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TOM TAT NHUNG KET LUAN MOI CUA LUAN AN

Cong thirc va quy trinh bao ché vién hai 16p chira hoat chat metformin hydroclorid 500 mg phong
thich kéo dai va sitagliptin 50 mg phong thich tic thoi dd duge nghién ciru thanh céng bang
phuong phap khao sat thuc nghiém két hop t6i uu héa. Thude nghién ciru dat do on dinh, dat tiéu
chuan co so va twong dwong hoa tan in vitro v6i thude @i chiéu Janumet XR 50/500 mg. Lan dau
tién tai Viét Nam, k¥ thuat phdi hop polyme gitip kiém soat tét sy phong thich hoat chat c6 ham
luong cao va rat dé tan trong nudc nhu metformin hydroclorid 500 mg trong ché pham chira dong
thoi thanh phan sitagliptin 50 mg véi co ché phong thich tirc thoi dugc cong bb.

Quy trinh dinh lugng dong thdi metformin va sitagliptin trong huyét twong ngudi bang phuong
phap LC-MS/MS da dugc xdy dyung va thim dinh. Thir nghiém trén nguoi tinh nguyén ghi nhan
két qua thudc nghién ctru chira metformin hydroclorid 500 mg phéng thich kéo dai va sitagliptin
50 mg phong thich tirc thoi tvong duong sinh hoc véi thude ddi chiéu Janumet XR 50/500 mg.
Day la két qua hoan toan madi dugc thuc hién trén nguoi tinh nguyén Viét Nam.
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SUMMARY OF NEW FINDINGS

Formulation and preparation process of bi-layer tablet containing extended release metformin
hydrochloride 500 mg and immediate release sitagliptin 50 mg using the optimized formulations
variables, were successfully developed. The tablets are stable, comply in-house specification, and
are in vitro equivalent to Janumet XR 50/500 mg reference tablet. Combination of a freely
soluble API with high content as metformin hydrochloride 500 mg with mechanism of extended
release and sitagliptin 50 mg with one of immediate release in a delivery system is firstly
established in Vietnam.

The method for simultaneous determination of metformin and sitagliptin in human plasma by LC-
MS/MS was successfully developed and validated. This method can be applied for bioavailability
and bioequivalence study. As a result, the fixed dose combinations of extended release metformin
hydrochloride 500 mg and immediate release sitagliptin 50 mg is bioequivalent to Janumet XR

50/500 mg reference tablet.
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