Metron Speciality Chemicals

? ) Kemosynth

C-103, Jai mata di compound, Kalher, Thane, Maharahstra, India, 421302

+91-9987316525/+91-9987009821

info@metron.co.in / Sales@metron.co.in

S.No | Impurity Name IUPAC NAME CAS NO M.F & Structure
MOLWt
Quetiapine Fumarate Impurities
[¢]
$—CH
ged *
1 EP Impurity-A 2-[2-(4-Dibenzo [b,f] [1,4]thiaz¢ Cz3H27N303S/ Y
11-yl-1-piperazinyl)ethoxy]-eth { )
acetate 425.54 "b
oS
2 EP Impurity-B 11-(Piperazin-1-yl)dibenzo Cy17H15CINSS / (N__N)” e

[b,f][1,4]thiazepine.HCI

331.86




EP Impurity-C

2-(2-(4-(Dibenzo[b,f][1,4]
thiazepin-11-yl)piperazin-1-
yhethoxy)ethyl 2-(4-
(dibenzo[b,f][1,4]thiazepin-
11-yl) piperazin

CaoHa2Ng03S, /
718.93

I
. éi

EP Impurity-D 1,4-Bis(dibenzo[b,f][1,4] CaoH2aN4S, /
. o goan e : N
thiazepin-11-yl)piperazine 504.67 I NCN‘QS
-1-yl)acetate N@
EP Impurity-E 1,2-bis[2-(4-Dibenzo [b,f] CaoHasNs03S; / OIFG
[1,4]thiazepin-11-yl-1- 204.95 (}f’ ha
piperazinyl)ethoxylethane ' " @’“
0
EP Impurity-F (2-((2-Aminophenyl)thio) Cy1H7N303S / (NSO
phenyl) (4-(2-(2-hydroxy 40152 e ° N
ethoxy)ethyl)piperazin-1-yl) @’
methanone
0
HN
EP Impurity-G Dibenzo-(1,4)-thiazepine- C1sHoNOS/ O\s
11(10H)-One 227.28
? O—/_DH
N
EP Impurity-H 2-[2-(4-Dibenzo[b,f][1,4] Cy1H2sN305S / (N__)
thiazepin-11-yl-piperazin-1- 399.51 d‘b
: s

yl-1-oxide)ethoxylethanol




9 EP Impurity-l 2-[4-(Dibenzo[b,f][1,4] CioH21N30S / .
thiazepin-11-yl)piperazin-1- @: b
1yllethanol . HCI 339.45 s
o
/_/
; : T
10 EP Impurity-J 2-[2-(2-{2-[4-(Dibenzo[b,f] CpsHa3NsO, / i
[1,4]thiazepin-11-yl)piperazin 471.61 (N__N)
-1-yllethoxy}ethoxy)ethoxy] ' N=
ethanol @s
11 EP Impurity-K N-(2-((2-(4-(2-(2-Hydroxy Cp4H33N30,S / 0 (\N/\/O\/‘
ethoxy)ethyl)piperazine-1- 459.60 H:,CJ\NH o
carbonyl)phenyl) thio) ) @/5%
phenyl)acetamide HCI
12 EP Impurity-L 2-(2-(4-(9-Chlorodibenzo[b,f] C,1H,4CIN;0,S f_‘/o_f‘OI
[1,4]thiazepin-11-yl)piperazin N
i / 417.95 “ Q
1-yl)ethoxy) ethanol @N N
0
13 EP Impurity-N 4~[2-[2.-(4-Dibenzo [b,f] Ca9Ha1Ns03S / ot
[1,4]thiazepin-11-yl-1- 539.73 (\NH
piperazinyl)ethoxylethyl]-1- ' @I:NH -
[(2-hydroxyethoxyl)ethyl]- = sb
piperazine(U/D)
14 EP Impurity-O 11-(4-(2-(2-(Trityloxy)ethoxy) CaoH39N30,S / D
ethyl)piperazin-1-yl)dibenzo 625.82 0044
[b,fl[1,4]thiazepine ' (j"’ )
N




15 EP Impurity-P 11-(4-Ethylpiperazin-1-yl) C1oH21N3S / (\N/“CHﬂ
dibenzo[b,f][1,4]thiazepineHClI 323.46 . N\)
LD
16 EP Impurity-Q 4-(Dibenzol[b,f][1,4] thiazepin- CasH3aN30,S / Q
11-y1)-1,1-bis[2-(2-hydroxy 3 ”C"AJO\/\
: o) 472.62 s £
ethoxy) ethyl]piperazin-1-ium OH
OH
0
HaC O L LW
17 EP Impurity-R (E)-4-Ethoxy-4-oxobut-2- CgHgO4/ 4
enoic acid 144.13
18 EP Impurity-S 2-[2-[4-(5-Oxidodibenzo C21H25N303S / o/
[b,f][1,4]thiazepin-11-yl)-1- 399.51 (‘-N/—-/
piperazinyllethoxy]ethanol ' . NJ
HCI C[S )
\c\)
19 EP Impurity-T 4-(Dibenzo[b,f][1,4]thiazepin- C17H16N,0S / (:3
11-yl)morpholine 206.39 N
LS
20 EP Impurity-U Dibenzol[b,f][1,4]thiazepin-11- Ci3H1oN,S / NH2
amine(U/D) 226.30

2-(2-(4-(Phenanthridin-6-




21 EP Impurity-V yl)piperazin-1-yl)ethoxy) C21H25N50, / (\)N/\/O\/
ethanol 351.44 O NN
22 EP Impurity-w 11_-(2-(}-2—(4-(Dibelnzo[b,.ﬂ[1 4] Ca4H31:N40,S; / - ¢
thiazepin-11-yl)piperazin-1- 592.77 QN\ N_J N
yl)ethoxy)ethoxy) dibenzo Sé L
[b,f][1,4]thiazepine
/___/c
HN/_-\N__/—‘O
23 HEEP Impurity 1-[2-(2-Hydroxyethoxy) CsH1sN20,/ —
ethyl]piperazine 174.24
ES-Omeprazole Impurities
24 EP Impurity-A 5-methoxy-1H- CgHgN,0S / Hs;CO N
T . N SH
benzo[d]imidazole-2-thiol 180.23 \@HF
25 EP Impurity-B 2-(((3,5-dimethylpyridin-2- C16H17N302S / | Hico ” gm/c
yl)methyl)sulfinyl)-5-methoxy- 315.39 \©:N\>—s Sy
1H-benzo[d]imidazole B
26 EP Impurity-C 5-methoxy-2-(((4-methoxy- C17H1sN30,S / OCH,
3,5-dimethylpyridin-2-yl) 329.42 HaC Ct

methyl) thio)-1H-benzo
[d]imidazole.

5-methoxy-2-(((4-methoxy-

C17H19N30,S /




27 EP Impurity-D 3,5-dimethylpyridin-2-yl) 361.42 OCH,
methyl)sulfonyl)-1H-benzo H5CO. N B C
[d]limidazole \C[ i |
N o
28 EP Impurity-E 4-methoxy-2-(((5-methoxy- C17H19N30,S / OCH3
1H-benzo[d]imidazol-2- 361.42 H,CO N HiC A
yl)sulfinyl)methyl)-3,5- \@ N
dimethylpyridine 1-oxide N
3 / (o]
N/),,N =
29 EI.D Impurity F&G 1,?—D|me.thyl-8-metho_xy_-12- CieH13N30,S8 / | Heco N b .
Mixture thioxopyrido[1',2":3,4]imidazo] 311.36
1,2-a]benzimidazol-2(12H)- s
one and 1,3- HyCO W 7 A
Dimethyl-9-methoxy-12- \C[N/VN &
thioxopyrido[1',2":3,4]imidazo] G)
1,2-a]benzimidazol-2(12H)-
one Mixture
30 EP Impurity-H 2-(((4-chloro-3,5-dimethyl C16H16CIN;0,5 / . ¢ .
pyridin-2-yl)methyl)sulfinyl)-5- 349.84 “3°°\©:N\>_$S?\f)’ ?
methoxy-1H-benzo[d] N N
imidazole
3 EP Impurity-I 4-methoxy-2-(((5-methoxy- Ca7H19N305S / OCH;3
1H-benzo[d]imidazol-2- 377.41 H,CO g 5’30 o c
yl)sulfonyl)methyl)-3,5- \@N\h 3
dimethylpyridine 1-oxide Ho© E
32 Chloro Impurity 2-Chloromethyl-3,5-dimethyl- CoH13Cl,NO/ OCH,
4-methoxypyridine HCI 222.11 HC = ' CHs
= cl




33

Es-Omeprazole
impurity at 0.25 RRT

1-(5-methoxy-1H-benzo [d]
imidazol-2-yl)-3,5-dimethyl-4-
oxo-1,4-dihydropyridine-2-
carboxylic acid

Ci¢H15sN30,4 /
313.31

Aspirin Impurities

34 4-Hydroxy benzoic acid C,;H:0; / 138.12
35 4-Hydroxy Isopthalic acid CsHeOs / 182.13 COOH
e
COOH
36 2-Hydroxy benzoic acid C;Hs0s / 138.12 @iCOOH
OH
37 2-((2-Acett)_xybenzoyl)oxy) C16H1206 / coon j’\
benzoic acid 300.26 @: SH o ~cH,
OJ\©
38 2-((2-Hydroxybenzoyl)oxy) C1aH100s / on ‘Hgec
benzoic acid 258.23 ©/U\O




39 2-Acetoxybenzoic anhydride " ,IOL j\
H " 0 O O 0O °C
342.30
o]

Dipyridamole Impurities

40 EP-Impurity-A 2,2'—[[.4,E.)‘,B-Tri(piperidi.n—j-l CasHaoNsO; / O
yhpyrimido [5,4-d] pyrimidin- N " oH

sl 484.64 i,
2-yl] nitrilo]diethanoL NS S ~"or
NAN/ =N
A

41 EP_lmpurity_B 2’?l’2"-,2-!"’2lllll2lnll_l{[8l_ C24H41N706 / (Nj l/\OH
(Plpelrldllnl—1—yl)pyrlm_ldo[5,4- 523.63 LN RS
d]pyrimidine-2,4,6-triyl] @Am "
trinitrilo] hexaethanol L G .

42 EP-Impurity-C 2,2'-[[6-Chloro-4,8-di (pipe C20H30CINO; / /.ﬁ\\: NTN\/\-OH
ridin-1-yl)pyrimido[5,4-d] 435.95 oI UNT Y
pyrimidin-2-ylJnitrilo]diethanol ' [”j

43 EP-Impurity-D 2,2i—[[6-(2-Hydroxy_et-hyI) Cz2H31N50; / O
amino-4,8-di(piperidin-1- 460.57 N OH

s A : NS NN
yh)pyrimido[5,4-d]pyrimidin-2- B :,1,’
ylInitrilo]diethanol T QN)

44 EP-Impurity-E 2,2',2‘.’,2.”‘-[[6,8-di(pip.er.id.in-1- CaqHaoNgO, /
yh)pyrimido[5,4-d]pyrimidine- 504.63

2,4-diyl] dinitrilo]tetraethanol




(UD) D
N |/\0H
NS Nap-N oy
s
Gon Lo
45 EP-Impurity-F 2,2',2",2"-[[4-[(2-hydroxy Ca;H37N;05 /
ethyl)amino]-8-(piperidin-1- 479.57 N o

yl)-pyrimido[5,4-d]pyrimidine-
2,6-diyl]dinitrilo]tetraethanol
(U/D)

46 EP-Impurity-G 6-Dichloro-4,8-di(piperidin-1- C16H20ClNg / NS N‘YCI
yl)-pyrimido[5,4-d]pyrimidine A FmN
k 367.28 S !
Metoprolol Impurities
47 EP-impurity-A (2RS)-1-(Ethylamino)-3-[4- C14H23NO3 / OH y
(2-methoxyethyl)phenoxy] 253.34

propan-2-ol

0 AN
H30~0’\/©

48 EP-impurity-B

4-(2-Methoxyethyl)phenol

C12H17Cl0s /

244.71
49 USP-impurity-B (+/-)1-Chloro-2-hydroxy-3- C1,H15Cl05 / e
[4-(2-methoxyethyl) SAAT /\/@0\*’
phenoxy]-propane - Hyfgy
50 EP-impurity-C 4-[2-Hydroxy-3-(1-methyl Ci3H1sNO; /

ethyl)aminopropoxy]benzald

237.29




ehyde

51 EP-impurity-O (2)-N,N-Bis[2-hydroxy-3-[4- Ca7HaCINOg /| HOAA (
(2-methoxyethyl) phenoxy] 512.08 U A ng
propyl](1-methylethyl) /\ggk;?fm
amine. hydrochloride

DiValoprex Sodium Impurities

O
CSH1002 / H3C\/\)LOH
52 Valeric acid e
(o]
HaC\/Yu\
: § OH
53 2-Methyl Valeric acid CeH1,0; / CH,
116.16
o OH
54 2-Ethyl Valeric acid C7H140: / 3 CH
130.18
Oy _OH
55 2-Buty! Valeric acid CoHi150, / HSC\/\I/\G
158.24
56 Diallyl aetic acid C8H1202/ fin
140.18 /\5\
HCZ COOH
(o]
HsC
OH
57 2-1sopropyl Valeric acid CsH160, / \/jfl\

144.21




58 Methyl Valproate CoH150, / HsC o
158.24 \/___>—<
OCHj,4
H5C
Ondansetron Impurities
59 EP Impurity-A (3RS)-3-[(dimethylamino) C16H2:CIN,O / Q N
methyl]-9-methyl-1,2,3,9-tetra 292.80 w \
. .HClI
hydro-4Hcarbazol-4-one.HCI N
CHyj
60 EP Impurity-C 9-methyl-1,2,3,9-tetrahydro- CisHisNO / o
4H-carbazol-4-one 199.25 Q_ﬁ)
N
EH,
61 EP Impurity-D 9-methyl-3-methylene- CiH13NO / Q
1,2,3,9-tetrahydro- carbazol- Q—ﬁf
211.26 N\
4-4H- one s
62 EP Impurity-E 1H-Imidazole CsH4N, / 68.08 ==
N;_:/NH
—
NH
N =
63 EP Impurity-F 2-Methyl-1H-imidazole C4HgN, / 82.10
CHgs
64 EP Impurity-G (3RS)-3-[(1H-Imidazol-1- Ci7H17N30 / o NS
yl)methyl]-9-Methyl-1,2,3,9- 279.34 { \—=
tetrahydro-4H-carbazol-4- ' N
CH,

one




65 EP Impurity-H (3RS)-3-[(2-Methyl-1H- CigH1oN30 / o N
imidazol-1-yl)methyl]-1,2,3,9- ]
i L 293.36 \ N
tetrahydro-4H-carbazol-4-one " HsC
CH;
Aripiprazole Impurities
65 EP Impurity-A ;;I;I::"rs);y(}?ﬁ;-grgdro CsHsNO, / Ho H o
) ; 163.17 EI J
66 EP Impurity-B 1-(2,3-Dichlorophenyl) C10H13CI5N; / cl NH
; ; ; cl NS
piperazine hydrochloride 267.58
’ .HCI

67 EP Impurity-C Tl-[4-[4~§2~ChIoroph_enynl)-1- C23H25CIN;0; / g H
piperazinyl]butoxy]-3,4 413.94 i ‘@'\J
dihydro-2(1H)-quinolinone ' @

68 EP Impurity-D 7.-[4—[4—§3-Chlorophenyl)-1- C23H25CIN3O; / PR N
piperazinyllbutoxy]-3,4- 413.94 CI\©,N\) \©’\,
dihydro-2(1H)-quinolinone )

69 EP Impurity-E 7l-(4-(4-l(2,3-dichlorophenyl) Ca3H325CI:N50; o NSO N,
piperazin-1-yl)butoxy)-3,4- /446.37 C|\©,N\) m
quinolin-2(1H)-one '

70 EP Impurity-F 4-(2,3-Dichlorophenyl)-1-[4- Cy3H,7Cl,N303

(2-ox0-1,2,3,4-tetrahydro




quinolin-7-yloxy)butyl] /464.38 9 6
piperazine-1-oxide CI&GW @;,

7 EP Impurity-G 1,1'-(Ethane-1,1-diyl)bis(2,3- CagHssClaNO, o
dthIoro—4{4-[3,4-d|hydro quin /922.81 m (NN,\' @
olin-2(1H)-one-7-yloxy butyl] e 0 Wy
piperazin-1-yl}benzene)(U/D) t

72 7-(4-Chlorobutoxy)-3,4- C1oH14CINO, Cle~_O i 5
dihydroquinolin-2(1H)-one /239.70 \cr\j

73 USP RC-B 7-(4-Hydroxy-butoxy)-3,4- C1;H1sNO3 / HO_~_O H o
dihydroguinolin-2(1H)-one s s Ty

74 7-(4-Bromobutoxy)-3,4- CizH1BrNO, [ | Bre~_o© N
dihydroquinolin-2-one \Cr\j

284.15

75 7.7[Butane-1.4,diylbis(oxy) CaoHaaN204 /| o oo n ST
]bis[3,4-dihydroquinolin-2 380.44 I;@ H
(1H) -one 7,7-Dimer

C10H13Cl3N: &
§ cl

76 1-(3,4-Dichloro phenyl) 76835171 | /26752 " ha
piperazine.HCI

r i 7-Hydroxyquinolin- CgH;NO,/
2(1H)-one 161.16




H
HO N (@]
Ty

78

Aripiprazole 3,4-Dichloro
Analouge

C23HzCI2N;0; /
448.39

cl H

‘@ﬂr\/\/" o
ol
W/

Riluzole Impurities

79 5-(Trifluoromethoxy) . CgHsF3N,0S / F3CO N\>_NH
benzo(d)Thiazol-2-amine 234.20 & <
5-Trifluoro Impurity
- i OCF;
» i(::zrgl(:(;"l-’?\git;g}{a?’nine SRRy | ™
234.20 MMz
4-Trifluoro Impurity
Lansoprazole
81 EP Impurity-A 22-[[[?;;Methylr;1—oxi(;o-4-l(§l,2 | C16H14F3N305S / . o OCH,CF
,2-tri uoroe-rt oxy)-2-pyridinyl] 385.36 C[ \>_|| Z ]
methyl]sulfinyl]-1H benz N >
imidazole ?)
82 EP Impurity- B 2-[[[3~Methyl~4-(?,-2,2-tri fluo Cy6H1aFsN30sS / s OCH,C
ro ethoxy)-2-pyridinyl] methyl 385.36 CEN%E = |
|sulfonyl]-1H-benz imidazole ' NSNS




EP Impurity- C

83 2-[[[3-Methyl-4-(2,2,2-tri fluor Ci6H14F3N30S / OCH,CF
oethoxy)-2-pyridinyl] methyl] 353.36 @N\)_SH:*C 7 |
sulfanyl]-1H-benz imidazole ' N Sy

84 EP Impurity-D 1H-Benzimidazol-2-ol ; 2- N

purity Az ; C7HgN20 / S oH
Hydroxybenzimidazole 134.14 K
’ H

85 EP Impurity-E 2-Mercaptobenzimidazole C7HeN2S / E::EN\>_

SH
150.20 N

2-[(RS)-[(4-Chloro-3-methyl oSG ¢

) pyridin-2-yl)methyl]sulfinyl]- @:N\ L ¥ |
86 EP Impurity-F 1H-benzimidazole C1aH12CIN;0S / H>_ SN
305.78
OCH,C
4C.

87 Sulphone-N-Oxide 2-[[[3-Methyl-1-oxido-4-(2,2, C16H14F3N30,S / A
2 -trifluoroethoxy)-2-pyridinyl] 401.36 _ g
methyl]sulfonyl]-1H-benz ' Sulphone-N-Oxide
imidazole

OCH,C
HaC
. OO X)

88 Sulphide-N-Oxide 2-[[[3-Methyl-1-oxido-4-(2,2 C1H14F3N30,S / N =
,2-trifluoroethoxy)-2-pyridinyl] 369.36 _ _ i
methyl]sulfanyl]-1H-benz ) PR R
imidazole

OCH,C
o
N\ (lflﬁii &7

89 S-lsomer 2-[(S)-[[3-Methyl-4-(2,2,2- Ca17H1sF3N30,S / >—S\ . |

trifluoroethoxy)-2-pyridinyl] 385.40 ¥ - N
. =lsomer

methyl]sulfinyl]-1H-benz
imidazole




CoHsCIFsNO /

=

90 Chloro Impurity 2-Chloromethyl-3-methyl-4- 862 cl ~y |
(2,2,2-trifluoroethoxy)pyridine Chloro Impurity
hydrochloride

Rabeprazole Sodium

91 EP Impurity-A 2-[[4-(3-Methoxypropoxy)-3- C1gH21N304S / s OCH,CH,CHyC

s g N O™
methyl~pyrld|n-.2-.yl]methyl 375.44 O: »_#\fj
sulfonyl]benzoimidazole N o
92 EP Impurity-B 2-[[4-(3-Methoxypropoxy)-3- C1sH21N30,S / OCH,CH,CH,0C
~ o N H,C,
methyl-pyridin .2 yl]methyl 343.44 @ »_s\f]
sulfanyllbenzoimidazole N SN
HOOC oy
H ‘
N =
93 EP Impurity-C 1-(1H-Benzimidazol-2-yl)-3- CraHiN<O ©: N{j:
4
methyl-4-oxo-1,4-dihydro pyri 2;49 ;16 05/ N>_ =
dine-2-carboxylic acid (U/D) ’

94 EP Impurity-D 2-[[[1-Oxide-4-(3-methoxy CagHz1N30,S / i OCH,CH,CH,OCH
plropoxy)—3-methyll—2-pyr| 375.44 CEN\)_,Sl ﬂ
dinyl] methyl]sulfinyl]-1H- N Sy
benzimidazole !,

95 EP Impurity-E 2-[[.(4.-Methoxy-a-me?thle- C1sH1sN30,S / . ocl
pyridinyl)methyl]sulfinyl]-1H- 301.36 Ny @ R
benzimidazole N Sy

H




96 EP Impurity-F 2-Mercaptobenzimidazole C/HGN,S / CI:N\
>—SH
150.20 N
97 EP Impurity-G 2-[[(4-Methoxy-3-methyl-2- C15H15N308 / e 0%
pyridinyl)methyl]sulfanyl]-1H- 285.36 @:N\>—s Z |
benzimidazole ' N Sn-
98 EP Impurity-H 2-[(RS)-[(4-Chloro-3- C14H12CIN;0S / ot B
N—— i
meths.rlpyndm 2 yl)mgthyl] 305.78 CE }_g =
sulphinyl]-1H-benzimidazole; N Nt Vi
99 EP Impurity-I 2-[[[1-Oxide-4-(3-methoxy C1sH2:N305S / o A
propoxy)-3-methyl-2-pyri 391.44 N @H’ &
H = >_il o |
dinyl] methyl]sulfonyl]-1H- N oo
benzimidazole !
100 EP Impurity-K 2-Hydroxybenzimidazole C;HeN>0 / CI:N\
>—OH
134.14 N
101 (S)-Isomer Sodium (S)-2-[[4-(3-methoxy C19H25N305S / g SCHICHCHO
propoxy)-3-methyl-pyridin-2- 375.49 QN\>_§ 3h
yllmethylsulfinyl] benz ) N,
imidazole Erlfos
102 | Chloro impurity 2-Chloromethyl-3-methyl-4- C11H17C1,NO; / OCH,CH,CH,0C
(3-methoxypropoxy)pyridine 266.16 HC A
’ cl >~ | JHCI

hydrochloride

N
Chloro Impurity




103 EP Impurity-H
Sulfide

2-[(RS)-[(4-Chloro-3-
methylpyridin-2-yl) methyl]

C14H12CINSS /

N
/ Ly 289.78 @ Ss.
sulphinyl]-1H-benzimidazole N i
EP Impurity-H Sulphi
Paliperidone
3-Ethyl-9-hydroxy-2-methyl- OH
_ 6,7,8,9-tetrahydro-4H-pyrido Crz” iz
104 | USP ImpuriheA [1,2-a]pyrimidin-4-one C11H1N,0; / N\rg/\’CHa
hydrochloride 210.27 2

105 USP Impurity-B

6-Fluoro-3-(4-piperidinyl)-1,2-
benzisoxazole hydrochloride

C12H14C|FN20 /
256.70

3-(2-Chloroethyl)-9-hydroxy- C11H17CIN,O, / OH
2-methyl-6,7,8,9-tetrahydro- N.__-CH;
_— 244.72 &
108 | USF Impurity-C 4H-pyrido-(1,2-a)-pyrimidin- ”mj:/\cu
4-one o
% {8 e PR i, CaHuFNaOs /| Sy _cn,
. isoxazol-3-yl) piperidin-1-y 442.48 C(’w;\/\{
107 USP Impurity-D ethyl}-9-hydroxy-2-methyl- N ) Q\(Q
\

6,7,8,9-tetrahydro-4H-pyrido
[1,2-a]pyrimidin-4-one N-
oxide




3-[2-[4-(6-Fluoro-1,2-

Ca3Hy5FN4O3 /

5 N. CHs
benzisoxazol-3-yl)-1- é{f‘/f‘\/\
; 424.47
108 | 9-Keto Impurity piperidinyljethyl]-7,8-dihydro- "y D\/Q
2-methyl-4H-pyrido[1,2- TN
ST . 9-Keto impurity
a]pyrimidine-4,9(6H)-dione
Pantoprazole Impurities
109 EP Impurity-A 5-(Difluoromethoxy)-2-[[(3,4- Ci6H15FaN30sS / Hco 9C
dimethoxy-2-pyridinyl) methyl 399.37 N E\h
]Jsulfonyl]-1H-benzimidazole ' FZHCOQN%({_S; SN
A)
O
H HiCO
o,
= A S o
110 EP Impurity-B 5.-(D|f|uoromethqu)—Q—[[(3,4- C16H15FoN305S / —_ K .
dimethoxy-2-pyridinyl) methyl 367.37
Jthio]-1H-benzimidazole '
H
G way
/ ~
111 EP Impurity-C 5-(Difluoromethoxy)-2- CsHeF2N,0S / FZHED N
mercapto-1H-benzimidazole 216.21
CHy HiCO ?
N O VW
5-(Difluoromethoxy)-2-[[(3,4- /C[Nb—s Sy
dimethoxy-2-pyridinyl) methyl FaHeO D)
Isulfinyl]-1-methyl -1H-benz Ci7H17F2N30,5 /
112 | EP Impurity-D&F imidazole & 6-(D|f|Lljoro 397.40 o
Mix methoxy)-2-[[(3,4-dimethoxy- pHsgaco
2-pyridinyl) methylJsulfinyl]-1- ”Fzmﬁ'“)_grk
methyl -1H-benzimidazole N N7
F)
113 | N-oxide Impurity 5-(Difluoromethoxy)-2-{[(3,4-

Ci16H15F2N30sS /




dimethoxypyridin-2-yl)methyl] 399.37 n  HaCO g

sulfinyl} benzimidazol-1-ide Q»}_gr

N-oxide F,HCO N \3l

N-Oxide Impurity C

114 | Sulphone-N-Oxide | 5-(Difluoromethoxy)-2-{[(3,4- C16H1sF2N306S / oc
dimethoxypyridin-2-yl)methyl] 415.37

sulfonyl} benzimidazol-1-ide
N-oxide

OCHg;
H;CO,
_ ]
115 | Chloro impurity 2-(Chloromethyl)-3,4- CsH1:ClLNO, / €L S
dimethoxy pyridinium 224. 08 e HC:
hydrochloride ERHRREY
Duloxetine Impurities
-CHa
H
116 | EP Impurity-A (3R)-N-Methyl-3-(naphthalen- C15H1oNOS / @/(O\
1-yloxy)-3-(thiophen-2- 297.41 Oc
yl)propan-1-amine HCI '
117 EP Impurity-B (1S)-3-(Methylamino)-1- CsHq13sNOS / A~ ~CHs
(thiophen-2-yl)propan-1-ol 171.26 H ﬁ
= OH
\_s
118 EP Impurity-C 4-[(1RS)-3-(Methylamino)-1- CigH1oNOS / ~n-CHs
. 9 = H
(thiophen-2-yl)propyl] 313. 41 s &

naphthalen-1-ol.HCI




119 EP Impurity-D

Naphthalen-1-ol

Ci0HsO / 144.17

120 | EP Impurity-E 2-[(1RS)-3-(Methylamino)-1- C1gH1sNO,S / g 2
(thiophen-2-yl)propyl] 313.41 <\I\O Q
naphthalen-1-ol
(3S)-N-Methyl-3-(naphthalen- =/‘\u'°”3
1-yloxy)-3-(thiophen-3- S0

p ]
121 | EP Impurity-F yl)propan-1-amine.HCI(U/D) C13H1sNOS /
297.41

122 EP Impurity-G

1-Fluoronaphthalene

CaoH;F / 146.16

(S)-4-(Methyl[3-(naphthalen-

C22H23NO,S /

o]

1-yloxy)-3-(thiophen-2-yl) Sa745 P o
123 | USP RC -H e . ~ g CHs o
propyl] amino)-4-oxo buta Q/\
noic acid ;
(S)-Duloxetine Succinamide —
Sitagliptin Impurities
124 | EP Impurity-A (S)-4-Ox0-4-[3-(trifluoro Ca6H1sFsNsO / F .
s V2
n?ethyl)-5,6-d|hydrol [1,2,4] 407.31 Fj©,\/\)LN’\fN.
triazolo[4,3-a]pyrazin-7(8H)- K,N p
yl]-1-(2,4,5-trifluorophenyl) ‘S(
butan-2-amine phosphate; F
(S)-Sitagliptin Isomer
125 | EP Impurity-B (R)-4-Oxo0-4-[3-(trifluoro CiH16FsNsO /

methyl)-5,6-dihydro[1,2,4]
triazolo[4,3-a]pyrazin-7(8H)-




yl]-1-(2,5-difluoro phenyl) 389.32 F NH, O
butan-2-amine phosphate; F@(MN/\FN
Sitagliptin 4-Desfluoro (N
Impurity F
126 EP Impurity-C (R)-4-Oxo0-4-[3-(trifluoro CaeH16FsNsO / F P s
s 2
rr?ethyl)-5,6~d|hydrol[1 2,4] 389.32 \QZMN/\I‘N}\
triazolo[4,3-a]pyrazin-7(8H)- LN
yl]-1-(2,4-difluoro phenyl) }
butan-2-amine phosphate;
Sitagliptin 5-Desfluoro
Impurity
127 | Sitagliptin FP (3R)-3-Amino-4-(2,4,5- C1oH10FsNO; / F ot
Impurity-E trifluorophenyl)butanoic acid 233.19
128 Sitagliptin 3-(Trifluoromethyl)-5,6,7,8- CeHsCIF3N, / HN _N
Triazole.HCI tetrahydro-[1,2,4]triazolo[4,3- ever (/\I/ /‘N
a]pyrazine hydrochloride ) B F
.HC1 F
F
Triazole.HCI
Lacosamide Impurities
2 /
_( o
129 | N-Methyl 2-acetamido-N-benzyl-3- C1aHaoN,03/ HN‘QO
Lacosamide methoxy-N-methyl 264.32

propanamide




130 | Desacetyl Desmethyl | 2-amino-N-benzyl-3- C1oH1aN,0,/
Lacosamide hydroxypropanamide 194.23 ; NH
/
e
131 N-Desace_tyl 2-amino-N-benzyl-3- 196601-69-1 | ¢ 4. CIN,O,/ 2 0
Lacosamide HCI methoxypropanamide NH
. 244.72
hydrochloride
—0
132 | N-acetyl O-methyl L- | methyl 2-acetamido-3- C;H13NO,/ HN
i thyl ester:-
serine methyl ester methoxypropanoate 175.18 0=§ o
0]
\
Furosemide Impurities
133 H,NO,S
H
Furosemide 2-Chloro-4-[(furan-2-yl C1oH11CIN,OsS/ Q\/N
Impurity-A methyl) amino]-5- L2
S 330.74
sulfamoylbenzoic acid c
134 | Furosemide 2,4-Dichloro-5- 2736-23-4 | C,HsCI,NO,S/ H,NO2S coc
Impurity-B sulfamoylbenzoic Acid D:
270.09 cl cl
135 | Furosemide 2-Amino-4-chloro-5- 3086-91-7

Impurity-C

sulfamoylbenzoic acid

C7H7CIN2O4S /
250.66

H2N025ﬁ
Cl




136 | Furosemide 2,4-Bis[(Furan-2-ylmethyl) | 5046-19-5 | C,;H;N30¢S / Hghi6 00K
Impurity-D amino]-5-sulfamoylbenzoic 3914 EN ]c[ '
acid Q/\HN ﬁ/\{
137 | Furosemiiide 2,4-Dichlorobenzoic acid 50-84-0 C4H,CLO, / COOH
Impurity-E 191.01 /@
Cl Cl
138 | Furosemide 4-Chloro-5-sulfamoyl-2-[[(( | 4793-38-8 | C,,HsCIN,OsS “ZNOZSIICOOH
) C
Impurity-F 2RS)-tetrahydrofuran-2-yl) / 334.78 o N/\<_
methyllamino]benzoic acid B
ITRACONAZOLE Impurities
4.-[ﬁl-[ﬂr-Gr-1l\fﬂelt]hc;]xyloflw]e:r;y[l()1 CasHaoNs . i j:k/crix
; piperazin-i-yijpnenyl|-2- An. 02/ me@—N N-@N N
198 | ER lmpurity-A RS)-1-methylpropyl]-2,4- | 2°2%%4%%4 | 407 54 Yy
dihydro-3H-1,2,4-triazol-3-
one
4-[4-[4-[4-[[cis-2-(2,4-Di chl
orophenyl)-2-(4H-1,2,4-tria i
zol-4-ylmethyl)-1,3-dioxolan .
140 | EP Impurity-B -4-yllmethoxy]phenyl] pipera | 854372-77-3 C35H38 O
zm-1-yl]phenyl]-2-[(l1 RS)-1- | (U/D) CI2N8O4 NF=}J—©—NHN—@~0 0/(;
methylpropyl]-2,4-dihydro- /705.63 Hac/\(l;H WO!’ \—f 4

3H-1,2,4-triazol-3-one




4-[4-[4-[4-[[cis-2-(2,4-Dichlo
rophenyl)-2-(1H-1,2,4-triazol

141 EP Impurity-C -1-ylmethyl)-1,3-dioxolan-4- 74855-91-7 C34H36C 0
yllmethoxyphenyl]piperazin- 12N804 / 1=\ M 0 Q
1-yllphenyl]-2-propyl-2,4- 691.61 HacNNTN@NUNOO il
0
dihydro-3H-1,2,4-triazol-3-
one
4-[4-[4-[4-[[cis-2-(2,4-Dichlo C34H36C E‘\\N
142 |EPI D rophenyl)-2-(1H-1,2,4-triazol I2N804/6 g
PRy ~1-ylmethyl)-1,3-dioxolan-4- | 89848-49-7 | 91,61 0)2 .
yllmethoxy]phenyl]piperazin 1\ A ° I;
_1-yl]phenyl]-2-(1-methyleth ey @ WAV A4
yl)-2,4-dihydro-3H-1,2,4- g
triazol-3-one
4-[4-[4-[4-[[trans-2-(2,4- 252964-65-1 | C35H38C o\
. Dichlorophenyl)-2-(1H- I2N804/ i |
143 | EP Impunity-£ 1,2,4-triazol-1-ylmethyl)-1,3- 705.63 wia¥s [3) |
dioxolan-4- “a“f\r:\"’N O o
yllmethoxy]phenyl]piperazin
-1-yllphenyl]-2-[(1RS)-1-
methylpropyl]-2,4-dihydro-
3H-1,2,4-triazol-3-one
N
QN_,\\N
144 | EP Impurity-F 2-Butyl-4-[4-[4-[4-[[cis-2-(2, |89848-51-1 | C35H38 °7Jﬁ
4-dichlorophenyl)-2-(1H-1, CI2N8O4 | . N WAYAY 0}0 L
2 4-triazol-1-ylmethyl)-1,3- 170563 | Y LHO0a

dioxolan-4-yljmethoxy] phe
nyllpiperazin-1-yl]phenyl]-
2,4-dihydro-3H-1,2,4-triazol-
3-one

4-[4-[4-[4-[[cis-2-(2,4-Dichlo




rophenyl)-2-(1H-1,2,4-tri az

C44H41C

acetamide

. |Esi - ol-1-ylmethyl)-1,3-dioxolan- 14N1106/
Ry 4-ylmethoxy]phenyl]piper Jpl.60 OFWO‘Q\N/\ o /
azin-1-yl]phenyl]-2-[[cis-2- A)b UQNK“ oa il
(2,4-dichloro phenyl)-2-(1H- A -M«EO |
1,2,4-triazol-1-ylmethyl)-1,3- N
dioxolan-4-yllmethyl]-2,4-dih
ydro-3H-1,2,4-triazol-3-one
RANOLAZINE Impurities
USP Related 1-(2,3-Epoxypropoxy)-2- 2210-74-4 | C10H1203 \/&
methoxybenzene /180.20 0
146 | Compound-A ¥ Ej:
OCH,4
USP Related N-(2,6-Dimethylphenyl)-4-(2 | 755711-09-2 | C23H31N3 H 5
-hvd -3-ph - 03/ 397.51 N _A
147 | Compound-B yeruag-d-PUSHORYATOpYl) o (\N/\ﬂ' |
1-piperazineacetamide : O\/k/N\) O e
CHj
N
148 | USP Related N-(2,6-Dimethylphenyl)-1- 5294-61-1 | C14H21N3 @: Y\G
piperazineacetamide Of 247.34 CcHy N
Compound-C
149 | USP Related N,N’-bis(2,6-Dimethyl phe 380204-72-8 | c24H32N4 | CH3
nyl)-1,4-piperazine di 02/408.54 N C
Compound-D yh) e \f(\N,\ BB al
Cl-g K,N\)L XN




Di Methyl Fumarate Impurities

150 Fumaric Acid (E)-Butenedioic acid 110-17-8 C4HA404/
HO. \
116.07 oH
o]
0
617-48-1 C4H404/ OH
OH
151 | Malic Acid (Z)-Butenedioic acid 116.07
0
152 | Mono Methy! Fumaric acid mono 2756-87-8 | c5He04/ i
O
Fumarate methyi ester 130.10 Hac/ Y\)I\OH
o
(o]
163 | Dimethyl maleate Dimethyl (Z)-but-2- 624-48-6 C6H804/ OCH,
enedioate. 144.13 —
(0]
0]
154 Mono methyl maleate | NMaleic acid monomethyl 3052-50-4 C5H604/ oH
o}
126 Lamotrigine All Ep,Bp,USp impurities
available.
127 | Atomoxetine All Ep,Bp,USp impurities

,duloxetine,dapoxe
tine and fluoxetine

available.




128

perindopril

129

dapoxetine

Lacosamide

Doxepine

buspirone

lisinopril

azathioprine

glipizide

glimepiride

glibenclamide

Ropinirole

Piroxicam

meloxicam

procyclidine

montelukast

buspirone

Erlotinib




promethazine

Paliperidone,
risperidone

Perindopril

fenofibrate

RANOLAZINE
Impurities

Buspirone

(BEEE]

OO TEFERRNSH ol

({ )]
(3P=TE&E) tel : 050-5527-9830 .
(f£%) tel: 03-3354-4026 fax: 03-3352-2196
e-mail:info@namiki-s.co.jp http://www.namiki-s.co.jp/




