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Quality standard of Shenyang Hongyao Aerosol

LI Qiao', XIAO Bin', ZHANG Chun-ling®, PAN Li*>, SHAO Ping', YIN Jun'
1. College of Traditional Chinese Materia Medica, Shenyang Pharmaceutical University, Shenyang 110016, China
2. Shenyang Hongyao Pharmaceutical Co., Ltd., Shenyang 110044, China

Abstract: Objective To establish the quality standard of Shenyang Hongyao Aerosol. Methods TLC was applied to identifying
Notoginseng Radix et Rhizoma, Angelicae Sinensis Radix, Chuanxiong Rhizoma, Angelicae Dahuricae Radix, Borneolum
Syntheticum, and Menthae Haplocalycis Herba. HPLC was applied to determining the content of ginsenoside Rg) in the prescription.
Diamonsil Cg column (200 mmx4.6 mm, 5 pwm) was used, the mobile phase consisted of acetonitrile-0.5% phosphoric acid (20:80)
solution, and the flow rate was 1.0 mL/min with detection wavelength at 203 nm. Results The spots on TLC plates of above
mentioned six material medica were clear with good reproducibility and without interference in the blank reference. The linearity
range of ginsenoside Rg; was 0.05—0.50 mg, the average recovery rate was 100.6%, and RSD was 1.07% (#=6). Conclusion The
established method is accurate, feasible, and reproducible. It can be used for the quality control for Shenyang Hongyao Aerosol.
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L5 M B TR I A2 R DAL
JELRE D5 ASE P A 750 Fo L 5 1S B W g ) —
WA H1T 2005 6 FE 5K Fr it 24 i B AR PR SR
FCAt IS A TS 0 2 b A SR L s, [RTI HE
RO A AAAT SRR, DR AR s
s BN VU e, ASFER ] F I AR
NI B HER o BER A 7 B AE A7 AR R
W ML M A 2225 I, O T I T AR
TR LA R i, AR U AR
HE LR Eo SR AR AT TR IE, RAEZ G
W (TLC) XA 255 i =B, 21,
M A UK ST T rEsEn], R

Yfs HER: 2011-04-27

OB €L (HPLC) &3 Hoh A2 29 Rgy
(P&, T PRUE IR F 25 I A fl e e R —
VRN
1 =BS540

B R OB AR (3% A, LC—10ATvp ¥ 7%
%, SPD—10Avp %4k - n] WASMIZS, N-2000 ¢4 1%
TAER CGIL R RIEHR AR, ALC—110—4
R

LRtk al Q2R 8 80 FRA &) E ik
LT, KA CHED, HAFREE A 5 trat.
NS BT Ry ARG =0 OB STk, 240,
JUE S N AL 70 il ) 5o [ 2 5 AR 4 ) ot A

1EEEN: &= Ir (1986—), 55, AZy%Emit, W90y 255 5 bR UE BT ST, Tel: (024)23986491

*@BIIEE i 4 E-mail: yinjun826@sina.com



A 5 kA&

Drugs & Clinic

FwHE FaW 200F7H <303 -

SEFT, 5510 110703-200726+ 110743-200504
0728-200005 . 120941-200807 . 120927-200512 .
120918-200809. 120945-200707 . LLPHLL 25K %7,
5 100301, 100302, 100303, %Ef 100 mL,
TEBHRS IR 2 AT FRA F B AL, S50 v i #5 B
i 35 FH G R 21 25 1) 2447 PR w3 it
2 AEEER
21 =+t TLC £3

HWILBH L 25325500 1, s B3l 1 /L,
i NEA R S B Sk ()5 i, 1
S ) —SKIBNIK Y, Rl AR AR S, B
s . B 20 mL, Hi7K 20 mL, & 10 min,
BRENFEDI, FIRLBIEZET R, 8L, I8
WO ZBEHEEN 2 K, BFIK 20 mL, F2: ZBF. K
VR K MR I T BRI 3 Uk, BHK 20 mL, & F
IE TR, FIE T R K Pk 3 U, RRIK
60 mL, FFE/K)Z, 1ETEREURZET, SR A
5mL s, E RS, I =X R
¥ 1g, M90%Z 0 20 mL [FIHEE 1 h, [FIEER 5
TR 28 7 VR = B2 M. ik 7
EU A E = A 1 A o s TR0V ol 2 [P
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I~3-SRBHALZAGE A 4-—=LX 2 S-FIPERER
1—3- Shenyang Hongyao Aerosol 4- Notoginseng Radix et Rhizoma

reference drug  5-negative sample
E1 ERIHSEFRH =t TLC B
Fig. 1 TLC chromatograms of Notoginseng Radix et
Rhizoma in Shenyang Hongyao Aerosol
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Wk P 2950 1K, e B30 1 /L,
FNEA B Sk (15 29 A, 15
BT — SN, AU IR AR S, B
Fftii. T2 2 mL, A g (30~60 'C) 5 mL
PRI, A R 2 A b it . Sk R X
W, AT sk (30~60 °C) iK% 2.5 mg/mL X [
WA . S A AT EE KO (R P RE A, TR
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43 05 T IR — DUR L AT 4 240 W B S IR REIR G
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2) MREIFHIP, EIF, B, BT, % RREIT 4
PEREAT ORI, B, B, WELL 10% Fr R i
BRI, 7E 105 CHNFAEBESEW . 45 BAuL i@
W, RS 0] R A Y 7 AR R B
PERL, BN ROC TR, W 2.
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I~3-JLBHL 29 ER 4-0K )T RZGHE - PERE i
1—3-Shenyang Hongyao Aerosol 4-Borneolum Syntheticum

reference drug  5-negative sample
B2 JRFRLZHSEFPIkAE TLC B
Fig.2 TLC chromatogram of Borneolum Syntheticum
in Shenyang Hongyao Aerosol
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FNIEGR A PR Bk (205 2D, 45
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2010 FER—HBHERVIB) 5, W RS 5
uL, 30 T TR — DU TR RE 2T 4 300 0 6 ) e
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1—3-Shenyang Hongyao Aerosol 4-Borneolum  Syntheticum

reference drug  5-negative sample
3 GRFRLZESEF P ERKAY TLC
Fig.3 TLC chromatograms of Menthae Haplocalycis Herba
in Shenyang Hongyao Aerosol

2.4 HU3. JIIEH TLC £5M

HPRBH 22555 550 10, fe)fiss B3l 1 /L,
FNEA RS Ak ()5 04D,
B o —3KIAIK T, RR R HER I, B
g . B2 20 mL, JH7K 20 mL, #+& 10 min,
BRENEDI, FIRLBIRIEZET R, 8L, I8
WM 20 mL SMEHR I I, X O IR A% 42 2 mL,
VEABERTI . S3CH IR F 0 2 & 0.5 g,
N &HE 10 mL K RIS 1 h, g, JE0HE
E4 2 mL, VRN B EIR. HLAL T EL A ik
VRIS (R BT i, TRV S 4 B A v
FELHE 2 (0 iy (P [ 245 8 ) 2010 4R RR—FF B 5% VIB)
RE, IR 3 PR S 2.5 ul 230l mUT A — LA
R LR R A FIEIR G W2, Do
WifE (30~60 C) - Lk (5:0.7) AREFFH, RIF,
B, B, EEAMT (365nm) FHAH. 45 HRAER
BT, RSO A B R AH R
P O EBE R, I A . WE 4.
2.5 HIERI TLC £3

PRI 253570 1, feifiias B3l 1 /AL,
FNEA G Ak (05 24D,
B o —3KIBAIK T, RRd R HER G, B
g . B2 20 mL, BH7K 20 mL, & 10 min,

1 2 3 4 5

I~3-SRBHLLZ o) 4- 204, JIES X, 5-BITEREM
1—3-Shenyang Hongyao Aerosol 4- Angelicae Sinensis Radix and

Chuanxiong Rhizoma reference drug 5-negative sample
4 RRLIAHSZFH LY. JIEH TLC
Fig. 4 TLC chromatograms of Angelicae Sinensis Radix, and

Chuanxiong Rhizoma in Shenyang Hongyao Aerosol
BrEAVEYT, FIRGBORIEZET LI, I, &
W CIESRIN 2 UK, BEIR 20 mL, MU LRI 4%
£ 2mL, {EAPKRER. S BOATEX 2K 2 g,
MMk 15 mL BB FEHEE 30 min, 380, JEIRCH EAE
2 2mL, fEA MR fiakJr i ECE
TE R BAPERE s RIVA & BIVERE S IR (0
WL (CPEZI) 2010 R HRFR VIB) 4,
WCH FR 3 R e 5 ul, Z3 o) i T[] — LA ik
YRR EFIEER G WRHCE, Bl
(30~60 ‘C) - ZRk (1:2) JfEir", Jgir,
W, Meit, BEAMT (365nm) FUE. 4544t
WA R, AE S IR 25 AT N AL A
Rl R BT s, I RS TP, WK 5.
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I~3-JEBHACZYTE R 4-BIPERES  5-FIER 25
1—3-Shenyang Hongyao Aerosol  4- negative sample

5- Angelicae Dahuricae Radix reference drug
5 ARRLAHSEFRHAIERN TLC
Fig.5 TLC chromatograms of Angelicae Dahuricae Radix

in Shenyang Hongyao Aerosol
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2.6 ASEFH Rg B HPLC 3£ E

2.6.1 i Diamonsil Cig (4 i4E (200 mmX
4.6 mm, 5 um); WEIAHN LI - 0.5%E IR K7
(20 : 80); A& 1.0 mL/min; K%K 203 nm.
2.6.2 ORI B AR A O TS
FIRE T 24 h NS B4 Ry MG, FE%
FRaE, I EEE K 0.3 mg/mL (K, BN .
2.6.3 LIS ORI L0245
FIZ5 2.5 mL, fN7K 10 mL V%, FHZK MO0 e ] 1
PO 3 WK, ARK 15 mL, SRR, FHIET B
PHURIIZKYE 3 K, BEK 45 mL, FFE/K)Z2, ETH
JRIR 2T, T REE AR T N4 10 mL, H 0.45 pm
TUALIEREE L, H Sk, RIS

2.6.4  PTEXT R HI  FARHIFR AR DT T L &
M, > =R IR S, AR R
T TR T S PR

2,65 LA kRIS AT Rey 4
RV AR VA BORT B I 0 R %% 10 L,
N RCEAT ARG WE . A e,
ES NS EAT Rey b HE A DY 1R AR B B 1] 0 i
W, T I PP A o Y AR U IV (1) R o i) DTG A g g
HEL, UEEH BT RO, WK 6.
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*ANZEAT R
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6 ASEHE Rg MBR (A). MBELAHSER (B) #
PR (C) B9 HPLC Eif
Fig. 6 HPLC chromatograms of ginsenoside Rg; reference

substance (A), Shenyang Hongyao Aerosol (B), and

negative sample (C)
2.6.6 ZMERFRFEHR KRS R

i 420 mg, ‘B 10 mL SR, b0 A R TR
BRI, B, ENXTEAERW . B Il iR
R R R L 4 94 0.05. 010, 0.20. 0.30-

0.40. 0.50 mg/mL [, #8451, 2 lidEFE 10 uL,
ME WA, LANSRH Rey Bk L R AR FR,
U TR R OB I AR KR AT Ze P 1 E 75 B IE 5 F
Y=2554131 X—1072, r=0.999 9, 45 REKHI NS
1 Rg; 7F 0.05~0.50 mg/mL 5 0 T AR /(8 52 [ 4
LM R.

2.6.7 FEELAK  KEEWINE - 0.3 mg/mL AZ
AT Rgy A I, EEUFE 6 Ik, WEASE
1 Ry WA ME, 154532 RSD Hh 1.48%.

2.6.8 HILMERLE HOULHLA 4R ER (S5
100301, ~PATHl 25 6 4Bl i i v, 40 R
2 RNZ AT Rey (PR TRl 1.34 mg/mL,
RSD 4 1.42%.

2,69 FUEPERE BRI ZRE R (SR
100301) MRS AW, SWURE, 20T 0. 2. 4.
6. 12+ 24 h ZEFE 10 pL, 4300e N2 247 Rg )
WE T AR B, 459 RSD A 1.06%, 22 B4t v
WAE 24 h WIEARTSE .

2.6.10 IIAEREDEGRE:  HILBHA 255 %50 (kS
100301) 6 47, FEARTEIEL 1.25 mL, 43 A AN
Z Y Rgy RS 1.5 mg, B Va7
WiE, NS EH Re KFBIRIE A 100.6%,
RSD % 1.07%.

2.6.11  FEAE  BUOLPHL 2555550 3 Hit, it
WA, RN, SRAAMRE TR ST A S
AT Rey MEIREE, 4R WAR 1. e E K2
Z KT CE K bR e b 255050 b i 5
ANy, LAl T PR A2 2 Rey, MUELFHLL
HAEFIUNS B Rg HATHILT 0.97 mg/mL.

R 1 RMALAHSEFR P ASEH Ry MNELR (n=4)

Table 1 Determination of ginsenoside Rg; in Shenyang

Hongyao Aerosol (n=4)

fit 5 A% 1545 Rey/ (mgmL ™)
100301 1.26
100302 1.23
100303 1.22

3 it

DIPEFHAL 25 S M AL Jy R T AR B, AW
B SEHHR SURARHERS L TLC 285 A2 211 Rg,
(I E BT T A RIL=611 TLC %] P BE A
AN, FCHLEZE s DK AT N ) TLC %61 ) B
RN REZE s RN S IR 2 Gl S B AN
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W AIER TLC BRI EBMEZ . mAS 2T Rg
(R0 52 7 v P R o DR AR 9 o) L o A v
W) TLC SR ERHAT T e, W, hTab
HHALSE T NS B Re MEEE TS, K
et N2 24T Rey 1R S0 FEBEAT T FH R

BHLL It A AR R L a4 5%,
CHEAUWZAUTIK, TEHIS AR, A
BRI OHELTYE g, MBINFE MR RE, 35 m
T SRR MRS, T R TT S BE AT T, Rt 2
DRI S ) 25 B S v, Rk 25T SREZ T 1) 2539
IR, IXFEE T LM L SE4T e R 7 i i, AN
23 R e e ) L RO

A 1 i R s AR AR, 1R
ME I TLC S50 5T IX 43, 22 (Hp E 25 )
2010 AFERR—H S IH . NI 2584 TLC %53, |7
B2 IS EET T TLC %850

RS B RNEY), B (R
[ 25 ) 2010 FERR—F8 =-LI0 F vkxt 3 fh =+t %
FHHTIE, AR RIS RI, B
WRAELE T, BB O =BT T TLC &M%
il FOREEG A — AN o0 AT W A B AR e b7 1 I

. HTHFITRAS 2 Re R BT
P, PR A HPLC e T A 247 Ry M5 .

ANZBAF R MEMEFFE - K. 41 -
0.5% R /KIS AE NI BAR AT 5 52, 45 KRB LL
LG - 0.5%5 IR KR A sl AH 1) 43 B RO GF
BT AR, 45RO - 0.5%E R K H
7 (20 : 80), AR E N 1.0 mL/min, 7] LM NS
BAY Rgy AR B, WL RLf.
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LRy i TEMERS> & N C'/R R AHE HeHE 0
hydrocodone; ; ) \ .
Rezira ) WK K B A DR 4/S  Cypress Pharm 2011-06-08
pseudoephedrine
Docetaxel docetaxel S ANt b . /T2 5/S  Accord Hlthcare Inc ~ 2011-06-08
hydrocodone;
Zutripro chlorpheniramine; — MZWk. & ZESE K E AH SR 4/S  Cypress Pharm 2011-06-09
pseudoephedrine
Potiga ezogabine S B IR TT IO S8 4 Pk R A 1/S  Valeant Pharma 2011-06-10
phentermine
Suprenza I A 3/S  Citius Pharma 2011-06-13
hydrochloride
Nulojix belatacept FHA 5 R L3 B 1 995 (PTLD) Bristol Myers Squibb ~ 2011-06-15
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