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Determination of Tartaric Acid in Kitasamycin Tartrate for Injection by Ion Chromatography and the
Evaluation of the Salt-forming Rate

QIAN Jiangin', LIU Guijun?, LIANG Jianmou', CHEN Dandan', ZHU Lixin', WANG Jian""(1.Zhejiang
Institute for Food and Drug Control, Hangzhou 310052, China; 2.Zhejiang University of Technology, Hangzhou 310014, China)

ABSTRACT: OBJECTIVE To establish an ion chromatography method for determination of tartaric acid in kitasamycin
tartrate for injection, through the correlation study of tartaric acid salt-forming rate with pH value and clarity, evaluated the
rationality of the salt-forming rate. METHODS The chromatographic separation was performed on an IonPac AS19 anion
exchange column(4.0 mmx250 mm, 7.5 um) and IonPac AS19 guard column(4.0 mmx50 mm), using suppressed conductivity
detector. An isocratic eluent of 20 mmol-L~' KOH was chosen as mobile phase, flow rate was 1.1 mL-min~!. Binary mixture of
kitasamycin and tartaric acid prepared in different mass rations was performed to explore the possible correlation between the
salt-forming rate and pH value and clarityy. RESULTS A good linear relationship was observed within the range of
1.0-50.0 pg-mL~1(+=0.999 8, n=6). The limit of quantification was 1.0 pg-mL"". The average spiked recovery was 99.5% at three
concentration levels with RSD of 1.6%(n=9). Ten batches of samples from 2 manufactures were tested using this validated
method, the percentage content of tartaric acid was between 10.9%—11.4%, and no significant difference was found between the
samples from 2 manufactures. The pH value were all around 4.2—4.3. The compatibility test showed that the clarity of sample
solution could only be achieved when the percentage content of tartaric acid was between 8.8% and 16.1%, meanwhile the pH
value was around 3.4-5.0 under this condition. CONCLUSION This method is accurate and reliable to determine the content
of tartaric acid in kitasamycin tartrate for injection. The salt-forming rate of kitasamycin and tartaric acid in the samples of
kitasamycin tartrate for injection is reasonable and qualified.
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Fig. 1 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
PERAR MARY WY mikks TR RSD/
pgmL~! R %
8.684 4.617 13.239 98.66

filkHeE  8.738 4.562 13.169 97.12 9795 0.79
8.787 4.637 13334 98.06

45

pgmL™!  pgmL! %

8.885 9.059 17.859  99.05
Pk 8.706 8.880 17.581 99.95 9933  0.54
8.798 9.084 17792 99.00

8.885 13.497 22.728  102.56
VR 8.673 13.502 22.258 100.61 101.34  1.05
8.700 13.393 22.205  100.84
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Fig. 2 Chromatograms of tartaric acid reference standard
solution and kitasamycin tartrate for injection

A-—tartaric acid reference standard solution; B—sample solution(batch:
B1712004-1); C—sample solution(batch: 18010201).

K2 AHABEREAEZIRESTELIRGENELR
(n=2)

Tab. 2 Content determination result of tartaric acid in
kitasamycin tartrate for injection(n=2)

AR #5 /% FHEE/%  RSD/%
B1711003-1 11.39
B1712004-1 11.36
ek S|
N B1801002-1 11.34 11.24 1.5
[ESpsY
B1804001-1 11.12
B1804002-1 11.01
17022701 10.89
17042301 10.95
i A i1l 245
17042601 10.90 10.99 1.2
A BRA
17122901 11.20
18010201 11.02
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