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WE:BN ZIRNNTIBRAREENRFIRANFEIS TN T LR EE L FE S AH Dionex lonPac™ AS11 - HC
A (250 mm X 4 mm) , 4374 A AS11 - HC 42 (50 mm X 4 mm) , ##67%& 4 10 mmol / L ELEALAT A%, ik 4 1. 0 mL / min, #4&m| 208 &
H335°C, AR A 30 °C, 0 -FAEM B, IR B Ak 25 mA, T AH 25 L ER BB T AETRERESHNE9.97~
249.37 pg/ mL.15.27 ~381.70 pg/ mL JE. B A 5% @m AL E X 2 B3F(r=0.9997,1.000 0,n = 6) ;45 25 & A& M T L HRIELER
#) RSD 35 /05 F 2. 0%; T 35 m A @l & 5% 4 100. 74%,100. 48% ,RSD 53V 4 1. 17%,1.53%(n = 9) 5518 T S8 77 R 5AE R
12, RHEZ  AE R AST, & REH, ST Tl SLIRAA AR E iR P ILEIR AN e B R A E
FRER B TF B G5 k; JLRR AN ; B2 LB AR ESR S 2
Simultaneous Determination of Sodium Lactate and Total Chlorine in Sodium Lactate Ringer’s

Injection by Anion Exchange Chromatography
XU Hao,ZHU Jing ,DAI Dongyan,CHEN Jianqiu
(Taizhou Institute for Drug Control, Taizhou, Jiangsu,China  225300)
Abstract: Objective

total chlorine contents in Sodium Lactate Ringer’s Injection. Methods

To establish an anion exchange chromatography method for simultaneous determination of sodium lactate and
The analytical column was Dionex TonPac™ ASIl1 - HC
column (250 mm X 4 mm), the protective column was AS11 — HC column (50 mm X 4 mm),the eluent was 10 mmol / L
potassium hydroxide solution, the flow rate was 1.0 mL / min, the detector temperature was 35 °C,the column temperature was

30 °C,the electrical conductivity detector was adopted,the suppressor suppression current was 25 mA,and the injection volume was

25 pL. Results

The linear ranges of lactate ion and chloridion were 9.97 — 249.37 wg / mL,15.27 - 381.70 pg / mL (r =

0.999 7,1.000 0,n = 6) respectively. The RSDs of precision, stability and repeatability tests were all lower than 2.0%. The

average recovery rates of llactate ion and chloridion were

respectively. Conclusion

100. 74%, 100. 48%, with the RSDs of 1.17%, 1.53% (n = 9)

The established method is easy, sensitive, stable and accurate, which can be used to determine the

contents of sodium lactate and total chlorine in Sodium Lactate Ringer’'s Injection.
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723030403, 723040702, 723041803, K #% 4 500 mL
(LR AN 1. 55 o, & ALHR 0. 15 g, S 4k4M 3. 00 g, S 1L
50,1 g) 5 707K A FLER E5 X B8 & (HiE 5o 101179 -
201902, & 1t 74. 0%) , S AL RS (AL 100376 -
202104, F i 100. 0%) , P10 F HE 6 5 24 5 o
Bt s K AR ALK
2 FEEHR
2.1 @iEEH

{4,355 4« /0§74 4 Dionex TonPac™ AS11 — HC #
(250mm X 4 mm) 34 AST1 - HCAH: (50 mm X 4 mm) ;
PRVEW : 10 mmol / L Z LB AW iEH : 1. 0 mL / min;
Ko 28I BE < 35 °Cs AR - 30 “Cs A I 2% . o S AG I 2%,
46 %% : Dionex AERS 500 %I 11 il #§ (4 mm) ; 37071 HEL 375 «
25 mA ; HEFER 25 pl.
2.2 BEEH

B K A LR A5 | S Ak B X R Ol 4538 i R 2 R
FE LB 100 mL 2, Ik S mE 25, S FLIR
HL 499 g/ mL 5 T 763 wg / mL AR IE S I 45K kG
o WO =, KRR, o i S LR AR 9. 97,
19.95,39. 90, 49. 87,99. 75, 249. 37 ng/ mL M5 & F
15.27,30. 54,61.07,76. 34,152. 68,381. 70 wg/ mLIY &
GIXTRE SIS (ST — S6) %% i U i 2 mL, - 100 mL 2§
s K 2 RS, B AR LUB 4K
2
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F Gk RS 5 & 8 PRl R 2% 1 BOG BE
SR (S4) AU A I R4S 25 pL 4% 2. LI
RS AR A | 1 SR e i 1] o 5 SR AR 3t VS AR L 3%
PET v 7 5 X0 B T TR € 5 A D 6 AT 3T 0, BB AR
B 25 SRS IR T2 000, 73 S EESA AV N
F2.0, HLBAMX BT 7R WA 1.

LRMEI R G BRI, 20 F R85 I8 AR
225 uL, #% 2. 10T 35 S5 R SRR E , URRI R o3
R (X, wg / mL) AR AR TR (V) AL bR A T
eI AR EIH TR Y, = 4. 46X, + 4. 66(r, =0.999 7,
n==6),Y,=16.62X, - 16.98(r, = 1.000 0,n = 6) .4
KU, AR 7 R T R S AR 9. 97 ~
249.37 wg/ mLH115.27 ~ 381. 70 g/ mL 3t [ N 5 I
TR R R AT

60 PR 5 22 e PR R« EOKT I 48 YRS L iR
P e 4% 2. LI B3 S R RE , DAMR MR L 20 50l 3 1
10 1 H A0 8 1 JE o R Sy i) R R R o 235 2R
LR AR B RN SRS - A T BR 43 1 4 3. 99 ng / mL il
10. 18 ng/ mL, EFRFRSIHIN 7. 98 ng/ mLAI30. 54 ng/mL.
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Fig. 1 Ion chromatograms
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RSD 4351124 0. 32% F10. 13% (n = 6) , FE W )7 1 8 52 1k
R4f.

T [ e < K 2% et HORE i (41524 723030403 )
1 mL, 39 4}, 100 mL 25 s, 20 510 A B g e
W 4.0,5.0,6.0 mL, 5 34y, 4% 2. 2700 F 7wkl £ it
A, $5 2. 130 R s SR R o, T SR G TR L
FEHEE DSCR 25 R UL 1 i A LIRS T, B
ABET).

it FH PR 1 < A %88 s BBORE i (415 R 723030403 ) i
L, 2. 2700 N O VA A A A R, O EBORT R T TR
(S4)iE &, Z AR e A E (£ 1 mmol / L) FER
(£5°C) i (+0.1 mL/ min) %R I 25 5 1 5200 L 45
I LA S A — o 3 P P 2 S s R 45 SR 1 RSD 170N
T2. 0% , F W PR R 47

(44



A I -

Inspection and Test

&%

China Pharmaceuticals

2024 4F 10 H 20 H 5 33 345 20 )
Vol. 33,No. 20, October 20,2024

Fz1 MENKREER(n=9)

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

#aAg(ug/nl) wAZ(ug/nl) WNEZ(we/nl)  BHE(%) X(%) RSD(%)

A B A B A b A b A B A B

M64 3858 199 30.52 4466 68.74 100.30 98.82
Me4 B8 199 30.52 4450 68.48 99.50 97.97
M4 358 199 30.52 4443 6879 99.15 98.98
U064 BB 2495 3815 4952 7122 99.72 10128
2464 3858 2495 3815 49.76 77.26 100.68 101.39 100.74 100.48 1.17 1.52
464 3858 2495 3815 49.85 7175 10104 102.67
464 388 2004 4578 5518 8497 102.00 101.33
164 3858 2094 4578 5526 8472 102.27 100.79
M64 3BS8 2994 4578 5519 8486 102.04 10109

2.4 HEmAENE

O3 AEAF dhad b, 45 2 0y, 2 2. 230 T U ikl a6 ik
AR, 1 2. 1 T (35 A P RE AR I A, 42 R ofi il £
0 i IR R AR 201 B A FLR AR AL S
i 5 [7) e 1 24 L o ) 0 BTV A 3 A i P LR
MRS B AR R 2,

2 HREENELER(mg/mL,n=2)

Tab.2 Results of content determination of sodium lactate and to-

tal chlorine in samples (mg / mL,n = 2)

s SLER 4R Ea
BTGtk BEoMEk BT EEE BEshiE
723030403 3. 10 3.12 3.86 3.91
723040702 3.07 3.05 3.95 4.05
723041803 3.08 3. 11 3.83 3.90
3 iTig
3.1 BIGFEMEE

FLER AR by 55 08 B B A1) 3 R R B AE AR B b
WRAAE T o0 T S 04 S UG e TR X A T 56
r 8T SRR ZR (10 mmol / LAEALER) B R £R 14
% (5 mmol / LERFR S A F1 5 mmol / LGRER &N ) VE R ikk ik
YRR 7 255 5 1) s ) o 245 R R T M FLRR AR B T
B 43 5 B R Hh W P ] 350 53, LSS PR, T i o i
BF AR PR (IR T, BRI B T AR
FAL BRI R A BE (5,10, 15 mmol / L) AR (0. 8,
1.0,1.2 mL/ min) AR (25,30,35 “C) &M T WES
T B RIOR 45 R SR AL IR VE MR B2 Y 5 mmol / L F
%15 mml/ LB, £ BT 08 83 i ) 45 k0 5 53 25 B
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HR A 24 BRI | LR B 1 S i v 2L IR ik vy

78
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