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Abstract

Objective: To determine the related substances in metronidazole tablets preparation by high per-
formance liquid chromatography and to study the impurity profile. Method: Welch Ultimate® XB-C18
(4.6 mm x 250 mm, 5 pm) chromatographic column was used as the analytical column; the results
showed that metronidazole and related substances had a good resolution, and the resolution was
greater than 2. The related substances of azole tablets were investigated, and they were equiva-
lent to the original commercial products, and all met the quality control standards. Conclusion:
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This method is simple, rapid, sensitive and accurate. It can be used as a detection method for re-
lated substances in metronidazole tablets. At the same time, the study of impurity profile can help
ensure the quality standard of metronidazole tablets.
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LC-20AT RUEGRCHAR OIS AX(H A BEAT), AL, ERBH, MCHER, L%T
ff¥li; Ultimate XB-C18 (4.6 mm x 250 mm, 5 pm) R (3 kE (g A R AR A Fl) . AB135-S T+
T3 532 — W T AT V- (M -5 R 22 4 1) R200D 8L 73 4 2 — H F- 497 - (7 FE 98 2 R A 1)
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FRRR e A X R i (O R R 2 BR A ], #b5: DZC04-190187, & &: 99.69%). 75 FHHRIAL
F IR ABRAF HE, #E5: 190903)0 2450 A X AL (0 & 5 26 S e i 7B #iE5 2 100512-201804,
P 100%), 425 B X85 (LGC Labor GTmbH, #t5: G173013, & &: 99.92%), %5t C % #85(QUALITY
CONTROL CHEMICALS INC., fit5: 21-APR-17-03, & i: 88.18%), Z4Jii D X & i(Toronto Research
Chemicals, #t5: 21-APR-17-03, & &: 99.26%), Z%)fi E XJ [ (Toronto Research Chemicals, L5 :
5-CHG-94-3, & §:99.40%), 24 /5 F % FE i (QUALITY CONTROL CHEMICALS INC., #t*5: 06-APR-17-06,
ErE: 99.07%), %)% G ¥R (Toronto Research Chemicals, #t'5: 2-PYL-32-1, & &: 98.40%); At
SEGER Y BN 2-F LSRRI . AR FEIRIE . 2-(4-AFE- L H-BKIRE-1-3E) 2 B . 2-(5-AlFE- TH-IKIE-1-3E)
CLBE 2-(2-H JE-4- R - T H-MK M- 108 £ B L 2-[2-(2- F -5l 2 - T H-IK M- 1 -3 258 R | £ B L 2-(2-H 25
fiF 2 TH-IR - 1-28) 208 . FRAEME B T 2B E AR S (AL s B A TR A A, fiE5: 201912007, 202001004,
202001005). F A 2 e #1l57)(Sanofi, L5 : 124080B, 135790C, 142860D). FEE ANEitgy, MHH
MREDA; R — &5 hsrtral, WEEZ %R S8 atral, Walese ) E$HER e,
WA T R E ATl T RERE: 4K OE R IR, fitfES: GB 19298). ffLiEk,
#15 PTFE (0.45 um, 25 mm) 5 JE 7,(0.45 um, 25mm), ¥4 H Eif 238 [7] [8].
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3. FiEE4R
3.1. BIEEG

Welch Ultimate®™ XB-C18 (4.6 mm x 250 mm, 5 pm) (5 3%k /0 Mk FEE-1.36 g/L BERR — 8022 il
(20:80) AL ENAH; J# A 1 mL/min; FEIEA 40°C; AP KN 315 nm; #EREAAF N 10 pL.

3.2. FBRAIECH

T EER: R - 7K(20:80).

RN R PR AR 100 mg, B 200 ml B, b E IS R, B 20 404040 kHz,
500 W, & 5 3B dR%E 30 #), A S, RS IR 2 ZIE, #55), B0 10 min (iR, #F%#: 5000 ¥%/min),
i QRN R (S SIS Liiih SR7a 81 88

FeRENLVEW: BUZRIR AL 240 By 490 C. 240 Dy 240 E. 240 F. 2400 G i, FEM & Hikk
Ji% 10 pg/ml HEALIEIR, AFRAERIER, 2R IE 1.
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Figure 1. Discard 1 mL (3a), 3 mL (3b), 5 mL (3c) of the PTFE filter membrane and 1 mL (3d), 3 mL (3¢) and 5 mL (3f) of
the nylon filter membrane. High performance liquid chromatogram of sample solution
1. BU&E 2% PTFE jEREFF 2% 1 mL (3a), 3 mL (3b), 5 mL Bc)MBAMEEFE | mL (3d)y 3 mL (3e). 5mL (3)
il msRESIREEEE
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3.3. HEPEXYRANE

AR i A & S = SR A T B A O AT I s RIS A TR SV AT e A, B AR
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Table 1. Test results of related substances in metronidazole tablets samples

1. R AR E XYM R

Bt I ] JERF T B
fits 201912007 202001004 202001005 124080B 135790C 142860D
AR JEER JeER Bl ne i FH 6 E5 0 PH 6 T A1 PH 6 T A1
2R A <0.5% A A bt EN EN A
J&Ji B<0.1% ER A A A ER A ER A ARA
2 D<0.1% A A A A A A
R E<0.1% FA A AR A A A
2 F<0.1% A KA KA Py PNy PNy
FJi G<0.1% 0.006% 0.007% 0.008% A 0.006% 0.009%
REZR <0.1% 0.014% 0.015% 0.015% 0.002% 0.009% 0.011%
4. 45ig

AR T LI v OB CL U (HPLC)Y R A I P R 1l 750 A 7= i R R mT e AR 1 7 oAy SR o ik
T T ARG, JHERAE. R, 0 HR IR AN SRR % BOEAT 1 AT RO o I H e Ay
SRR SEIEAT T, TR BRI R IR AL, 2RI ARAE O, DR A R E R E BT IR A
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