AlOE] MK E B AD 101 MX|E|QBE
AMofA A3 LIEZAUR Ex2 1Y U758
71E :2025.1.9.
dFsiey
A =8 3% i CPCA H| 3 SHLxE
(ng/%)
1 1-methyl-4-nitrosopiperazine (MeNP) - 3 400 - 2025-01-09
2 N-nitrosodi-ethylamine, NDEA - - 26.5 - 2018-11-20
3 N-nitroso-diisopropylamine (NDIPA) - 5 1,500 - 2024-12-04
4 N-nitrosodi-methylamine, NDMA - - 96 - 2018-08-06
. . . SAR/read-across,
5 N-nit -di-n-butyl NDBA - - 26.5 2021-11-09
nitroso-di-n-butylamine, A2 NDEA
. . . SAR/read-across,
6 N-nitrosodipropylamine, NDPA - - 26.5 $E2 5 NDEA 2021-11-18
7 N-nitroso-ethylisopropylamine (NEIPA) - 3 400 - 2024-12-04
8 N-nitrosomorpholine, NMOR - - 127 - 2022-02-17
9 N-nitroso-N-methyl-4-aminobutyric acid (NMBA) - 4 1,500 - 2024-12-04
. . 4EF,
10 N-nitroso-N-methylaniline (NMPA) - - s sM oIN - -
1 N-nitroso-piperidine, NPIP - - 1,300 - 2023-12-13
12 N-nitroso-pyrrolidine, NPYR - - 1,700 - 2023-12-13
SAR/read-across,
) 2oz -
13 2-nitroso-octahydrocyclopenta(c)pyrrole 22| Z2X| E Gliclazide) - 1,700 HESH NPYRY 2023-12-13
14 N-nitroso-nebivolol, NNEB Lf|H| 2 & (Nebivolol) 4 1,500 - 2023-12-13
) o 2 EZE2(Nortriptyline)
15 N-nitroso-nortriptyline (NNORT) 00| £ 212 2l(Amitriptyline) 1 26.5 - 2024-11-06
16 N-nitroso-desmethyl-nintedanib HIE|CHe! (Nintedanib) 3 400 - 2024-03-20
17 N-nitroso-dabigatran etexilate CHd| 7} E 2H(Dabigatran) - 1,500 AMES 24 2024-06-21
18 N-nitroso-desloratadine O| A 2 2tE}El (Desloratadine) 3 400 - 2023-12-13
19 N-nitroso-N-desmethyl-desvenlafaxine G| A s 2tz A (Desvenlafaxine) 1 26.5 - 2023-12-13
20 N-nitroso-N-desmethyl-dextromethorphan S| A E 21| £ 2 ZH(Dextromethorphan) 4 1,500 - 2024-12-04
21 N-nitroso-dorzolamide = 2Z2t0| E(Dorzolamide) 2 100 - 2023-12-13
22 N-nitroso-nordoxepin S M (Doxepin) 1 26.5 - 2023-12-13
23 N-desmethyl-N-nitroso-doxycycline SA|AO| 2 l(Doxycycline) 3 400 - 2023-12-13
24 N-nitroso-N-methyl-2-[1-phenyl-1-(2-pyridinyl)methoxylethanamine S40t2l(Doxylamine) 1 26.5 - 2023-12-13
. . == 40Ul . SAR/read-across,
25 N-nitroso-duloxetine =M El(Duloxetine) - 100 HEST NNK 2023-12-13
X . C| 5| = 2| 0| E(Dimenhydrinate)
26 N-nitroso-N-desmethyl-diphenhydramine € H5|.= 22 (Diphenhydramine) 1 26.5 2025-01-09
27 N-nitroso-diclofenac |2 21 H(Diclofenac) 5 1,500 - 2023-12-13
28 N-nitroso-ranolazine impurity 1 2t 2l (Ranolazine) 3 400 - 2024-03-20
29 N-nitroso-ramipril 2t0| = 2 (Ramipril) 5 1,500 - 2023-12-13
30 N-nitroso-labetalol 2t EHE (Labetalol) 4 1,500 = 2023-12-13
31 N-nitroso-rasagiline 2tAHZ 2l (Rasagiline) 2 100 - 2023-12-13
32 N-nitroso-levofloxacin 2| 2 E 5 At (Levofloxacin) 4 1,500 - 2023-12-13
33 N-nitroso-2,6-pipecoloxilidide 21|72l (Ropivacaine) 4 1,500 - 2023-12-13
N-nitroso-folinic acid: N-[4-[[(2-amino-5-formyl-3,4,5,6,7,8-hexahydro-4-0xo-6- )
34 nitroso OInIC. e.zc\d [ [[(. ammo? ormyl-3,4,5,6,7,8 e.xa y.dro 0X0-6 £33 (Leucovorin) 4 1,500 ) 2023-12-13
pteridinvlimethvlinitrosoaminolbenzovll-L-alutamic acid
35 N-nitroso-desethyllidocaine 2| =719l(Lidocaine) 2 100 = 2024-03-20
Rivaroxaban Nitroso Impurity 1/ .
36 2|HF2 AFEHR b 4 1,500 - 2024-12-04
N-(2-hydroxyethyl)-N-phenyl-nitrous amide |8F= AR Rivaroxaban)
Rivaroxaban Nitroso Impurity 2 /
37 N-(3-(1,3-dioxoisoindolin-2-yl)-2-hydroxypropyl)-N-(4-(3-oxomorpholino) 2|HHE At2H(Rivaroxaban) 4 1,500 - 2024-12-04
phenvhnitrous amide
Ri ban Niti | ity 5
38 varoxaban Nitroso Impurity 5 / ) ) 2|4} 2 At (Rivaroxaban) 4 1,500 - 2024-12-04
N-(3-Chloro-2-hydroxypropyl)-N-(4-(3-oxomorpholino)phenyl)nitrous amide
N-Nitroso-rivaroxaban amide /
39 (S)-5-chloro-N-(2-hydroxy-3-(nitroso (4-(3-oxomorpholino)phenyl)amino) 2| Bt = AtEH(Rivaroxaban) 4 1,500 - 2024-03-20
propyl)thiophene-2-carboxamide
N-Nitroso-rivaroxaban open-ring acid / .
2|HFE AR b: , - -03-
40 (S)-2-(2-((4-(5-((5-chlorothiopbhene-2-carboxa(nitrosmido)methv-2- |BFE A EHRivaroxaban) 4 1,500 2024-03-20
41 N-nitroso-N-desmethyl rivastigmine 2|HFAE| 2 2l (Rivastigmine) 2 100 - 2023-12-13
42 N-nitroso-ribociclib impurity 1 2| 2 A| 2 & (Ribociclib) 3 400 - 2024-03-20
43 N-nitroso-lisinopril 2| Al == 2(Linsinopril) 5 1,500 - 2023-12-13




uasiey

HH =&8 3% R CPCAER e | 3Lt
(ng/2
44 N-nitroso-meropenem 0| 2T ‘& (Meropenem) 4 1,500 - 2023-12-13
45 N-nitroso-metoprolol 0| £ Z £ Z (Metoprolol) 4 1,500 - 2023-12-13
o . SAR/read-across,
46 N-nitroso-methylphenidate, NMPH O 21| L| & O] £ (Methylphenidate) - 1,300 &égg NpIp?! 2023-12-13
47 N-nitroso-moxifloxacin S A|E E At (Moxifloxacin) 4 1,500 - 2023-12-13
48 N-nitroso-mirabegron 0|2t 12 (Mirabegron) 3 400 - 2023-12-13
49 N-nitroso-mirtazapine 0| 2ELRHE (Mirtazapine) 3 400 - 2024-03-20
50 N-nitroso-varenicline, NNV Higf| L| 2 &l (Varenicline) 3 400 - 2024-06-21
51 N-nitroso-N-ethyl-valacyclovir 2atA| 2 2H| 2 (Valacyclovin 3 400 - 2023-12-13
52 N-nitroso-N-methyl-valacyclovir ghatA| 2 2H| 2 (Valacyclovir) 3 400 - 2023-12-13
53 N-nitroso-valsartan cyano-desvalerylmethylester ALE Eh(Valsartan) 2 100 - 2024-12-04
54 N-nitroso-betahistine H| E} S| A El Betahisitne) 1 26.5 - 2023-12-13
55 N-nitroso-betaxolol H Ef 2 2 (Betaxolol) 4 1,500 - 2024-03-20
56 N-nitroso-vortioxetine HE|2 A El(Vortioxetine) 3 400 - 2023-12-13
57 N-nitroso-bupropion £ I 2 1|2 (Bupropion) 5 1,500 - 2023-12-13
58 N-nitroso-bisoprolol, NBP H|A X E Z(Bisoprolol) 4 1,500 - 2023-12-13
59 N-nitroso vildagliptin amide impurity 2CH2 8 El(vildagliptin) 5 1,500 - 2024-12-04
60 N-nitroso-vildagliptin L Ch2 & El(vildagliptin) 5 1,500 - 2023-12-13
61 N-nitroso-salbutamol A5 EFZ(Salbutamol) 5 1,500 - 2023-12-13
EEES
62 N-nitroso-sertraline A EZ2(Sertraline) - x= 2%7;.50“&1 - -
63 N-nitroso-celiprolol 2| ZEE(Celiprolol) 5 1,500 - 2024-03-20
64 N-nitroso-sotalol 2EHE (Sotalol) 4 1,500 - 2023-12-13
65 3—[2—(N—n|troso—N—methyl)ammo)ethyl]—{N—methyl—1H—mdole—S— 20} 2 EH(Sumatriptan) 1 265 R 2023-12-13
methanesulfonamide
66 N-nitroso-pseudoephedrine 71 =0 5| £ 2l (Pseudoephedrine) 4 1,500 - 2023-12-13
67 N-nitroso-cinacalcet A|LEZE M| E (Cinacalcet) 3 400 - 2024-01-18
68 2,2,5-trimethyl-3-nitroso-1,3-oxazolidine AlOke A 2}2l(Cyanocobalamine) 4 1,500 - 2024-12-04
7-ni -3-(trifl hyl)-5,6,7,8- h 1,2,4]triazolo-[4,3- i
69 nitroso-3-(trifluoromethyl)-5,6,7,8-tetrahydro[1,2,4]triazolo-[4,3- a]pyrazine, AEF2 2l Sitagliptin) 5 100 ; 2024-10-25
NTTP
70 N-nitroso-desmethy! citalopram A2t 2 Z 2 (Citalopram) 1 265 - 2023-12-13
7 N-nitroso-ciprofloxacin A|Z2EF A (Ciprofloxacin) 4 1,500 - 2024-01-18
72 1-diphenylmethyl-4-nitrosopiperazine ALt2| Z (cinnarizine) 3 400 2025-01-09
73 N-nitroso-desmethyl-sildenafil A | LHE (Sildenafil) 3 400 - 2024-03-20
74 N-nitroso-cilazapril Al atxtz 2 (Cilazapril) 5 1,500 - 2023-12-13
75 1-(2,3-dichlorophenyl)-4-nitrosopiperazine ot2|m| Z 2t& (Aripiprazole) 3 400 - 2024-03-20
76 N-nitroso-desmethyl-azelastine OF2tA El(Azelastine) 2 100 - 2024-03-20
ICH A, B
77 N-nitroso-azaerythromycin OFX| A 2 040| Al(Azithromycin) - c [[?; ;?_jl ol HBlo|e 28| 2023-12-13
] ] ICH Q3A/Q3B e
78 N-nitroso-desmethylazithromycin OFX| A 2010| 4l(Azithromycin) - ﬁ?ﬂ ;?El of Hglo|2M 242 2023-12-13
79 N-nitroso-atenolol O}Ef| =& (Atenolol) 4 1,500 - 2023-12-13
. . . SAR/read-across,
80 N-nitroso-Atomoxetine OFE = M| El(Atomoxetine) - 100 2024-03-20
AXZSE NNKD
81 N-nitroso-apixaban impurity B OFZ AtEH(Apixaban) 4 1,500 - 2024-12-04
82 3-amino-N-nitrosopiperidine 2228 El(Alogliptin) 3 400 - 2024-01-18
83 N-nitroso-ambroxol 2t E 2 £ (Ambroxol) - 1,500 AMES 24 2024-03-20
84 N-nitroso-enalapril o g2t= & Enalapril) 5 1,500 - 2023-12-13
85 N-nitroso-esmolol ol AZE(Esmolol) 4 1,500 - 2024-01-18
86 N-nitroso-folic acid, NFA gat/Z L (Folic acid) 4 1,500 - 2023-12-13
87 N-nitroso-N-desmethylorphenadrine, NMOA 2 2H|LtE2l(Orphenadrine) 1 26.5 - 2023-12-13
88 N-nitroso-imatinib O|OH E| & (Imatinib) 5 1,500 - 2024-03-20
. ) O|~AAZH|E B L|EH0|E
89 N-nitroso-ethylenediamine-triacetic acid . . 4 1,500 - 2024-03-20
(Isosorbide mononitrate)
) O|~AAZH|E BLL|EH0|E
90 N-nitroso-iminodiacetic acid . . 4 1,500 - 2024-03-20
(Isosorbide mononitrate)
91 Indapamide Impurity A QICHI}HO| =(Indapamide) 5 1,500 - 2024-03-20
92 N-nitroso-ketamine # Et2l(Ketamine) 5 1,500 - 2023-12-13
93 N-nitroso-aryl piperazine / N-nitroso-desalkylquetiapine, NDAQ 0{| E|OHEl (Quetiapine) 3 400 - 2023-12-13
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94 N-nitroso Quetiapine HEEP Impurity 0{| E|OHEl (Quetiapine) - 1,500 AMES 24 2024-03-20
95 N-nitroso-N-desmethy! clarithromycin Zeli2| E20t0| &l (Clarithromycin) 4 1,500 - 2023-12-13
96 N-nitroso-cloazpine 22X} (Cloazpine) 5 1,500 - 2023-12-13
97 N-nitroso-tigecycline E}O| 7kAFO| 2 2l(Tigecycline) 5 1,500 - 2023-12-13
98 N-nitroso-tamsulosin EhA 2 A(Tamsulosin) 4 1,500 - 2023-12-13
N-nitroso terazosin impurity C /
99 6, 7-Dimethoxy-2-(1-piperazinyl)-4-quinazolinamine; 2-(1-Piperazinyl)-4- Bl 2t = Al (Terazosin) 3 400 - 2024-12-04
amino-6, 7-dimethoxyquinazoline
N-nit te ini ity N
100 _ Nenitroso terazosin impurity N / B2t Al (Terazosin) 3 400 - 2024-12-04
(4-Nitrosopiperazin-1-yl) (tetrahydrofuran-2-yl)methanone
101 N-nitroso-desmethyl terbinafine Ef| 2 | L} El(Terbinafine) 1 26.5 - 2024-03-20
102 N-nitroso-terbinafine impurity A Bl 2H|Lt 2l (Terbinafine) 1 26.5 - 2024-03-20
103 N-nitroso-tetracaine Ef| E2}7}9l(Tetracaine) 3 400 - 2024-01-18
104 N- nitroso-desmethyl-tramadol E 2t0HE(Tramadol) 1 26.5 - 2024-12-04
105 N-nitroso-desmethy! trimebutine E 2|0 £ El(Trimebutine) 5 1,500 - 2023-12-13
106 N-nitroso-trimetazidine, NTMZ E 2|0 ELX| El(Trimetazidine) 3 400 - 2023-12-13
107 N-nitroso-ticagrelor E|7} 1 2{(Ticagrelor) 5 1,500 - 2024-01-18
) ) e Al . SAR/read-across,
108 N-nitroso-paroxetine =M El(Paroxetine) - 1,300 Hx2™ NpIPD 2023-12-13
109 N-nitroso-phenylephrine If| 2 2| = 2l (Phenylephrine) 2 100 - 2023-12-13
110 N-nitroso-perindopril I 21 = = E(Perindopril) 5 1,500 2023-12-13
111 N-nitroso-felodipine 2 C|H(Felodipine) 5 1,500 - 2023-12-13
ET|HolEZE ICH Q3A/Q3B0
112 N-nitroso-calcium folinate = - HBO|{Y 28 2024-03-20
(Calcium folinate/ Calcium levofolinate) w2t 22| |golae g
113 N-nitroso-furosemide FE 2 M|0| E(Furosemide) 4 1,500 - 2023-12-13
114 N-nitroso-pramipexole I 2t0|E & (Pramipexole) 3 400 - 2023-12-13
115 N-nitroso-frovatripta n/(3R)-2,3,4,9-tetrahydro-3-(.N-methyl(nitroso)amino)-1 H- 2 HHE Y EHFrovatriptan) 3 400 R 2023-12-13
carbazole-6-carboxamide
116 N-nitroso-propanolol Z2Z2ksE(Propanolol) 4 1,500 - 2023-12-13
117 N-nitroso-flecainide E2)710|L| E(Flecainide) 4 1,500 - 2023-12-13
- . SAR/read-across,
118 N-nitroso-fluoxetine E 22 M| El(Fluoxetine) - 100 P B 2023-12-13
HESE NNK
" L ICH Q3A/Q3B — o
119 N-nitroso-hydrochlorothiazide 5| E 22 2 2 E|OFX| E(Hydrochlorothiazide) - Q3A/Q380) HIHO|Y 2+ 2023-12-13

2t pre)

1) NNK : 4-(methylnitrosoamino)-1-(3-pyridinyl)-1-butanone
2) NPIP : N-nitroso-piperidine
3) NPYR : N-nitroso-pyrrolidine




