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WEHN Z23HBAARBERAG N T FTHREFRN TR HE RAGEEE R PR ERBTTRERN KA SRR E
i - AL RS EN R G PR R T4 T, &iEAES Agilent Eclipse XDB — Cis 4£(250 mm x 4. 6 mm, 5 pm) , 3148 4 THy - K (32:68,
V/ V), i A 1.0 mL/min, R % 35 C,#HEH 5 ~20 pL, 2B EBEA 60 °C, M EA A 30 Psi; RA G EORAEH - —MEH
F) K] ik 7 P AR a9 A, AR A Agilent Eclipse XDB — Cis 4 (250 mm x 4. 6 mm, 5 um) , & 48 4 TH - & (20:80, V/ V),
Ak A 1.0 mL/min, B A 30 °C AR KA 277 nm, ST H 10 pL AR F R EMGEEECERREREFTW, 5 B 20k BT,
PR BT KK T EHFTE 1.0445~8.3567 pg & B M ey st 3/8 5 ok @ ARt ML LKL R R4F(r=0.9996,n=5),F
B FE A 97.66% , RSD 4 1.29% (n=6); #8F /£ 6.029 3 ~120.586 8 wg/mLE B A 5 @ MREREX L RF(r=0.9999,n=6),
FH M ES 99.75% , RSD 5 1.12% (n=6) LEI® & kAR RAR o 7T S JU0F, TR TH Bm A 157 692370,
KRR ERARERG 578 EE#E; Hurtme sk, 0% 80, F K 7

th & 4 %5 :R932; R289;R254. 2 XERAR SRS A XE4S:1006 - 4931(2021)07 - 0058 - 05
Quality Standard of Prevention Prescription II for Coronavirus Disease 2019
GUO Zhou', WANG Kang', ZHANG Qin’', YAN Junfeng', TANG Song’

(1. Xiangyang Public Inspection and Testing Center, Xiangyang , Hubei, China 441004
Administration , Xiangyang , Hubei , China  441022)

2. Xiangyang Branch of Hubei Provincial Drug Supervision

Abstract: Objective To establish a quality evaluation method of the Prevention Prescription II for Coronavirus Disease 2019(COVID -19).
Methods Radix
Fructus. High — performance liquid chromatography — evaporative light scattering detector(HPLC — ELSD) was used for the content deter-

Thin - layer chromatography(TLC) was used for the qualitative identification of Astragail and  Forsythiae
mination of astragaloside IV in the prescription,the chromatographic column was Agilent Eclipse XDB - Cis column(250 mm x 4.6 mm,
5 Mm),the mobile phase was acetonitrile —water(32: 68, V/V),the flow rate was 1.0 mL/min,the column temperature was 35 °C ,the
injection volume was 5—20 pL,the temperature of drift tube was 60 °C ,and the gas pressure was 30 Psi. HPLC — diode array detector
(DAD) was used for the content determination of phillyrin in the prescription,the chromatographic column was Agilent Eclipse XDB —
Cis column(250 mm x4.6 mm,35 Mm),the mobile phase was acetonitrile — water(20 : 80, V/ V), the flow rate was 1.0 mL/min, the
The TLC spots of
Astragail Radix and Forsythiae Fructus were clear and well separated without negative control interference. The linear range of astraga-
loside IV was 1.044 5-8.356 7 ug(r=0.999 6, n=>5),the average recovery was 97.66% with RSD of 1.29% (n=6). The linear
range of phillyrin was 6.029 3 —120.586 8 pg/mL(r=0.999 9, n=6),the average recovery was 99.75% with RSD of 1.12% (n=6).
Conclusion The method is simple,accurate,reliable and repeatable,which can be used for the quality evaluation of the Prevention Pre-
scription I for COVID - 19.

Key words:Prevention Prescription II for Coronavirus Disease 2019;TLC;HPLC; Astragail Radix; Forsythiae Fructus;astragaloside IV ;phillyrin

column temperature was 30 C ,the detection wavelength was 277 nm,and the injection volume was 10 L. Results
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TGRS (ELSD) , 35 Waters /3] |35t LC - 20AT
T 5 SCHRR £ 3 A [ A W e A6 2% (DAD) , H
AL HEAN F] 15 XS205 FYHL P RS CRF R 0. 01 mg)
AL204 BV 1 K- CRE FE R 0.1 mg) , ¥4 [ Hi -1 A4
1 - FH 2N F] 5 HU - 61508 8 75 i I8 vk g (R e
AR IRA R, D15k 250 W, 5%y 40 kHz)
(201990806 HIKE I G Mt (5 & 16 vE4L TAT PR W )5
ZF -1 A9 = 5 A o0 A C g AR o YA T ) 5
202 - 1AB AYH #AE TR 4540 O T 28 TR A PR A
F]) s HH - 4 BUBCR R (E AR A R A F]D .
1.2 X%

N (83540, Sigma — Aldrich A /], #4li7K , H4x
IR 4 0 20 B 40 5 B 1 H A X B (JIE S 110781 -
201717, & & H 96.9% ), % AT X B & (#H5 N
110821 - 201816, & &K 95. 1% ), ¥y [ F [E £ 5 24
i R R R T e 5 T el 1 T B 115 (g 8 o 1Y) 15 5 o)
1 54558 20200229, 20200324, 20200527 , HiA% K
B 200 mL) ; B EE B M AE S (Fe 4b T B 1 B 5 16 A0
() 245 0, e ds o2 B2 B 120t 45 ) 5 % 3B BF P A i (4% Ak
J5 Eb B U 3 FB AN B 24 b e 6 s B 120 4% ) o B
(528 200101) , %0 IR (k524 200101) , 2408 [ 1
JC R TR R 258K 728 | 5 B XL (LS4 20191201) , #5
(#t524 20200101) , E44E (524 20200102) , il = (4t
504 20200202) , £ L (HE5 o 20190901) , ¥ F #I3
T 2528 7] 5 B B2 (164554 20200101, F2 BHAR R K%
25T 2595 (SR 20200021, FE 2545 B LB A ) o
2 AEE4ER
2.1 HE@IELS

B3 HERESY, & 30 mL, T 30 mL KA Y I
TEEAEHC3 KA IR IE T EER, FH 40 mL 20 R 3 Ik,
FrROKW, IE T BRI 1 mL H R fR R, VE
320t T VL o T B R A o e ARk ot VA A 4 T T
] B i B P X B R o D TR TS X R S A
K& FR g, FH Bl B v B R 0. 5 mg/mL 5% 8
Fii VA YRR o PR AL Tt Y AR 8 P X0 Rt I R % TR
WA S WL, STl —E R G A b, DLEADT - HEE - K
(13:7:2, V/V/ V) F 2RI, BUE A 30 min, &
TE BT LA 10% B R L, 105 °C HERS A 5 5
€T BT o 25 AR T A R S v, AE S 0 IR R TR £
THERH LAV I SR ] € A A L BRE A, S B X R
fil VA VL T TG G BHE 5 48 AT (365 nm) AR, it it
st VA VRIS L it i Y S L ) 20 10 R 8 € S S BRE A5, T
BT I X BRI VR T JC L BE A TR LI 1

VB3 HERESS L 48 30 mL, 30 mL AKARFIRYIE T
FEAEH 3 R, A I 1E T B, 40 mL 20 e ik 3 1K,
FEEK W, TR E T A Ak gk = vk, 1E TR
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4. reference solution
A. Sunlight
Fig.1 TLC chromatograms of Astragail Radix

ZET BRI 1 mL F R A A A A o VA TR o B
PV P AR it , e PR T VAR A 8 T 3 ol A28 56 ) % TR
TR o 57 TR SR ) 1A o i RS R, R P
IR 60 g/ ml (145 BE G VA TR o MR BUHE X VAR
T R ) R VA T X BRI A 5 L, s T TRl — R
5 G A, LGS - (S = 1, v/ V) RIFHI, Fii A
30 min, BT, BT, W5 LL 10% R IR £ L, 105 °C HEAG
TR R B S R T o 45 SR A T R i b, 7R S 0
R VA YRR 0 T A 7 7 I S R ) € P BRE A 1 322 SR R
P X €83 TG B AT 5 B R AT (365 nm) T AR
PR, Bt T V55 R R A YR S A () € 1) R
7T 25 LI e % R T R L 3 JE I B 51 o T DL 2

1 = 3. test solution 5. negative reference solution

B. Ultraviolet lamp
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4. reference solution
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1 - 3. test solution 5. negative reference solution

B. Ultraviolet lamp
Fig.2 TLC chromatograms of Forsythiae Fructus
2.2 EEKAHESENE
22,1 ®EEH
éi%ﬁf:AgilentEc]ipseXDB —Cis (250 mm x 4. 6mm,
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Fig. 3 HPLC chromatograms for content determination of astragaloside IV

5 um); A LM - K (32 168, V/ V) ;i
1.0 mL/min; #13 : 35 °C ; A4t : 5 ~ 20 L. ELSD &
B WIS AR R HIRLS IR A IR Bl 60 C MR
4 30 Psi,

2.2.2  ERHE &

BOsE ECHH 10, 78 mg K FRAE , B 50 mL 28,
I B, e 2% F5T, RIS TR R 0. 208 9 mg/mL
PR % R A TR o S 2 S O3 25 miL, R KA A I
TEEAEI 3 K, BRK 30 mL, A IFIE T B, P A 20 vk
W3 UK, BRIR 40 mL, 372K )E IE T BERZE T, 3R
H A R, B A5 2 5 mL, B850 JU R R, BDAS B 3 i
T o 5 A ot A VBT 6 1 i B B B X BRI VAR
223 FEFEER

L@ PR B 2. 2. 2 TR 3 R R, MRUE I E L 2
TRT BE St R S MR AE 16 ~ 17 min Kb AH [R] 47
T A R 9T X R VA VR DU I I 8 i 0 LD 3

SRR I R B o A W BB Rt Vs 9 T VA A
10.208 9 mg/mL)5,10,20,30,40 pL, &0 &, L
U TG R XTI (g A) SR AR R 3SR AR o 1 0 2
i AR AR (g €, pug) 2 Tl b o iR, 75 119 7 72 1gA =
1.561 38 1gC +4.647 017, r=0.999 6(n=5) 45 % 5%
B, B R AF ERE SR AE 1,044 5 ~ 8. 356 7 g Y B P AT
BO(E 5 HOE T AR B LA R R AT

R PR 5 0 e PR A8 MBI L (S/ N) =31 bRt
A5 2 EE T B B ARSI R A 0. 2434 pg, L S/N=10: 1
AR AN A5 2 R H T A E B R 0. 811 3 pg.

i P 0 < O R R IBOKT B (B VAR S
0.208 9 mg/mL)20 L, HELLIFAE 6 UK, AR .25
HEE AR IETE LY RSD 1 0. 68% (n =6) , WAL EHHE
R,

A M BUR it (A5 20200324) FE 5, 3%
2. 2.2 WUR Jy ikl g A s 6 1 1% 2.2 1 TN
TSR R RIS o 25 A S P S AT R S R
0.037 2 mg/mL, RSD H 1.01% (n=6), KW ikEE

60

PER AT,

e PR < B ) —4tt (54 20200324) # 4,
HF 0,3,6,9,12,24 h BFEREIN 2 o 245 52 8 B H T e g
& B RSD M 1.33% (n=6), 2% W 5 7% W 7
24 h WEETE R AT

T [l S < M 2%k B ] —HHE (Fik 52520200324,
TN 0.037 2 mg/mL)FESD 6 ), 4% 20 mL, 43 510Ks % i
AR A TR 1,00, 1,00, 2. 00, 2. 00, 3. 00,3. 00 mL,
Fi¢ 2.2.2 TR J5 v il A B S A TR 6 0y, AR E
i IR ORI AR 1

F1 HEREMEEBGRBESR(n=6)

Tab.1 Recovery test of astragaloside IV(n =6)

HabE(mg) mAZ(ng) WEE(mg) =EE%) X(%) RSD(%)
0.744 0 0.2089 0.9435 95.50

0.744 0 0.2089 0.946 6 96.94

0.744 0 0.4178 1.156 6 98.76

0.7440 0.4178 1.1557 98. 54 o7.66 L2
0.744 0 0.6267 1.3562 97.69

0.744 0 0.6267 1.361 6 98. 55

22,4 HEEENE

K L 3 4 (HHE 54351 o 20200229, 20200324,
20200527 ) B b 4% 25 mL, 4% 2. 2.2 Wi R Jy ik il £ R
Al VIR, X BRSOy SRR 5 L AN 20w, R
THEAE 10 WL, 4R 70 52 e 1 AL, e S0 19 8 3 5 45y
BitAgE SREGRPREFTMSES 5N
0.032,0.037,0. 040 mg/mL.

2.3 EAFEESENE
2.3.1 BiELAH

(NS :AgilentEclipse XDB - Cig H:(250mm x 4. 6mm,
5 wm); WBEIA : 2 - K (20 : 80, V/ V) ;i i .
1. OmL/min; #E1R :30 °C s MR K . 277 nm; R 10 wL,
2.3.2  BERHE

IR 15,85 mg, Wi % FRE , B 25 mL &40l
I B A A A R AT A R BRI A8 TR N 4 o
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Fig.3 HPLC chromatograms for content determination of phillyrin

HORT B SR P45 8 5 mL, B 50 mL 258 0, m A
25,85, RIS 4R R O 60. 29 g/ mL 1Y X A
TR RS 5 B IS S 10 miLL, i PR O R R A A
(ThE Ky 250 W, 5% K 40 kHz)30 min, B G E R E
25 mL, 4857, UE st BV HE R ot VA R o 4 AL i it v VR 5
T3 1% ) 8 12 R 1 X T T A
2.3.3 FHEEFE

L@kl B 2. 3. 2 WUR 3 Fh R, ML E L 45
SR S 0 R AL 3 R S VRCFE 30 ~ 31 min AbAT AH [H]
g, 34 R M) B A VR TG I €8 1 0 T LA 4

LRME K R L NG R O IR SV v vk B
60. 29 wg/mL) , fit B i B R 51 0T ik R 6,029 3,
12.0587,30. 146 7,60. 293 4,90. 440 1,120. 586 8 ug/ml
PR 8 B, AR T T e i e AR o DA 3 SR R VR (X
pg/mL) A AR bR T AL (V) AR bR R AT R (] 1T
)R Y=6 535.279 27X -3 455.049 39, r=
0.9999(n =6) 25K F M, M i W AE 6. 0293 ~
120. 586 8 pg/mL Y E P S AL X R R AT

KRR SRR L DL S/ N =31 MhrikiligE
SUAF B S ARAS I FE 7 0. 016 4 pg, L S/ N=10:1 J¥5
HEDAS 3 B 2 =R A 0. 054 5 pg.

i 8 B - RO RS S SRR 6 YR AR
TE A5 R T LAY RSD M 0.62% (n=6), W]
I R AT

2 PR B —Ht (54 20200527) K 4y, 5%
2.3.2 BT J5 il A A TR 6 0y, AR I E 2
R SR 0,174 1 mg/mL, RSD H 0.92%
(n=6), RTLEL MR

e M < B m) —3tt (54 20200527) K i, 1K
P R S, 0 T 0,3,6,9, 12,24 h I HERE
FE LS R AL S A RSD R 1.02% (n=6),
FAMER VIR 24 h WERE R F .

TAE L B RS R R A (S R
20200527, &4 0. 174 1 mg/mL)EE S 6 43,45 5 mL,

A3 BIKE 2 TIAK BE SV S mL, 4% 2.3, 2 TR 7 kAl
PSR IR 6 0y MBI E & i S R 2
W2,

F2 EDEMHEEKRBLER(n=6)

Tab.2 Recovery test of phillyrin(z=6)

H&E4%E(ng) wAT(mg) WNFE(mg) ®wkE%) X(%)  RSD(%)
0.8705 0.3015 1.1659 97.98
0.8705 0.3015 1.1690 99. 00
0.8705 0.3015 1.1743 100. 76
99.75 .12
0.8705 0.3015 1.1740 100. 66
0.8705 0.3015 1.170 6 99. 54
0.8705 0.3015 1.1737 100. 56

2.3.4 HEEENE

ks B3 4t (LS540 5] 20200229,20200324,
20200527 ) FE i, 4% 10 mL, 3% 2. 3.2 TR 73 il 45 A1
e VA VR, 0T R 5 VR R ARG ot A VR A R AR 10 L AR 3
T 7 W T R, 2 AR VA TR B o O 5 SRR O P R Y
FrRr M 0. 178,0. 188,0. 174 mg/mL,
3 iTig
3.1 HEEIEE

B P 1 T2 6 T e e n =0 e v L DAV R
Ay T, 45 B B WA BE A R T BT 40 B RO AT o
AT R ARIR Z R KA, KiE ey 2%
SR K AR TE T B SR I, A AL I T A &0 45 L
BTLVEN -WEE-K(3:7:2,V/V/ V) FIZH A
P -HEE® 1, v/ VIMEN - HEEG 1, v/ IER
JETF R R s SO, 5 RS -GS 1,
V/ V)R EIFH, AR IRF] 15 em I, & BT Al 52 4240
B, RS EE Hf, FLBE A 60 T BT o
3.2 BEiEEuRL

AN R B, O A RS S R R E
190 ~ 400 nm ¢ <35 Fl 4 JC W] 12 5 Ah W e 22 5%, i
HPLC - DAD #EANE A I K% it . S % S0k [ 11 - 131,
K 1 HPLC — ELSD 325 I 2 %% 1€ B T 19 & i, 2 i gl
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