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(1) LiRteFUDUIEREE (USP Monograph of Levocetirizine Dihydrochloride,
Organic Impurities, USP42-NF37)
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USPOERER 8 Y O RIE & 1-a
1-a Column : Inertsil SIL-100A (5 um, 250 x 4.6 mm |.D.)
g N Column Cat. No. : 5020-01712
© Flow rate : 1.0 mL/min
4 > Injection Vol. 120 uL
E 2-a
s 4
> <
[S
1 /PN o _
° Resolution (1-a, 2-a) :11.7 (> 3.0)
IS 8 i 1\0 i 1‘2 i 1‘4 i 1‘6 i 1‘8 Symmetry factor (1-a) 11.21(<2.0)
| L Time (min) RSD of the peak area of 1-a (%) : 0.18 (< 5.0)
o
0 10 20
Time (min)
EREL-BIESEY 1-b
1-b o~ Column : Inertsil SIL-100A (3 um, 150 x 3.0 mm I.D.)
S A Column Cat. No. : 5020-04225
® | 2-b Flow rate : 1.0 mL/min
> Injection Vol. 10 L
s [S
©
o |
g WK 7 ,
4 Resolution (1-b, 2-b) 17.31(>3.0)
s -/ o T PR Symmetry factor (1-b) :1.28 (<2.0)
5 : 20 Tlm?e(zmln) RSD of the peak area of 1-b (%) :0.05 (< 5.0)
o
0 2 4
Time (min) 1. Levocetirizine ( 200 mg/L) 2. Chlorobenzhydryl Piperazine (0.2 mg/L)
cl
Conditions
Eluent : A) CH,CN O
B) CH;OH
C)1MH,S0O,in H,O
A/BIC = 93/6.6/0.4, VIviv O N/\
Col. Temp. :30°C b N
Detection 1 UV 230 nm c N\/\O/\[(OH < >
o NH
Structures are created using Chemistry 4-D Draw which is provided
1§m by Chemlnnovation Software, Inc.
hIL
e Cat.No. {H4&
Inertsil SIL-100A 5 um 4.6 X 250 mm 5020-01712 63,000
A Cat.No. i+
Inertsil SIL-100A 3 pm 3.0 X 150 mm 5020-04225 62,000
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(2) LRFS5tA2L-FD1 (USP Monograph of Levetiracetam Tablets, Assay, USP42-NF37)

CH5H, 2018 FICABRNERELRYELHEBEATYT  MIFEN4 umEPORFRGH A XHHEESNTVE
T O—TIYAIVRGS BEDFAVTYITIFLEWNAT LY A XERE T HENTEE T FHLENS
LY AZXMEESNTOTERYDRIZIE, FOEHETREICERE IS,

1. Levetiracetam (350 mg/L)

] 1 0
§
E NH,
2 ] N o}
£ g - Symmetry factor (1) :1.26 (< 2.0) Q?
= RSD of the peak area of 1 (%) :0.19(<2.0)
3 Structures are created using Chemistry
. 4-D Draw which is provided
. by ChemInnovation Software, Inc.
0 2 4 6 8 10
Time (min)
Conditions
Column : InertSustainSwift C18 (4 um, 250 x 4.6 mm I.D.)
Column Cat. No. 1 5020-
Ellg:vnlt?ate ggﬁsﬁ;ﬁer* =8/92, viv * 1.4 g/L of monobasic potassium phosphate and 0.6 g/L of sodium 1-heptanesulfonate,
Col. Temp. 4'0 °c adjusted with phosphoric acid to a pH of 2.8
Detection 1 UV 220 nm [T TIE, BT LIEDEA20 MPaz iz 52 M HVET,
Injection Vol. 210 uL 20 MPa# Bz I IRIE TN T 2N T LD B0 R FED A HEMESH FT23,
FIEA CERLARDIEETHVEE e
fEH
VTN w4 Cat.No. fH4&
InertSustainSwift C18 4 um 4.6 x 250 mm 5020- B HLFEY

(8) Y/8Ax4/ > (Draft for USP Monograph, Rivaroxaban Tablets, Assay)

20193 AICAFEN =, USPOREDRIEFHEYICERELI=T —2TY . AT LEENE5 mmEBEHSN
TWELEA, COEILEEICBLVATLYAXTH, Bt THN LRS- RFETHIENTEET,
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E ¥ Symmetry factor (1) :10.97 (< 1.5)
u RSD of the peak area of 1 (%) :0.06 (< 1.5)
o
g8 -
o
0 2 4 10 12 14 16
Time (min)
Conditions
Column : InertSustainSwift C18 (3 um, 55 x 4.0 mm I.D.)
Column Cat. No. : 5020- 1. Rivaroxaban (200 mg/L)
Eluent : A) CH,CN

B) 10 mM H,PO, in H,0

[¢]
- " o]
Time(min) A(vol%) B (vol%) / \
0 8 92 N\)\/NH cl
13.0 51 49 o) S
131 8 92
o

160 8 92
Flow rate : 1.0 mL/min N
Col. Temp. 145°C \)

" [¢] Structures are created using Chemistry
Detection 1 UV 250 nm 4-D Draw which is provided
Injection Vol. 15k by ChemlInnovation Software, Inc.
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InertSustainSwift C18 3 ym 4.0 X55 mm 5020- B HLAED
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(4) LRFStEE2L-FMD2 (USP Monograph of Levetiracetam Oral Solution, Assay, USP42-NF37)

TD2o0HyATNT AL, LRFSEALOBEORBDUSPOREREIZLI=A>TREBLI-T—4T9, =
HE5NEETDREIZIL. InertSustain C18&InertSustainSwift C18MD 2N HS LTT—2EIEBL. FhEh
DIERZLEELEL-, TDOHR. InertSustain C18D AN, BIERRILEYMDOE—HZEFFHOBETFEID
FYBLDBETHIENTE, Hh D, VUAN —FBREEIYNTALMENBONELZ, COKIIZ, O—T /LA
IVRATIEEHESATITDENZTNETNDREECREBLIEDSLEETEL, HEHSLERDHTL
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InertSustain C18%FALI-BEDAIFHE R

o 1-a
8 -
2 7] Symmetry factor (1-a) (<2.0)
€ RSD of the peak area of 1-a (%) <2.0)
§ -
o
0 ' 2 ' 4 ' 6 ' 8 10 ' 12 14
Time (min)
InertSustainSwift C18%{f AL =B D AIEHER
1-b
o
8 -
2 T Symmetry factor (1-b) 11.37 (<2.0)
€ RSD of the peak area of 1-b (%) :0.04 (< 2.0)
o
IS
o
0 ' 2I ' 4I ' 6I ' 8I 10I 12I 14I
Time (min)
Conditions
Column : C18 columns (5 ym, 150 x 4.6 mm I.D.)
Eluent :A) CH;CN
B) 0.1% HgPO, in H,0 1. Levetiracetam (1000 mg/L)
Time (min) A(vol%) B (vol%) 0
0 8 92
6 8 92 NH
7 60 40 2
10 60 40 N
11 8 92 0
15 8 92
Flow Rate 1 1.5 mL/min :
Gol Tomp. a0 e
Detection 1 UV 230 nm by ChemlInnovation Software, Inc.
Injection Vol. 120 pL
= F
HIL
e Cat.No. {H4&
InertSustain C18 5 uym 4.6 X 150 mm 5020-07345 55,000
RES Cat.No. fili#&
InertSustainSwift C18 5 um 4.6 x 150 mm 5020-88026 55,000




B)LRFS+4EL-FD3 (USP Monograph of Levetiracetam Extended-Release Tablets, Assay, USP42-NF37)

CHLDRERETIX, 6 DHEITINSHE—()DABREINhTVET, COE—JIZ DWW T T —2 G R E T,
Standard stock solutionZ & 9§ BRI ERTATHFREDE—ITHAEEZHERLTEYET . CO XS4, EFEICEIE

I THBVNEDLDOLBNESLRBOERDL. O—TII (I RAFEEICHLELETEYET  ERABED ST
TERYDERIZIF, F OIS,

1
1. Levetiracetam (80 mg/L)
i o)
- H)LNHZ
g -
2 ] o
E e Symmetry factor (1) 117 (< 2.0)
o RSD of the peak areaof 1 (%) :0.06 (<2.0)
<
— Structures are created using Chemistry
5 _ (*) 4-D Draw which is provided
_ by ChemInnovation Software, Inc.
o A
0 2 4 6 8 10 12 14
Time (min)
Conditions
Column : InertSustain C8 (5 pm, 250 x 4.6 mm |.D.)
Column Cat. No. : 5020-16028
Eluent : CH3CN/Buffer* = 10/90, viv
Flow Rate 1 1.5 mL/min
g::;zz:f' ?ﬁ/ ZCOS nm * 1.4 g/L of anhydrous dibasic sodium phosphate in water. Adjust with phosphoric acid to a pH of 3.5.
Injection Vol. 110 uL
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Cat.No. fifi &

InertSustain C8 5 um 4.6 X 250 mm

5020-16028 63,000
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TEL.03(5323)6611
TEL.06(6220)0500
TEL.045(985)7900
TEL.024(534)2191
TEL.029(858)3700
TEL.048(778)5001
TEL.043(248)2441
TEL.052(931)1761
TEL.082(233)1101
TEL.092(738)6633

~ o~~~ —

TEL.04(2934)2121
TEL.04(2934)1100
TEL.024(533)2244

FAX.03(5323)6622
FAX.06(6220)0601
FAX.045(985) 7901
FAX.024(536)1518
FAX.029(858)3780
FAX.048(778)5005
FAX.043(248)2485
FAX.052(931)
FAX.082(233)
FAX.092(738)

1814
1110
6636

FAX.04(2934)2128
FAX.04(2934)3361
FAX.024(534)2139
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