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%1 EEENRICESV RGOSR mAU
Transfer E * USP method
usp (UHPLO) hote 170  UHPLC
Column length () » 1500
(mm) 150 50 User choice 1
Column diameter (dkc) ) 1250
(mm) 4.6 2.1 User choice ]
T 1000
Particle size (dp) 5.0 2.0 User choice 1
(pum) 750 4
L/de 30.0 250 -17 % E
Flow rate 500
(mL/min) 15 0.78 (A) ]
Gradient factor 013 (B) 250 E
Gradient 04
%B Time (min) Time (min) 0.0 2‘5 5,‘0 ‘ min
40 0 0
80 15 2.00 2 TS EIRFY—UEBBEDDIIER
40 15.1 2.01
40 20 35 5 T
Injection Volume (uL) 5 1 3 4.5 2 USP method
%2 TRRIEENSB AL CEBELTVET, 407 g
*3 FAZFERFNRENIELGY . HS LMEREICHA L TEREE 354 €
TVET, ] £
3.0
F2 USP HEHODHTEM 257
Column . Shim-pack™ VP-ODS 207 <
: 150 mmL.X4.6 mml.D., 5.0 um 1 )
Mobile phase : A) 67 mmol/L (Potassium) Phosphate Buffer 153 5
(pH 3.0) Containing 21 mmol/L 1.04 o
1-Octanesulfonic Acid Sodium Salt E €
B) Solution A/ Acetonitrile (1/1) 05 El vl
Flow rate : 1.5 mlL/min 0.0
Time program : B Conc. 40 % (0 min) — 80 9% (15 min) L A SR
— 40% (15.1 - 20 min) 4.0 5.0 6.0 7.0 8.0 9.0 10.0 min
Column temp. 140 °C
Injection volume (5l 35mAU
Detection : UV 264 nm - ° UHPLC
Sample : Pramipexole Dihydrochloride 30; e
] [0}
%3 UHPLC )it 257 £
Column  Shim-pack™ GIST C18 ] £
: 50 mmL.X2.1 mmlD., 2.0 um 2.07 <
Mobile phase : A) 67 mmol/L (Potassium) Phosphate Buffer ] e
(pH 3.0) Containing 21 mmol/L 1.5 S
1-Octanesulfonic Acid Sodium Salt ] g
B) Solution A/ Acetonitrile (1/1) 1.0 g
Flow rate :0.78 mL/min ] O
Time program : BConc. 40 % (0 min) — 80 % (2.00 min) 0.57
— 40% (2.01 - 3.5min) ]
Column temp. 140°C 0.0
'D”ﬁggﬁgnvo'“me : b\ﬁ% o 100 125 150 175 200 225 min
Sample : Pramipexole Dihydrochloride
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ALY OR IS LERZICRLET. R 4ITEV AT pramipexole)
BEMMBROERERLETA, USP 2l UHPLC st Tallng factor =20 | 08 | 110 | PASSED
ICY AT LEARAEE: LTWBT DI £F Relative standard deviation | =5.0% | 0.161 0.265 PASSED
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EEMEB LEEEBREDHICEAVY Y RNV R T 7—DED 2) USP pharmacopoeia 40: 5795 “Pramipexole Dihydrochloride”
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