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Study on the Quality Standard of Secnidazole

PAN Yong',HE Ge-fei*, ZHENG Jin-feng’, TONG Da’, QIU Xi-min'( 1.Hunan Provincial Tumor Hospital, Chang-
sha 410013, China;2.The First Hospital of Changsha, Changsha 410005, China;3.Food and Drug Inspection In-
stitute of Hunan Province, Changsha 410001, China;4.Dept. of Pharmacy, College of Medical, Hunan Normal
University, Changsha 410005, China)

ABSTRACT OBJECTIVE: To establish the quality standard of secnidazole. METHODS: The physiochemical identification, UV
spectrum and IR spectrum were used for the identification of secnidazole, respectively. The residual solvents and the related sub-
stances were determined by GC and HPLC. Besides, the content of secnidazole was determined by the non-aqueous titration meth-
od. RESULTS: The physiochemical identification had strong specificity, the UV and IR spectrums were workable. The residual sol-
vents had not been detected by using the external standard method with peak area calculation. Performed on the Agilent Cis column
with the mobile phase of methanol-water (20 :80, V/V), main peak was completely separated from the adjacent impurity peak. Ac-
cording to non-aqueous titration method, per 1 ml of perchloric acid solution(0.1 mol/L) was equivalent to 18.52 mg of secnidazole
(C:HiN;O;). CONCLUSIONS: The article unifies the characters, identification, examination and content determination method of
secnidazole and can provide reference for the revision of quality standard.

KEYWORDS Secnidazole; Related substances; Potentiometric titration method; Quality standard
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T ) B IV A £ AR WL A e B A , 76 277 nm B K A0
R, 78 241 nm I KA F/INF I
23 WE

R (P SR 24 0 A v 1 o 48 S D00 ), A6 2 3 H 11
TN 2 2 A S B SR e et EH S IR
APOERRE IR B T S TR T 56 BRI — 2y
R (B ER SR sRE EAR) KA TR E XY
JoT S BR B R TR A 30
231 LFEFEWREHEESE6O BURSE S, N R
HR R 1 ml 25 20 mg FE TR VA . 255, 641t
B P S P 3, FLT AR B Ak T ke AR 2
ShRE R
2.3.2 MR  HUAS KR Z90.1 g, N7k 10 ml SEVE M, 4K 2010 4F
Jis e 2 i) (35 ) B S VIH A o 454 6 AR i 1 52 P i
FE A, [R] B 2 IR R R B R AR o (alAT )
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Tab 1 Results of related substances

#5 il B FRIHG AR, % KR, %
200910701 3 034 0.50
20100601 3 019 030
201007F14 3 0.15 040
20071226 3 0.04 0.10
20100724 2 0.04 0.10
20100725 3 0.04 0.10
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TR AE 1 mlh 205 2K 0.017 8 mg . ZFR M 0.1 mg Al — 44 H
J6.0.012 mg AYVER, 15 R X BE SV . K 2010 4F ([ 24
B) () B SR VIT P &R =7k 3R BR VA TR A2 , LA 6% TR 2K
3949 I FL R AR SAUREATE O 1 5 AR R AT TR 90 °C L iR 5
min, AR50 20 CHYERFHE 2 170 °C, 41455 min; Kl #5
TELBE S 200 °C 3 HERE CIRLEE R 220 €, HIZE 2R 2 . S H
Jot 14) 3 5 B IO A A BEOR o G 7R  IBUAE B s A X Rt VS VA%
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Fig1 The profile of the potentiometric titration
2.4.3 WAL E B AR IR A AR S (A A ]
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Tab 2 Results of content determination (%)

o 12 3

#5 e R
20100601 100.08 100.15
9.3l 9.38

244 [ESCRIRE AR S (A A F] LS : 201006F01 )
£0.052.0.065.0.078 g, £ 34y, 43 S B FHEE b 5 94 %
A 60 C Il 4% 2 5T 7 22 s il o ikt it 24 0.052.,0.065
0.078 g, 4% 340y, 43 BN A VKSR 20 ml M f5 , N4 i 545 7R
W 1T L FH e R T E W (0.1 mol/L) T i BRI s 4k 8, If
B g RS AR IE . A 1 ml (9 5 SR T 2 (0.1
mol/L) A 24F 18.52 mg #] C:H.N, O, Z5 4 WL 3,

245 FEPEHALE  BANHZ0.13 g(ANT] S :201006F01) ,
605y HEBIRE , A VKESER 20 mIE ARG , Ingh S 2468 m i 1
T, 15 SR € (0.1 mol/L) i & BRI NS 6 (0, Hoke i
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Tab 3 Results of recovery rates

45 AR, WhEg R %  FEERE S RSD,%
1 0.105'5 0.1062 100.66

2 0.104 1 0.104'5 100.38

3 0.1097 0.1087 99.08

4 0.1325 0.1312 99.01

5 0.1352 0.1360 100.59 99.99 0.74
6 0.1308 01316 100.61

7 0.1520 01531 100.72

8 0.1586 0.1575 99.30

9 0.158 1 0.1574 99.55

FELER A FIIR R E . B 1 ml 9 5 SR 2 # (0.1 mol/L)
M4 F18.52 mg [ CHIN:Os. 453, RSD=0.42% (n=6) , &
WIZ )y i S RAT
246 FEATEIE FESE R E SRR LR 4,
T4 HRESEBVNELER(%)
Tab 4 Results of sample’s content( %)

e TN s TN
200910F01 98.6 20071226 100.1
201006F01 100.0 20100724 100.3
20100714 99.9 20100725 100.1
3 1t

FE ORI GE BEDK LR AL 5 ) , 5 P i e S5 A2 7 10 i e
RKAYAMPIAL 22450, B A BREG PE 558 AN RSO
PRI SRR A ARG — T AR S KA R
SE T W] R FE SRS ML BT R B T SRR .
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