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Abstract; To establish an ion chromatography method with suppressed conductivity detection for the tartaric acid
determination in the chemical reference standards the tartaric acid content of valnemulin hydrogen tartrate was
determined by an Dionex IonPac™ AS19(4 x250 mm) anion exchange column and Dionex TonPac™ AGI18 (4 x50
mm) guard column, using suppressed conductivity detector. An isocratic eluent of 22 mmol/L. KOH was chosen as
mobile phase, flow rate was 1.0 ml./min. Results manifested that a good linear relationship was observed within the
range of 1.0 ~50.0 pg/mL (r=0.999, n =6). The limit of quantification was 0.5 pg/mL. The average spiked
recovery was 98.07% at three concentration levels with RSD of 2.20% (n =9). Five batches of in valnemulin

hydrogen tartrate samples from 3 manufactures were tested using this validated method, and the contents of tartaric
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acid were basically consistent with the theoretical values. The method is accurate and sensitive , which provides a

reliable analytical method for the control of the proportion and content of the tartaric acid salts.
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ERRRIR JC IR — B H-2E ( pleuromutilin )
R MY & HPUAE R X EIEAR 41T SR
TERER A RAFMPI R EHE" ' BT, sk e i
ARA 5 e R RO 24 ) Wi 288 i e 0 0y
B, IR AR AE ST A TRIR JE AR, 2 B K5
2 BLRIEE A E A B A RS 2l AR e Of
HIR 1 IR SR WD AR IR R RIR] , A R 7 i Jo £ 45 1 11
I H —— 5 5 D 005 e I A0 PR IR JE Wbk
Bt , H AT E N 52 AL EP 9% 2 Fhbs e,
B T A RRIKJE W MOE b &9, g b & )
5 IER B 1 LA 5 ) B e L pHL {5 T
FEPR B VIAA O, SR bR ) o () G R 2
— T A MR IR A R A A 7 R R A
AL BEXS T A TR IR JE Wb BB HE i rP ol A TR Y
KSR B BE T RIS

[ R R EEN L 27 3 WL R S WA N e = i R
R T B o b RO & R TR G
S5 ME B T 5E SE R A0, T T 25 ) e A o A O3
BT ARSI T B - SRRk
SN A7 R IR WA P g e 1 5 0 v, 3
S A TR IR WD R A R 1 B R L 3, AP Ak
B R R A B B LA B
1 #eifnaE
1.1 BLE5%% Dionex Aquion B A3E(Y, Bl A
AERS -4 mm BYH K A%, 52 [E Thermo Scientific
25H] 5 AG - 285 HLF K P, Fig 1 Metteler Toledo 23
Al FE 20 52X pH 3, S R - FERI 24
Advantage A10 #B4l7K R 4%, 74 E Millipore 2\ ]
1.2 RAEHS WARKEDK LS
K1390908 , & & 98. 6% ) & [ H [E 5. B 24 i W 2%
It , FLIFURHIR F Al W A R IR JE Wb Ak EP X) R 5,
(#5510, 51 98. 7% ) W H EDQM ( BR YN 24 i 5t
MR ) WA RRIKJE WAk (it a0 .
20230710 20230725 20230822 ) g H &l £ £ 24 i W

ZRTAWE,D - () AR (5 T0026) , 1 4 E6
T 7 () A Tl & SR A BRA 75 S0; ik i
(#5 GBW (E)080267, & 100 wg/mL, ), H
[ Bl B s &4 A6 81 R 8 M ( Dionex EGC I
KOH, 5415 161240299015) , 14 [ Thermo Scientific
VNIV @ SEX v

1.3 ERH &

1.3.1 A%EAMHER KERI SO, frfERE
W 1.0 mL & 100 mL &, 2K R 2 %)
BE REA] RS 2EEL 1.0 mL 100 mL BT, A
D - (- )WARRY 20 mg, ALK B 2 205, 4%
A1 R REE 1.0 mL B 20 mL B, FHAi KRR
BEZIE 75,

1.3.2 ARfedmieddld KSR D - (- )WA
22 100 mg i 100 mL I, FSEA K il -5
RN 4550 NE AW

1.3.3 BEXamik ey fl & RSN A RIK e
WHAHRS 2 484 mg B 100 mL I, FHaifbk
VR IT AR R 2R 5] R B 5.0 mL & 50 mL
s, AR R 2205 $55) .

1.4 4 KA Dionex IonPac™ AS19 (4 x
250 mm) B B T 28 4 {4 3% # , Dionex lonPac™
AG18(4 x50 mm) P4, DL R & 4 25 7= 2E
9 22 mmol/L & 5 1k B %5 W 180U 2l A, A R Uk
JBE L 1.0 mL/min, &0 75 =X 0 40 i S AG
TR b R B 35 °C, AR IR 30 °C, HERE R
10 pL, KM Chromeleon 7.0 (a4 T /E i H T %k
PR AE S AL

2 HR5H

2.1 HRMRE B A (gifhk) 1,301
iR R G03E AT 20 pl IEAB FEEL,i0
SREREE, G5HRUT, 28 FOA RN TH 0 A R 1 K
T, 2 840 PRV VR I o PR 25 - e i g 1) R P )
]2 19. 24 min, Bt R AR 25 0,335 e 1) £ B I ) oy



- 40 - H ] B 2 2 5 2024 4F 3 145 58 455 3 )

Chinese Journal of Veterinary Drug

16.20 min, B B2 AR B F 50 A B AR & 1 19 70 &
B >2.0, R L B, AiEE LA 1,

3 36 FBI BT Blank ECD_I
TN

4.50
4.00 -

3.00+

2.00

1.00 -

0.00 i

_0'200.0 5;}) 10.0 15.0 20.0 25.0 30.0
sso MHSIFRIBSY RIS ECD |

400"

3.00-

2.00+4

1.00- (B)

0.0 5.0 100 150 200 250 300

1 ZEBEN(A) ZFERERR(B)BFRIEE
Fig1 Ion chromatograms of blank solution (A)

and system suitability solution (B)
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Tab 1 Results of the recovery test of tartaric acid
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Fig 2 Chromatograms of tartaric acid reference standard

solution( A) and sample solution (batch: 20230725) (B)
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