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Determination of levocarnitine impurity A in Levocarnitine Tablets by RP-HPLC
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Abstract: Objective To develop a RP-HPLC method to determine levocarnitine impurity A in Levocarnitine Tablets. Methods
The chromatographic conditions included Water uBondapak™ NH, column (300 mm x 3.9 mm, 10 pm) and 0.05 mol/L KH,PO,
(adjusted to pH 4.0 with diluted phosphoric acid)-acetonitrile (35 : 65) as the mobile phase at a flow rate of 1.0 mL/min, detected at
205 nm, injection volume was 20 pL, and the column temperature was 30 ‘C, using external standard method to calculate. Results
Impurity A and levocarnitine could be completely separated, and blank recipients did not influence the determination. There was a
good linearity in the range of 5.01 — 75.15 pg/mL (» = 1.000). The average recovery of levocarnitine impurity A was 100.8% (RSD =
1.16%, n = 9). Conclusion The established method is high selective, simple, and accurate. Amount of levocarnitine impurity A is
little and stable in Levocarnitine Tablets.
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Waters pBondapak ™ NH, {43 £}: (300 mm X 3.9
mm, 10 pm), ¥ishAHk 0.05 mol/L R — S
W MR pH4.0) - 205 (351 65), 1A
Uit 1.0 mL/min, AM3EKR 205 nm, BEFEE 20
ul, AEECH 30 C.
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22,1 AFEHPRHIRCH] RS PRI 4R 47 mg
B 10 mL S, MGAIHE IR 2, %5,
F 0.45 pm JEEIERE, HRSRUEW, HEPFS.
222 e RJEITIEREHEMMECH] KSR AR
JRVTJERL 50 mg, & 10 mL ST, ANV shAR g%
Hm=BZIE, 85, WA,
223 e RJETT MBI Hl S SO #y
97 mg (HAEKJEITH 50 mg), & 10 mL &I,
IR BIAREAE I IR 2, 5, H 0.45 pm JEH
JEIE, HNSLuEW, BIfS.
224 JERJEITA A GRS RIOECH] RS %
FREZE-RJEVT 2% A X 12.5 mg, & 50 mL &
o, IKEfEIt R BB A, wA, fEAAERE
VTR A G SR i Ao K 2% e U R8T
A0 A N OGS 1 mL 10 mL &,
DRI R ZIRE, $85), fERARIBITR A X}
AL -
2.3 RYERE

I 1 mg/mL Z2-RJETT 490 A X HE
W1 mL, & 10 mL &, SRR REiT
XTHGE 100 mg B[/ —=IEH, I s AR 2 %1
JE, FEAY, HEFE 20 pL, dSEMIEE. ZRETH
L RJEVT 2R A B0 B0 3.118, AMIKT 0.9, 45
R 1.

FE2gE H3IW 201345 A *335-
1 2
A L
(I) 2I 4I 6I 8I 16 lé léi- 16I
t /min

I-ZERJETT 2-ZERIBITA A

1- levocarnitine 2- levocarnitine impurity A

1 EfRITHEFRITRRA SBEEMERIEE
Fig. 1 Chromatograms of resolution between levocarnitine

and levocarnitine impurity A
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HFERN 1.8 nge M ERELLN 12 10 BT DAA3 2 2R
JEVT 2T A W/ g Y 6.0 ng.
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%R 1 mg/mL A2 RJETT 40 A X B
25mL, & 10 mL S, s e 2205,
FEA], 1B/ R JETT A0 A 4535 (250 pg/mL).
A3 ARG B EIR I 4 0.24 0.44 1.0 2,05 3.0
mL ‘& 10 mL &, Mmshimg 2z 8, #55,
HEFE 20 pL, il ik, DASETIRUN BT
ITERMERDE, f3RIETTFEA 4=42 745 C+7 862.4
(r=1.000), ZiREWPHLERBITIITE A £ 501~
75.15 pg/mL SR THIFAL 1 OC &R R AT .
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Chromatograms of distilled water (A), mobile phase (B), blank recipients (C), levocarnitine bulk drug (D), levocarnitine

impurity A in Levocarnitine Tablets (E), and levocarnitine impurity A reference substance (F)
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W5E AR JBTT 2% )50 A B[R 23R FH A g Xk
17, IPICRARE K] 50%. 100%. 150% 3 MHKJE
B HEAT

R AR JRVT 2% A ST 10 mg, & 10
mL =, KSR ZIE, B s
B ESRVA 2.5 mL & 100 mL S5, I shAH
BEZIRE, 851, 1ER 25 ng/mL ZERBITR A
a3

O SRE BRREL 9 0 Bk (5 2R JB YT 50 mg,
#t5 2011001) & 10 mL &IHRA, IRSHAIEME,
3RS AN 050 1.04 1.5 mL 2K JETT44)R
AW, MR 2%, 25, wEd. o
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AT, SO TR 2R JBYT AR5 A I T AR
FEEBHRJETT 20 A BRI AL, DIAMRILTF R JE
TT2R5T A BIEICR, S R /e R JEVT 2% it A I3 el
ek 100.8%, RSD A 1.16% (n=9).
210 #HBINE

FEERRBUE R RIT obiE s, s sl 5
mg/mL VK, FES), dEId, EXERUEW, RITG. KSR
A RJBTT 240 A AP 12.5 mg, & 50 mL &
R, DKEIE M BRI, 85, ENAERIETT
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AR SR 2 1 mL E 10 mL =, v
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Table 1 Determination of levocarnitine impurity A

in Levocarnitine Tablets

it = fe R g1 225 A/%
2011001 0.003 5
2011002 0.003 2
2011003 0.003 6
102021 0.0119
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RIEVT R RJETT 25T A TR H WIS (] 15 I, 7K AH
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