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(1) T¥FZJ (USP Monograph of Ezetimibe, Assay, USP41-NF36)
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Conditions 1. Ezetimibe (250 mg/L)
System : GL7700 HPLC system
Column : InertSustain PFP (5 ym, 150 x 4.6 mm 1.D.) o OH
Column Cat. No. : 5020-87730 H OH
Eluent : A) CH4CN, B) CH;0H, C) H,0 3
Time(min) A(vol %) B(vol %) C (vol %)

0 27 10 63 F N

37 27 10 63 o

60 50 10 40

70 50 10 40 F

80 80 10 10 Structures are created using Chemistry 4-D Draw which is provided

20 80 10 10 by ChemInnovation Software, Inc.

90.1 27 10 63

100 27 10 63
Flow rate : 2.0 mL/min Symmetry factor (1-b) :0.95 (< 1.5)
Col. Temp. :40°C RSD of the peak area of 1-b (%) : 0.24 (<0.73)
Detection : UV 215 nm and 248 nm (PD7752 PDA Detector)
Injection Vol. 160 pL
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InertSustain PFP 5 ym 4.6 X 150 mm

5020-87730

55,000
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(2) SILEYE>-FD1 (USP Monograph of Mirtazapine, Assay, USP41-NF36)
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Theoretical plates (1) 114,327 (> 7,000)
Symmetry factor (1) :1.01(<2.0)
RSD of the peak area of 1 (%) :0.05(<1.0)
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1. Mirtazapine (300 mg/L)
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Structures are created using Chemistry

H;C 4-D Draw which is provided
by ChemInnovation Software, Inc.
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Conditions
System
Column
Column Cat.
Eluent

Flow Rate
Col. Temp.
Detection

Injection Vol.

Time (min)

: GL7700 HPLC system
: InertSustain C18 (5 ym, 250 x 4.6 mm |.D.)
No. : 5020-07346
: CH3CN/CH;OH/THF/Buffer* = 15/12.5/7.5/65, viv
1 1.5 mL/min
140 °C
1 UV 290 nm (UV7750 UV Detector)
110 uL

* Dissolve 18 g of tetramethylammonium hydroxide pentahydrate in 950 mL of
water. Adjust with phosphoric acid to a pH of 7.4. Dilute with water to 1 L.
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InertSustain C18 5 um 4.6 X250 mm

5020-07346

63,000

(8) SILAYEY-FD2 (USP Monograph of Mirtazapine Compounded Oral Suspension,

Veterinary,Assay, Second Supplement to USP41-NF36)

20194 3A M SIEERICTEA SN BHSecond Supplement to USP41-NF36 THiRITEMEIN B HERED Iz,

ILEAFELOBYAROBRARDHBRENHYEL-DOT, TboDT—4LMFLEL =,

mAU
0 20 40 60 80 100 120 140 160

1
- Standard solution of Assay
T T T T T T
0 10 20 30
Time (min)
Analyte:

Conditions
System : GL7700 HPLC system 1. Mirtazapine 500 mg/L
Column : Inertsil ODS-3 (5 pm, 250 x 4.6 mm |.D.)
Column Cat. No. : 5020-01732
Eluent : Buffer* Symmetry factor (1) :1.06 (<2.0)
Flow rate : 1.5 mL/min RSD of the peak area of 1 (%) :0.18 (< 2.0)
Col. Temp. 160 °C
Detection : UV 295 nm (UV7750 UV Detector)
Injection Vol. :10 pL

*Add 23.5 mL of 25% tetramethylammonium hydroxide solution to 626.5 mL of water. Adjust with phosphoric acid to a pH of 7.4.
Add 150 mL of acetonitrile, 125 mL of methanol, and 75 mL of tetrahydrofuran.
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Inertsil ODS-3 5 um 4.6 x 250 mm

5020-01732

63,000
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(4) R85 )TF> (Draft for USP Monograph, Sitagliptin and Metformin Hydrochloride Tablets,
Orqganic Impurities: Sitagliptin)
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N System Suitability Solution (Preparation 2) for Organic Impurities:
Sitagliptin
2
e g
N
N .
° N A
0 10 20
Time (min)
Sensitivity Solution (0.1 mg/L) for Organic Impurities: Sitagliptin
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Conditions 1. Metformi
System : GL7700 HPLC system - Si‘taagﬂirgt]ilrr:
Column : InertSustain C18 (3 ym HP, 150 x 4.6 mm I.D.) 3. Fumarate adduct of Sitagliptin
Column Cat. No. :5020-14445
Eluent : A) CH,CN ¥
B) CH;CN/Buffer* = 5/95, viv C‘H3 F w o
Time(min) A(vol%) B (vol%) HoN NH N -

[ 13 87 CH; N =N

2 13 87 T T ! O//N

21 47 53 NH NH

21.01 13 87

25 3 57 1. Metformin 2. Sitagliptin F | r
Flow Rate : 1'0°mL/min Structures are created using Chemistry 4-D Draw which is provided by ChemInnovation Software, Inc.
Col. Temp. :40°C
Detection : UV 205 nm (UV7750 UV Detector) Resolution (2-a, 3) :3.40 (> 1.5)
Injection Vol. 120l S/N for 2-b 140.0 (> 10)

* 3.45 g/L of monobasic sodium phosphate (0.025 M).
Adjust with phosphoric acid to a pH of 2.5.
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% Cat.No. {i%&
InertSustain C18 HP 3 ym 4.6 X 150 mm 5020-14445 72,000
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(5) AR>F> (USP Monograph of Memantine Hydrochloride, Organic Impurities, USP41-NF36 )
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System suitability solution for Organic Impurities
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Standard solution for Organic Impurities

Taling factor (2) 1118 (£ 2.0)
Relative standard deviation (2) (%)
2.69 (= 10.0)

Conditions
System
Column

Col. Temp.

Carrier Gas
Injection

Injection Vol.

Detection

T T
10 20

: GC-4000 Plus-FID
: InertCap 5

30
Time (min)

NH,

0.32 mm I.D. X 50 m df =0.52 ym

150 °C - 5 °C/min — 145 °C

- 10 °C/min — 250 °C (20 min)

: He 4.0 mL/min

: Split 1:50, 220 °C

1L

: FID, Auto Range, 300 °C

H;C

2. Memantine

40

Analyte

1. Memantine related compound A (1,3-Dimethyladamantane)

2. Memantine

3. Memantine related compound B(3,5-Dimethyladamantane-1-ol)

4. Memantine related compound C(1-Chloro-3,5-dimethyladamantane)

5. Memantine related compound D(1-Bromo-3,5-dimethyladamantane)

6. Memantine related compound E(N-3,5-Dimethyladamantan-1-yl formamide)

Structures are created using Chemistry 4-D Draw
which is provided by ChemlInnovation Software, Inc.
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InertCap5 0.32 mm X 50 M df=0.52 ym
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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

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

https://www.gls.co.jp
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