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Determination of Related Substances of Altrenogest by HPLC
BAO Rupo, WENG Shiqiao, Li Kaigang
( Ningbo Sansheng Biological Technology Co. , Ltd. , Ningbo, Zhejiang, China  315000)

Abstract: Objective To establish a high performance liquid chromatography (HPLC) method for the determination of related substances
of altrenogest. Methods The chromatographic column was GRACE Alltima Cis column(250 mm x 4.6 mm,5 um),the mobile phase was
acetonitrile — water(60 :40, V/ V) ,the flow rate was 1.0 mlL/min,the column temperature was 25 °C ,the detection wavelength was 316 nm,
and the injection volume was 20 L. Results Altrenogest could be well separated from other impurities. Altrenogest,impurity A, impurity
B and impurity C showed good linearity in the ranges of 0. 507 0-8.112 0 pwg/mL,0. 501 6 -8.025 9 pg/mL,0.503 4-8.055 1 pg/mL,
0.500 0-8.000 0 pg/mL(r=0.999 9). Conclusion The method is sensitive,accurate and specific,which can be used for the deter-

mination of related substances of altrenogest.
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Fig. 1 Chemical structural formula of altrenogest and its impurities
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B : 20 - 7k (60:40, V/ V) ;i : 1. 0 mL/min; A
225 C R 0316 nm; HEAERE 20 plo
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C. Test solution

Fig.2 HPLC chromatograms of system suitability test and specifcity test
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Fig.3 HPLC chromatograms of destructive tests
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RN 10 g/ mL TR A 04V A 2% S BUR A
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o, RS AR B B 2B B850 Fe AU T € 3% A 4 43 i)t
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Tab. 1 Linear relationship and detection limit of altrenogest and its impurities

WA ApERAE P #B(g/ml)  REBF RAR(ug/nl)
REE  V=28.628X+4.9338 0.9999 0.5070~8. 1120  1.00 0.0254
2RA Y=29.481X+1.9704 1.0000 0.5016~8.0259  0.97 0.0253
2B V=31 124 X+1.7573 0.9999 0.5034~8.0551  0.92 0.0252
2RC ¥=39.786 X +1.6955 0.9999 0.5000~8.0000 0.72 0.0125
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FH Agilent 1260 — 1 %I HPLC 1 fr 545 5% RSD 7 0,
SEHS B 2 SR Agilent 1260 — 2 B HPLC {3 F 1545 S 1
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®2 MEEBRELER(n=9)

Tab.2 Results of recovery tests(n =9)

A% (mg) M43 % (mg) =)l 5 (% ) X(%) RSD(% )
ARA RRB OERC RRA O ERB O EKRC ERA KRB HZRC HERA KRB RRC RRA FRB XRC
0.4010 0.4045 0.4005 0.4133 0.4298 0.3845 103.07 106.25 96. 00
0.4010 0.4045 0.4005 0.4055 0.4246 0.3742 101.12 104.97 93.43
0.4010 0.4045 0.4005 0.4061 0.4116 0.3820 101.27 101.76  95.38
0.5080 0.5100 0.5030 0.5022 0.5300 0.5014 98.86 103.92  99.68
0.5080 0.5100 0.5030 0.5028 0.5482 0.5392 98.98 107.49 107.20 101.15 104.19 99.88 1. 80 1.73 4.29
0.5080 0.5100 0.5030 0.5055 0.5240 0.5072 99.51 102.75 100.83
0.6020 0.6085 0.6070 0.6277 0.6336 0.6181 104.27 104.13 101.83
0.6020 0.6085 0.6070 0.6129 0.6307 0.6214 101.81 103.65 102.37
0.6020 0.6085 0.6070 0.6109 0.6255 0.6202 101.48 102.79 102.17
£3 BAZEEXVRAVER (%) V/ V) i S
Tab.3 Detection results of related substances of altrenogest( % ) 3.4 THHAHER
wF ERA k% B ERC EE K IO AR S A F AT GOR 5 ATy
151008 0.7 KAk KA th 0.7 TR I 45 5 Fo Ze A IR R NS e s TN 22 R A
151019 0.7 At th Attt 0.7 KA AT 25 3R, R W R & o B A R R
151028 0.7 A At 0.7 SR ZESRMER , 35 T T Y 2 A O B A
32 @i SEA

AT 2L 1A [R] AR AR R Y Cos (35 4T
GRACE Alltima silica Cis ££ (250 mm x 4. 6 mm, 5 pwm),
Diamonsil Cis(2) 4 (250 mm x 4.6 mm, 5 Mm) , Waters
XTerra RPis #: (250 mm x 4. 6 mm, 5 p,m) , Agelavensil Cis
F (250 mm x 4.6 mm, 5 pm), Kromasil 100 =5 — Cis £
(250 mm x4.6 mm, 5 pm), GRACE Alltima Cis Ff
(250 mm x 4.6 mm, 5 um), Welch Materials XB - Cs ¥
(250 mm x 4.6 mm, 5 pwm), OMNI BOND ORCA Cis £
(250 mm x 4. 6 mm, 5 wm). T4 A FlG N 22 R 7E
A LA ST AR R, I 2B B4R C R
ZEE W OTEAT O 25 R T S AR AT A RUE T
ZER Moy B AL, BRI A 43 B R4 )
RITCHr EROR L 1.36, T BACR ,1.01,1.20,1. 73,78
OB 1. 63 B A iE 435 A 2 GRACE Alltima
Cis #:(250 mm x 4. 6 mm,5 pm) .
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