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F 1 ETERFZEIT N T EHNERK MAU
Transfer E : USP method
usp (UHPLO) hote 170  UHPLC
Column length () » 1500
(mm) 150 50 User choice 1
- 1250
(Cncilr%nn diameter {ac) 46 2.1 User choice

o 1000
Particle size () 5.0 20 User choice 1
(pum) 750 4
L/de 30.0 250 -17 % .

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 . "
%0 1 700 2 BRI REBENITER
40 15.1 2.01
40 20 35 - Al
Injection Volume (uL) 5 1 *3 457 %_, USP method
* 2 EARE B R IR B IR R AR Y 403 g
* 3HHESERFEETYAE, SeiltBmmRKELsRD. 354 IS
1 S
% 2 AR USP 95T 5 1 304 -
Column : Shim-pack™ VP-ODS 25
: 150 mmL.X4.6 mml.D., 5.0 um 2.0 <
Mobile phase : A) 67 mmol/L (Potassium) Phosphate Buffer : 1 S
(pH 3.0) Containing 21 mmol/L 3 S
1-Octanesulfonic Acid Sodium Salt 1.0 e
B) Solution A/ Acetonitrile (1/1) 3 S
Flow rate - 1.5 mL/min 05 El S
Time program : BConc.40% (0 min) — 80% (15 min) 0.0
= 40% (15.1 - 20 min) L L S A
Column temp. - 40°C 40 50 6.0 7.0 8.0 9.0 100 min
Injection volume S5l
Detection cUv264nm ) 35mAU
Sample : Pramipexole Dihydrochloride ] o UHPLC
| o
% 3 UHPLC $% 3 g
Column © Shim-pack™ GIST C18 257 €
: 50 mmL.X2.1 mml.D, 2.0 um ] a
Mobile phase : A) 67 mmol/L (Potassium) Phosphate Buffer 2.0 <
(pH 3.0) Containing 21 mmol/L ] ©
1-Octanesulfonic Acid Sodium Salt 1.57 B
B) Solution A/ Acetonitrile (1/1) ] g
Flow rate :0.78 mL/min 1.0 g
Time program : B Conc. 40 % (0 min) — 80 % (2.00 min) ] O
— 40% (2.01-3.5min) 0.57
Column temp. 140°C ]
Injection volume 1 ul 0.0
Detection - UV 264 nm SR N AU F A N
Sample : Pramipexole Dihydrochloride 1.00 1.25 150 175 200 225 min
3 TR RHRR BN B A
W R

A USP FIB& SUR A B I kX $h AR B SE R T THMMN 4 RRBAMHELER

2 i, BB R R A BAE AN BIEEME 3 Fim. R Testitem Criteria | USP_ | UHPLC | Judgement
SE A 2R IS i = ; Resolution

Zﬁl% = Iﬁﬁt\y"“ MEER N 4 Fr7w, ST, USP KR, UHPLC 5347 (between compound Aand | =6.0 123 10.7 PASSED

HWHERZEE M, pramipexole)

RIBMU FRBE R, 488 ITE A Nexera™-i MT TR X Tailing factor <20 | 083 110 | PASSED
i AR ST TR T, S, MitAmRESEST A EE Relative standard deviation | =50% | 0.161 | 0.265 PASSED
AUTEFE, B, ATESLAM, HAREXHT RNEA P—,

STEENEE, 1) EIFRBEIT R (Staged ) . MITBUAA AYETREZEVAE

( http://www.pmda.go.jp/rs—-std—jp/standards—development/jp/pub—
comments/pdg/0033.html )
2) USP pharmacopoeia 40: 5795 “Pramipexole Dihydrochloride”
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