HR.C

1,2 1,2 3 1,2

, , , (1 , 210009; 2 ) 210009;
3 , 210029)
2,4,6- , HRLC
Cs QO0lmol- L™* ( pH 4 0)- (43 57), 10mL- min % 4
350 M 99 18%,RPD =1 15%, 3320 49 80 g mLt (r=
Q 999 9) :Q 54 g mL* ,
:R917. 101; R927. 2 ‘B : 1007-7693 (2009) 03-0243-03

D eterm hation of Pregabalin by HPLC

DNG Yimei"?, YAN Xiangping'®, ZHANG Xiaolei’, ZHANG Aihua'® (1 School of Phamacy Nanjing University of
Technology, N anjing 210009, China; 2 Jiangsu Institute of M aterial M edical, N anjing U niversity of Tecnology, N anjing 210009, Ching
3 Nanjing University of Traditional ChineseM edicing N anjing 210029, China)

ABSTRACT:OBJECTIVE To establish an HRLC method for the deteminaton of pregabalin M ETHODS  Samples were
derivatized with 2, 4, 6-trinitrobenzene aulfonic acid (TNBSA). Separation was achieved on a reversed-phase C, column with the
mobile phase of @ 01 mol- L~ * anmonium acetate (pH =4 0) -acebnitrile (43 57). Thewavelengthwas350 . RESUL TS The
average recovery was 99 18%, R =1 15%. The calibration curve was linear betveen 3 320-49 80U g- mL ™ * (r=0 999 9) , the
limit of quantificationwas Q 54 g- mL " for pregabalin CONCL USION The method is simple, sensitive and praticable for the
assay of pregabalin

KEY WO RD S: pregabalin; HRL C; detem ination

(pregabalin) vy - (GABA) 2,4,6- Signa
, , GABA 3 , 199 4%, 10 mL, 5%
, 2004 12, DA ( ,
( Pfizer) ( Lyrica) ): : ( , TED )
(DM) (PHN) (@ 1mol- L") ; (01
7 Lyrica mol- L) :
' ( : ) ;
’ ( : )
( 99 3%)
(3S) -3- -5- ,
GABA : : 2,4, 5
6- , HA.C 21
HR.C : Phenamenex luna C; (250 mm x4 6
L mm, 54 m); ‘0 0lmol- L'
(W aters 510 Shimadzu ( . PH 4 0)- (43 57); +10
SFD-10A VP HW ), Mettler DL 53 r;(l)_u me B + 350 m;
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22
15mg, 50mL 50%
10
mL  10mL , 2,4,6-
0 2mL, 30mL, 2 0mL,
) 30 s 85 1h,
10min, 2 0mL , 30 s
15mg, 50mL 50% ,
50% 10mL
10 mL ,
23
, 15 548,
1 03, 2 32 )
5 , ,
R =0 38% ,
1
A
N
2 1 6 8 10 12 14 16 18
- B
J'*“*“u
2 | 6 8 0 12 14 16 18
1
A- B
Figl HR.C chromatograns
A - blank sample B - pregabalin
24
0 1,0 5,1 0,
12,25 10mL , 2,4,
6- Q2mL, 30mL,
29,25,20,128,15mL, , 30
s 85 1h, 10 min, 2 0mL
: 30 s : :
200 L C (g m) :
A :
- 244. Chin MAP, 2009 M arch, Vol 26 Na 3

© A =04180x10" +5 629 x10°C, r=0 999 9
3320 49 80Mg mL*t

25
, ) 0,1,3,4,5h
, RD 0 55%, 5h
26
80%, 100%,
120% 3 '
99 18%,RD 1 15%
27
( :050203)6
,RD 0 89%
28
2
,RD 0 96%,
29
:Q 54 g mLt,
Qlug mL™*
2 10
, , 1
1 (%)
Tab 1  Contents of pregabalin detemined by three methods
(%)
HRLC v 2
050203 99 32 99 42 99 37
050311 9 16 99 23 99, 09
050323 98 85 98 76 98 94
Zl) .
(@1mol- L°Y) 2
(0 1mol- L°%)

Note ¥ Fomaldehyde Titration: Reaction with fomaldehyde slution
phenolphthalein as indicator, titrated with sodium hydroxide lution (0 1
mol- L-!) ftitration; ? non-agueous titration: with crystal violet as an
indicator for the titrant perchloric acid (Q 1 mol- L") titration

3
GABA ,
HAR.CUV
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HA.C-RI
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: HARLCRI (
) (Sugar Pak 300 mm x6 5mm) , , (85+1) , Q5mL- min't; ,
40 Q15 15mg mL’* ,Y=643 467X - 15373 (r=0 999 8,n=7),
100 1% (R =0 89%,n=9); Q05 5mg- mL* ,Y=640 151X - 3719 6 (r=1 0000, n
=7), 100 1% (R =Q 73%, n =9) , ,
: ‘HALC-RI
:R917 101; R917 4 :B : 1007-7693 (2009) 03-0245-03

D eterm hation of M annitol and Glucos n the Canpound M annitol Injection by HPL C-RI|

KE Yuncui, ZHU Yi (Hangzhou M insheng Phamaceutical Group Ca , Ltd , Hangzhou 310011, China)

ABSTRACT:OBJECTIVE To establish an HRLC-RI| method for the detemination of the contents of mannil and glucose in
Campound M annitl Injecton M ETHOD'S The HRLC-R| systan consisted of strong acid cation exchange resin (C&*) ( Sugar Pak
300 mm x6 5mm) as stationary phase, water asmobile phase at the flov rateof @ 5mL - min™*. The column tenperature was(85
+1) . The differential refractive index detector temperaturewas40 . RESULTS The linear of glucosewasQ 05-5mg- mL ™', Y
=640 151X - 3719 6(r=1 000 0, n =7) , the average recovery was 100 1% ( R =Q 89%, n =9). The linear of mannitol was
Q15-15mg mL ", Y= 643 467X - 15 373 (r=0Q 999 8, n =7) , the average recovery was 100 1% (R =Q 73%, n =9).
CONCL USION Thismethod is smple, accurate and better reproducibility, can meetwith the requirement of the detemination of the
contents of mannitol and glucose
KEY WO RD S:mannil; glucoss HALC-R |
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0 45% , HA.C-RI
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