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Dispensing Vortex
Plasma 25 pL
Methanol 100 pL 30 sec
Centrifugation Dilution
supernatant 10 pL
15000 rpm Mobile
(&) 7 min phase A 140 L

Fig. 2 Deproteinization Protocol

High Performance Liquid Chromatography
HPLCE 0| 8%t Ea2tA0t L OfH|Zt(Favipiravir, Aviga-
nol HLH 24

Quantitative Analysis of Favipiravir Spiked in Plasma Using by

W HPLC &M

Favipiravir<12 ALSACHIMSZRE FYUL|UE
Z ¥ E(Quality control, QC sample)2 2

2 AI0[A35tY FH|5HRA l—ltf £ 2 Table1.0 LIEHH HPLC &
M ZHE AHBYH0 AL JASLCEL 8FES T Al ZEO™M2
Table 2.2t Z&LICE Favipiravire 2% Z & (Guard Column)t Shim-
pack Scepter™ C18-1202 AE3I0 FE2|Z|JASLICE A=0ETA
o Fig3n Z&LCh Zapxojo| ADiO[AB 1, 10, 25 50 U

A&

sto] ZHIMES A4

Ak Q2 AHEE Favipiravir

100ug/ml(n=6_2| Favipiravir E=2HS
O}'MELl EI'.
*1:P/N C8720(Alsachim’s product number)

Table 1 Analytical Conditions

: Nexera™ XR

: Shim-pack Scepter C18-120 "2
(150 mm x 4.6 mm L.D., 5.0 pm)

: Shim-pack Scepter C18-120 (G) ®
(10 mm x 4.0 mm |.D., 5.0 pm)

System
Column

Guard Column

Mobile Phase : A) 10 mmol/L (sodium) phosphate buffer pH 6.9
B) Methanol

Flow Rate ¢ 1.0 mL/min

ColumnTemp. : 30°C

Injection Volume : 1.0pL

Vial : TORAST-H Glass Vial (Shimadzu GLC) *#

Detection : Fluorescence detector (RF-20A)

Ex.360 nm ™, Em. 433 nm
*2: P/N 227-31020-05, *3: P/N 227-31126-01, *4: P/N 370-04301-01

Table 2 Time Program

Time (min) A.conc B.conc

0 100 0

25 100 0

75 30 70

95 30 70

9.51 100 0
H 2™EIM
O HHRINM =3t MHALS ASLICL (R?2=0.999, Weighting;
(1/C). 8=k, MLUE HIE SoiM HH sx= HeolM CHS1f
Ze ZAME LASLICE Favipiravir BLE(%RSD)= 0.21%~0.31%
Ol H&ZE 921%~106%= SIEH? W 100+08%= LIEtGHE
LIC}.

W QCAE0]| cHE wWaco]d AlH

QC AMAME Zet=0ro| ADO|AEl 2, 45 90 pg/mL(n=6)0fA
Favipiravirg AM83I0] R84 AME $HSIASLICL(Table 4). &
g AN 0.18%~0.35% AtO|2] HEEZ(%RSD)E 7IEH2D
B = 96.5%~100%0|0H 3{&3HA|= 100+4.0%0| A& L Ct.
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Fig.3 Chromatograms of Favipiravir in Plasma and Gradient Profile
Table 3 Accuracy and Precision of Favipiravir in Plasma
Intra-Assay (n=6)
ID Spiked Conc. (pg/mlL)
Measured Conc. (ug/mL) Precision %RSD Accuracy %
Blank - - - -
Level 1 1 0.921 0.25 921
Level 2 10 106 031 106
Level 3 25 258 0.26 103
Level 4 50 498 021 100
Level 5 100 8.8 0.24 98.8
Table 4 Repeatability of Favipiravir in Plasma
Spiked Intra-Assay (n=6)
Compound Sagfale Conc. -
(ug/mL) Average Conc. (ug/mL) Precision 9%RSD Accuracy %
Low 2 1.93 0.18 96.5
Favipiravir Medium 45 45.1 0.20 100
High 90 88.7 0.35 98.5
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