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E: BR &Mk RO heR B aey HPLC &2 M2 % k. Ak KA Hypersil Cs 354 (4.6 mmx
250 mm, 5 pm), AFHAEA TAE-0.03 mol/L AR (= A pH £ 3.5)(38 : 62), ik 1.0 mLemin™, %0
KK A 265 0m, HBATER, GFR SRV BEBREETE A 5.04~60.44 ug-min~, FIHEDE A 100.8 %,
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Determination of Berberine Hydrochloride in Fudakang Pellets by HPLC
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Guangzhou 510405 Guangdong, China; 2. Guangzhou University of Chinese Medicine, Guangzhou 510006 ;
3. Guangzhou Guzhi Medicinal Science &Technology Co. Ltd, Guangzhou 510370 Guangdong, China)

Abstract: Objective To establish a method for the determination of berberine hydrochloride in Fudakang pellets by
HPLC. Methods The chromatographic conditions were as follows: Hypersil Ci5(4.6 mmx250 mm, 5 um) at room
temperature, C,H;N-0.03mol/LH;PO, (adjusting the pH value to be 3.5 with triethylamine) in the volume fraction of
32 : 68 as mobile phase, the flow rate at 1.0 mL min™", the detection wavelength being 265 nm. Results The
calibration curves showed good linearity in the range of 5.04~60.44 pg-mL™, the average recoveries was 100.8 %,
and RSD was 2.0 %. Conclusion The established method is simple, with exact result and good reproducibility, and
can be used for the quality control of Fudakang pellets.
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Hl, #t5: 120306, 120503, 120809; LR/ NEERHNT
RS, E AR R E R, S 110713-
200910, HE& EWE M M (A5 4E), Tedia
company; KA gk HAHY R o bt

2 AEEER

21 A& Hypersil Ci (5% (4.6 mmx250
mm, 5 pm); FEIAH: ZE-0.03 mol/L BEIR( — LMk
i pH % 3.5)(38 : 62); Y : 1.0 mLemin™; A7
Ko 265 nm; REE: 0.1AUFS; FEif. =0; vEkE
it 20 plo FNRHREGEER IR /N BEmIE TN AR T
3000,
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Figure 1 HPLC chromatograms of Fudakang pellets

2.6 kMEXRYE  BERBR/DEET I E &, %
FRAE, AT EER AR 1 mL 54 100.8 wg AN IR
h AR AW . K W HUE #& 0.5, 1.0, 2.0,

4.0, 6.0 mLZ51'E T 10 mL B, A s 2= %0
PEA&), S BE R 5.04, 10.08, 20.16, 40.32,
60.48 g mL™" HYXTHE ST o A %8 ot B A B
VT4 20 wL, 508 2.1 TR @S A F U T E . LA
WRE X (g mL )W ARR, WETRIAL Y SA9ARPR, %4
bR M2, 255K, EhmR/NBERLE 5.04~60.48
pg mL ! JEFENEPECR R, BIHAER: Y=
11061X+7788, r=0.9999,

2.7 WP RS ORI B SRR (20.16 g mL™)
20 who FELEHERE 6 K, iCSRIEEFL, 13EhMR/NEEDK
T AR RSD 4 1.4 %(n=6), FWUZHERHE RLT
2.8 FEMEH S HUR MR, 25T o,
2, 4, 6, 8 hibFE, FHE R E@IELMME, o5
ERIR/INBERR I ET R RSD N 2.4 %(n=5), FHItA
AIRVRAE 8 h NEERE .
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Fie B SV VR R 25 T AT A5 6 At VA T
Fi R AT SAI R o 25 ST il R R /N BB 1
Y& EH 1.687 mgrg!, RSD 4 0.5 %(n=6).

2.10 FERIBCRIL S B A S AR 0.5 o(Hit
51 120306, ShE1.687 mgrg), A3HL6 1y, AEER
E, BTHEHIER T, 50k % AWK A 8.54
wg mL (IR SR 100 mL, #2218 2.3 TR )7 vk
AW, T IR EGE I E , TR RIR
45 B2 [ %l 100.8 %, RSD H 1.95 %(n=6).
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Table 1 Results of recovery test

L BORERE RRANER RSN AR DGR CPIME RSD
7 Af/mg H/mg /% 1% 1%
0.5002  0.8437 0.854 1.6758 97.4 100.8  1.95
0.5005 0.8442 0.854 1.7004  100.2

0.5003 0.8439 0.854 1.7154 102

0.5005 0.8441 0.854 1.7086 101.2

0.5005 0.8442 0.854 1.7255 103.2

0.5002 0.8437 0.854 1.7045 100.8
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Table 2 Determination of berberine hydrochloride in samples

N2 Fed 1 FEfh 2 M
01 1.751 1.719 1.735
02 1.751 1.719 1.735
03 1.705 1.673 1.689
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BER LUK A sE R EREERRR-HEE(1 : 100)
IRAVEBARBUSCR I, WaIR R 48 T S It ) X
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g4, Wi e SRR A 45 min,

32 WA MIMERE R THE-K, E-K, &
Ji§—0.05 mol/L BfR — Z # 2% vfil (JUWEIRIM pH =
3.0), &JIE-0.03 mol/L Bk ( = B pH 2 3.5) &
B, SARW, WEE-KRS N AREH T H Ve e
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) 2 ol P i A (o S B (pHL {ELA 2~8) R FE K £ 3 A
A, WEE pH3.5. R, AShEhER/NBER & &
(R 5 2K F 2 15 -0.03 mol/L #51R (= Z i pH &
3.5) TR A

3.3 QRSFERIRERE A AhERIR /NSRS 1 DU 1 T
e T 3 P Ei%AE . Hypersil Cis (0354 (4.6 mmx

250 mm, 5 wm). Diamond Cfif%H: (4.6 mmx250
mm, 5 um). Alltima C @34 (4.6 mmx250 mm, 5
pm) o 3 P E R B R AF, DL Hypersil Cg (35
FE(4.6 mmx250 mm, 5 wm) N, ZEEHEAT
W& N Z, M Hypersil Ci5(4.6 mmx250 mm, 5
pum ) A AR i TR /0N BE i B 0 A
34 KD PE KM EH {1l PERKIN —-ELMER
LAMBDA $85Ma il 25, LI sl AH A i 700 5 iR /) B
BT B SV AE 200~400 nm 5 F N R T 2K A
i, S5 RERFR/NEERRAE 228.8 nm, 264.2 nm F 347.4
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2010 4 W B 57 AT Rl K R e R, B A 2
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