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Determination of Sodium Dodecyl Sulfate in Fenofibrate Formulation by GC

LIN Liqinl, JING Yaz, SHI Yunfengz*(I.Hangzhou Institute for Food and Drug Control, Hangzhou 310022, China;
2.Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To establish a method for the sodium dodecyl sulfate determination of Fenofibrate formulation.
METHODS The capillary column was HP-5 (30 mx0.53 mm, 2.65 um). The carrier gas was nitrogen and the detector was FID
with temperature programming and direct sample injection. The content of sodium dodecyl sulfate was determined by external
standard method with 1-dodecanol as reference substance. RESULTS There was good linear relationship of 1-dodecanol in the
concentration range of 0.165—1.32 mg-mL™", 7=0.9995. The dosage of sodium dodecyl sulfate was lower than the safe amount,
but some companies might have overadded or illegally added sodium dodecyl sulfate in our country. CONCLUSION The

method is accurate, reliable and suitable for the determination of sodium dodecyl sulfate in Fenofibrate formulation.
KEYWORDS: Fenofibrate formulation; sodium dodecyl sulfate; content determination; GC
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2 HESHR
2.1 i

HP-5 £ 41 % & 3 £ (30 mX0.53 mm,
2.65 um); A B BFETHE: RIRIRE 80 C,
Y4 1 min, ZRJ5 LA 10 °C-min ' FHE 260 'C, 4EF
3min; BEFECIIEEE: 270 C; FID A8l 28R
300 'C; Wid: 3.0mL-min'; Zp¥k: 1001 #
FERE: 1 Lo
2.2 FESLACH
2.2.1 ARSIV RBIECH] T b R R Y
83 mg, & 25mL &, HI/KOEMREZRZAL,
A, MBI AT, R B 2.0 mL, B
10 mL &, FALKOEMBERZE, 85, Nl
Xof VAT
222 BHAREWRMES] A RARER& S
FroGE ), BHEIMT, 0.5 mol L™ B AR IA
20 mL, 95 ‘C/K¥FEIR 1 h, BAH G LBk A b
EIEIREC 2 I, Bk 10mL, SIFOBE, BBE
50.0 mL &9, #ERIET, MIEKEREZEZ]
B, e, B, RS
23 LEid

ARV AL T7 T BRI i (B SDS LAAM ) Ho At
BT ), 1% “2.2.27 TR J5iEH %S B
WAL 5T, 45 R & BRRAE AT HE -
2.4 MR HE

2 B HON B G S OE B, H R
FRRE (1) 77 321 1 3 1 MR FE 5 (0.165,5 0.33, 0.495,
0.66, 0.99, 1.32mg-mL™"), JEEHEAM, LLIEH
Y XRE X B TEYERE, SR R
0.165~1.32 mg-mL™" P 257 5% R R 17-(=0.999 5),
LM RN Y=494.57X-0.872 4.
2.5 EREMRSENR

B R AR IA GG =, N O REIE DR R, bR
1 uL 307, ZIEELINIELRE S 10 %5, HEE
BRIIE N 1.32 pg-mL "5 B3k e B R VE W N 2. 5%
BAGFRE, HEFE 1 uL 407, W4 R R 1)
2~3 %, 1HKEMIPRHE N 0.44 pg-mL s
2.6 [l Rk

HCA AR 7R K Al (e ZE 77 ) R AT 5
9 4%, 7 AN R SL 4 16, 33,49 mg, 1% “2.2.27
TR ARG s & 3 AR (2978 0.32, 0.66,
0.98 mg-mL ™)tk s, BRI E, 2Rt
PR, SRR 1.
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®1 A ERE K (1=9)

Tab.1 Results of recovery test(n=9)

- DE)\XHLRH JUUECS VANl e ) JFiQ RSD/
fb i /mg mg % KR /% %
15.89 14.51 91.32
16.22 15.06 92.85
16.17 14.88 92.02
32.55 31.51 96.80
agill 33.69 31.64 93.92 94.55 2.61
33.05 31.19 9437
49.66 48.69 98.05
50.32 47.18 93.76
49.11 48.04 97.82
16.55 15.02 90.76
16.07 14.66 91.23
17.54 16.45 93.79
35.46 35.16 99.15
JRFEH 34.65 31.29 90.30 93.84 3.81
34.55 31.44 91.00
48.69 47.28 97.10
49.64 45.89 92.45
48.54 47.94 98.76
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Fig.1 GC chromatogram of blank adjuvant

A-reference substances; B—sample(batch No. 1609302); C—blank adjuvant; 1—1-dodecanol.
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Tab. 2 Test results for SDS

. A= o /R kL e &/ A
IR fits . -
Ak Ab77 H/mg mg /%
A 1609302 1.00 2.33 233
B 150103 0.80 0.52 65
C 20150303 0 0 /
D 170102 0 0 /
. E T16F110 0 0 /
awil
F 20170122 0 0 /
G 20160501 0 0 /
H 1501021 0 0 /
1 160203 0.80 0.54 68
J 091612 0.96 0.72 75
K 170302 0 1.42 /
L 151130 4 9.72 243
M 151103 0 0 /
JB 2 71
N AGKDO1 8 5.28 66
(0] 20151001 0 0 /
P 170201 0 2.01 /

K. P2 A=l ks SDS, {HALT7 %
BHIN. SHIEINN, Al LAl fefE et
BN SDS it Bl 1. I. N4 T SDS
afi iE (DA B B, SEOUA RN T/
& Ko P2 FA P AT REAZAE AR VLA I () 17) 8

SDS 1E N7 FHRE, i E 5K 24 & & V0
W35 m] 0L 22 4 O R RIS R 51.69 mg,
I BEAAG LB 15 mg. Z5REM, B A4k =
W) SDS K T2 A&, (HE NS
AT BEAFAE I S AN I AT RV IS 0 1 ) 5L

K ER R AR SDS HEAT ACHE EL T AT
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