L-column3 Application Data Sheet for LC CERI

Application No. L3070
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L-column3 Application Data Sheet for LC Application No. L3070
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[ Analytical condltlons 1

Column L-column3 C18 (3 um, 12 nm); 3.0 mm I.D. x 50 mm L.; Cat. No. 821490
Eluent A: 7ERZNIL or X5)-)b, B: KRB, A%: 0-20-70-80- 80% (0-10.6-23.9-25.6-30.6 min)
Flow rate 0.4 mL/min
Temperature 40°C
Detection UV 240 nm
Injection volume : 1 pL
Sample NLZHU>BEREEE (100 pg/mL); N-=bOY/XL=7U> (10 pg/mL) in 80%X45.)—)b
System Agilent 1260 Infinity I
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[ Analytical condltlons ]

Column L-column3 C18 (3 ym, 12 nm); 2.0 mm L.D. x 50 mm L. Metal-free; Cat. No. 861140
Eluent A: X5)=)b, B: KRB, A%: 10-70% (0-10 min)
Flow rate 0.2 mL/min
Temperature 40°C
Detection ESI-MS/MS (+)
Injection volume : 5 pL
Sample NUZH)VBEREEE (1.7 mg/mL); N-Z~OY/XLZHYU> (10 ng/mL) in 80%X45./—)L
System LC: Ultimate 3000 Bio RS (Thermo Fisher Scientific K.K.); MS/MS: 3200 QTRAP (SCIEX)
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L-column3 Application Data Sheet for LC Application No. L3070 CERI
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[ Analytical conditions ]

Column . L-column3 C18 (3 um, 12 nm); 2.0 mm I.D. x 50 mm L. Metal-free; Cat. No. 861140
Eluent © A A=), Bl POERZVIKIEMR, A%: 10-70% (0-10 min)

Flow rate ;0.2 mL/min

Temperature . 40C

Detection . ESI-MS/MS (+)

Injection volume : 5 L

System . LC: Ultimate 3000 Bio RS (Thermo Fisher Scientific K.K.); MS/MS: 3200 QTRAP (SCIEX)
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N-ZROYILZ7U>%80%X*5 ) —IUTERRL. 6B DODHTUIRERREZ/ERRLELI. RSD(Z0.5 ng/mLTE10%RTHI,
EENTIRERMETUIZ. 0.5-50 ng/mLOFEEN CEREZHER TEEU.

E—-ImiE 60000 -
ng/mL  AVERAGE SD RSD(%) 50000 |y = 1003.7x + 183.13

0.5 581 38.9 6.7 © 40000 R?=10.9989

1 1044 61.1 5.9 é 30000

5 4966 267.3 5.4 & 20000

10 9845 321.1 3.3 10000
20 21516 332.2 1.5 ° 0 -0 40 0
50 49967 982.9 2.0 ng/mL
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Z#ERR 0 1 ng/mL N-ZROVALZHUY in X59)-)
Giv Sl : 0.5 mg/mL NLZHUZBARBEE in X5./-)
FHA2 : 0.5 mg/mL NLZHUZBEREEE, 1 ng/mL N-ZhOYXLZHUY in X5)-)

System Suitability Criteria Result
The % RSD(n=6) of 1 ng/mL N-Nitrosovarenicline =10% 5.1%
The % RSD(n=6) of 1 ng/mL N-Nitrosovarenicline 85-115% 99.1%

%2 “Liquid Chromatography-High Resolution Mass Spectrometry (LC-ESI-HRMS) Method for the Determination of Varenicline Nitroso-Drug
Substance Related Impurity (NDSRI) in Chantix™ Drug Product and Varenicline Drug Substance ”.
https://www.fda.gov/media/151470/download (accessed 2025-10-15)
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[ Analytical condltlons ]

Column . L-column3 C18 (3 pm, 12 nm); 3.0 mm I.D. x 50 mm L.; Cat. No. 821490

Eluent DA AP =), B KRIBIR, 3TV NARE

Flow rate : 0.4 mL/min

Temperature 1 40%C

Detection : UV 240 nm

Injection volume : 1 pL

Sample : API (100 pg/mL); NDSRI (10 pg/mL) in 80%X*45./—)

System : Agilent 1260 Infinity I
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[ Analytical condltlons 1

Column . L-column3 C18 (3 Hm, 12 nm); 2.1 mm I.D. x 150 mm L. ; Cat. No. 811020

Eluent t A A5 =), B JKRIBEE, A%: 10-50-90% (0-15-30 min)

Flow rate : 0.2 mL/min

Temperature : 40C

Detection . APCI-MS/MS (+)

Injection volume : 5 pL

Sample © &1-2 ug/mLin X5)-=)

System : LC: Ultimate 3000 Bio RS (Thermo Fisher Scientific K.K.); MS/MS: 3200 QTRAP (SCIEX)
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