HPLC VA EHK R E R 7 &5 f AN e FE PE e
MU O R A (LB ERAFAFR AN A BN 350004; 288 22 H Lk
RAERAR, BN 350003)

hE SRS RILT XEFRER A
DOI  10.6039/j.issn.1001-0408.2015.21.32

XEHS  1001-0408(2015)21-2968-03

B E BW.AIHPLCHMNEEAREA S BTN ARALEIRE Fix, Fixk: AITHPLCHME K KT R AL TR FHER,
DT ARF LR, I3 EN TR E L5 F AR ERATIRAE AR R, &R HPLCHM TR R TR A
FHEFEETERE THRBGAEE BB ARE HBEMGALE, TN ENAFERATEHS021%, 5 BT EEA
0.42% ., A M TR ETH(99.76+£042)% , LA R F k=2, 4.5 k& A THPLC M T3k K2/ A A F0) R T B
PRE, T AR KRR TN R TR A BN R R

KA RAREE AR E R A AN E

Uncertainty Evaluation for Content Determination of Lamivudine Tablets by HPLC

LIN Zhen', YAO Wen-song”, WU Na-mei', LIN Xin-hua'(1.Dept. of Pharmaceutical Analysis, School of Pharma-
cy, Fujian Medical University, Fuzhou 350004, China; 2.Fujian Cosunter Pharmaceutical Co., Ltd., Fuzhou
350003, China)

ABSTRACT OBJECTIVE: To establish a method for the uncertainty evaluation of determining content of Lamivudine tablets by
HPLC. METHODS: HPLC was established to determine the mathematical model of Lamivudine tablets contents, analyze the uncer-
tainty sources in detail and evaluate each uncertainty components and combined uncertainty to obtain the expanded uncertainty. RE-
SULTS: Uncertainty of Lamivudine tablets contents determined by HPLC was mainly from reference purity, weighing standard and
glassware tolerance. Standard uncertainty was 0.21% and expanded uncertainty was 0.42%. The range of content determination was
(99.76 + 0.42) % , k=2. CONCLUSIONS: The method is suitable for uncertainty evaluation of Lamivudine tablets by HPLC, and

provides reference for the quality control in laboratory and objective evaluation of Lamivudine tablets.
KEYWORDS Uncertainty; Lamivudine; Tablet; Content determination
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