hEZHE 20174F5H8 $£31%5 £5H 555

GC HFariTE ZMEE i — XX ALFN 0.5% & A5
sk PRES ISR S =

WA, FBA (L RENTEHRRT, 116630 K3; 2. KiEN25 M%7, 116021 Kk )

WE BH§: ZAENATAERAAR G RN T B8R = F IR+0.5% I B4 T RSB0 8, Fik: Vv
12% = FACHR F BE 28 A A AT AALIRA], 50 CRER G B P w15 mindd B &4, KAR é@%uﬂaflﬁ
BT BE AT ik, @z;’:—iﬁvﬁlﬂﬁx‘f’éﬁ%ﬁn&ﬂaﬁﬁ‘ﬂﬁa, I A AR, ATG-WAXMSE R LmEH (R
LoBE-20MA B Zik ) , #IBEA190 °C, ¥4 °C - min '#7HiRik 8 £220 °C, 4#H15 min, 3t
A iR E250 °C, FID AN B, Al %3250 °C, LR: MASBKRAREA0.125~1.00 mg + mL ' 5% &
A2 RAFAILME R, FHEKEA100.01%, RSDA0.45%, &it: AF kR4, E#H. T, TAT
SFJRAL S P NGRS BRE AT AR

EHEIF: GC; ARATAAL; BB TN, RIS, S22

hESES: RI17T  XHEHERIAE: A XEHS: 1002-7777(2017)05-0555-05
doi:10.16153/j.1002-7777.2017.05.016

Determination of the Content of Magnesium in Metformin Hydrochloride and
0.5% Magnesium Stearate by Pre-column Derivatization GC Method

Dai Xuedong', Dong Li’ (1. Institute for Food Control of Dalian City, Dalian 116630, China; 2. Institute for Drug
Control of Dalian City, Dalian 116021, China)

Abstract Objective: To establish a pre-column derivatization GC method for the determination of content
of magnesium in metformin hydrochloride and 0.5% magnesium stearate. Methods: Unsaturated fatty acid
methylester method was used to generate methyl palmitic acid and stearic acid methylester with 12% boron
trifluoride methanol solution as derivative reagent, and heated to 50°C with water bath shake for 15 minutes.
Phenanthrene was used as internal standard. The determination was conducted by TG-WAXMS silica capillary
column mixed with polyethylene glycol-20M as stationary liquid. The initial temperature was 190 °C; and then
it was raised to 220 °C at the rate of 4 °C - min" and maintained for 15 minutes. Both the inlet and FID detector
temperature were 250 °C. Results: The magnesium stearate showed a good liner relationship with the peak area
in the range of 0.125-1.00 mg - mL". The average recovery was 100.01%, RSD was 0.45%. Conclusion: The
method is sensitive, accurate, reliable and suitable for quality control of tiny amounts of magnesium stearate in
active ingredients.
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