%#igdatz. Drug Evaluation Research 25 40% 73 20174E7 A 1005«

LA Es 80 B E T4t R 4G 75 7& RO T ST AR O

HRATY, WS R Y TERY, Skt
1. PEE S REF TR, dEa 100050
2. BN, AR HE 276800

i

W OZE. AGRILANE 80 FEEFRE. Ao T AR A S T A SUMEDL, B A I o 2R L AL 80 M Bl e Uik, R
I T I BRI . SILALEE 80 (MR T LISE L 40 66k 70 THERE - 28R GHUN RS (SEC-ELSD). 85Ik FH ik
(LC-MS) E#:ME, W LUK GRS ERE - RAMIME (HPLC-UV) siSAHE R (GO [MHallE . ImERAA %
FLIALHEE 80 HIZH 4343 HT AN 2% SR 7 HO R 7T L AT TR It D o 0l TR LAY 80 JFURMAIEE 22 S A K, AT i
B 0 T RIS RFR NS .

Ht . JILALEE 80; BUEARAL: AT UG A: SENE

HhELSHES: RILT XEkPRERD: A XEHS: 1674-6376 (2017) 07 - 1005- 08

DOI: 10.7501/j.issn.1674-6376.2017.07.026

Research progress on quality evaluation and assay methods of polysorbate 80
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Abstract: Research progress of polysorbate 80 was summarized, including standards, chemical composition and impurity test. Assay
methods of polysorbate 80 in preparations were also summarized. In addition, characteristics of the current technologies were
discussed. Compositions of polysorbate 80 could be detected directly by spectrophotometry, SEC-ELSD or LC-MS methods. In
addition, they could be analyzed indirectly by determing the hydrolysates with HPLC-UV or GC methods. In recent years,
remarkable progress has been achieved in chemical composition determination and impurity test of polysorbate 80. But assay method
of the excipient in related drugs need further study, due to large difference between purities of polysorbate 80 raw materials.
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Table 1 Comparison on quality standards of polysorbate 80 and polysorbate 80 for injection

R 5 LA 80 TRLIALE 80 Aty A
AR AU A A IO O R ORI, AR R, R AN TE O RO (R AR, AR, R
T, AR OISR, AR
AFGT 5 1.06~1.09 1.06~1.09
R 350~450 mm?/s 350~450 mm?/s
7z 51t 2.0 A3t 1.0
BAE 45~55 45~55
AU 65~80 65~80
%< 18~24 18~24
A Af3it 10 A3t 3
SRR WA SIZKEE (15200 5mL, IESAAEES  BORS /KR (15200 5mL, &b ahit
W5 mL, B, e, MR ERIRRAL, W5 mL, BEIH R, BOA, HR R,
B A G B A G
AL S A BRI (15200, IGRRRIE A BRI (1200, G RIR
BRI IAEL 6 mL, 7K 4 mLyEA), SRSIRY). IAEL 6 mL, 7K 4 mLyEA), SRS
PR HUA SIS (1200 10 mL, NfREIERESRS  BUASTIRAEIR (15200 10 mL, I SRS
WEmL, JRIERG, BEE, AP EIEO. WEmL, PRERRES, #EE, Sa TR,
W BRI 50~75 50~75
WOt R } 7T 225 nm YKL AL 1.0; 75 267 nm 4k
WA 010, HAVEHEBLE K
B, Lt S hrUER L, AN R Lt S hrUER L, AN R
. A31L 0.01% A3 0.01%
—Hm A5t 0.01% 3T 0.01%
= TR 3T 0.01%
b2y o A3 0.0001% A3 0.000 1%
ZHEONH AN55L 0.001% A5t 0.001%
PRI 5 CH2 CHUE 24h, AL VKR 24 h, AN
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AV OL3 ¥ics A5t 0.2% A5t 0.1%
4R NCINEYIT, P A E T2+
i &b AMIdE = A E =
R LT 58.0% LT 98.0%
W TR A3t 5.0% A5 0.5%
ERAIR A3t 16% Af3id 0.5%
FrRe il R A5 it 8.0% A5t 0.5%
T iR A5t 6.0% A5t 0.5%
RIAGH Af3it 18.0% Af3id 0.5%
TERRER gt 4.0% A3 0.5%
MM EER <0.012 EU/mg
P / WA £ R0
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