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Influencing Factors Investigation of Stability of Compound Hongcao Freeze-dried Powder for Injection
WANG Ai-min'*, ZHU Di', CHEN Si-ying'*, ZHENG Lin>’, LAN Yan-yu'?" (1. Engineering Research
Center for Development and Application of Ethnic Medicine and Traditional Chinese Medicine, Ministry of Education
Guiyang Medical University, Guiyang 550004, China; 2. School of Pharmacy, Guiyang Medical University,
Guiyang 550004, China; 3. Guizhou Provincial Key Laboratory of Pharmaceutics, Guiyang Medical University
Guiyang 550004, China)

[ Abstract ] Objective: To investigate stability of compound Hongcao freeze-dried powder for injection
under strong light, high temperature and humidity conditions, and provide a reference for clinical drug safety and
efficacy of this formulation. Method: According to the draft quality standards of compound Hongcao freeze-dried
powder for injection, influencing factors test on its stability was carried out, changes of indexes including drug
content, visible particles, particulate matter, hygroscopic weight, asepsis, pyrogen etc were determined. HPLC
was employed to determine contents of isoorientin, orientin and scutellarin with mobile phase of acetonitrile-0. 1%
phosphoric acid (18:82) and detection wavelength at 350 nm. Result; Samples were loose-like brown substance,
color was the 7th yellow standard solution, visible foreign matter, sterile, pyrogen and moisture absorption weight
gain were in line with procisions. Peak areas and retention times of 17 chromatographic peaks in 10 batches of
samples at high temperatures was stable with similarity of > 0.99, no vascular irritation, no hemolysis and
agglomeration. Contents of isoorientin, orientin and scutellarin in samples were 5.80, 3.90, 16.50 mg,
respectively. Each indicators all reached provisions of quality standards draft of compound Hongcao freeze-dried

powder. Conclusion; Compound Hongcao freeze-dried powder for injection has good stability.
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Fig. 1 HPLC chromatogram of compound Hongcao freeze-

dried powder
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Fig.2 Fingerprint reference peak of scutellarin (S)
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Fig.3 Fingerprint chromatogram of compound Hongcao freeze-

dried powder for injection
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Table 1  Stability test of compound Hongcao freeze-dried powder

under strong light

WORERHE R BOR: B i /e
/d R e ——————
0 0.5(0.4) 7.20 5.82 3.96 16.8
5 0.7(0.3) 7.18 5.76 3.91 16.5
10 0.8(0.2) 7.20 5.86 3.90 16.7
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Table 2  High temperature stability test of compound Hongcao

freeze-dried powder

BT AR RO 1P o R /g
/d /Hi/m. M sex mwz mRAT
0 0.5(0.4) 7.20 5.82 3.96 16.8
5 0.9(0.3) 7.16 5.80 3.93 16.5
10 0.6(0.4) 7.22 5.88 3.98 16.7
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Table 3 High humidity stability test of compound Hongcao freeze-

dried powder

BRI R BOR: FRORE 8 o1 T Bt
/d /4/mL M wnE awx WEEE
0 0.5(0.4) 7.20 5.82 3.96 16. 8
5 0.8(0.3) 7.24 5.86 3.88 16. 6
10 0.7(0.2) 7.16 5.78 3.93 16.9
3 itig

R R P FT R XF HR 24 3 B 5 22 A Pk R SRR
WA Z A bR . A SCHE TN N E T 2w R T8
B AR E P S TR ZR ol o A AR LR AR i ST
AR E TSR R R ORI
B RS, A e DL R AR T
2 ) RS E L SR FH HPLC I 570 v S 25 R 3R
ZE R R B A & i, 5 R B S R Oy &
FOR TRy BE B R AR R R AHLE o SRR R A7
20K TR AR AT o R b 2 R O BRI
T JEE AR A /N AR 5 B i PR s ) i s i A%
BN T A RS PR BAE L D320 a4 I PR 28 22 2 1k
LA vk 4R A4t o i fRIE

[ &% k]

[1] =7, EER, MM, % RP-HPLC I E I 4 & 5

[3]

[4]

[9]

[10]

[11]

HEETHETRAERR AR ENER[I]. P E
22 2%k 2005,40(14) :1100-1101.

LA Tk, AT L S E R T R A
PR SRS I E [T]. A E 2500k ,2005,14(7) :
32-33.

AT XV B, TR AR, SR R HE FE R (KT
MHED) T8 s RS s [T, 5 2 44 Rk, 2005, 30
(6) :440-442.

HOKE, RS, EA, 5. I T w5 AR i E S
BRI TR AIEE e ik [J]. 08 P & 2 B
2247 2012,37(4) .348-351.

X E, Z T, Tk, B E rei s i &
AST) T2 4 By ot R Bl WL gt ot ) s mig [ . vl o) S
5 % e 7, 2007 ,13(8) :21-23.

I EREREG TR R EEREARLI]. P E
Bl 1845 ,2014 (1) »270.

R, Foakobk, o R, 45 WS & et R TR A
BREERE T 2Z0F52 [ T]. v [ 25 2% 75,2007 ,32 (17 ) :
1811-1813.

VAES  TRAERR , kbR, 4. TR0 H &2 Jr 20 Bk T by &
T 5% G 1 Ao O Bt ot P T R A B PR E LT ] i
% [E PE 5 25 ,2006,17(9) :1650-1652.

P By SRRERR , Tkobk, &6 WO H & Jr s8R+ R A
F(FFHC) X a0 44 J5 i 245 5 KBS0 O LI I 19
PRIVERLT]. X 1L 22 Be 22 2 . H AR BE# B, 2006,
27(2) :117-119.

ZEBE A T X WA, AL 28 AR AR A R FSE [T ]
[ 25 24 75,2005 ,30(6) :444-446.

ERAME & P NRILAEZG . —F[S]. 4k
HohE E 25 R R FE, 2010 B 5% 45-46,58-60,
66-67,75-79,103,131-132.

[REHRE XEX]



