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TOM TAT
Dt vin dé: Xay dung va tham dinh quy trinh xdc dinh @6 tinh khiét tap chat C cua
allopurinol, véi do tin cay cao, khdng bi anh huong boi san pham phan huiy bang ky thugt sac ky
long hi¢u ndng cao dau do day diod quang, lan dau tién cong trinh dwoc cong bé trong nuéc va
thé gigi 1a mgt nhu cdu cap thiét. Muc tiéu nghién cizu: Xay ding va tham dinh quy trinh xdc dinh
@ tinh khiét tap C allopurinol bang HPLC - dau do day diod quang (HPLC-DAD). Péi twong va
Phwong phdp nghién ciru: Quy trinh xdc dinh dé tinh khiét tap chat C cua allopurinol; phuong
phap nghién ciu xay dung va tham dinh quy trinh xdc dinh dé tinh khiét cua tgp C allopurinol
bang hé thong sdc ky long dau do day diod quang theo hiréng dan cua ICH va Sé tay ding ky
thuéc - Bg Y té. Két qud: Phuwong phip HPLC véi dau do day diod quang, cét Phenomenex
Synergi 4u MAX-RP 80R C12 pha ddio, pha dong gom acetonitrile, acid phosphoric pH=2,0 (diéu
chinh bang HsPO, 10%) (2:98), nhiér do cot 25°C, toc do dong ImL/phut, bucc song phat hi¢n
200 nm. Khodng néng dé tuyén tinh 50-190ug/mL, phwong trinh hoi qui cua tap C allopurinol la
y=324681x vdi R?*=0,9966, p<0,005. Phwong phdp cho thdy c6 s tuyén tinh trong khodng nong
do khao sat, dat do chinh xac, d¢ dung, do dac hiéu, gioi hgn phat hién 1a 0,25ug/mL va gisi hgn
dinh heong 1a 0,75pg/mL. Két lugn: Xay dung duwoc quy trinh xdc dinh do tinh khiét tap C
allopurinol bang phwong phiap HPLC-DAD dat yéu cau theo ICH va sé tay ddang ky thuoc. Quy
trinh c6 thé &p dung xdc dinh dé tinh khiét cua tap C cua allopurinol téng hop duroc.
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ABSTRACT

DEVELOPMENT AND VALIDATION OF A HPLC-DAD METHOD FOR
DETERMINING THE PURITY OF ALLOPURINOL IMPURITY C
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Background: Development and validation of a high performance liquid chromatography
with diode-array detector method (HPLC-DAD) for determining the purity of allopurinol impurity
C to achieve reliability, not be affected by the decomposition product. To our the best knowledge,
this study is the first publication. That is an urgent need. Objectives: Development and validation
of a high performance liquid chromatography with diode array detector method for determining
the purity of allopurinol impurity C. Materials and method: Allopurinol impurity C; development
and validation of a high performance liquid chromatography with diode-array detector method for
determining the purity of allopurinol impurity C was according to the instructions of International
Conference on Harmonization and Drug Registration Manual of Ministry of Health, Vietnam.
Results: High performance liquid chromatography with diode array detector, reversed phase
Phenomenex Synergi 4u MAX-RP 80R C12 column, mobile phase consisting of acetonitril:
phosphoric acid pH=2.0 (adjusted with 10% H3POj) (2:98), column temperature at 25°C, flow
rate 1mL/min, wavelength detection 200nm. The linear concentration range 50-190 pg/mL, the
regression equation for allopurinol impurity C was y=324681x with R?> 0.9966, p<0.005. The
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method showed that there was linearity in the range of investigated concentrations, achieving
intermediate precision, accuracy, specificity, the limit of detection was 0.25ug/mL, and the limit of
guantitation was 0.75ug/mL. Conclusion: A reliable HPLC method was successfully validated,
which can be applied to determine the purity of the synthesized allopurinol C impurity.
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