GC MEARXERINER BB XYRE
Mgk, B E G i 25 SO F TBe, BN 310052)

WE: B ZiimEAMERELNRRBRMEBRR A XM T %, T3k RART =834 B L& HP-FFAP
€,354£(30 mx0.53 mm, 1 pm), AR AFRFAE; RAAEKA, AikH 10 mL-min™'; AHEH#H 1.0 uL, #HHTEE 200 C;
KA EKKBE TR E, AARNBRE 250 C. &R #3055 EBMHE, RAMSBARRMNEER T4 10 AN
JR; ARBRAE 1.01~8.06 pgrmL ™! 1 & % 2 RIF(=0.998 2, n=5), JAKMHIRA 0403 pgmL™', FiEELMKREF, &%
JRmAERE M 3>90%, E RSD ¥<5%. £ ZF & TR T AXRBMERE R A8 X% AAN.

X921 ARBRMZEER; A XMREN, AtEEE

FESES: RI17.101 XHkFRERS: B XEHRS: 1007-7693(2018)07-0998-03

DOI: 10.13748/j.cnki.issn1007-7693.2018.07.011

SIAARST: Mk, #AE. GCRERRBMNEFR GAXMRI]. T EIKE R HE, 2018, 35(7): 998-1000.

Determination of Related Substances in Compound Sodium Valproate and Valproic Acid SR Tablets by GC

CHEN Shuang, LOU Yongjun(Zhejiang Institute for Food and Drug Control, Hangzhou 310052, China)

ABSTRACT: OBJECTIVE To develop a capillary gas chromatography(GC) method for determination of related substances
in Compound Sodium Valproate and Valproic Acid SR tablets. METHODS The CGC column was PEG-20M(HP-FFAP,
30 mx0.53 mm, | pm), temperature programming. N, as carrier gas (flow rate: 10 mL-min™'). The temperature of the injection
port was maintained at 200 C, and that of the flame-ionization detector(FID) was 250 ‘C. The injection volume was 1.0 pL.
RESULTS The method was specific. Valproic acid had a good linear relationship in the range of 1.01-8.06 pg-mL™" (7=0.998 2,
n=5) and the lowest limit of detection was 0.403 pg-mL™'. The relative recovery was >90%, and the RSD was <5%.
CONCLUSION The method can be used for the determination of related substances in Compound Sodium Valproate and
Valproic Acid SR tablets.
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Tab.1 The resolution of each impurity peak
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Fig. 1 Chromatogram of system suitability test
A-blank; B-excipents solution; C-standard solution, D-mixture
standards solution; l-valproic acid; 2—4-heptanone; 3-3-heptanone;
4-3-ethylheptan-2-one; S—impurity I; 6—impurity J; 7-impurity A;
8—impurity B; 9—impurity K; 10—impurity F; 11-impurity G.
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Tab.2 Regression equations and calibcation range
ZHR ey r LR [ /pg- mL”!

KR y=2.0339x+0.3173  0.998 2 1.01~8.06
4-PE i y=2.664 5x-0.0327  0.999 6 0.99~7.92
3-PEfi y=2.6557x-0.020 6  0.999 5 1.00~7.90
3-2.%E-2 Bl y=2.429 1x+0.0407  0.999 5 1.03~8.26
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Tab.3 Results of recovery of impurities %
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