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Studyonmethodsandrequirementsforqualitycontrolofvascularendot

helialgrowthfactorinhibitor
(/N=% Times New Roman fi¥l, /&)

| /NP9 Tines New Roman MUMLIENITHE S, AWt |

[Abstract]Objective: Toestablishmethodsandrequirementsforqualitycontrolofvascularend
othelialgrowthfactorinhibitor.Methods:UsingHEK293/D9/FIt-18R(alpha)/FIt-1L18R(beta
).biologicalpotencyofVVEGFinhibitorwasdeterminedbyluciferasereportersystem.PurityofV
EGFinhibitorwasanalyzedbySDS-PAGEandSEC-HPLC.CHOresiduaDNAwasdetectedb
yreal-timePCR.Thebindingactivityof VEGFinhibitortohuman
VEGF,andresidualprotein.AcontentweremeasuredusingsensitiveELISA.Inaddition,sialica
cidcontentwasanalyzedbyRP-HPLC.OligosaccharideprofilingbyanionexchangeHPLCwas
usedtoexaminesugarchainqualityanddegreeofsialylation.Isoelectricfocusingwasusedforthe
qualitativeanalysisof VEGFinhibitorisoformswiththeirpl.Routinetestswereall
carriedoutaccordingtoPharmacopoeiaofPeople'sRepublicofChina(volumelll, 2005
edition).Results: TherequirementsandmethodsforqualitycontrolofVEGFinhibitorwereestab
lishedandusedforqualitycontrolofbulkandfinalproduct. Theresultsofall
testscompliedwiththerequirementsofguideline
forqualitycontrolofrecombinantDNAproductsforhumanuseandPharmacopoeiaofPeople’s

RepublicofChina (volumelll, 2005

edition).Conclusion: ThemethodsandrequirementsforqualitycontrolofVEGFinhibitor
showedcharacteristicsofassuringtheproductssafetyandefficacy,whichcanbeusedforroutine
qualitycontrolofVEGFinhibitor.

(/NVU5 Times New Roman, 1.5 fZ4TEE)

L\ég;ifijij?mmm#mﬁ%%,Emm%
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