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1.1 = 51HF
1.1.1 Thermo Fisher Vanquish Binary FlexiB S0RE®@IE{Y1.1.2
Thermo Fisher TSQ Fortis =& PUfRAT/ERIZIY

1.1.3 Thermo Scientific Hypersii GOLD Phenyl@i&tE ( P/
N: 25903-104630)

1.1.4 g, LCMS% ( Fisher A456-4)

1.1.5 285, LCMS% ( Fisher A955-4 )

1.1.6 7K, LCMSEE ( Fisher W6-4)

1.1.7 BE&, LCMS% ( Fisher A117-50 )

1.1.8 Titan3, 17mmPVDFigjE2E, 0.22um (P/N: 42213-PV)
1.2 BERRIALEE

1.2.1 NDMATRERIESR
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ThermoFisher
SCIENTIFIC



S WYER  EXEE CAS AFNX HNT=E
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N-I#EE N-Nitrosodi- NDMA 62-75-9 C2H- 74.05
—HBE  methyamine B6N20

BB ENDMANESRIA R, FEAIZKHEZE100 ng/mLEAR
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BEERNRBRAREE, EEFRBEHRGIMLPE1nghlE
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HPLC Column Hypersil Gold Phenyl 4.6*100mm, 3um
Column Temp. 30C

Flow Rate 0.6 mL/min

Mobile Phase A

0.1% formic acid in water

Mobile Phase B

0.1% formic acid in methanol

Gradient Time(min) A% B%
0.0 95 5
1.0 95 5
3.0 80 20
7.0 0 100
9.0 0 100
9.1 95 5
14.0 95 5

Injection Volume 10 ul

Autosampler Temp. 8 C

Needle Wash

80: 20, Methanol: Water with 0.1% Formic

Acid
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AL RAL#HT—HThermo Scientific TSQ Fortis=& PUk#T
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MREFEKNEERERT; EEERRERELNEESE
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lon Source
Sheath Gas Flow Rate
Aux Gas Flow Rate

APCl+
50 arbitrary units
10 arbitrary units

Sweep Gas Flow Rate 0 units
Spray Current 5UA

Capillary Temp. 300C
Aux Gas Heater Temp. 300C

xo FERH

Compound  Precursor Product CE RF Lens
(m/z) (m/z) W) (V)
NDMA 75.0 43.071 16.16 56
58.071* 12.58 56
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El1 =E/K. LOQBREBIEE

KA ERNEEEM, ELOQKRESRMAT, NDMATSEIRIFIE
A HEFDA (FY20-006-DPA-S ) REUEEK,

2.2 HMBEREZFEN NN

FEdlREAT. 2. 5. 10, 50. 100 ng/mLAVIRER R, KA
EREEFE AT, REIMEREREERRERE, BXR
#R2 KTF0.99, IREBFOAZMIHEINFEK, F5IHUIIa6E
WERIBR (2 ng/mL) HEXRERE 6.01%, BANFRHIH
TNERIBRIRENT5%. FEEZSHERFNDMARRER E51R
ERRENT2%, 2NEFERZSERFPNDMAFNRE 1.8 ng/

mL.,
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HHE IR IEmEIR R BB BTB] (min
Blank-1 - -
Blank-2 - -
Standard-1 3273 3.77
Standard-2 3729 3.79
Standard-3 3266 3.80
Standard-4 3352 3.79
Standard-5 3580 3.79
Standard-6 3685 3.79
Blank-3 - -
Sample-1 3420 3.79
3764 3.80
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1. FY20-006-DPA-S_Liquid Chromatography-Tandem Mass
Spectrometry (LC-MS/MS) Method for the Determination of
NDMA in Ranitidine Drug Substance and Solid Dosage Drug
Product (https://www.fda.gov/media/131868/download)

2. FY19-177-DPA-S_ Liquid Chromatography-High Resolution
Mass Spectrometry (LC-HRMS) Method for the Determinati-
on of NDMA in Ranitidine Drug Substance and Drug Product
(https://www.fda.gov/media/130801/download)
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