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Determination of the Related Substances of Linagliptin by HPLC

SUN Zhuye(Chinese Medicine Hospital In Rizhao, Rizhao 276800, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for the determination of related substances linagliptin. METHODS
The analysis was performed on C;3 column by using a gradient method starting with mobile phase composed of phosphate
buffer(sodium dihydrogen phosphate 2.0 g dissolved with 1 000 mL waters, adjusted by phosphate to the pH of 2.5+0.1):
methanol and acetonitrile(55 © 45) at the flow rate of 1.0 mL-min~" and the detection wavelength was set at 226 nm. RESULTS
The related substances were completely separated from the main peak. The calibration curve were linear, the impurity A in range
from 0.59 pug-mL™" to 5.91 pug'mL™'(=0.999 9), the impurity B in range from 0.59 pug-mL™" to 5.86 pug-mL™'(+=0.999 8), the
purity C in range from 0.58 pg-mL™" to 5.79 pg-mL™"(=0.999 5) and linagliptin from 1.32 pg-mL™" to 13.22 pg-mL™'(+=0.999 7).
The average recoveries of the impurity A, the impurity B and the impurity C mentioned above were 99.12%(RSD=2.9%),
99.35%(RSD=2.4%) and 98.52%(RSD=1.1%), respectively. CONCLUSIONS The HPLC method has been developed for

quality control, and detection of related substances of linagliptin with high sensitivity and specificity.
KEY WORDS: linagliptin; HPLC; gradient elution; related substances
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Fig.3 Chromatograms of stress testing

A-sample destroyed by acid; B—sample destroyed by base; C—sample
destroyed by oxidation; D-sample destroyed by light; E—sample
destroyed by high temperature.
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Feasibility Study on the Infusion Packaged with Domestic Non-PVC 5-layers Co-extruded Film

MENG Yufang(Zhejiang Medicine Co., Ltd. Xinchang Pharmaceutical, Xinchang 312500, China)

ABSTRACT: OBJECTIVE To prepare the infusion packaged with domestic non-PVC 5-layers co-extruded film and perform
feasibility study. METHODS The levofloxacin lactate and sodium chloride infusion packaged with domestic 5-layers
co-extruded film was prepared, the compatibility between the drug products and packaging materials was performed by
extraction test, migration test and adsorption test etc. RESULTS The content of antioxidant, metal ions and styrene in domestic
S-layers co-extruded film conformed to the requirements. The content of antioxidant, metal ions and styrene in levofloxacin
lactate and sodium chloride infusion met the requirements under the accelerated testing condition. The results of adsorption test,
stability test and water loss on permeation met the requirements. CONCLUSION It is feasible that the infusion packaged with
domestic non-PVC 5-layers co-extruded film can be produced and meet the requirements.

KEY WORDS: domestic non-PVC 5-layers co-extruded film; compatibility; extraction test; migration test; adsorption test
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