%
80% 100.2 1.02 99.7 0.78
100% 99.6 0.77 100.5 1.06
120% 99.3 0.79 99.5 0.83
2.5
2.5.1

2B LN 0.1 mol-L™ AR RV 900 mL i ANAEANE AR LA 5 S0 i 14 PO i 8 5 »
Z2h, FEBWHMPIRE, SLEMATAE 37 1 pH 6.8 BEIREE22M3 900 mL (HX 0.1 mol-L™!
MRV 0.2 mol L™ BEIRENIAIL, 143 0 1 IBAINS), LB 2 mol-L ARFRVA I EK 2 mol L &4
PN pH 4 6.8+0.05) DL 5E 22 R i
2.52

FUR, T8 A8 P 5 Y R SR 1 )l P 3 (st BRI o B IR B RO, SRk
(5P S 1o T VR, WOk TR A A S SR I P R, AR e PR R s A
AR . ShAh, ARSI A T, IR VR UL TR
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2.53

B s 22 BI7E 304 504 754 100+ 120 r « min” BHTRBUERIG . 45580, Sk
i i AR T LT ARG AEGErhi PR Bt 2k B 1 Bk & R, AR 48 30 © o min”!
IR AN, AR AR T 15 min N 29WIRIC 2K T 80%, 71 30 min I JLF- OB 5E4,
fa 2 %N 50 T mins
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Fig.1 The drug release curve of isoniazid enteric-coated tablets in pH6.8 PBS with different rotating speed
254
U3 SAER A 6 7, i LRk M4 AT RSO RS, 146 7E 0.1 mol- L™ #h MRV hig ! 2 h
AT R IR, P NBEIR Eh 28 vl (pH=6.8)F, 737+ 5+ 10, 15 30, 45. 60 min HUFE, l5E
A A AEAN RTINS i) i AR TRC o AS SR AE IR WP AN, AESE M H R I R 1] 2 Flros o & R,
3 UFE ST &I ] OB S AAR ], JF B9 T 15 min ORI, 50 28 v i R s
SEHCFEIR ] 30 min.

release/%
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batch one; mbatch two; Abatch three

Fig.2 The drug release curve of three samples in pH6.8 PBS at different time points
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2.6
HU R e o i 5 4 PEIEA T RETRUBEIRSS, LA 0.1 mol- L™ RV 900 mL Ay B ik s

HeWy 50t emin”, £ 2h, HURWOER, UE, BEEIEBE A BN (1D SLHUE TR
WA 37 EERRERZE T (pH 6.8) 900 mL 1, AR, £ 30 min 5, BUAWOE R, TiE,

T EOE E, FBERERE IR (pH 6.8) MR 1 mL 295 A 20 pg IRV IAE A sk i
W (2)5 SIREERRIUR BT BG4 2.4 TR Ve i FEO SR . AR S v R 6 R
W, HR AT ARG EEVE, 7E 263 nm U AKAL I E WIS, $AMRZT AR A IR R .
SRR A 0.1 mol- L h RV HH BRI (1 PR FE AN KT i 1) 10 % 5 ZE IR B 22 ik (pH 6.8)
HRORE R PR B JE ANV T B 70% o B3 AbRE b L e . 45 R LK 2,

Table 2 Determined results of samples(n=6)

Release/%
Bat No.
0.1mol-L™" HCI solution pH 6.8 PBS
20050701 0.23 99.5
20050702 0.42 99.1
20050703 0.38 100.1

HF SRS 1K, BLAE 0.1 mol-L™ BRI UM IR £ 22 P (pH 6.8) P LR MEAHC, [l
e REVE R, WORSIE R F S AN 606 BEVE T 3 e I s e AR R IR b R TSR,
VR ] 5

Hi 2 NP 2 w4, SR T AE 0.1 mol-L hR¥ b JLICREI, (ERIR SR 22 0P (pH 6.8)
H0~10 min fA7EI Y, SRR AR BN B0% . B30, 76 0~10 min WABIEHEE, JIf H.
FedGBOR, A MRAHRER, — BRI, IR, TR S v K, #fE 30 min &
RO 564
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Investigation on in vitro dissolution of isoniazid enteric-coated

tablets

ZHANG Wei, ZHAI Guo-song, LIU Lin-jie, JIA Zeng-rong, HE Zhong-gui

(School of Pharmacy, Shenyang Pharmaceutical University, Shenyang 110016, China)

Abstract: Objective To establish a method for determination of in vitro dissolution of isoniazid
enteric-coated tablets. Method Rotating basket method was used to evaluate inoitro release of isoniazid
enteric-coated tablets in pH 6.8 PBS under different rotation speed.The release of isoniazid enteric-coated
tablets was determined in 0.1 mol-L™ .HCI solution and pH 6.8 PBS by UV method at the detection
wavelength of 263nm. Result The calibration curve of isoniazid in 0.1 mol-L" HCI solution was linear in
the range of 1-25pg'mL" with average recoveries of 100.2%. 99.6%. 99.3% and it in pH 6.8 PBS had a
good linearity within the range of 5~30ug-mL "' with average recoveries of 99.7%- 100.5%.99.5%.Rotation
basket method was developed to measure the dissolution of isoniazid enteric-coated tablets at 30 min with
the agitation rate of 50 rmin . Conclusion This method is simple,accurate and suitable for determination
of inoitro dissolution of isoniazid enteric-coated tablets.

Key words: pharmaceutics; dissolution; UV method; isoniazid; enteric-coated tablets
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