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Abstract

Objective: Research on the preparation of puerarin capsule and the establishment of its in vitro
Analytical Method. Method: Ultraviolet spectrophotometry method is adopted to analyze the im-
pact of different excipients on dissolution rate of puerarin capsule. Results: The dissolution rate of
puerarin capsule is optimal when the excipient formula consists of micro crystal cellulose (MCC),
PEG-4000 and micronization silica gel. The in vitro accumulative dissolution rate reaches NLT 85%
within 45 minutes. The UV standard curve shows a good linearity range between 1.0 - 10.0 pg/mL
and the recovery rate is between 98.60% - 101.91%, RSD = 1.95%. Conclusion: The puerarin phos-
phatide capsule in this research has a good in vitro dissolution, which can be used as an in vivo as-
sessment of the bioavailability to some extent. The ultraviolet spectrophotometry analytical me-
thod is easy to operate, fast, precise and accurate, which can be used as an in vitro analytical me-
thod for puerarin capsule.
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1. 5|8

=R &K (Puerarin) & F 25 B R (Pueraria Lobata Ohwi)HEEE UK, &—MEEEMLEY, B
BY sk DR IR M PR UUVARE . G LU Dhae . PR MLBORG FE . 3G In i It 2 55 24 A
1] [2] [3]. BT ER RS2 RKIAF 2 220 R, FoKE BN R s T K 29) 3 B R 1%
L ANCHEVE TS0, ME LAY 15 i S5 AR IR UAT, 10 I A= 0 R0 P FE ARG, AT PR 1) 1 B8 AR ZRAE IR R R S H
HATIER bR AR RER A — N FE . SRR B ENAERK B2 N, A R RN R IEZR
W2, WA R RNA RS RN EIET ML 25908 2595, T I 8 afn R s B fR w7 E A
S HAETI[4] [5]. AR —ImRAZAMES, ZF R R ESRRSHEERESY, UM
B, AIdgm 7 HRAEDIRI 6] [7]. A —Dtoe, DARIMNE s Z 48R0t kb 7 317 ik,
Hil e BRI HE, LA R IR 2575 K.

2. RS HH
2.1. {5

T RS B-HORI), AFLIR Ry B8 I BB U R B A IR A ), HE P 2R R X (R
BHEE IR 5 (LA IR A D), B THAC R0 (0 HIRA ), W IR R TR A TR AL
BB IRA D), WA RE T (1 A S B A 7).

2.2. M8

B MR Z IR (P A 2 SR E T TR, IS 110752-201313), BAR K F R & & WeH 254 TR A
A, b5 20140612), KEONBENECGEEFE & AR, 5 129065), ACHRIE 20 b 26 ot B (22 0 Ve 24 H
R A PR A ], b5 20140211), 32 H L GE R (2280 L 25 R AR A TR A 7], #it'5 20141228),
AR (AR A, #L5 6422), T Z i 4000 H M (KL A 5], #L'5 2K17555781), #
R (2L 25 R B A BR AT, 1S 20150123), oM Rk R (22 L ) 25 T iR B A BR A &, 3t
5 20141112).

ToK CIEECRET S PR TARAR), BFR S8 ( RIERE M B IRA ), ZELBTRE
LA A RAT), githK.
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3. FEESER
3.1. BIREBREESYHEIE

FRECER RERL 10 g, KEUIBEE 12 g, IO 100 mL /K 28, 30°C/KIBHEEERN 0.5 h, 85
BRI NER], SO°CHEZ THRAE T, it 40 Bif%h, hEEmiel, Bk, 8, ShRESER
% 100 mg.

3.2. (BN ERVEESL

3.2.1. SRR EEIE
KRB R I 10.50 mg (S E L 95.5%11)ZE 20 mL &8, IR T2 (pH6.8) VA i If
R EZIEE, AE NI SIS

3.2.2. MEFACHDIEFF
R T AR 20 R VAR 0.6 mL & 50 mL &R, FBER I MR (pH6. )M 2 ZIE, #2451, UIBER
EZ MR (pHO.EZ AXS R, 7E 200~400 nm WA WFIHE, 45 R1E 251 nm A ER FH BRI, H#HE

WL 1.

3.2.3. tRERRZE

s B S AR N I VAR 0.1, 0.2, 0.4, 0.6, 0.8, 1.0 mL 4r%I'E 50 mL fEHS, ARG 22
MR (pH6. )M BE R ZIFE, $&57, SRJSTE 251 nm AW E WO, ERZIKREE SWOCFE RN, /3 EIH7
FE: A=0.0001+0.0753C (r=0.9999), &t N 1.0~10.0 pg/mL.

3.24. BEERR

Y [R]— 9 B2 O B AR 0 I VAR, 7E 251 nm ARSI E 5 K, 0 EWOGREE, i RSD =0.97%, it
A B AG 2 E RUT o
3.25. EEMHRAE

FEEFREURES 6 1y, % Bk vkl S e G A A OE R, H5 RSD = 1.05%, RHIZHEA B
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Figure 1. The UV scanning map of puerarin in phosphate buffer (pH6.8)
1. ERAEEHBRELZE PR (pHO.8)FEY UV 1%
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=R,
3.2.6. MNFEEIEERIRLE

S RE AR R R ATIE 4 mg, Smg, 6 mg % 310, AN ESERE 5 mg FEES PO RS
FIAH TR R R RS RN 80%, 100%, 120%), % LiRJEHI&AEMNERETOLE, HHER RN
B s 2R 56 A 98.60~101.91%, RSD =1.95%.

3.3. {FINAH ERTE

HEA HH B 5 R T80 I 5 (2015 Wi EEIZ ) DURRI@E ) 0931 28 —3k)ill e, DABERR £h 98 i (pH6.8)
1000 mL ¥ AR, I8 37°C £0.5°C, #3858 75 rmin”', 43%IF 15 min, 30 min, 45 min BUFE 5 mL
(FIR AR B FR A BT), B8, 0.8 pm FUFLIEREREIE, Inve A TR BUE BRI EE, MR s
W SICEARE SR, A A BIH R | mL 7 4 pg M1 8 pg WARR AT, B AP FA

W WRERAR-AT W23t FEVE (2015 Fie (R E 24 8 ) DU EESE I 0401), £ 251 nm 9 Ab 23 il 0 € WO FE

TR RBE HE,

4. ERERBELHTERNER

4.1. FRREFIFRRA0E S

PR H L VE R BI(CNS-Na). PEG4000. 2 BE R 20 2% 52 Bl (PVPP) 3 FhAfkH 2.1 TN il sl 38,
¥ 2.3 TR M7 vEREAT I SE 45 min A E2RUA R E, 25 BILA 2.

H P 2 AT%1, PEG4000 FEME AR AR B AR R IR TEAE 45 min P 2FUA HE I 5 & T CNS-Na #lI
PVPP. PEG4000 & JC#i 1 fe, H/KIAEVEL:, IR 17 AR FEH B AR & 7 I .

4.2. WRIMANER

HEPERIRS . AR AT ER(MCO) BRIRES 3 MhAfikHE 2.1 WUN I BT, 14 2.3 N fTTVEREAT I E 45
min A RBE R, SR 3.
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Figure 2. The effect of disintegrating agent on cumulative dissolution of puerarin capsules (n = 3)
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I 3 T, 3 PR R A B A IR ZELE 45 min P RBNE R IR AN 2 o MCC 1E Il 71 e B B
THEONFRRE, HRavER s, A T RIERIAT

4.3. FRILLBIRYE R

MCC 1 PEG4000 ¥R BB A 2:1, 1:1, 1:2 #% 2.1 WU R R %E, % 2.3 W R (7 3700 5
45 min NI ZRUAHE, 4iRIA 4.

t & 4 7%, MCC F1 PEG4000 4R34 1:1 A1 1:2 BB AR KR FEAE 45 min I E2RUA R EHH
MCC 1 PEG4000 FEAF1 4 2:1 s 48Rk Ly 1:1 A1 1:2 7€ 45 min B9 RRA LB R #E2E R, H1E 45 min
Z T, AR 101 Bk 12 M BRBUA R E S, AR T AYTE RN SR
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Figure 3. The effect of thinners on the cumulative dissolution of puerarin capsules (n = 3)
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Figure 4. The effect of different excipients on cumulative dissolution of puerarin capsules (n = 3)
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R AL T5 ik s B, IRBEAL T H LB A SR AR EEYN 60%, MCC LtL#I~ 19.5%, PEG4000
LLBh 19.5%, ORI N 1%,

5. &t

FENTAR NS H EEARHE ) B R ARIE 24 S R BT R — B0, IR POR T RE IR Y AR B e .
T 11 R [ A ) 750 PSR R B R AR R B R v (1) BRI RN R B s T, & TR
T I EA R VEZIIRI . (2) P AEE p A s TS B R BV AR s A D R R T 2 ) R )
Ui AR IR [8]. BARF VA MM MY, RER A SR, ASEES R A = RO Sk g2 57
ERF BRI AR, ST HIRINERSN i ik T . BEE L WIAT.

SR I A0 B AR AR A AR A R R DR SR AT 5, W T AR T RN B AR R BENE E A LA
9 60%, MCC ELHIH 19.5%, PEG4000 LN 19.5%, Wby RSN 1%. 15 min. 30 min. 45 min [ £
BHED N 27%. 78%. 98%, HA RUFIIMRIMNE B,

FR RGN T AW, ARAME IR ARE s, IR 24 )5 T GgRE 3O N TH AR, IR
BENAR,  BE S S 2 Fi7 v6 7 O LB 1 H 1

& H
2016 g T M RHETHRITTE (20163160).
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