shE T

chER B HET

\ hEAIM, H5., SR HEET
g CA, EBSCO, WPRIM, UPD, CMCCSUR

B R ERZ A N B R REHEREEFEERA
UAR, mBE, ARER, XE, FEZE

Study on bacterial endotoxin limit value and the detection methodological investigation for the active
pharmaceutical ingredient of pentetic acid

SHEN Juan, TIAN Ying, NI Ming, LIU Ju, YU Mengmeng
TEZE RIS View online: http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.20250806 1

AT ARG HoA S E

Articles you may be interested in

UPLC-MS/MSEINE /N L S8 A2 B AR I A i i 25 B HE2 1Bl g 2k 5
Determination and pharmacokinetics investigation of prodrugs of paclitaxel fatty acid esters in mouse plasma by UPLC-MS/MS

2R 5 R S5, 2024, 42(8): 341-345  DOI: 10.12206/j.issn.2097-2024.202404082

LSRR 245 BEATE FH B a2t
Research progress on the pharmacological effects of maslinic acid

2SR 5 RS . 2024, 42(5): 185-189  DOI: 10.12206/j.issn.2097-2024.202307052

EA IR RRRIE ) 5 10 B H R o A 1) ) 5 A D E
Synthesis of paclitaxel palmitate and the formulation optimization of its liposomes

RS R 5 R S5 . 2024, 42(9): 379-384, 410 DOL: 10.12206/j.issn.2097-2024.202404062

BB T ST APk RRRH A 9] 1 25 ARt
Progress on pharmaceutical characteristics of potassium—competitive acid blocker

e 5 RS 2024, 42(7): 278-284  DOI: 10.12206/j.issn.2097-2024.202306040

B A He B IR S Y HPLCARAAIE [T 1 O W R 7R i o5 D 5
Study on the characteristic chromatogram of Shexiang Jiegu Capsule and determination of seven components by HPLC

Zyr B 5 RS 2025, 43(8): 395-399  DOI: 10.12206/j.issn.2097-2024.202307059

M i J2 M 5 B AGH 07 9 B WSS J
Research progress on quantitative detection methods of lateral flow immunochromatography assay

25245 5 IR S5, 2024, 42(7): 273-277, 284 DOI: 10.12206/j.issn.2097-2024.202307037

KEMG AT, PAFHE L


http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202508061
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202404082
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202404082
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307052
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307052
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202404062
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202404062
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202306040
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202306040
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307059
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307059
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307037
http://yxsj.smmu.edu.cn/cn/article/doi/10.12206/j.issn.2097-2024.202307037

S SRS 20254E 12 25 0 43 % 12
Journal of Pharmaceutical Practice and Service, Vol. 43, No. 12, December 25, 2025 607

- AR -

HEEBREASAAENESZREBERRETEFAR

Y 4B, w324 Rl x|
B 2255 = 24 F 5 B, L AT 100850)

JB', TR (1L B R RE TR BAZY 5 A 28 W A 55 50k, L 5T 100166; 2. ZEF) 2

(FE] BR FEREST BRI A N 5 R R 7k, I T k%548, AiE A 3 twigmeEsr
NP N EE I E 712, FRUEAT TR 5E . LATH B Wi 9849 0V A 5 25 4 me/ml e DL R kB, FHANTA N B R KA K ik
TR R S R BUE R 0.125 EU/mIL K UL 3R], T & EEES FRMIBRE W HEEIRIEITTNE RS, &R WE
TR JEURHZ] () A0 B PN B 28 PRAELI 42 <0125 EU/mg. 25310 ST AN PE PN B A A 7 vk vl FH Tt i SRkl 24 v ATl N B2 321
i

[XB2IE] WO me; INHE R BRAE; JiE#RrsE

[CEHS]  2097-2024(2025)12-0607-03

[DOI] 10.12206/j.is5n.2097-2024.202508061

Study on bacterial endotoxin limit value and the detection methodological

investigation for the active pharmaceutical ingredient of pentetic acid
SHEN Juan', TIAN Ying?, NI Ming', LIU Ju', YU Mengmeng'(1. General Station for Drug & Instrument Supervision and Control,
Joint Logistics Support Force, PLA, Beijing 100166, China; 2. Beijing Institute of Radiation Medicine, Beijing 100850, China)

[ Abstract] Objective

pharmaceutical ingredient (API) of pentetic acid, and conduct methodological investigation. Methods Three batches of pentetic

To explore and establish the bacterial endotoxin limit value and testing method of the active

acid were used to establish the method for the determination of bacterial endotoxin, and interference test was conducted
simultaneously. The sample was dissolved with commercially available alkaline regulator to a concentration of 4 mg/ml or lower,
and then diluted with water for bacterial endotoxin test. Limulus reagent with sensitivity of 0.125 EU/ml or higher was selected and
redissolved with commercially available magnesium ion buffer solution. And the endotoxin test was performed by gel method.

Results The endotoxin limit of API of pentetic acid was determined as: less than 0.125 EU/mg. Conclusion The method

established could be used for the control of bacterial endotoxin in API of pentetic acid.

[Key words] pentetic acid; endotoxin limit; methodological investigation
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