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HE. BN ZIiNtRbsBiMNLTNAOE TSR RMEE X Fikx &4 A Thermo Scientific™ C, # (100 mm x
4.6 mm, 3 wm),RBhAE K R L% ik (pH 6. 8) — TH(85:15,V/ V), i&ik 2 1.0 mL/ min, %R K % 262 nm, A28 H 30 °C,#HAHF
A 10 LR AR MR FIREI 3.23~646. 00 pg/ mLFEE A 5% mMEMEX £ B4F(r=0.9999,n=6) ;48R FRH 0. 01 pg/ mL,
FFMA 0.03 pg/ mL; B WA B AAEEE P RAFEE . EH AR MXIEE R RSD ¥ <2.0%; - FH mA el &% 98.54%),
RSD % 0.30% (n=9).3 #3585 &4 -F ¥4 EF 55 4 99.84%,99.97%,99. 35% , RSD 4% % 0.13%,0. 06%,0.20%(n = 2) .
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Content Determination of Diauafosol Sodium by Reverse Phase Ion — Paired HPLC
ZHANG Xiaoping"? ,WEI Yuan',ZHU Yongxing’

(1. School of Pharmacy Jiangsu University , Zhenjiang , Jiangsu,China  212013; 2. Jiangsu Hengain Pharmaceutical Co. ,Lid. ,Zhenjiang. Jiangsu,China 212009
Abstract: Objective To establish a reverse phase ion — pair high — performance liquid chromatography (HPLC) method for the
content determination of diauafosol sodium. Methods The chromatographic column was Thermo Scientific™ C column (100 mm X
4.6 mm,3 wm),the mobile phase was phosphate buffer (pH 6.8) — acetonitrile (85:15,V/ V) ,the flow rate was 1.0 mL/min,the
detection wavelength was 262 nm, the column temperature was 30 “C,and the injection volume was 10 pL. Results The linear
range of diauafosol sodium was 3.23 — 646.00 pg/ mL (r=0.999 9,n = 6). The limit of detection (LOD) was 0.01 pg/mL,and
the limit of quantitation (LOQ) was 0.03 pg/ mL. The RSDs of intra — day and inter — day precision, intermediate precision,
repeatability, and stability test results were not higher than 2.0%. The average recovery of diauafosol sodium was 98.54% with an
RSD of 0.30% (n=9). The average content of three batches of diauafosol sodium was 99.84%,99.97%,and 99.35% with RSDs of
0.13%,0. 06%, and 0.20% (n = 2) ,respectively. Conclusion The method has strong specificity, good repeatability and stability, and

accurate results,which can be used for the content determination of diauafosol sodium.

Key words:reverse phase ion — pair HPLC;diauafosol sodium;content determination
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{63545 . Thermo S(:ientifi(:mclg?ff( 100 mm X 4. 6 mm,
3 wm) ; i BAH  BERRER 22 vP (pH 6. 8) — LI (85115,
V/IV) ;1.0 mL/ min; K0 3% K 2 262 nm; A -
30 C;iiERE: 10 plo
2.2 BEHE
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0. 909, b % B R G4 BRIE AR AL T 4 000, 46 2 [H 1
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1. Diauafosol sodium
A. Reference solution B. Test solution C. Negative reference solution

Fig.1 HPLC chromatograms
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A PR  HURE i (A5 0 220301 ) 38 &, 3% 2. 2
TR 5 I R 0T B R B R 100 g / mL A AR
W TAT S50y 4% 2. 1T s A5 45 ERE I 2 2 7K, 0]
SR ] 25 R S B R AN 0T 5 99. 60% , RSD
$450.36%(n =10) , KU HEEEERL .

T PRI HRURE i (4154 220301)0. 010 05 ¢,
FEBFRE 12 2. 2000 F 7 iR EC i s e B0 100 pg / mL
A S W, 43 TR IR E 0,1,2,4,6,8,10,12 h
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TR [T B 0 AR (L5 220301)
L, 90y, A BIE 100 mL 2 H A 43I0 A BT R
BE 4 0. 401 0 mg / mL [ X B8 5 % 20, 25,30 mL, £%
34y, NSl K &, B A R AR A ik K e 2 4% 2. 1
TR 3% S5 A RE TN E | SR i 1] S5 R LR 1

1 MEBRAMEERKBER (n=9)

Tab.1 Results of the recovery test of diauafosol sodium (n=9)

HahE(mg) MAZ(mg) MEFZ(mg) =kE(%) X(%) RSD(%)
9.527 8. 020 17.421 98.43
9.569 8.020 17. 447 98.23
9.588 8.020 17. 460 98. 15
10. 015 10. 025 19.914 98. 74
10. 341 10. 025 20.228 98. 62 98.54  0.30
10. 473 10. 025 20.333 98. 35
10. 568 12.030 22.411 98. 45
10. 624 12.030 22.517 98. 86
10. 728 12.030 22. 644 99.05
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354 0. 13%,0. 06%,0. 20%(n = 2)
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HA St WL, ORI 0 K B 262 nm.,
3.2 fRifH%ERE

Cyg3X Cy AR TS AE 5 53 B g5t bt (IR
PALE W, F C 5% Co 84 (100 mm X 4. 6 mm, 3 pum) 53
B SR, AR B ALY 1. 0 min, #A KA (250 mm x
4.6 mm,5 pm) {2 BB {UE 28 2. 0 min, BT b5
FAEN WA SO SR AT A O B TR
3.3 WEERENZE il B T R R

W B RN B HBON 6. 3, FE T SIAH A pH 6. 8 1)
TR Eh % vh il rh LA S U J &2, 2 e R A SR AL B R Ty
pH, VR BN S 12 X 250 AR e I T4 B
IG5 S 0 1 M O 25 78 s # K pH IR T R 4y
SRR, Nl 3k G A B R 25 SR T
SRR RRISY T, WA P T I AT I T
X (VU T SER IR S e ) Vo5 1 35 15 25 Y B R 35k (A1 1Y) £
BT CRES ) A AN Y L g 1 vk 7 X, 384 3K

st S AR TG AT P BRI A 384 DR S AR 8, TR O

ROR AR B I 8], SRR O 5893 0 B o WO IR 6 22

PR C ) D7 125 IO TR — %01 6. 80 g, E4AILIT 1. 316 g,

DU T IR LS. 0 g, inglifk/k 1000 mL, ¥ pH 2 6. 8., [F]

I 9L, DU T R R S 22 v R VA MR S TR 8 h L |

A UL e FH B

3.4 fEhELLGIIERE

B A it 20 A H M Ve B A1 O, 245 40 S D[] i

i, P B I RS JE, O 1 SE A 25 W 7 (AL v A0 £ B

[f] , A S AH rf SV B A i 209 , Bk PR R R

MRS CNERTREE R 85:15(V/ V),

3.5 BEAEREERE

st JE SEHERE I (BN B, M 6 b, 835 06 5

B8  WIE E RS BB B /N HE R I 2 /)N 5

b 10 h, BRI AR Sy XE | BRI ARG — DN RO

K, 2 S ECR OISR SO BHERE I (A1 75 4 h

P 2 45 RS T IR A o 0 35 A P B ]

3.6 JiEVEM

AW S T R SRR DR (A RMER , T S i

S W F A EURL 2 B FL R ) (4 A A B DA AR A

HAEAARUER LI $2 4 22

S 3k

(1] ol FRW2F B e, Ek i A EH AR D2 RA
FELERSRAL R RBFH, FEEFDLRAET
salA L FRFA. PAFTREFEZER . ELo £
(2020 )[J]. 4 A4 & ,2020,56(6) :418 - 422.

(2] FhEBL, 21 & . P2Y2 AR 3 A A T TR & 77 49 AT 0 it
Je[J]. mAt# i ,2016,36(8) : 796 - 800.

[3] SANTO RM, RIBEIRO — FERREIRA F, ALVES MR, et al. En-
hancing the cross — cultural adaptation and validation process :
linguistic and psychometric testing of the Brazilian — Portu-
guese version of a selfreport measure for dry eye[J]. Clin Epi-
demiol ,2015,68(4):370 - 378.

(4] Ra#p, RE &, BT . TUAARKAKEFTIKSES0.1%
I EAN G YT L E T IRGE 39 197 AR ()] PE B A,
2015,24(24):126 — 127.

(5] &K, KSR . RO =B kRE 7 Tk 30 #I[)]. v B
251k,2015,24(7) :83 - 84.

(6] b, & . FI57E B A IR BN IR % 7T & A
A SRS FIRIT AAE[T]. F B % k,2018,27(21)
64 - 66.

(7] KA BRE A B R HUIR S 305 AN i R
Bk & AD HIKE %A FIREERENI] PR L,
2020,29(8): 100 - 102.

(8] % &, Fird, sk =E . RIaFE A BRR G ST TIRAE M
A Fe BT L [T]. P E % L,2014,23(13):1 - 4.

[9] XU PF, FENG X, LUAN HY, et al. Current knowledge on the
nucleotide agonists for the P2Y2 receptor [J]. Bioorg Med

7



