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Specific chromatograms of shanhaidan yejuhua injection by HPLC
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Abstract: Objective To establish a method for the determination of the content and the study on the feature map of the active ingredi-

ents in Shanhaidan Yejuhua Injection, and to study its quality control. Methods

HPLC Gradient elution was used with the mobile
1

phase of acetonitrile-0. 5% phosphate. The flow rate was set at 1.0 mL - min ™ and the detection wavelength was 326nm. The relative

retention time was calculated with galuteolin as the reference peak. Results

A total of 8 larger absorption values were marked ,and the

S peak of the 9 batches was correspondent to the standard control. The relative retention time of the other characteristic peaks was less

than 0. 6% . Conclusions
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The method is feasible,and can be used for the quality control of shanhaidan yejuhua injection in the factory.
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2.1 BIEFUHSRZENYE D\ bRk ki
AR IEFEF (Agilent Cg,250 mm x 4.6 mm,5
pm) ;YR SHAH : A AN 6, B A 0. 5% pKEE R %
W, A FE VRGO Sl AR A AL ] DL R 1 R T K
326 nm, Jiik 1.0 mL x min "' FEiE .35 C, #FFEE
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&1 wahELLs

fis} [] /min A 1/ % B #H/ %
0 10 90
30 15 85
50 20 80
75 25 75
76 90 10
80 90 10
81 10 90
90 10 90

2.2 HWiXBEARNEE HEEIUERERE, HM
FLUBRE L, VR A A R

2.3 MRBRBBMHE FHERREEER 13. 58
mg, 5 LT 16. 04 mg, AFREAT 9. 82 mg, WIIR{EFR %}
M 8.24 mg, 735 & T 100 mL 25 i, i 50%
PR P o 2 20 B, FORG 2% HE B 25 mL B 50 mL 25 3
S, I 50% F AR R A 2 B, LR B 43 B ok
67.91.0.16.04 9.82 8.24 mg - L™ AYTR A X IR
W

2.4 FHEFWIE

2.4.1 ARF L FB RGBT —
(#1t5:14090010) , EE JEAE 6 WK, il F O, 45
RFH, 25 SR 8 AN ISR B2 B E] RSD # <
0.25% W& AL RSD ¥ <2.56% , 0% )7 P05 55 i
RAF, FF AR ES 2k, L3k 2,3,

K2 HBEERBHEZER min

TiH W 1 12 % 3 I 4 I 5 %6 7 I8
I 1 10.955 11.627 14.304 39.701 44.213 45.653 59.072 71.445
KGR 2 10.987 11.659 14.325 39.755 44.256 45.685 59.125 71.509
K3 10.997 11.669 14.336 39.765 44.267 45.685 59.104 71.520
KGR 4 11.008 11.669 14.336 39.787 44.288 45.707 59. 147 71.552
KRS 11.019 11.691 14.347 39.797 44.331 45.749 59. 168 71.573
K 6 11.029 11.701 14.357 39.808 44.331 45.739 59.200 71.605
KGR T 11.029 11.712 14.368 39.808 44.320 45.739 59.189 71.584
RSD/ % 0.243 0.247 0. 147 0.09% 0. 100 0.078 0.078 0.076
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*3 RBEEEBERER W s
5 [ 1 it 2 % 3 % 4 i 5 W% 6 it 7 it 8
KR 1 1742 062 1 649 016 202 961 540 696 992 169 525 955 115 617 1 482 504
G 2 1756 099 1 651 712 199 869 535203 981 523 504 608 109 589 1 485 357
K3 1 745 986 1 646 800 196 673 535 532 984 229 492 013 110 154 1 478 281
K 4 1735 249 1 608 422 202 158 518 990 986 065 518 836 110 205 1 466 170
K5 1737 802 1616 841 202 141 534 071 991 059 515 603 115 418 1 490 986
K 6 1751 283 1 650 298 202 938 525 127 980 090 506 380 112 175 1 470 749
K7 1 734 063 1 612 409 198 246 509 736 983 331 517 965 116 044 1 484 745
RSD/% 0.478 1.220 1.242 2.083 0.467 2.221 2.553 0.590
F4 REEREEELER/mn
T [ i 1 %2 % 3 s 4 e 5 % 6 W 7 it 8
FaEM 0 h 10.923 11.584 14.283 39.701 44.181 45.632 59.051 71.403
FaEME3 h 10. 965 11.627 14.304 39.701 44.192 45.643 59.072 71.424
faEt6h 10.987 11.659 14.325 39.755 44.256 45.685 59.125 71.509
faEM9 h 11.008 11.669 14.336 39.787 44.288 45.707 59.147 71.552
faEM 12 h 11.029 11.701 14.357 39. 808 44.331 45.739 59.200 71. 605
faEM 18 h 10.997 11.669 14.357 39.765 44.288 45.696 59.115 71.467
faEM24 h 10.997 11.669 14.315 39.787 44.331 45.717 59.168 71.531
RSD/% 0.312 0.325 0. 166 0. 106 0.137 0.085 0.088 0.101
RS BEMEERER W
15 H I 1 I 2 % 3 I 4 % 5 % 6 % 7 % 8
faEMOh 1 728 080 1616 522 199 329 525 467 918 757 509 783 107 287 1 481 988
faEM3 h 1 734 603 1 618 886 202 247 533 172 965 700 523 671 114 079 1 469 593
faEM6h 1756 099 1 651 712 199 869 535 102 981 523 504 608 109 589 1 485 357
faEM9 h 1735 249 1 608 422 202 158 518 990 986 065 518 836 110 205 1 466 170
faEM12 h 1 751 283 1 650 298 202 938 525 127 980 090 506 380 112 175 1 470 749
faEME 18 h 1727 141 1616 022 197 826 534 120 972 028 494 067 116 559 1 486 440
faEM24 h 1723 249 1 606 331 201 642 538 275 978 615 510 955 112 460 1 481 701
RSD/% 0.722 1.168 0.933 1.305 2.386 1.898 2.739 0.564
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R 6 TRHORHE IR E R E

R I 1 W% 2 %3 W% 4(S) % s % 6 %7 W% 8
1 0.279 0.296 0.361 1 1.114 1.148 1.485 1.795

2 0.278 0.296 0.361 1 1.114 1.148 1.485 1.796

3 0.279 0.296 0.361 1 1.114 1.148 1.483 1.794

4 0.275 0.292 0.357 1 1.098 1.132 1.465 1.772

5 0.278 0.295 0.361 1 1.114 1.148 1.483 1.795

6 0.278 0.295 0.361 1 1.115 1.147 1.484 1.797

7 0.279 0.296 0.361 1 1.116 1.149 1.480 1.790

8 0.278 0.296 0.361 1 1.116 1.149 1.484 1.796

9 0.279 0.297 0.362 1 1.117 1.149 1.474 1.794
THH 0.278 0.296 0.361 1.113 1.146 1.480 1.792
RSD% 0.441 0.475 0.425 0.506 0.473 0.452 0.436
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