HPLC 72 [5] B 00 22 W 1 28 28 25 W Je J)R M 1 i 8 0 M 1y 1 P 3
25t

HoE K B FLEREVE B (LALALIRRTER,EFE 050011, 8 FETERY
BRI EFE 050011)

HESES RI1T XEFRERL A XEHRE  1001-0408(2019)04-0469-04
DOI  10.6039/j.issn.1001-0408.2019.04.08

W E BRI RNRNERRERER fe TR R ¥ 54Tk, Fk RN SR EE L, EikA S Waters Sym-
metry Cus, 30484 0.02 mol/L T8R4 /K 75 - TG (40:60, V/V) , ik 2 1.0 mL/min, #0 & ¥ % 280 nm, A28 % 35 C,# 45 A
20 uL, 4R R RIEEL T HIERAR N R B R LR E S 4 0.01~0.5 mg/mL( 739 % 0.999 9); £ F R4 A % 187,192 ng/mL,
Horim] FR -5 %y 56 .58 ng/mL; #5 % E AL E MR IE4 RSD 3/ T 1% (n=6) ; At e £ 451 4 99.13% ~100.80% (RSD=
0.52% ,n=9).99.20% ~100.90% (RSD=0.58% ,n=9), %1% % itk ZHE & T LW, TR T F oFnl & et & £ 25 B Rk
BE R P R M B e TSR B P TR 09 B

KEIR  FHAURAD Gk MR R A RRIERE TR A

Simultaneous Determination of Main Components in Estrogenic Hormone Drug Nilestriol Tablets and
Diethylstilbestrol Tablets by HPLC

SUN Ting', ZHANG lJing', LIU Yun®, JIANG Jianguo', JIANG Ning' (1.Hebei Institute for Drug Control,
Shijiazhuang 050011, China; 2.Shijiazhuang Institute for Food and Drug Control, Shijiazhuang 050011, China)

Drug Targets,2018,18(1) :52-60. lation of pro-fibrotic genes and inhibition of oxidative
[8] CHEN Y,WANG B,ZHAO H. Thymoquinone reduces stress[J]. Environ Toxicol Pharmacol,2016. DOI:10.1016/
spinal cord injury by inhibiting inflammatory response, j.etap.2016.06.019.
oxidative stress and apoptosis via PPAR-gamma and PI3K/ [13] CHEN X, TANG Y,GAO M, et al. Prenatal exposure to li-
Akt pathways[J]. Exp Ther Med,2018,15(6) :4987-4994. popolysaccharide results in myocardial fibrosis in rat off-
[9] BARGIR,ASGHARZADEH F,BEHESHTI F,et al. Thy- spring[J]. Int J Mol Sci,2015,16(5) : 10986—10996.
moquinone protects the rat kidneys against renal fibrosis [14] KAWARATANI H, MORIYA K, NAMISAKI T, et al.
[J]. Res Pharm Sci,2017,12(6) :479-487. Therapeutic strategies for alcoholic liver disease: focusing
[10] NOROUZI F, ABARESHI A, ASGHARZADEH F, et al. on inflammation and fibrosis: review[J]. Int J Mol Med,
The effect of Nigella sativa on inflammation-induced myo- 2017,40(2) :263-270.
cardial fibrosis in male rats[J]. Res Pharm Sci, 2017, 12 [15] ALKHARFY KM, AHMAD A,JAN BL, et al. Thymoqui-
(1):74-81. none reduces mortality and suppresses early acute inflam-
[11] ASGHARZADEH F,BARGI R,BEHESHTI F, et al. Thy- matory markers of sepsis in a mouse model[J]. Biomed
moquinone restores liver fibrosis and improves oxidative Pharmacother,2018. DOI:10.1016/j.biopha.2018.01.028.
stress status in a lipopolysaccharide-induced inflammation [16] WANG LP,FAN SJ,LI SM, et al. Oxidative stress pro-
model in rats[J]. Avicenna J Phytomed,2017,7(6) : 502~ motes myocardial fibrosis by upregulating Kc.3.1 channel
510. expression in AGT-REN double transgenic hypertensive
[12] POURGHOLAMHOSSEIN F, SHARIFIFAR F, RA- mice[J]. Pflugers Arch,2017,469(9):1061-1071.
SOOLI R, et al. Thymoquinone effectively alleviates lung [17] XIAO T,LUO J, WU Z, et al. Effects of hydrogen sulfide
fibrosis induced by paraquat herbicide through down-regu- on myocardial fibrosis and PI3K/AKT1-regulated autopha-
A AT H « EFZ R E LIRS (No.20172x09101001 ) 5 it gy in diabetic rats[J]. Mol Med Rep, 2016, 13(2) : 1765~
AR H (No.162777244) 177,
ST, L. BFS0 2t Dz 18] SR RRUNL, SR DT LR R TR R
FMPIRSE, Hi%:0311-85212008, E-mail: 122547652@qq.com AN EF A5 4 &,2017,46(9) : 34-37.
B AL, B o 5T 8 2550 0 2597 (Uch 2 :2018-10-17 {818l F1 2 2018-12-07)
Y5O B 0P P A WF S . HL B ¢ 0311-85212008.  E-mail: me- (%t SkoTli)

shall1983@126.com

EZGG 2019458 30 4555 444 China Pharmacy 2019 Vol. 30 No.4  + 469 -



ABSTRACT OBJECTIVE: To establish the method for simultaneous determination of main drug contents in Nilestriol tablet and
Diethylstilbestrol tablet. METHODS: HPLC method was adopted. The determination was performed on Waters Symmetry Cis

column with mobile phase consisted of 0.02 mol/L ammonium acetate water solution-acetonitrile (40:60, V/V) at a flow rate of 1.0

mL/min. The detection wavelength was set at 280 nm, and column temperature was 35 °C.. The sample size was 20 pnL. RESULTS:

The linear range of nilestriol and diethylstilbestrol were 0.01-0.5 mg/mL (#=0.999 9) ; the limits of quantitation were 187 and 192

ng/mL, and the limits of detection were 56 and 58 ng/mL. RSDs of precision, stability and reproducibility tests were all lower than
1% (n=6). The recoveries of them were 99.13%-100.80% (RSD=0.52% ,n=9) and 99.20% -100.90% (RSD=0.58% , n=9).

CONCLUSIONS: The method is more sensitive and reproducible, and suitable for simultaneous determination of nilestriol content

in estrogenic hormone drug Nilestriol tablets and diethylstilbestrol content in Diethylstilbestrol tablets.
KEYWORDS HPLC; Estrogenic drugs; Nilestriol; Diethylstilbestrol; Content determination
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F1 MEEKRRGER(n=9)
Tab 1 Results of recovery tests(n=9)

N,  Hehie, AR, WAE, MBI, FYMERIE, RSD,
mg mg mg mg % % %

FrlY

JERHEEE 100010 98.600  0.800  99.398 9975 99.82 052
100020 98440 0800 99237 99.62
100050 98570 0800  99.363 99.13
100070 98310 1000 99312 10020
100080 98790 1000 99798 10080
100030 98680 1000  99.679 99.90
100020 98290 1200 99.488 99.83
100000 98170 1200 99370 100.00
100040 98400 1200 99.590 99.17
CHOER 100030 98220 0800 99.019 99.88 10022 058
100010 98410 0800 99217 10088
100020 98520 0800 99323 10038
100050 98670 1000 99.662 99.20
100070 98830 1000 99.828 99.80
100050 98620 1000 99629 10090
100040 98770 1200 99.968 99.83
100080 98540 1200 99746 10050
100090 98290 1200 99497 1008

*2 H@REENEER(n=3)
Tab 2 Results of content determination samples

(n=3)
R ft5 TR % THEE,% RSD, %
JeIRHERE 170103 9891 9873 0.16
170104 98.63
170105 98.66
clm 170201 98.82 98.62 0.18
170202 9851
170203 98.52
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