#¥ighat %, Drug Evaluation Research 35 37% 36 201412 A -535-

A MFENEZERNMB R I RR 2 EE TN R

et FE, RERR, E R, 2K
WIvLAs & 5 20 A IR ST e, WvE BTN 310004

o OE: B WO LRI VAL HEAR R 48 B SR 2 A PP R T, DA v AR ol ] 2 B S VT B AR TR
2%, fiE FH CPEZIY 2010 FR R RIS BRI A7 TR0 GBI e Bl 2k, X 3 %) FRKAEFH
22 SFEAR MR A A SO AT L S BERA E RIS O BRI E W IS, LRSI S5 R, IS AR S AT 2 TV
SR WS ER TR RIS 0 6 VI i 26 (R0 45 FAT — & A DG, 431U SR R A S R i
PE, IR AEAE — R . 88518 FEAR MR SR A TS M5 B3R 841 3 6 0 s R 1M 2R 7 2 ] FH 13 I
PR 50 B S P T A

SRR WA BER W, AWM AR eI

RESES: R9653 NERERD: A NERS: 1674 - 6376 (2014) 06 - 0535 - 03

DOI: 10.7501/j.issn.1674-6376.2014.06.014

Application of determination method for hemolysis in safety re-evaluation of
Zedoary Turmeric Oil and Glucose Injection

SUN Ye-dan, CHEN Chao-feng, KUANG Rong, ZHU She-min
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Abstract: Objective To study the method for the determination of hemolysis on safety re-evaluation of Zedoary Turmeric Oil and
Glucose Injection and make the references to improve the quality standards of Zedoary Turmeric Oil and Glucose Injection. Methods
According to the appendix II of Chinese Pharmacopoeia 2010 , the test for hemolysis and agglomeration and the method for
ultraviolet spectrophotometry to determine hemolytic rate were used to measure the 22 batches of Zedoary Turmeric Oil and Glucose
Injection from three manufacturers. The experimental results were compared and a safety evaluation was made. Results There was a
certain relevance between the results of the two methods, and some batches have hemolysis leading to a risk in clinical use. Conclusion
Hemolysis and agglomeration should be tested in Zedoary Turmeric Oil and Glucose Injection and the method of ultraviolet
spectrophotometry used to determine hemolytic rate can be used for the quality control of Zedoary Turmeric Oil and Glucose Injection.
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5134k, MU 250 mL; )5 B: b5 120339 5%
9 4k, MA% K 250mL; | K C: b5 2012041863,
FKE Ay 250 mL) s SALBNE SR (BT IRA 2 A
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Table 1 Liquid adding order of haemolysis and agglomeration

L 2% R AR 0.9%5F A aife  FR AR
o

s

ol

gRiL A 7K LS
1. 2 2.5mL 22mL 0.3 mL
3 2.5mL 2.5mL
4 2.5mL 2.5mL
5 4.7 mL 0.3mL
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Table 2 Determination of 23 batches of samples from three
factories by two methods

wis L /%%

% it
BE 154 158 1516 1-32
A HI2030505 + /68 7 3
H12030502 + /8l 38 17
H12041810 - 64 5 / /
H12041803 - 66 1 / /
H11122708 + / 6 2 0
H12041805 + /85 43 13
H11122703 + / 8 2 1
H12041801 - 75 2 / /
H12030510 + / 9 0 0
H11122705 + / 3 1 1
H12030509 + / 14 1 /
H12041804 + / 5 3 /
H12051708 - / 2 2 /
B 120339 - 12 1 / /
120423 - 6 0 / /
120341 - 73 3 / /
120340 - 72 2 / /
120419 - 40 1 / /
110910 - 21 3 / /
111175 - / 2 0 /
120418 - / 2 1 1
120614 - 2 0 0 0
C 2012041863 - 35 0 / /

o7 RORRAN L, R <= FORRR AR <)
FRA
"+" shows haemolysis, with agglormeration; "—" shows no

occurrence of hemolysis andagglormeration; "/" means non measured
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