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W aters Symm etry 300™ Cq (4 6 mm x 150 mm, 5 Hm), - (40
60) , L OmL® min™", 220 m : L 554~ 31. 08 B g*
mL™ ' (r=09999) 7 549~ 151 0 Hgs mL™' (r=Q 9999); (n=3)
9. o ~ 101. 8 (RSD Q5% ~1 2% ) 99 5% ~ 100 % (RSD 0 40 ~ 1 &0 );
(n=3) 100 6% ~ 101 1% (RSD 0 92% ~ 1. 8 ) 97 % ~98 % (RSD 1 1% ~ 1 %% )
, , 2005
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D etemm ination of assay and content unifomm ity of canpound
levonorgestrel tablets and its pills

GUO X iao— jie DAIH ong

(Beijing Institute for Drug Control Beijing 100035 China)

Abstract Objective To establish anHPLC method for detem nation of assay of ethiny lestradiol and levonorgestrel
n canpound levonogestrel tabkts and its pills aswell as to nvestigate their content unifom ity M ethods Using
W aters Symm e try 300™ Cis cobmn(4 6 mm X 150 mm, 5 Bm ), the mobile phase was aceton itrile— w ater(40: 60)
ata fbw rateof L OmL* min ' and detection wavelength was 220 nm Results The lnear ranges of eth ny lestradi
ol and levonogestrelwere 1 554— 31 08 Hg® mL "(r=0.9999) and 7 549- 151 0 Hge mL™' respectively(r=
0. 9999). The average recoveries(n= 3) of ethnylestradiol and levonorgestrel of campound levonorgestrel tab lets
were 99 6% — 101 8% wih RSD of Q 536 — 1. 2% and 99 3% — 100 Po with RSD of 0. 46% — 1 6%; The
average recoveries(n= 3) of ethnylestradiol and levonogestrel of canpound levonogestrel pills were 100 6% —
101 Y wih RSD of Q 9% — 1 8 and 97 %% — 98 Po wih RSD of 1 1% — 1 %% . The content unifom ites
of canpound levonorgestrel pillsw ere good but same of canpound levonogestrel tabletswere not canp lied w ith the
standard of Chinese Phamm acopoeia 2005 ed ition. Conclusion The HPLC method is good n the aspect of selectivity
and sensitwity, the HPLC method can be applicable for the detemn nation of assay and content un ifom ity of cam—
pound levonorgestrel tab lets and its pills In oder to safe and effectvely use estrogen contracep tvg we have to con-

trol the quality of contraceptive in canmon used n Ch na
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Fig 1 HPLC chranatograms of reference subsiances(A ), canpound
. (A levonorgestrel tablkts(B), and compound lvonorgestrel pill{ C)
20040106 20040107 20040108 B 7 I. (ethinylestrad iol) 1I. ( levonorgestrel )
20040101, 20040102 20040202 C ,
20031010 20050409 20050411) 31 15. 54 mg
(A , 20040311, 20040313 75. 49 mg 100mL ,
20040316) : () Q15 ) ; 1 ml,
meg Q0 03mg HPLC , 100mL 50 mL 20 mL 10 mL 5 mL s
M illi- Q Plus ( M illpore ) ) ) )
2 )
21 : Waters Symm e try 300" Cig :
(4 6mm % 150 mm, 5 HMm ); . - (40 Y=1289 4 - 101. 6 r=Q 9999
60); : L OmL* mn 4 : 220 nm; Y=24 22X+ 7 507 r=Q 9999
. 30 °C: : 20 BL L 554~ 31 08 7 549~ 151 O Mg
) . 1
22 20 (), , * mlL
, ( Q 3mg), 32
10mL , 5ml, 10m in 20 PL . 5,
2 2 2 2 RS])
. 0.166 Q 10%
) » I mL
6 Hg 30 Hg , 33 20050411
. 20040311 6
20 l.lL , ’ “«n o
\ (
HPLC | %, n=6) 100. 2% 102 0%, RSD
0. 64% 0. 35%:;
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( % , n= 0)
91. 7% 101. 4% ; RSD 0. 82%
0. 88%
34 10
20 mL R

5 ml 100

mg 12mg  15mg

mL )
12mg 15mg 18 mg 35 mL ,
: , (
30)
20050411
100 mg(n=9) 20040311
33 mg(n=9),

’ lmL

10 mLL

3 (n=3)
99.6% (RSD= 0.5%0 ) 100.3% (RSD=1.1% )
101. 8% (RSD= 1. 2% ),
3 (n=3) 99.
(RSD = 0.46% ) 100.3 ( RSD = 1.6% )
100. Po (RSD= 0.60% );
3 (n=3)
101. % (RSD= 1.8% ) 100.6% ( RSD =
1.1% ) 101. 1% (RSD= 0. 9% ),
3 (n=13)
98.2% (RSD=1.9%% ) 97.% (RSD=1.6% )
98. Mo (RSD= 1. 1% )

s
) , 0481225h
, RSD (n=5)
0.3% Q31%,
25 h
4
AB C 3
A 3
[2]
) 1 1 )
HPIC : 2005

1 ( » %)
Tab1 The results of assay of smm ples

(equivalent to the declared content % )

(ethiny lestradiol) ( levonorgestrel)

(dosage) (manu facture) (LotNa )

HPIC HPLC
( cobormetry) ( wbrinety)
A 20040106 100 9 106. 7 98. 0 103 2
(tablets) 20040107 104 3 96. 5 104. 1 102 1

20040108 100 0 97. 4 9. 6 97.2
B 20040101 106 6 115. 1 103.2 124 6
20040102 91 1 131. 1 91.5 123 8
20040202 93 4 112.2 9. 2 1101
C 20031010 98 2 105. 4 14.9 1257
20050409 100 9 114.8 105. 7 127.8
20050411 100 2 9.0 101. 8 122 6

A 20040311 90 2 — 101. 4 —
(pily 20040315 92 2 — 103.9 —
20040316 91 7 — 100. 4 —
5
() 0.03mg
0.15mg s
HPLC
)
1 (), 5mL ,
1 mL, , , .
s s
) 2 2 , 3
2 (n=10)
Tab2 The results of content unifom ity
(‘ethiny lestradiol) ( levonorgestrel)
(dosage) (manufcture) (LotNa ) A+ A+
(average) 1.85  (average) 1. &
A 20040106  105.3 9.0 9. 1 13.3
(tblets) 20040107 106. 6 9.5 9.2 15.3
20040108 105.8 7.9 %.3 13.9
B 20040101 85.5 644 95.3 30.6
20040102 8.0  76.6 93.9 31.3
20040202 95.9  37.1 93.6 25.0
C 20031010 9. 4 5.0 101. 5 6.4
20050409 101. 0 4.1 100. 3 4.1
20050411 101. 5 4.5 9. 6 3.2
A 20040311 9.7  13.9 97. 4 7.0
(pily 20040315 0.4 12,9 97.0 6.5

20040316 91.3 14.2 9. 8 7.4




— 1536 — Chin J Pham Anal2009, 29(9)
. 3682
.3 9 |
. C 3 '
, A 20040107 20 B ks
3 (A+ 1 8S 3500
3000
76. 6) 2500
2000
6 1500 A/mAU
61 2005 500
HPLC !
200
6 2 ,
’ 3
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