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Fig1l Separation of rigeridone from its degraded products
29 ; 105
20011012, 20011013, 20011014 3 10mg, , 100mL ,
) 2000 ' ) , 39
C | 500mL , ~mL? ,
50r- min *, , 5,10, 20, 30, 45, 60min , ,
5mL, , , 2@ L , 1
1 1
Tab 1 Cultmated disolution of three batches of rigeridone domestic tablets and mported tablets and disolution paraneters
(min) (%)
5 10 20 30 45 60 tso (Min) ty (Min)
20011012 34 7+120 725+13 2 90 3+6 6 96 6+2 6 97.8+1 8 98 2+1 4 59+15 85+21
20011013 40,210 74 0+4 7 91 4+2 4 95 8+1 1 96 9+10 98 1+10 56+10 8014
20011014 38 1+9 2 70 7+12 2 90 2+7 1 97.4+2 3 98 6+1 4 99 2+17 56+15 81+22
57.6+6 9 79 3+5 2 90 6+4 1 93 4+2 8 95 9+2 8 97.3+1 8 56+0 6 81+09
: : (Img) ,
(P <Q 05) , ,
3 : 2003-06-03
HRA.C , )
! , ! , (1 , 050011; 2 , 050015)
HAR.C ,
G , 0 2mollL N, N - (600 398 2, Q 0lmol/L
) , 280rm Q 1mg/ml 2 Omg/ml, r Q 9999,
100 7%,RD 0 5% (n=9) ,
:R512 62 :B : 1007-7693 (2006) 01-0064-04

D eterm hation and Related Substances of M inocyclne Hydrochlor ide by HPL C
GAO Yan—xid , L U Tie-gangl, N U Chang-qunz (1 The Institute for D rug Control of HeBei Provincg Shijiazhuang, 050011
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ABSTRACT: OBJECTIVE To establish amethod for detemination of M inocycline Hydrochloride by HALC A nd we ingected the
assay and relative substances of many batches of M inocycline Hydrochloride in the country M ETHODS An C; column was used
The mobile phasewasQ 2mol/L anmoniun acetate -dimethylformamide tetrahydrofuran (600 398 2, including Q 01mol/L disodium
edetate ) , Thewavelength of UV detector was 280mrm. RESUL TS The average recovery of M inocycline Hydrochloride was 100 7%
(RD =0 5%, n=9). CONCLUSION Themethod was convenient and accurate A s the same time , the method can intendance
and control the related substance in production

KEY WORDS: M inocycline Hydrochloride, Relative Substances; HRLC

(minocycline hydrochloride) : , Kramasil G; (4 6 x250, % )
, 13
, ( 50mg),  100ml ,
, , (
, , 50mg), 100ml
) ) 2
, 21
) 211
2005 , ) ) G )
Cis
11 212
o : 84 6%; , Pl ysees B BP2002
14] 2000
, 1 ,
12 , )
W aters (515 2487 , ,
717 , ) )
:Q 2mol/L N,N - s
(600 398 2, Q Olmol/L ); THF
1 280rmm; 1 | 22
1

Tab 1 The comparation of phamacopoeia

USP25 BP2002 2000
Cc8 Cc8 C8 C8,% ,20 x4 6 Cc8
0 2mol/L Q0 2mol /L 0 2mol/L 0 2mol/L 0 2mol/L
0 Olmol/L 0 1mol/L 0 1mol/L 0 1mol/L 0 Imol/L
pH pHE 2 65 pH6E 2 65 pH 7. 0 pH 6 2
1 Oml/min 1 Oml/min 1 Oml/min 1 Oml/min 1 Oml/min
280mm 280m 280mMm 280mm 280mm
R >25 >2 >2 >2 >2
>3000 >3000
09 135 09 135 09 135
<20 <20 <20 <15 <20
221 , Iml g , 5ml 25ml
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Tab 2 The reault of assay

010701 010702 020401 020601 020602 020603

(%) 9330 9353 9142 9180 9361 9365

9321 9316 9150 9174 9325 9377
(%)

2 1
2111

, 6- 6-  6- 1la 6-
6- - 6 6 (ADMDOTC) ;
9- 5

2112
: 6-
(DM TC) 6- 6- (DMDOTC) 1la -
6- 6- (11a— cCIDMDOTC) 7- -6-
6- (ADMDOTC) )

2113

, a5 10% ,
) 2 0%

[Minutes)

Fig1l The chramatogran of M inocycline Hydrochloride
1
1 M inocycline Hydrochloride
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Fig 2
Hydrochloride
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1 4-epminocycline 2 M inocycline Hydrochloride

The chromatgran of the relution of M inocycline
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Fig 3 The chromatogran of related substance
1,2, 4 3 5:
1 impurity peak 2 4-epminocycline 3 M inocycline Hydrochloride
; ) Iml
g :
06 (12%),
06 (12%),
(2 0%)
211 4
1005025100 5y g/ml ,
, Q 05% 2 0% ,r=
Q 9972
2115 25
2116 26
0 02% Q 06%
2117 28
2118
, 3
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Tab 3 Reault of detemination of relate substance

(%)

(%) (%) (%) (%) (%)
010701 1 05 019 070 076 022 102
010702 1 07 02 066 079 028 0098
020401 1 13 023 067 08 025 118
020601 1 15 025 048 Q9% 029 126
020602 1 02 019 055 068 024 099
020603 1 03 021 052 07 025 103
3
31 )
32 , )

( ),

33 )
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