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BRERMI—HMEEIH SRS SHNAY, ERTETERE.
TR EBMR R RERFRR. ERRTFRIIHER (PPD
BERNMETAH R DEALNEAGMERE, RERETR
BHEEERANZ—.

AIRIBEEEHRMARGHEN AT BRERNMH DT E;
F B SEENHIR 5347 ; B USP BN 621 16 E A AR SR BT I 4R .

$2B8 USP B9 M A 7 — 14 4L UHPLC Nexera-i. Nexera-i
A X #F HPLC/UHPLC FER S EH. AFERARARSITE
K (HPLC &%) , A3{#R T —4&14k HPLC Prominence-i.

USP kSRR

The USP Method—Original Method
1A USPIEEMSIEME. B 1 RH R NERERESHT
FEHRGEMMERIAR (0.1 mg/mL. ZEE-TRERIAR) BIS AR
KR, BFR AWM, REEEMEREMEERETF (Tailing factor)
FMIXHREIRE (Relative standard deviation) (n=6) ¥IHEE

xR OWEH
Analytical Conditions (USP Original Method)

] : Nexera-i
‘i : Shim-pack GIST C8

(150 mm L. x 4.6 mm I.D., 5 ym)

mEntE : CEE/REEREL (AER) AR (pH 7.6)=1/3 (v/v)
IR : 0.80 mL/min
iR :40°C
HEEERFR 200
ER : UV 280 nm (g 40°C)
F2 PREDWMTHEIERE
Selection of Column for Speed Enhancement
Column size L/dp ratio
The USP 150 mm L. x 4.6 mm I.D.,, 1
Original Method 5um 30000 (100 %)
The USP 50mmL.x3.0mmID.,, 0.83
Fast Method 2um 25000 (-17 %)
=3 DNEH (USP AERIRESHT)
Analytical Conditions (USP Fast Method)
128 : Nexera-i
ikt : Shim-pack GIST C8
(50 mm L. x 3.0 mm I.D., 2 um)
GEILE]  CRE/RAEREL (AEh) B (pH 7.6)=1/3 (v/v)
IR : 0.85 mL/min
IR :40°C
HEAER 8L
(Rl : UV 280 nm (tiE 40 °C)
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High Performance Liquid Chromatography
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Analysis of Omeprazole by "i-Series" for USP and JP methods

USP J5SkHItRIR S H
Speed Enhancement for USP Method

USP B9iEN 621 MES TS HMER RIFEE. EZTEN
EXEHE, HEESIAE. FXER USP #HITHINRSHTAIE
MAFIESE ANL464.

RS MEEERMSGE: 1) HEEIEEKE; 2) #5%
(%RE) .

ARFEIEHNS BT, BIEHNKEMRZETUEL,
RER L(EIEHFKE)/dpR) L ERBENEEEN(RIFEE:
-25%~+50%) o FEIEFR EIEHERTH 50 mm L x3.0mm1.D.,
2um. FHRAFIESER 2.

RESEEHIERKEL, SHNERRE, HEE (R1F
SEESE AR A 0.85mL/min.

FERERT S HEMmE Nexera-i UHPLC (LS8 TS # .
Nexera-i ¢ 75 B SR B F$ S BN AT 4T HPLC F0 UHPLC 4324 3X
TR SEME AT LUEE 5 HPLC 35 RIESE R B UHPLC 5%,

3 AREDHEM; B PN TERRGERMEREER
HEILE. SEtES%R 1 NomEst (B 1 58 EED HBikds
5T 80%.
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The USP Original Method Omeprazole

100 \

Y ) \

00 25 50 75 100 125 150 175 200 225 250 275  min

mAU

** The USP Fast Method
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1 REBUSPEIEE (£ BEEH, T: RESHEHE)
Chromatograms Conforming to USP Method
(Upper: USP Original Method, Lower: USP Fast Method)
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F4 REENMRIELER (R USP IREKHMIRESHEME)
Results of System Suitability Test Using USP Method (Original Method and Fast Method)

Analytical Conditions

System Suitability Requirements The USP Original Method (5% 1) The USP Fast Method (3% 3)
Results Judgments Results Judgments
USP Tailing Factor for Omeprazole <1.5 0.94 PASS 0.89 PASS
Rt0.097 % PASS Rt 0.081 % PASS
Relative Standard Deviation for O le (n=6 <1.0%
elative Standard Deviation for Omeprazole (n=6) ® [ Area0.022 % PASS Area 0.121% PASS

1ZIR H AR T

Analysis According to Japanese Pharmacopeia
=5 AEABREORESRAEN IR ER—F
1¢ HPLC Prominence-i 1T T 4 #f.

ARZGHPNERFEN MR FTESDS: RMRHEIA R
Gitse. REEENF 3B B 2~4 HERNEIEE.

WMRFIASLI S, MREBMEREAR Gma/L. BUR
AR &) FE SR ENIRS AR IRETE 5 (5T AR AYA R TINE
SHERMIEEIFITILE . % 5 SAARPRERMAIEER
S5R4E M MHREIR R LR R A 20 wE R (RIFEEA 15~
25%) .

AGMRESTIN R, WRERNMSE 1 2-“HEFETHERMN-Z
BERM (& 100mg/Ly 250mg/L) « SHTZETR, HIABLERMK
512-ZWEFNSBE. SENSBELNN 24 (RIFEE 10 1L
).

EHFITRGESHENER, WRGEMMERERRREDH 6
R, BINERR AR RE . SRINENTRERER 02% (4
PFIEE 20 %A T) S

% 6 R LR MEL RSB EIE.

F5 OWEHE (ARZH
Analytical Conditions (JP Method)

e : Prominece-i
&t : Shim-pack GIST C8
(150 mm L x 4.6 mm1.D., 5 um)
A : ABRER (WNER) B (pH7.6)/ ZEE=29/11 (v/v)
RIR : 1.3 mL/min
iR :25°C
HEAIR 0L
ERll : UV 280 nm (GtiE 40°C)
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2 RBEAHABINEIEE - RMRFIA(L:5mo/L, T:1mg/L)
Chromatogram According to Japanese Pharmacopoeia—Test for
Required Detectability (Upper: 5 mg/L, Lower: 1 mg/L)

ko6 RGERMMREER (BA%H)
Results of System Suitability Test (JP Method)

System Suitability Requirements Results Judgments
Detection Area 15~25% 19.70 % PASS
System Resolution=10 23.6 PASS
Performance
System %RSD Area o
Repeatability <20% 0-20% PASS

maA|
Omeprazole
1,2-dinitrobenzene
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Chromatogram According to JP Method—System Performance
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4 RBAXARBIWEEER - REESN
Chromatogram According to JP Method—System Repeatability
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