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Stability of Xinshao Freeze-dried Powder for Injection in
two Kinds of Infusion

HE Xun, LI Yonggun, WANG Ai-min, LIU Li-na, ZHOU Wen, WANG Yong-lin, LAN Yan'yu*
( School o Pharmacy , Guiyang Medical College, Guiyang 550004, China)

[ Abstract]

Objective: To study the stability of Xinshao freeze-dried powder for injection in 5% glucose solution

and 0.9% sodium chloride solution. Methods: The stability of Xinshao freeze-dried powder for injection was examined

by HPLC determining the contents of paeoniflorin and scutellarin, by observing changes in its appearance, pH value and

fingerprint chromatogram in 10 h. Results: No changes in color., pH value, insoluble particles. the contents of

paeoniflorin and scutellarin and the fingerprint chromatogram. Conclusion: 5% glucose solution and 0.9% sodium

chloride solution are compatible with Xinshao freeze-dried powder for injection.
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2 HESHER
2.1 FERERIES  BOE AT (TR ED)
LR TAE G N2 5 0. 9% SAL S R 5% 7
ZE BRSO RE 42 250 ml, I FH HRE 25 W 5 ml, T
KRR ZE 20 mL, $2757, BIfS .
2.2 HMUPEIR ASEPEROR & pH %% FATL S
FEMAI 0 T = EE 0,2, 4,6, 8,10 h, B
ST = VK =8 WS U1K NICT IR 7/ INCIRE
SE L pH BRI ARV ESORE
2.3 AP B IS R e
2.3.1 ABSAT AT S EIE 1) A o g
HTHE: Diamonsil (£547) Cig €43 A (4.6 mm  x 250
mm, S5 Hm); e /ar s SecurityGuard Cis 1‘5( 4.0 mm X 3
mm, 5 Pm) ; TEE— 0. 19% TR (40 60) AU s)H;
Kyl K 4 230 nm; A% 40 °C; Widk 1 mLemin™ ' . BF
TS BE IR A% 45 A - 0. 19% BEPR¥E
(50: 50) A s AH; K KA 335 nm; HAR A& AF IR
ATEIEIE o BRI T AR T 0, 2, 4, 6,
8,10 h HuAfdl e He &, 45 e W A8 1k, LK 1.
2.3.2 NPT BN 2 A e,
HIFEE 1 mL 270.257 0 mg [~ 27 X8 i B
PP O O e, I PR IAS R 1 ml 0. 255 0
mg [ 2550 L VAR
2.3.3 ZVERRFEE AJHT: 7KW R AT
PRI AR 2, 3,4, 5, 6 mL T 10 mL A,
IR A RS 22 0 5, FRAT, RGN B IR TAE M &
10 ML HEAT I 52, DAV T RN P AR AR, BE R 5 4 1 AR
b, b TAE N, £ IRH 5 Y= 113 x 10°X +
4.12% 10°, r = 0.999 8, £k 'k 35 [ 7£ ( 0.051 4 ~
0.154) mgemL™ ' . BP3 A FF: 43 RS 2 W 1 IR BT #
KAF R AR 1, 2,3, 4, 5 mL T 10 mL & E I,
IR A RS 22 0 5, FRAT, RGN B & T AR
TOML, ¥ N RAH €335 0 e, DA [ B R AR b, 13E FF
O BARRR, 22 TAE M2, £ AR Y= 1.79
x 10X + 3.80 x 10°, r = 0.9999, £k ¥k Ji [l K
(0.025 5~ 0.128) mg*mlL ' .
2.3.4 REEERES HURR 2.1 IR 7 Al A M RE
AR, HERE 10 B, 23 D SEHERE 9 Yl i, 45 S
0. 9% A BT S 9080 T AL 1) ¥ 90+ B 0 8 1 g
A AT 108 492, RSD A 0. 68% ; A5 2 £ - U [ £
1177 687,RSD N 1. 10% . 5 5% % 2 S i e
TP v B e 25 P S I T AR DA 1 096 421, RSD
. 10 .

N 0.71% 5 A5 245 1 1 S W T L4 1169 480, RSD 24
1.23% . S5 R RRHELERLE .

2.3.5 BRI EAEHY DUREFE BT A 5
X IR — R R A% 2. 1 00 V46 R S L 23l
T5E . 0. 9% S ACEN BC AR H B 5 55 1 1 34 0ég 1 A7
M1 196 457, RSD 4 1.31% . A5 24547 - 4 06 i F3
1 109 451, RSD 4 1.87% . 5% #5i % ¥l i AT v v i o
SAFSE AW TH R A 1 084 762, RSD 4 1.26% . ~j 2
U THIAR A1 109 475, RSD 4 1.92% .

2.3.6 HEMAEERES SR HDINARE IR, R %
B4 2.1 TR J7 36004 TRRE s v, 23 ol K 535 N
HP RS BT 2 1l 1, TR AT, HEAE 10 WL HEAT I
S, G5 R 0. 9% FALANFC AR B S ATy R
4 100.6% , RSD & 2.20% ; A5 24 71 35 [n| e 2 24
100. 1% ,RSD 4 2.26% . 5% % % B fic A1 i b 7 3%
HEAFERI AR A 100. 4% , RSD A 2. 0% ; 7~ 2547 F
BIA % 4 100.2% , RSD 4y 2. 11%

2.4 FREUEIEFE L

2.4.1 A4 F  Diamonsil Cis ¥ (4.6 mm x 250
mm, 5 Hm), £R #7#5: Phenomenex Cig A (4.0 mm X 3
mm, 5 Um) ; VEBHAH N 80% £ (A)-0. 1% W 2 v i
(B), K LMERLZVENE: 0 min 15% A, 80 min 70%
ALVRHEN T mLemin” ', FEWR 40 C, #I9% KR 230
nm .

2.4.2 WIS Z AR H BRI Y
SO R, DT 1 mL 207 0. 15 ng IIVA IR, 3%
TR o AN VR R A RS AT (TR
BE) $4 2.3.3 TR 5 vE R G R AT R B, FH K #
B AR 1 mL & 1 mg (RVAR, $540, BN .
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P S 5 VL, v N €54, Al 5% 60 min (1)
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1 VE AR X LR B B[] 0 i AR LA .
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R AR SR, A SRR 5 U, e Fr A
T, G5 505 B TS TR g (S UE) A LEAR, 5 A
(PR Ko P B T R 06 T R LU A AR — B, 4% (3% 0
1R B IS G AB AE 0. 21% ~ 0.98% 22 [a), W i FX HL AR
15 0.45% ~ 2. 07% Z 1), G FR SRS R 25K .
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