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Determination of Genotoxic Impurities N-nitroso-N-methyl-4-
aminobutyric acid on SCIEX Triple Quad™ 4500 system
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BFIE. APCIER, EBFHER

BFRSE
NCEL: 3 pA
F1= GS1: 35 psi
JEE TEM: 350 °C

AR CUR: 15 psi
A #ES CAD: low

2. N-WAEE-N-FE-4- SR TRNEIESE,

Compound Q1 Q3 DP CE CXP

NMBA 1471 117.2 29 9 6

FLES50% FEA A, EABNZA; KR—EENE R
WIBZ R, BBHBEZE2.0 mg/mURE, EASBERER; W
N-TEREE-N-FEAFSETRIVER, IA—EE=EBERAEE
R, FHBEEREN0.2 ng/mLASER. H3BU0 pLtiE, REE

REMT, EEFNDRERELLTIE, WE,
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1. ZEAEF, ZAERMREN0.2 ng/mLASERFHRREFRE,

FA50% RER/K R R BEN-TLAEE-N-FE4-TETRIVETIE
7AiM %E0.01 ng/mL, 0.02 ng/mL, 0.05 ng/mL, 0.2 ng/mL, 0.5 ng/
mL, 1 ng/mL, 2 ng/mL, 10 ng/mL, 20 ng/mL, PAIEEFRXIRE

( SCIEX

Cutration for NVBA y =5 1370065 x + 4347806 ( = 099737) (welghting 1/ X'2)
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2. N-WHEE-N-FE-A-FETRIEMZ, LMETEREE0=0.99737,

3. 1LOQ
FIHEAPLLOQE K, N, NELRW TR, N

WIEFHERSB, N-THEEN-FEASETROERENEN M

RSD% 5 BI4101.05%412.81%, REPAEHRE, EWMRT.
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3. LLOQRE T EW M & IERE R,
3. LLOQH AT EMEI MRS R
0.01ng/mL
Compound
Accuracy (%) RSD (%)
NMBA 101.05 2.81

B2.0 mg/mLAHBZE AR, BEERRED B4 0.025ng/mL,
0.2 ng/mL#12 ng/mL N-TAEE-N-FFE-4-FE TR N

%, ERAN-THEEN-FEATETREAMSEE. LM . ) o i

ERAE R i, FATHlIE A, #EST, WIRERWOTRE, FEREN
Bl X #97.70-104.67%, FATHEMAIRSD%7E0.76-3.82%, 13
HEEK.

4. BICRMEBI MK ER
0.025 ng/mL 0.2 ng/mL 12 ng/mL
Compound
Recorvery(%) RSD(%) Recorvery(%) RSD(%) Recorvery(%) RSD(%)
NMBA 98.85 2.56 97.70 0.76 104.67 3.82
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ZRAFEASCIEX Triple Quad™ 4500 R ZeE# 7 T LC-MS/MSTTE
MEREFRSHEREN-THEN-FEL4TETROSE. HE04%
S, ETH; LMSEEH0.01 ng/ml-20 ng/ml, ZMSEE 5,
HMXARY, BREES; REEETRLLOQA0.01 ng/mL,
HEEFERZES (2.0 mg/mL) BIEE40.005 pg/g, ZIKFTTC
K, REES, HRSDA2.81%, k. 7. B=MREMNERIN
FREIRSDZ B 42.56%, 0.76%F13.82%, FRBAFEFIUASHIEIN
MR ZARIENZEERSHETIRET 5%,
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