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Migration Determination of Related Components in Film — Coated Butyl Rubber Stopper for

Packaging of Esomeprazole Sodium for Injection by GC
YAN Jujiao ,HUANG Jingiv,CHEN Rong
(Wuhan Institute for Drug and Medical Device Control,Wuhan,Hubei,China 430075)
Abstract: Objective

acid in the film - coated butyl rubber stopper for the packaging of Esomeprazole Sodium for Injection. Methods The

To establish a gas chromatography (GC) method for the migration dertermination of palmitic acid and stearic

chromatographic column was HP — 5 capillary column (30 m X 0.32 mm,0.25 pm),the carrier gas was nitrogen,and the flow rate
was 2.0 mL/min,the temperature of inlet was 300 °C,the hydrogen flame — ionization detector (FID) was adopted with temperature
of 300 °C,the temperature was programmed, the sample was injected without partial flow, and the injection volume was 1 pL.
Results The linear ranges of palmitic acid and stearic acid were 0.38 —18.81 pg/mL (r=0.999 8) and 0.49 - 24.34 pg/ mL
(r = 1.000 0) , respectively. The RSDs of precision, repeatability and stability tests were not more than 2.10%. The average
recoveries of palmitic acid and stearic acid were 105.64% and 102.40% with RSDs of 6.59% and 3.21%, respectively. Palmitic
acid and stearic acid were not detected in all samples in the migration test. Conclusion The method has high sensitivity and can
be used to monitor the migration of palmitic acid and stearic acid in film — coated butyl rubber stopper for packaging of
Esomeprazole Sodium for Injection.
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T 3 A B35 e g (A Ak, S 4 R
20171001,20171002,20171003 , HLA% Ky A 37 40 mg) ; B
RV % R (4154 FG48H — IR, &% 1 97. 0%) , i# 5 1R
X HR L (358 USAD) - AP, &5 98. 0%) , L ez bf
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2.1 X

ERER HP - 5 BAIEHE(30 m X 0. 32 mm, 0. 25 um);
B A 22, 0 mL / min FERE CTR B - 300 °C ;5%
FH UK B T AR 25 A8 I 45 38 3 300 °C, 77 T
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1. Methyl palmitate 2 Heptadecanoic acid methyl ester 3 Methyl stearate

A. Blank reference solution B. Mixed reference solution C. Test solution

Fig.1 GC chromatograms
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TR B A3 W TR FR / ARG TRIAR x bR BT ot R B
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A H R TR B R BRI, 4 2. 2 00T il
M AT, 2R R F R AR AL B, e 2. 1 I (B335 2%
PESERENNE SR AR, IR RICR L 1,
1 ORIRBER(n=9)
Tab.1 Results of the recovery test (n=9)
AE(pg)  WEF(pg)  ERE(%) X(%) RSD(%)
A B A B A B A B A B
.13 1.46 1.26 1.58 111.50 108.22
.13 1.46 1.25 1.56 110.62 106.85
.13 1.46 1.35 1.50 119.47 102.74
11.29 14.60 11.82 14.27 104.69 97.74
11.29 14.60 11.49 14.73 101.77 100.89 105.64 102.40 6.59 3.21
11.29 14.60 11.82 14.58 104.69 99.86
45.15 58.41 45.32 58.95 100.38 100.92
45.15 58.41 44.77 59.72 99.16 102.24
45.15 58.41 44.48 59.66 98.52 102.14

A AARHAEL,B A AR R L
Note: A is palmitic acid and B is stearic acid.
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