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Determination of the Related Substances of Calcium Pantothenate by HPLC

LIN Liqinl, YANG Zhi', SHI Yunfengz(l.Hangzhou Institute for Drug Control, Hangzhou 310017, China; 2.Zhejiang
Institute for Food and Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To establish a method for determination of the related substances of calcium pantothenate by
HPLC. METHODS A Cyg column was used. The mobile phase was phosphate buffer solution composed of 8.34 g KH,PO,4and
0.87 g K;HPO4in 1 000 mL water which pH was 5.7 adjusted by phosphoric acid. The wavelength was 205 nm. RESULTS
The resolution of calcium pantothenate and relate substances was good. The limit of detection of pantoic acid which was the
special impurity was 1.33 ng, and the limit of quantitation of it was 4.42 ng. The related substances of three batches of calcium
pantothenate were detected, and the contents of the pantoic acid were 0.234%, 0.222% and 0.234%, and the contents of other
related substances were 0.168%, 0.165% and 0.157%. CONCLUSION The method is accurate and reliable, and could be
applied to determine the related substances of calcium pantothenate.

KEY WORDS: calcium pantothenate; HPLC; related substances

IR R B RV, AU ER T ik
KWEY . EEp NRDI & bR D Re 4t FF 1
DTG A FARBGHRS, WK ERZEH T 2R
Bhdh Z (TR AR YY . 4B B R sk = IR
AT, AL S A A BRI . AR
HYZ AR IR Y IR 5 B-2 SE N R & 1, 76 T HRIRE I R
S, KB BN TR E , H AR TR T Bl ek P 35
W 5 K AE = R AR IR 12 R TR W TR A B- LA
1% . BP 2009 A1 USP 31-NF 26214557 Fi i 2 £, 1 12
BN B2 S N PR A TR A, PREE 43024 0.5% A1
1.0%; TAT T-32 RS IF) FLAth AT S o B AT ) AH 5K
PRUERAEAT A, A 1 SCHRFRE & K H 3L
E A KA T I B S R A P I TR
i, AWK R R EPFEEG T HPLC XY
1Z RS I AL AT W) AT R A
1 NE5RH

SHIMADZU 20A 7 5 280 A 8 i A (H AR B
Ht, il DAD FGIR)s V2 AR T L (AT M 2

EZE N WS, 2, Wil R

Tel: 13625817667

P BLACR HT 25%% 2012 4F 11 H 55 29 4555 11 4

Il AR A |, fit5: 2008051201, % -
99.3%); V2 R JsURE 2 RE it (VLT M HE 250 e 4y
HMWAF, #its: 2008101601, 2008101701,
2008101801); B-% 2k N & Xt It (Sigma A\l #E
5. 066K1248, 5 H>99.0%). s A4, W
B R o el SEE KR 4K K
2 HEEH%ER
2.1 k&R

22 (H Z AT 525 i IR B B R B K 2 i s
HEY I RRA I Il A, RG], 7R
RIS, TS Z MR IR R o B
RUf. R RN, 12 B85 FNZ AR T 35 2R b Wt
e, B Rk K 4<200 nm, Tfii{E 205 nm Ak 2
TR R B AR K AR, TR K A
TP, R AR KA E 4 205 nm.
2.2 kst

0% FE: UltimateTM AQ-Cag #1(250 mm X 4.6
mm, 5 um); FAIAH: IR A 2% phi (IR — A

E-mail: linligin_2000@yahoo.com.cn

Chin JMAP, 2012 November, Vol.29 No.11 -1035.



B 8.34 g LA 4 0.87 g, hn/K 1000 mL %
fit, FHBERRETY pH {2 5.7); Kl 205 nm;
Vs 1.0mL-min™t, BEREE: 20 pL, FEE: .
2.3 W

231 PRSI EEIS RGOSR, KRR
SE, NS R R R, MBI 0.50
mg-mL ™ I, AE b AR R

232 NHESE I RIEIE R R R
&, FIABIHTE BRI 2.5 pg-mL ™ 9
VE R0 HAS s U2 R I 0] LS i, RS PR
IV SAR AR I E AR 2.5 pg-mL™t [
W, AR AR

2.4 iEEREEH L

241 RHGEEHMERE HBOZMERIEE, AR
Wz RS okt 2y b, s A, ke, 1E
N RGE NN e, & RIZ MRS 2R
5y B R UT o MY B-2 N R IR E &, IR B A
VAR T RRORE S5 R o, &5 SR B N ) 55 355 5]
W —, WO U n] AR 7R U — R AT B o 3 AR AN
B- 24 HE TR 0 2 BRAS A W) R A & 2 38 o4, 78
“2.27 WUNRELAE, T RER RN RS I B AR
530k 7183 F1 6 754, Sy ESFERLF. S5H LA 1.
242 LMK AN 6 (T
2008101601), &£y 0.0259g, 437l HE 50 mL
M, AN ARIE SRR, R R 2
SR 2 mol-L~t Eh VA 5.0 mL, JXE 8h,
HJE A h R R R S8 A 2 mol L&A
EEW 5.0 mL, JECE 2 h, AE R BRAE IR AR v
W NN 30%[H i AL A 2 mL, JHCE 24 h,

11

VE A S AR 5 s 78 6 000 Ix (1'% 1R ik
& 24 h, 1EAOCRIAIE S 8 80 CAK
I 24 h, AE IS I AR AL TSCE
12 h, VERRBIANR AR FIRER . Bk IRt
T SR o ) RS AR R S 2 R S AR R R
RRNE, FA, g, HSUEWAE I E . %
“2.27 TUF RS, A RERE 20 plo RIS K
B, ZIRESIEE . B, Ak, RS BN B
file )5 R REIRTT R P 0 ey, HiZ iS55
b B AR IR eIk B R 538, [R) I % A e o )
7E 205 nm IS A R, LEdE R iF. 2550
K 2.

2
A
1
B
0 5 10 15 20 25 30 35
1/min
B
0 5 10 15 20 25 30 35
t/min
c
0 5 10 15 20 25 30 35
t/min
B 1 e e
A-RGIENPER WG B-B- AN IR C—F A 1-IZ R

2-VZ R4S

Fig1l HPLC chromatograms

A-system suitability solution; B—p-Aminopropionic acid; C—diluents
solvent; 1-pantoic acid; 2—calcium pantothenate
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