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S S R R 1 R A 5

R, R, e’
(Lo lkKEREEARER, 7K F1L 528436;
2 ERFHARMIEBEAFRFS FUEEFGLFS, TR Hi 528436
3. BEMAY H¥K, A M 510632)

(] B8 @ msa A Wigr TR bR e . ik SRR @R X 38 A YRR Ry vh %)
M E R EA T A A, R AR A I 5 2B - 28 A A I vk Al S 98 A R R o o R i 5 A
Ik, JFRE AR SRR . SR 2R AOC B K&, @A Agilent Zorbax Extend-Cyg (250 mm x 4.6 mm,
5 pm); WEIAHA ZHE0. 12% = Z IR H(40:60) 5 WH Ny 1.0 mLemin~"; FEA 25 C ;3 FEFEEN 30 pl; ELSD 2
BOWERAEIRE 97 C ., 2 MHN 3 mL-min ™' o SR AGhE SR O RIFIEN B, LIRS, X0
)RR B 0. 02 ~0. 30 mg-mL ™" B BUR RAFIRIERR , THIBISR N 9. 86% , 1 #6 L A VIR SR e 7E 2.,
8. 12 h W RBVBEHE > 51 A 10% ~30%  50% ~T0% . 80% ~100% , MFF G HE. ik %Mk, th
M OWER . BAIURYE, R R A MRS R TR A

(R@IA] A BEWM; 208 BRI G AN

Study on Quality Standard of Stemona Alkaloids Sustained-release Tablets
WU Yi'?*, ZHAO Bin'?*, JIANG Renwang’
(1. Zhongshan Torch Polytechnic, Zhongshan 528436, China;
2. Zhongshan health products center, National Engineering Research Center for modernization of
traditional Chinese Medicine, Zhongshan 528436, China;
3. College of Pharmacy Jinan University, Guangzhou 510632, China)

[ Abstract | Objective: To establish the quality control standard for the total alkaloids sustained-release
tablets. Methods: The total alkaloids in the Radix Stemonae sustained release tablets were identified by TLC, and the content
of the total alkaloids was determined by SPE-HPLC-ELSD method, and also the release rate of the Stemona alkaloids was
determined. The method parameters were as follows: Evaporative light-scattering detector; Chromatographic column: Agilent
Zorbax Extend-C18(250 x4.6 mm, 5 pL); Mobile phase: acetonitrile-0. 12% triethylamine solution (40:60) ; Flow rate:
1.0 mL-min~"; Column temperature 25 °C ; Sample quantity: 30 (including 1; ELSD parameters: the drift tube temperature
is 97 C; The air flow rate for 3 mL+min~'. Results: This product characterized obviously in TLC, and the specificity was
strong. Tubero stemonine concentration with peak area over the 0.02-0.30 mg - mL™' range showed a good linear
relationship. The average recovery rate was 99. 86% , the accumulative release rate of total alkaloids sustained-release tablets
were 10% -30% , 50%-70% , 80% -100% , respectively, at 2, 8, 12 h, which conformed to the stipulation. Conclusion :
The analysis method is simple, fast, accurate and representative, which can be used as the quality control method of the total
alkaloids sustained-release tablets.

[ Keywords]  Radix Stemonae; total alkaloids; sustained-release tablets; HPLC; in vitro release
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TR — R A S S 2, T
INTE 500 AEAE A PR E AR LY (A BRGIR) o BRAE,
EHIR R E P A2y, R (RN
FALFIE ZG) 2010 4FRR— R, 8 E A
RHEY) E AL E# Stemona sessilifolia (Miq) Miq. | &/
3 Stemona japonica(BL. ) Miq. B0 I Stemona
tuberosa Lour. [ THRHAR, ATIIRFZE KB, W HRAE
WY T S P B RO AL
BB-1 (A A Wi LA 5 4 KRR SE /N ag ) B
BEREIETED, SR, AR
Rk Z RS R B TEZ, HA RAL IRFEI S
H A, AT e A P2 1 il 7R BB SR DL
SCERARGE, ABFELE A SR AR R L
OERE |-, KA SPE-HPLC-ELSD 3" g | A
DB b0 I AR A A R ik, X
PROMEERUE " TR, A EL A R R R
B AR bR, AR R R SR S

1 S

1.1 X3

1200 #80ROAH EIEAL (R E LR A ) 5 2000
FE R GRS 25 (6 B R AE A F]) 5 DK-S22 HLfAfH
WK EHR (_EIERE R LR A RAF) ; ZRS-8G
REV A (R K R R RHCA R R 5 SB-5200DT
FEAL (TR 2 A R IR A R | ) 5 BPO1 T
TR (4 Satorius) 3 UPT-1-10T 4K 7 (s
AERMR AT B WD) 5 R R K VA A (4 A T IS R A
7)o
o L2 BB

TR Y BRI R AS PR A2 PR IO B ARA 5
XF I SR HE i by AR R ZE XS ot o 4R B Ay
PR, AR (AH, S0k
20141001, 20141002, 20141003 ); & fiF M o 3% 4l
( bl S A BRAT ) 3 3 mL x500 mg [EAHAEIR
FE(CEEEERHE AT 5 FAbRE A 4

2 Ak

2.1 N i S R 2 i 2 ]

K B FRIBOG - R AR R S i, T 25 mlL
AR, PR RTEAZZIE, B O I
SRR, 10 R E RS MR R, RS
5, KBEHREL0 g, A S0 mL 50% HIEE, MR

. 498 -

f, tuE, WEDER S mL S0% HEES, A IFUEBA
VeI, R CALBATIY C EAIZEBUMES, S8
J 5 mLKVEME, P S mL FBEVEE, Wik REGE
Wi, R 25 mL A, PRE R R,
A R B 1. 0 m % 25 mL HHESF, FREAE
REZDE, AR

RER (e AR AERIE Z558) 2010 42 R — BB
S VIB W2 iR %, 43 HIR IR 2. 1 xR
WO 2 pL, 7ER—REIR G MR L R,
ST CIRCTE-FEE(16:4:1) JyJRIFH], il
T, FEHIATE 1 0.5% B = MW, 150 C i #
2 min, BHREABEVEE, BEIETTERER
T VLPE 1 7 ARG I T AR 5 A A LS
i F AR O BE S O AR UE SRR M, ik
FATHERES ) o

TE: 1 ~3 i 40 X
E1 BEHBEWEERFH TLC Eik

2.2 E A YRR R R R E

ASCHABRTIIBE T R B, R A YRR
JERA 7R NN S S N DR (B SR PSR
f— AR BRI FE AR, BT ATERE PR AR
HE R B TR A ik TR 5 H 3 Lo
RARFD TR o _
2.2. 1 WiAHta e @i%AE: Agilent Zorbax Ext
Cs(250 mm x4.6 mm, 5 pm); WaIH: ZHE-0. L
=2 eV (40:60) 5 WiEE: 1.0 mLemin~'; A
25 °C; pEkERE: 30 uL; ELSD 2% ERERE
97 C; =R 3 mL+min~', ]
2.2.2 % B M ARV A Ok R T Y
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K& B FRIBOS - AR B Al i, BT 5 mL AR
o, W RS T e A B AR, T A o B
0.2 mg-mL ™" (X HE it i 4 W

PSR B A% . B 10 7 30 B2k 4 ik 2%
H, PGEBEAE , REEARAE 1.0 g, fIA 50 mL 50%
HI, GBS R, U8, JEVEA 5 mL 50% H vk
U, SRR BT B C AL FRAF C g B AHAE
BUMES, Sl S mLoKYERE, FEAS mL H EESEN .
WA BRI 0, B8 % 25 mL AR, WELE
BRZE, FWHERBFREA®R 1.0 mL, %25 mL &
i, WESEAEZIRE, i 0.22 wm i AL g I R
PRI I

IFJPEAE: ot V5 9B P ) 5 = 0 1 0 A D 2 R
MIALTT T2, RS BRI b i, Fe I A A T
il P9 2 o S B P VR
2. 2.3 kg BRERMEAK . B2.2.2 TR AR
din s PR S BAPERE S 10 pL, $£2.2. 1 TR
OISR IR, e, WK 2, 455R%E,
FE it e R AR 2 X 52 TG T3

0.10

0.08[ A
5 0.06
< 0.04}

0.02+

0.00 T i I T I T T e
0 2.00 4.00 6.00 8.00 10.0012.0014.0016.00 ltz/gr:r?i(r)l
0.10
0.08[

= 0.06} B
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0.02F
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t: A AL B R C IR
H2 BHMLEMHERKOMRS. la,
PR e 2 T 3 A R i
AMECR A R FRIBOR 77 B B i 5
Bk, O U IR B D 2 mg e L A FR VA T
SR R 0.10, 0.25, 0.50, 1.00, 1.50 mL
F10 mL AR, I R R AR, ARG IR IR

R R 2. 2.2 TR BSR40 pL, AR
G, WE, JCFRER R X BUME S
PR AT SO R LR 1 I AL B, B L i %o
5 e T BB 0 X BV E R DG AR, 45 Il Ay R
Y=1.380 2X +5.799 9(r=0.999 7). W W, #EREHk
JEAE 0.02 ~ 0.30 mg - mL™" 5 B0 i1 52 R4 2% 1
KR

o A - O e OB BBORS I X R 7
(0.2 mg-mL"")30 pL, JEZEJERES U, WG S Kk
AR IT(E, e i AR 0 6 24 (0 39 379 682,
RSD =1.40% , RULENEHE R 4T

Ao PRI B N IR K R (S
20141001)30 pL, Zp51F0, 4, 8, 12, 24 h JEFEN
SE, 0 SRE EAUR (L, W T AR ARA3 fE 2 0
38 958 241, RSD =1.20% , FEWIHLREESTE 24 h Py
FE o

BEEMERAR : B 3SR A (L5
20141001)6 il 5E, 455 RSD = 1.08% , £ W% )y
IR MR YT

INEE GRS B AR AR R A (LS
20141001) 1K 6 3, £10.5 g, WEHE, 535000
A E 0% 60 mg, i ah il & U5 ik & S i
AR, METHE AR, SRR 1.

1 MEEKEER (1 =6)
HOREAR A W SEBRAG mE ¥

BEOBRER AT OFE ORI RSD
B /e ERM W MRS e ()
i/ m, /m /m 4
L g g g mg

1 0.5018 60.216 60.19 120.213 60.00 99.679 99.86 0.59
2 0.49 4 59.568 60.11 120.089 60.52 100.684
3 0.5054 60.648 60.38 120.512 59.86 99.145
4 0.4911 58.932 60.05 119.151 60.22 100.281
5 0.5001 60.012 59.99 119.708 59.70 99.510

6 0.5016 60.192 60.29 120.101 59.91 99.368

FRE: MK2.2 BURIE Tk, A3 HERE S
AT ERNE, 45RIEK2,
®2 MHEHEIEUEER

%i RES X B Ay i/ mg g !
1 20141001 119.75
2 20141002 120. 59
3 20141003 120. 20

2. 3 (ARSIMRERE I 5 Iy 1 G 4 R
EH S EYHERR 6 i, & (AR
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FEZ5H) 2010 AR (—30) BB M E T, B eR
—¥E (R ) B R, 1.0% + e R R B VA
(SDS)800 mL 1} BEHA i, #3 K 100 r+min ',
BEHRH(37£0.5)C, 4+5F2.4,.6,8, 10, 12h
URES mL, 30 s AAT0.45 wm SRALUEREILIE, (R
IS SRR R R Bt RS R L IR 4 mL T
10 mL HIERE H, HTHR, A 60% LEEiE,
EERRA], EAZE 10 mL, B8 2.2 IR e ik
TEXS I ERAE IR A B, DA A o R
YT Ri, R T B RRE A B RPUBHUR -
S=GV Vv, 2.,

K, QRRERT ZRBE; C, FRLN
WV, FORIE A TR V. R BREA R

103 AL R A W R R R e, U A B
(] R RSO, SR 3,

F3 IMEREEIERENESR(%)

s Qxn Qun Qs n Qg n Quon Qi

20141001 28.5 37.6 1.2 64.8 82.9 95.6
20141002  29.2 40.3 50. 1 65.5 82.1 96. 2

20141003  29.2 40.3 52.5 64.1 83.0 96. 9

WA (R NRIEMEZ ) A RME, B
BEYIRZRR 2, 8, 12 h 9 RBURHLEE 2030
10% ~30% . 50% ~70% . 80% ~ 100% . %H 3%
WY, 3 At R A B R R T Bk 5 R Y
B, 12 h B RBURGEIIA 95% L E, HER
YERF, JPEARRRE . WIAT, RUIRERE R Is 2R GF
GRACR

3 itig
3.1 PRGIMRR I RE I 5 Ty ik )
TR A B % R 1) I R A R W K

BRI AR R T, 2 R T AR, HOR A % vk ok
AT 5E o

- 500 -

3.2 IS

TR AR AR 4 0 S 7 ik A SCHR AR 3 1
H24: BREmMSEEEME RGO, hTH
a7k [ B R BN, IF ERES B & b e
e, SBOXPIRN T Bk 09I E 45 B 9F A . HPLC-
ELSD 230 4F e A6 I 1 38R it L 25 B0 AL 1) 4047 7
SIS T 0] X I S Y £ M R
LAt i e i M 48 bR, R A SPE-HPLC-
ELSD 3 7 7 3 R AL WU 8 T8 1 v ok o P )
R E . B AT BRI E T 3 T A
WITRZERR F b ot I R A A i, P R HOR
120. 18 mg-g ™" BEBXT A 1 00 72 BT fr) 3 2% e
Frep i i a e, T LLE N B G R H &
) —AMCERERE AR TR 7 B T A
EWIIRERE P B IR AN R , V% T TR R L B
., A%, R, ALY, THTEHSSEY
RZE T - 1) Ik

&% ik
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