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Sr. 
No.   API  Name  CAS 

Structure 

1 
Acetylsalicylic  

Acid  

Acetylsalicylic Acid EP Impurity B (Aspirin Impurity B) 
4‐Hydroxyisophthalic Acid; 4‐Hydroxy‐1,3‐

benzenedicarboxylic Acid; 4‐Hydroxy‐m‐phthalic Acid; 
Eupirina; NSC 2445; USP Salicylic Acid Related 

Compound B 

636‐46‐4 

Acetylsalicylic Acid EP Impurity C 
Mesalazine EP Impurity H 
Sulfasalazine EP Impurity H 

2‐Hydroxybenzenecarboxylic acid 
Salicylic acid 

69‐72‐7 

2  Acalabrutinib  Acalabrutinib Impurity 19 
(3‐Chloropyrazin‐2‐yl)methanamine hydrochloride   939412‐86‐9  
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3  Aciclovir 

Aciclovir EP Impurity B 
2‐Amino‐1,9‐dihydro‐6H‐purin‐6‐one 

73‐40‐5 ; 
 635‐39‐2 (HCl salt) 

; 
 10333‐92‐3 
(Sulfate salt) ;  
67018‐58‐0 (Na 

salt)  

  

Aciclovir EP Impurity L 
N‐(9‐acetyl‐6‐oxo‐6,9‐dihydro‐1H‐purin‐2‐yl)acetamide  3056‐33‐5 

Aciclovir Impurity 2 
N2‐Acetylguanine ; 2‐N‐Acetylguanine ; N‐

Acetylguanine ;N‐(6‐Oxo‐6,9‐dihydro‐1H‐purin‐2‐
yl)acetamide 

19962‐37‐9 

4  Acotiamide 

Acotiamide Impurity 1 
2,6‐Dimethyl‐4‐(3‐nitrophenyl)‐1,4‐dihydropyridine‐

3,5‐dicarboxylic Acid; 
1,4‐Dihydro‐2,6‐dimethyl‐4‐(3‐nitrophenyl)‐3,5‐

pyridinedicarboxylic Acid 
74936‐81‐5 
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5  ACUMAPIMOD 
ACUMAPIMOD 

3‐(5‐amino‐4‐(3‐cyanobenzoyl)‐1H‐pyrazol‐1‐yl)‐N‐
cyclopropyl‐4‐methylbenzamide 

836683‐15‐9 

6  Aspartic Acid 

Aspartic Acid EP Impurity A 
(2RS)‐2‐Hydroxybutanedioic acid (as per EP) 

Malic acid (EP) 
DL‐malic acid 

2‐Hydroxybutanedioic acid 

 6915‐15‐7  

7  Alogliptin 

Alogliptin Impurity A 
 (R)‐4‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐3,4‐

dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

 NA (Oxalate Salt) 
1638544‐63‐4 
(Benzoate salt)  

Alogliptin Impurity B 
(R)‐3‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐3,4‐

dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 
 1339955‐49‐5 

Alogliptin Benzoate API 
 (R)‐2‐((6‐(3‐Aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

Benzoate 

850649‐62‐6 ; 
 850649‐61‐5 (free 

base) 
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Alogliptin S isomer 
(S)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

1108732‐05‐3 ;  
1638544‐64‐5 
(Benzoate Salt) 

Alogliptin Dimer  
6‐Despiperidinyl‐6‐(alogliptin‐N‐amino‐yl) Alogliptin  1268836‐55‐0 

Alogliptin Related Compound 5 Alogliptin Impurity 5 
6‐(3‐aminopiperidin‐1‐yl)‐3‐methylpyrimidine‐

2,4(1H,3H)‐dione 

1338677‐76‐1 
2171988‐69‐3 

(HCl) 

Alogliptin Impurity 6 
(R)‐2‐((3‐aminopiperidin‐1‐yl)methyl)benzonitrile 

dihydrochloride 

1353254‐17‐7  
1249969‐60‐5  
(Recemic) 

Alogliptin Impurity 10 
(R)‐2‐(((1‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2,6‐dioxo‐
1,2,3,6‐tetrahydropyrimidin‐4‐yl)piperidin‐3‐

yl)amino)methyl)benzonitrile 

NA 
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Alogliptin Impurity 11 
(R)‐N‐(1‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2,6‐dioxo‐1,2,3,6‐

tetrahydropyrimidin‐4‐yl)piperidin‐3‐yl)benzamide 
1618644‐32‐8 

 

N‐Nitroso Alogliptin Impurity 12 
(R)‐N‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2, 6‐dioxo‐1, 2, 3, 6‐
tetrahydropyrimidin‐4‐yl)‐N‐(piperidin‐3‐yl)nitrous amide 

 NA  

Alogliptin Impurity 12 
(R)‐2‐((3‐methyl‐2,4‐dioxo‐6‐(piperidin‐3‐ylamino)‐3,4‐

dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 
2089611‐85‐6 

Alogliptin Impurity 13 
(R)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐2,4‐dioxo‐3,4‐
dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

865758‐98‐1 
1262205‐67‐3 

(TFA) 

Alogliptin Impurity 14 
(R)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzamide 

1820685‐30‐0 
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Alogliptin Impurity 15 
(R)‐N‐(1‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2,6‐dioxo‐1,2,3,6‐

tetrahydropyrimidin‐4‐yl)piperidin‐3‐yl)acetamide 
1108731‐49‐2 

Alogliptin Impurity 16 
(R)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzoic acid 

NA 

Alogliptin Dibromo KSM 
2‐(dibromomethyl)benzonitrile  655‐63‐0 

Alogliptin Impurity 23 
2,2'‐((6‐chloro‐2,4‐dioxopyrimidine‐1,3(2H,4H)‐

diyl)bis(methylene)) dibenzonitrile 
1618644‐29‐3 

Alogliptin Impurity 24 
2‐((6‐chloro‐3‐ethyl‐2,4‐dioxo‐3,4‐dihydropyrimidin‐

1(2H)‐yl)methyl)benzonitrile 
1430222‐06‐2 
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(S)‐Alogliptin Benzoate Salt 
(S)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

Benzoate 

1638544‐64‐5 ;  
1108732‐05‐3 (free 

base) 

Alogliptin Impurity 25 
2‐((3‐methyl‐2,4,6‐trioxotetrahydropyrimidin‐1(2H)‐

yl)methyl)benzonitrile 
1246610‐72‐9 

Alogliptin Impurity 26 
(R)‐2,2'‐((6‐(3‐aminopiperidin‐1‐yl)‐2,4‐

dioxopyrimidine‐1,3(2H,4H)‐
diyl)bis(methylene))dibenzonitrile 

865759‐10‐0 

Alogliptin Impurity 27 
2‐((6‐chloro‐2,4‐dioxo‐3,4‐dihydropyrimidin‐1(2H)‐

yl)methyl)benzonitrile 
865758‐95‐8 

Alogliptin Impurity 28 
2‐((6‐chloro‐3‐methyl‐2,4‐dioxo‐3,4‐dihydropyrimidin‐

1(2H)‐yl)methyl)benzonitrile 
865758‐96‐9 
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Alogliptin Impurity 29 

Tert‐butyl (R)‐(1‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2,6‐
dioxo‐1,2,3,6‐tetrahydropyrimidin‐4‐yl)piperidin‐3‐

yl)carbamate 

1246610‐74‐1 

3‐Amino Piperidine impurity 
piperidin‐3‐amine 

54012‐73‐6 
138060‐07‐8 (HCl) 

pyrimidine‐2,4,6 trione 
Barbituric Acid 

pyrimidine‐2,4,6(1H,3H,5H)‐trione 
67‐52‐7 

2,4,6‐Trichloro Pyrimidine  3764‐01‐0  

Alogliptin Hydroxy Impurity 
(R)‐2‐((6‐(3‐hydroxypiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

NA 
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(S)‐Alogliptin Benzoate Salt 
(S)‐2‐((6‐(3‐aminopiperidin‐1‐yl)‐3‐methyl‐2,4‐dioxo‐
3,4‐dihydropyrimidin‐1(2H)‐yl)methyl)benzonitrile 

Benzoate 

1638544‐64‐5 

Alogliptin Impurity 33 
1‐methylpyrimidine‐2,4,6(1H,3H,5H)‐trione 

2565‐47‐1 ;  
71552‐62‐0 (Na 

salt) 

N‐Nitroso Alogliptin Benzoate Dimer Impurity 
(S)‐N‐(3‐(2‐cyanobenzyl)‐1‐methyl‐2, 6‐dioxo‐1, 2, 3, 6‐

tetrahydropyrimidin‐4‐yl)‐N‐(1‐(3‐(2‐cyanobenzyl)‐1‐methyl‐
2, 6‐dioxo‐1, 2, 3, 6‐tetrahydropyrimidin‐4‐yl)piperidin‐3‐

yl)nitrous amide 

 NA  

(R)‐piperidin‐3‐amine dihydrochloride  334618‐23‐4 (HCI)
127294‐73‐9 (Free)
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(S)‐piperidin‐3‐amine  
dihydrochloride 

334618‐07‐4 (HCI)
80918‐66‐7 (Free) 

8  Eltrombopag  Eltrombopag Olamine API  496775‐62‐3 

9  Aminocaproic acid 

Aminocaproic acid 
6‐aminohexanoic acid 

60‐32‐2 ; 4321‐58‐
8 (HCl salt) ; 7234‐
49‐3 (Na salt) ; 

48047‐10‐5 (K salt) 
; 25384‐15‐0 (HBr 

salt) 

Aminocaproic Acid Dimer Impurity 
6‐Aminohexanoic Acid Dimer 

6‐[(6‐Amino‐1‐oxohexyl) amino]hexanoic Acid 

2014‐58‐6 ; 
176844‐23‐8 (HCl 
salt) ; 109046‐10‐8 

(HBr salt) 

Aminocaproic Acid Trimer Impurity 
6‐Aminohexanoic Acid Trimer 

6‐(6‐(6‐aminohexanamido) hexanamido)hexanoic acid 
5776‐78‐3 
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ε‐Caprolactam 
azepan‐2‐one 

105‐60‐2 ; 15667‐
65‐9 (HCl salt) ; 

2123‐24‐2 (Na salt) 
; 4614‐98‐6 (K salt) 

; 20181‐79‐7 
(Sulfate salt) 

Methyl 6‐aminohexanoate hydrochloride 
 6‐Amino hexanoic acid methyl ester 

1926‐80‐3 
2780‐89‐4 (Free) 

10  Atenolol 

Atenolol API 
 

2‐[4‐[(2RS)‐2‐hydroxy‐3‐[(1‐
methylethyl)amino]propoxy]phenyl]acetamide 

29122‐68‐7 

Atenolol EP Imp‐A   
2‐(4‐Hydroxyphenyl)acetamide 

17194‐82‐0 

 

Atenolol EP Imp‐C 
2‐[4‐[[(2RS)‐oxiran‐2‐yl]methoxy]phenyl]acetamide    29122‐69‐8 
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Atenolol EP Imp‐D 
2‐[4‐[(2RS)‐3‐chloro‐2‐

hydroxypropoxy]phenyl]acetamide 
115538‐83‐5 

  

Atenolol EP Imp‐E 
2,2'‐[2‐Hydroxypropan‐1,3‐diylbis(oxy‐4,1‐

phenylene)]diacetamide 
141650‐31‐9 

  

Atenolol EP Imp‐F 
2,2'‐[(1‐Methylethyl)iminobis(2‐hydroxypropan‐3,1‐

diyloxy‐4,1‐phenylene)]diacetamide 
87619‐83‐8 

Atenolol EP Imp‐G 
2‐(4‐(2‐hydroxy‐3‐(isopropyl 

amino)propoxy)phenyl)acetic acid 

56392‐14‐4  
 207287‐28‐3 (HCl 

salt)  
 162936‐16‐5 

(potassium salt) 
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Atenolol EP Impurity J 
2‐[4‐[(2RS)‐3‐Amino‐2‐hydroxypropoxy]phenyl]acetamide    81346‐71‐6  

11  Admintane 

1,3,5 Trimethyl Admintane  707‐35‐7 

 

1‐Methyl Admintane  768‐91‐2 

12  Agomelatine 

Agomelatine hydroxy impurity 
Agomelatine 7‐Desmethyl Impurity; N‐(2‐(7‐

Hydroxynaphthalen‐1‐yl)ethyl)acetamide;7‐Desmethyl 
Agomelatin 

152302‐45‐9 

Agomelatine Nitrile impurity 
7‐Methoxy‐1‐naphthylmethylcyanide; 7‐Methoxy‐1‐
Naphthylacetonitrile; 2‐(7‐methoxynaphthalen‐1‐

yl)acetonitrile 

138113‐08‐3 
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Agomelatine Impurity 3 
N,N‐Bis[2‐(7‐methoxy‐1‐naphthalenyl)ethyl]acetamide  1385018‐58‐5 

Agomelatine Impurity 6 
2‐(7‐Methoxynaphthalen‐1‐yl)acetamide  138113‐07‐2 

13  Alfuzosin  

Alfuzosin EP Impurity A 
Alfuzosin USP Related Compound A 
Alfuzosin Tetradehydro Impurity 

N‐[3‐[(4‐Amino‐6,7‐dimethoxyquinazolin‐2‐
yl)(methyl)amino]propyl]furan‐2‐carboxamide 

hydrochloride 

98902‐29‐5 ; 
 98902‐36‐4 (free 

base) 

Alfuzosin EP Impurity B 
2‐chloro‐6,7‐dimethoxyquinazolin‐4‐amine  4‐Amino‐2‐

chloro‐6,7‐dimethoxyquinazoline 

23680‐84‐4 ; 
 132900‐51‐7 (HCl 

salt) 
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Alfuzosin EP Impurity C 
N‐[3‐[(4‐Amino‐6,7‐dimethoxyquinazolin‐2‐
yl)amino]propyl]‐N‐methyltetrahydrofuran‐2‐

carboxamide hydrochloride  

98902‐34‐2 ;  
72104‐34‐8 (HCl) 

Alfuzosin EP Impurity D 
Alfuzosin USP Related Compound D 
Alfuzosin Aminopropyl Impurity 

N‐(4‐Amino‐6,7‐dimethoxyquinazolin‐2‐yl)‐N‐
methylpropane‐1,3‐diamine hydrochloride 

76362‐29‐3 
81403‐69‐2 (HCl) 

Alfuzosin EP Impurity E 
N‐[3‐[(4‐Amino‐6,7‐dimethoxy quinazolin‐2‐

yl)(methyl)amino] propyl]formamide hydrochloride 

1796934‐51‐4 
1026411‐59‐5 

(HCl) 

Alfuzosin EP Impurity F 
4‐Amino‐2‐(dimethylamino)‐6,7‐dimethoxy‐quinazoline  19216‐53‐6 
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Alfuzosin EP Impurity G 
N2‐(3‐((4‐amino‐6,7‐dimethoxy quinazolin‐2‐

yl)amino)propyl)‐6,7‐dimethoxy‐N2‐methylquinazoline‐
2,4‐diamine 

928780‐95‐4 

Alfuzosin Impurity F 
N2‐(3‐((3‐((4‐amino‐6,7‐dimethoxyquinazolin‐2‐

yl)(methyl)amino)propyl)amino)propyl)‐6,7‐dimethoxy‐
N2‐methylquinazoline‐2,4‐diamine 

1250263‐67‐2 

14  Aripiprazole 

Aripiprazole API  129722‐12‐9 

Aripiprazole EP Impurity A 
3,4‐Dihydro‐7‐hydroxyquinoline‐2(1H)‐one  22246‐18‐0 

Aripiprazole EP Impurity B 
1‐(2,3‐dichlorophenyl)piperazine Hydrochloride  

119532‐26‐2 ; 
 41202‐77‐1 (free 

base) 
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Aripiprazole EP Impurity C 
Aripiprazole 3‐Deschloro Impurity 

 7‐[4‐[4‐(2‐Chlorophenyl)‐1‐piperazinyl]butoxy]‐3,4‐
dihydro‐2(1H)‐quinolinone 

203395‐81‐7 

Aripiprazole EP Impurity D 
Aripiprazole 2‐Deschloro Impurity, 

 7‐[4‐[4‐(3‐Chlorophenyl)‐1‐piperazinyl]butoxy]‐3,4‐
dihydro‐2(1H)‐quinolinone 

203395‐82‐8 

Aripiprazole EP Impurity E 
Aripiprazole USP RC G 

Dehydro Aripiprazole Impurity 
7‐(4‐(4‐(2,3‐dichlorophenyl)piperazin‐1‐yl) 

butoxy)quinolin‐2(1H)‐one 

129722‐25‐4 ; 
 1428331‐96‐7 
(hydrate) ; 

 2389989‐55‐1 
(2HCl salt) 

Aripiprazole EP Impurity F 
 Aripiprazole USP RC F,  
Aripiprazole N1‐Oxide , 

7‐[4‐[4‐(2,3‐Dichlorophenyl)‐1‐oxido‐1‐
piperazinyl]butoxy]‐3,4‐dihydro‐2(1H)‐quinolinone 

573691‐09‐5 
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Aripiprazole EP Impurity G 
Aripiprazole 4 4'‐dimer  1797986‐18‐5 

Aripiprazole Bromobutoxyquinoline Impurity 
7‐(4‐Bromobutoxy)‐3,4‐dihydroquinolin‐2‐one  129722‐34‐5 

15  Ambroxol  

Ambroxol HCl 
Trans‐4‐[[(2‐Amino‐3,5‐

dibromophenyl)methyl]amino]cyclohexanol hydrochloride 
trans‐4‐[(2‐Amino‐3,5‐dibromobenzyl)amino]cyclohexanol 

hydrochloride  

 23828‐92‐4 
18683‐91‐5 (free 

base)  

Ambroxol EP Impurity A 
Bromhexine EP Impurity A 

 (2‐Amino‐3,5‐dibromophenyl)methanol (as per EP) 
 50739‐76‐9  
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Ambroxol EP Impurity B 
trans‐4‐(6,8‐dibromo‐1,4‐dihydroquinazolin‐3(2H)‐

yl)cyclohexanol (as per EP) 
 18683‐95‐9  

Ambroxol EP Impurity C 
Dehydro Ambroxol 

Trans‐4‐[[(E)‐2‐amino‐3,5‐
dibromobenzyliden]amino]cyclohexanol (as per EP) 

 50910‐53‐7  

Ambroxol EP Impurity D 
Cis‐Ambroxol HCl 

Cis‐4‐[(2‐amino‐3,5‐dibromobenzyl)amino]cyclohexanol (as 
per EP) 

 1384955‐66‐1  

Ambroxol EP Impurity E 
Bromhexine EP Impurity B 

2‐amino‐3,5‐dibromobenzaldehyde (as per EP) 
 50910‐55‐9  
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Ambroxol Impurity 1 
 Ambroxol Monobromo Impurity  

Trans‐4‐[(2‐Amino‐5‐bromobenzyl)amino]cyclohexanol 
hydrochloride 

 101900‐44‐1  

Ambroxol Cycloimine Impurity 
(1r,4r)‐4‐(6,8‐Dibromoquinazolin‐3(4H)‐yl)cyclohexan‐1‐ol   2088879‐81‐4  

 

Ambroxol Impurity 3 
(1s,4s)‐4‐(((E)‐2‐Amino‐3,5‐

dibromobenzylidene)amino)cyclohexan‐1‐ol 
 2499966‐00‐4  

 

16  Amlodipine 

Amlodipine API 
3‐Ethyl 5‐Methyl 2‐((2‐aminoethoxy)Methyl)‐4‐(2‐
chlorophenyl)‐6‐Methyl‐1,4‐dihydropyridine‐3,5‐

dicarboxylate 

88150‐42‐9 ; 
88150‐47‐4 
(Maleate) ; 

246852‐07‐3 (HCl 
salt) ; 246852‐09‐5 

(HBr salt) 
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Amlodipine EP Impurity A 
Phthaloyl Amlodipine 

4‐(2‐Chlorophenyl)‐3‐(ethoxycarbonyl)‐5‐
(methoxycarbonyl)‐6‐methyl‐2‐[(2‐

phthalimidoethoxy)methyl]‐1,4‐dihydropyridine 

88150‐62‐3 

Amlodipine EP impurity B 
3‐ethyl 5‐methyl 4‐(2‐chlorophenyl)‐6‐methyl‐2‐((2‐(2‐
(methylcarbamoyl)benzamido)ethoxy)methyl)‐1,4‐

dihydropyridine‐3,5‐dicarboxylate 

721958‐72‐1 

Amlodipine EP Impurity C 
2,6‐Bis[(2‐aminoethoxy)methyl]‐4‐(2‐chlorophenyl)‐1,4‐
dihydro‐3,5‐pyridinedicarboxylic Acid 3‐Ethyl 5‐Methyl 

Ester 

 721958‐74‐3  

Amlodipine EP Impurity D 
Amlodipine Related Compound A 

3‐ethyl 5‐methyl 2‐((2‐aminoethoxy)methyl)‐4‐(2‐
chlorophenyl)‐6‐methylpyridine‐3,5‐dicarboxylate 

113994‐41‐5 ; 
2414962‐06‐2 (HCl 
salt) ; 2733700‐89‐
3 (besylate salt) 
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Amlodipine EP Impurity E 
2‐[(2‐Aminoethoxy)methyl]‐4‐(2‐chlorophenyl)‐1,4‐
dihydro‐6‐methyl‐3,5‐pyridinedicarboxylic Acid 3,5‐

Diethyl Ester 

140171‐65‐9 ; 
400024‐12‐6 
(maleate Salt) 

Amlodipine EP Impurity F 
2‐[(2‐Aminoethoxy)methyl]‐4‐(2‐chlorophenyl)‐1,4‐
dihydro‐6‐methyl‐3,5‐pyridinedicarboxylic Acid 3,5‐

dimethyl Ester 

140171‐66‐0 

Amlodipine EP Impurity G 
Amlodipine Methyl Ester 

Dimethyl 4‐(2‐Chlorophenyl)‐2,6‐dimethyl‐1,4‐
dihydropyridine‐3,5‐dicarboxylate 

43067‐01‐2 

Amlodipine EP Impurity H 
2‐[[2‐[(2‐Carboxybenzoyl)amino]ethoxy]methyl]‐4‐(2‐

chlorophenyl)‐1,4‐dihydro‐6‐methyl‐3,5‐
pyridinedicarboxylic Acid 3‐Ethyl 5‐Methyl Ester; 

318465‐73‐5 
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Deschloro Amlodipine 
3‐ethyl 5‐methyl 2‐((2‐aminoethoxy)methyl)‐6‐methyl‐

4‐phenyl‐1,4‐dihydropyridine‐3,5‐dicarboxylate 
88150‐52‐1 

 

Amlodipine Ethyl Besylate 
Ethyl Benzenesulfonate  515‐46‐8 

Amlodipine Methyl Besylate 
Methyl Benzenesulfonate  80‐18‐2 

Hydroxyethyl Phthalyl Amlodipine 
3‐Ethyl 5‐methyl 4‐(2‐chlorophenyl)‐2‐((2‐(2‐((2‐

hydroxyethyl)carbamoyl)benzamido)ethoxy)methyl)‐6‐
methyl‐1,4‐dihydropyridine‐3,5‐dicarboxylate 

 NA  

 

Felo crotonate 
Ethyl 3‐aminocrotonate  626‐34‐6 
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17  Anagrilide 

Anagrelide Related Compound A 
ETHYL‐2‐(6‐AMINO‐2,3‐

DICHLOROBENZYLAMINO)ACETATE 

70406‐92‐7 ; 
2512201‐53‐3 (HCl 

salt) 
 

Anagrelide Related Compound B 
(2‐Amino‐5,6‐dichloroquinazolin‐3(4H )‐yl)acetic acid 

1159977‐03‐3 ; 
 2203514‐95‐6 (HCl 

salt) ;  
1194434‐39‐3 (HBr 

salt) 

  

Anagrelide Impurity 4 
Methyl 2‐(5,6 dichloro‐2‐imino‐1,2‐dihydroquinazolin‐

3(4H )‐yl)acetate Hydrochloride  

752151‐24‐9 ; 
 70380‐52‐8 (HBr 

salt) ;  
70380‐54‐0 (HCl 

salt) 

Anagrelide Related Compound C 
Ethyl 2‐(5,6‐dichloro‐2‐imino‐1,2‐dihydroquinazolin‐

3(4H )‐yl)acetate hydrobromide 

742010‐46‐4 ;  
70381‐75‐8 (HBr 

salt) ; 

Anagrelide Openring methyl ester HBr 
Methyl 2‐(5,6 dichloro‐2‐imino‐1,2‐dihydroquinazolin‐

3(4H )‐yl)acetate 

752151‐24‐9 ; 
70380‐52‐8 (HBr) ; 
70380‐54‐0 (HCl 

salt) 
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Anagrelide impurity 
(2,3‐dichloro‐6‐nitrophenyl)methanol  393078‐37‐0 

  

Anagrelide impurity 
T‐BUTYL‐2‐(6‐AMINO‐2,3‐

DICHLOROBENZYLAMINO)ACETATE 
NA 

  

18  Apremilast 

3‐Acetamidophthalic Anhydride 
3‐Acetylaminophthalic Anhydride  6296‐53‐3 

Apremilast EP Impurity B 
3‐Acetamidophthalic Acid  15371‐06‐9 
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3‐Aminophthalic Acid HCl 
o‐Aminophthalic Acid 

5434‐20‐8 
6946‐22‐1 (HCl) 

Methyl 3‐Nitrophthalate 
2‐Methoxycarbonyl‐6‐nitrobenzoic Acid  21606‐04‐2 

3‐Nitrophthalic Acid  603‐11‐2 

19  Aripiprazole 

Aripiprazole Impurity 14 
5‐Hydroxy‐3,4‐dihydroquinolin‐2(1H)‐one; 5‐Hydroxy‐

3,4‐dihydro‐2(1H)‐quinolinone; 5‐Hydroxy‐3,4‐
dihydrocarbostyril; 5‐Hydroxy‐3,4‐dihydrocarbostyryl,  

30389‐33‐4;  
1822761‐64‐7 
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Aripiprazole Diquinoline Butanediol Impurity 
1,4‐Bis[3,4‐dihydro‐2(1H)‐quinolinon‐7‐oxy]butane, 
1,4‐bis[(3,4‐Dihydro‐2(1H)‐quinolinone‐7‐yl)oxy]‐

butane; 7,7'‐[1,4‐Butanediylbis(oxy)]bis[3,4‐dihydro‐
2(1H)‐quinolinone; Aripiprazole Diquinoline Butanediol 

Impurity (USP) 

882880‐12‐8 

 

Aripiprazole Impurity 45 
N1‐(2,3‐Dichlorophenyl)ethane‐1,2‐diamine  40779‐32‐6 

20  Aspartame 

Aspartame API 
L‐α‐Aspartyl‐L‐phenylalanine 2‐Methyl Ester ; Canderel 

; Dipeptide Sweetener 
22839‐47‐0 

Aspartame EP Impurity A 
2‐((2S,5S)‐5‐benzyl‐3,6‐dioxopiperazin‐2‐yl)acetic acid;

Aspartame Related Compound A 
 5262‐10‐2 
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Aspartame EP Impurity B 
L‐aspartyl‐L‐phenylalanine  13433‐09‐5 

  

Aspartame EP Impurity C 
(2S)‐2‐Amino‐3‐phenylpropanoic Acid  63‐91‐2 

21  Aspartic Acid 

Aspartic Acid EP Impurity E 
Succinic Acid 

Butanedioic Acid ; 1,2‐Ethanedicarboxylic Acid ; 1,4‐
Butanedioic Acid ; A 12084 ; Amber Acid ; Asuccin ; 
Dihydrofumaric Acid ; Katasuccin ; NSC 106449 ; NSC 

25949 ; Wormwood Acid ; Yantar‐antitox 

110‐15‐6 ;  
140‐99‐8 (Calcium 

salt) ; 
 2922‐54‐5 (Na 

salt) 

22  Atomoxetine  Atomoxetine EP Impurity E 
(2S)‐2‐Hydroxy‐2‐phenylacetic acid  17199‐29‐0 
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23  Atorvastatin 
Atorvastatin Epoxy Tetrahydrofuran Analog 

4‐(4‐Fluorophenyl)‐2,4‐dihydroxy‐2‐isopropyl‐N,5‐
diphenyl‐3,6‐dioxabicyclo [3.1.0]hexane‐1‐carboxamide 

873950‐19‐7 

24  Baclofen 

Baclofen API 
β‐(Aminomethyl)‐4‐chloro‐benzenepropanoic Acid  1134‐47‐0 

Baclofen EP Impurity A 
USP Baclofen Related Compound A 

(4RS)‐4‐(4‐chlorophenyl)pyrrolidin‐2‐one;  
4‐(4‐Chlorophenyl)‐2‐pyrrolidinone 

22518‐27‐0 

Baclofen EP Impurity B 
Chlorophenylglutaric acid amide 
3‐(4‐Chlorophenyl)glutaramic Acid  

1141‐23‐7 

3,4‐Dichloro Baclofen 
4‐Amino‐3‐(3,4‐dichlorophenyl)butyric acid  NA 
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baclofen butyl ester hydrochloride; 
Butyl 4‐amino‐3‐(p‐chlorophenyl)butyrate  NA 

Chlorophenylglutaric acid; 
3‐(p‐Chlorophenyl)glutaric acid  35271‐74‐0 

Dibaclofen Urea  
4‐{3‐[3‐Carboxy‐2‐(p‐chlorophenyl)propyl]ureido}‐3‐(p‐

chlorophenyl)butyric acid; N,N‐Di[3‐carboxy‐2‐(4‐
chlorophenyl)‐propyl]urea 

NA 

Dibaclofen Urea Mono Lactum 
3‐(p‐Chlorophenyl)‐4‐{[4‐(p‐chlorophenyl)‐2‐oxo‐1‐

pyrrolidinyl]carbonylamino}butyric acid 
NA 

 

3‐(4‐chlorophenyl)glutaric anhydride 
4‐(4‐Chlorophenyl)oxane‐2,6‐dione  53911‐68‐5 
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3‐(4‐Chlorophenyl) Glutarimide 
 4‐(4‐chlorophenyl)piperidine‐2,6‐dione  84803‐46‐3 

 

25  Baricitinib 

Baricitinib Impurity 15 
3,7‐Dihydro‐4H‐pyrrolo[2,3‐d]pyrimidin‐4‐one; 7‐

Deazahypoxanthine; 7‐Deaza‐6‐hydroxy Purine; 3,7‐
Dihydro‐4H‐pyrrolo[2,3‐d]pyrimidin‐4‐one; NSC 

124164; NSC 59251; 

3680‐71‐5 

 

Baricitinib Impurity B 
 4‐Chloro‐3H‐pyrrolo[2,3‐d]pyrimidine   3680‐69‐1  

26  Betahistine 
Betahistine EP Impurity C 

N‐methyl‐2‐(pyridin‐2‐yl)‐N‐(2‐(pyridin‐2‐
yl)ethyl)ethan‐1‐amine trihydrochloride 

2095467‐43‐7 
(HCl) 

5452‐87‐9 (Free) 
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27  Bisoprolol 

Bisoprolol fumarate API 
2‐Propanol, 1‐[4‐[[2‐(1‐

methylethoxy)ethoxy]methyl]phenoxy]‐3‐[(1‐
methylethyl)amino]‐, (2E)‐2‐butenedioate 

104344‐23‐2 
(Fumarate) 

66722‐44‐9 (Free) 

 

Bisoprolol EP Impurity A 
4‐[2‐Hydroxy‐3‐[(1‐methylethyl) 
amino]propoxy]benzenemethanol 

62572‐93‐4 

Bisoprolol EP Impurity B 
Bisoprolol n‐propoxy derivative impurity; 

(RS)‐1‐Isopropylamino‐3‐[4‐(2‐propoxy ethoxymethyl) 
phenoxy] propan‐2‐ol 

1447715‐44‐7 

Bisoprolol EP Impurity E 
(EZ)‐[3‐[4‐(2‐Isopropoxy‐ethoxymethyl)phenoxy]allyl] 

isopropylamine 
1217245‐60‐7  

Bisoprolol EP Impurity G 
1‐(4‐(((2‐Isopropoxyethoxy)methoxy)methyl)phenoxy)‐

3‐(isopropylamino)propan‐2‐ol fumarate 
NA 
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Bisoprolol EP Impurity K 
Bisoprolol ester impurity 

2‐Isopropoxyethyl 4‐[((2RS)‐2‐Hydroxy‐3‐
(isopropylamino)propyl)‐oxy]benzoate 

864544‐37‐6 
Fumarate 

 

Bisoprolol EP Impurity L 
Bisoprolol aldehyde 

4‐[((2RS)‐2‐Hydroxy‐3‐(isopropylamino)‐
propyl)oxy]benzaldehyde hydrochloride 

29122‐74‐5 ;  
1956321‐87‐1 (HCl 

salt) ; 
 1639933‐77‐9 
(Oxalate sat) 

Bisoprolol EP Impurity M 
4‐[(2‐Isopropoxyethoxy)methyl]phenol  177034‐57‐0 

Bisoprolol Epoxide Impurity 
2‐[4‐(2‐

Isopropoxyethoxymethyl)phenoxymethyl]oxirane 2‐[[4‐
[[2‐(1‐

Methylethoxy)ethoxy]methyl]phenoxy]methyl]oxirane; 

66722‐57‐4  
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28  Brexpiprazole 

Brexpiprazole API 
2(1H)‐Quinolinone, 7‐[4‐(4‐benzo[b]thien‐4‐yl‐1‐

piperazinyl)butoxy] 

913611‐97‐9 ; 
 1420987‐74‐1 (HCl 

salt) ; 
 1427049‐36‐2 
(HBr salt) ; 

 913612‐39‐2 
(Sulfate salt) 

1,4‐bis(benzo[b]thiophen‐4‐yl)piperazine  1420987‐86‐5 

7‐(4‐(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐yl)butoxy)‐
1‐(4‐((2‐oxo‐1,2‐dihydroquinolin‐7‐
yl)oxy)butyl)quinolin‐2(1H)‐one 

2094559‐58‐5  

 

Brexpiprazole N‐Oxide  
4‐(benzo[b]thiophen‐4‐yl)‐1‐(4‐((2‐oxo‐1,2‐

dihydroquinolin‐7‐yl)oxy)butyl)piperazine 1‐oxide 
1191900‐58‐9 
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5‐(4‐(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐
yl)butoxy)quinolin‐2(1H)‐one  2116542‐20‐0  

Piperazine‐1‐(4‐benzofuranyl) hydrochloride  105684‐85‐3 

7‐(4‐(4‐(benzofuran‐4‐yl)piperazin‐1‐
yl)butoxy)quinolin‐2(1H)‐one  N.A. 

1‐([2,4'‐bibenzo[b]thiophen]‐4‐yl)piperazine 
2126178‐13‐8 ;  

2126178‐14‐9 (HCl 
salt) 

7‐(4‐(4‐([2,4'‐bibenzo[b]thiophen]‐4‐yl)piperazin‐1‐
yl)butoxy)quinolin‐2(1H)‐one  N.A. 
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2(1H)‐Quinolinone 
 5‐hydroxy‐; 5‐Hydroxy‐2(1H)‐quinolinone 

2,5‐Dihydroxyquinoline 
31570‐97‐5 

N‐(3‐Methoxyphenyl)‐3‐phenyl‐2‐propenamide 
N‐(3‐Methoxyphenyl)cinnamamide   15116‐41‐3 

7‐(4‐hydroxybutoxy)quinolin‐2(1H)‐one  1886188‐97‐1 

7,7'‐(butane‐1,4‐diylbis(oxy))bis(quinolin‐2(1H)‐one)  2116542‐19‐7 

1‐(4‐(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐yl)butyl)‐7‐
hydroxyquinolin‐2(1H)‐one  NA 
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1‐(4‐(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐yl)butyl)‐7‐
(4‐((2‐oxo‐1,2‐dihydroquinolin‐7‐
yl)oxy)butoxy)quinolin‐2(1H)‐one 

NA 

Brexpiprazole Impurity 15 
7‐(4‐(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐yl)butoxy)‐

3,4‐dihydroquinolin‐2(1H)‐one 

913612‐07‐4 ;  
2389989‐56‐2 (HCl 

salt) 

7‐(4‐(4‐(2,3‐dihydro‐[2,4'‐bibenzo[b]thiophen]‐4‐
yl)piperazin‐1‐yl)butoxy)quinolin‐2(1H)‐one  NA 

1,4‐bis(4‐(benzo[b]thiophen‐4‐yl)piperazin‐1‐
yl)butane  NA 

7‐(4‐chlorobutoxy)‐1‐(4‐chlorobutyl)quinolin‐2(1H)‐
one  2059954‐32‐2  
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(2E)‐N‐(3‐Hydroxyphenyl)‐3‐phenyl‐2‐propenamide  616227‐75‐9 

Brexpiprazole Sulfoxide 
 7‐(4‐(4‐(1‐oxidobenzo[b]thiophen‐4‐yl)piperazin‐1‐

yl)butoxy)quinolin‐2(1H)‐one 
1191900‐51‐2 

1‐(2,3‐dihydro‐[2,4'‐bibenzo[b]thiophen]‐4‐
yl)piperazine  1420987‐85‐4 

Brexpiprazole Impurity 21 
1‐(benzo[b]thiophen‐4‐yl)‐4‐(4‐((2‐oxo‐1,2,3,4‐
tetrahydroquinolin‐7‐yl)oxy)butyl)piperazine 1,4‐

dioxide 

NA 

Brexpiprazole Impurity 22 
1‐(benzo[b]thiophen‐4‐yl)piperazine  846038‐18‐4 
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Brexpiprazole Impurity 23 
7‐(4‐(Piperzin‐1‐yl)butoxy)quinolin‐2(1H)‐one 

1849603‐58‐2 ;  
1890994‐10‐1 (HCl 

salt) 

Brexpiprazole Impurity 24 
7,7'‐((piperazine‐1,4‐diylbis(butane‐4,1‐
diyl))bis(oxy))bis(quinolin‐2(1H)‐one) 

2220149‐92‐6 

Brexpiprazole Impurity 25 
4‐Bromo benzo[b]thiophene  5118‐13‐8 

Brexpiprazole Impurity 26 
7‐(4‐chloro butoxy)‐1H‐quinolin‐2‐one  913613‐82‐8 

Brexpiprazole Impurity 27 
benzo thiophene  95‐15‐8 
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Brexpiprazole Impurity 28 
7‐(4‐Bromobutoxy)‐quinoline‐2(1H)‐one  203395‐59‐9 

Brexpiprazole N‐Oxide Impurity 
1‐(Benzo[b]thiophen‐4‐yl)‐4‐(4‐((2‐oxo‐l,2‐

dihydroquinolin‐7‐yl)oxy)butyl) piperazine 1,4‐dioxide 
NA 

29  Bupropion 

Bupropion Impurity 3 
1‐(2‐Chlorophenyl)propan‐1‐one  6323‐18‐8 

2‐Bromo‐3'‐chloropropiophenone  34911‐51‐8 

Bupropion USP Related Compound A Hydrochloride 
2‐(Tert‐Butylamino)‐4’‐chloropropiophenone 

Hydrochloride (as per USP) ;2‐tert‐Butylamino‐1‐(4‐
chloro‐phenyl)‐propan‐1‐one Hydrochloride 

1049718‐72‐0 
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Bupropion USP Related Compound B  
Hydrochlodride 

2‐(Tert‐Butylamino)‐3‐bromopropiophenone 
hydrochloride (as per USP) 

1049718‐43‐5 
1049974‐35‐7 
(Free base) 

Bupropion 2'‐Chloro Analog (HCl salt) 
2‐(Tert‐Butylamino)‐2’‐chloropropiophenone 

Hydrochloride 

1049718‐57‐1 
1049974‐40‐4 
(Free base) 

Bupropion 3,5‐Dichloro Impurity (HCl) 
2‐(Tert‐butylamino)‐1‐(3,5‐dichlorophenyl)propan‐1‐
one hydrochloride (as per USP); 2‐(tert‐Butylamino)‐
3’,5’‐dichloropropiophenone Hydrochloride; 1‐(3,5‐
Dichlorophenyl)‐2‐[(1,1‐dimethylethyl)amino]‐1‐

propanone Hydrochloride; 

1346603‐00‐6;  
1193779‐48‐4  

Bupropion impurity L 
2‐amino‐1‐(3‐chloro phenyl)propan‐1‐one 

hydrochloride 
119802‐69‐6 
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30  Butamirate 

Butamirate Impurity B1 
2‐Phenylbutyric Acid 

2‐Ethyl‐2‐phenylacetic Acid; Ethylbenzeneacetic Acid; 
(RS)‐2‐Phenylbutanoic Acid; (+/‐)‐2‐Phenylbutanoic 
Acid; ‐Ethyl‐toluic Acid; ‐Ethylbenzeneacetic Acid; ‐

Ethylphenylacetic Acid; 

90‐27‐7 

31  Caffeine 
Caffeine EP Impurity D 

Theobromine 
3,7‐dimethyl‐3,7‐dihydro‐1H‐purine‐2,6‐dione  

83‐67‐0 

32  Carvedilol 

Carvedilol Phosphate 
1‐((9H‐Carbazol‐4‐yl)oxy)‐3‐((2‐(2‐

methoxyphenoxy)ethyl)amino)propan‐2‐ol phosphate 

 374779‐45‐0 
72956‐09‐3 (free 

base)  

Carvedilol EP Impurity A 
1‐(4‐(2‐Hydroxy‐3‐(2‐(2‐

methoxyphenoxy)ethylamino)propoxy)‐9H‐carbazol‐9‐yl)‐3‐
(2‐(2‐methoxyphenoxy)ethylamino)propan‐2‐ol  

Carvedilol USP Related Compound A 

 1198090‐73‐1  
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Carvedilol EP Impurity B 
Carvedilol USP Related Compound B 

3,3'‐(2‐(2‐Methoxyphenoxy)ethylazanediyl)bis(1‐(9H‐
carbazol‐4‐yloxy)propan‐2‐ol) 

 918903‐20‐5  

Carvedilol EP Impurity C 
Carvedilol Related USP Compound C 

N‐Benzyl Carvedilol 
(2RS)‐1‐[Benzyl[2‐(2‐methoxyphenoxy)ethyl]amino]‐3‐(9H‐

carbazol‐4‐yloxy)propan‐2‐ol (as per EP)  
 (1‐(9H‐Carbazol‐4‐yloxy)‐3‐(benzyl(2‐(2‐

methoxyphenoxy)ethyl)amino)propan‐2‐ol) (as per USP) 

 72955‐94‐3  

Carvedilol EP Impurity D 
 Carvedilol Epoxy Impurity 

4‐(2,3‐Epoxypropoxy)carbazole 
[3‐(9H‐Carbazol‐4‐yloxy)‐2‐hydroxy]propyl Carvedilol 

(9H‐Carbazol‐4‐yloxy)‐3‐[4‐[2‐hydroxy‐3‐[[2‐(2‐
methoxyphenoxy)ethyl]amino]propoxy]‐9H‐carbazol‐9‐

yl]propan‐2‐ol 

 1391052‐16‐6  
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Carvedilol USP Related Compound D 
(4‐(Oxiran‐2‐ylmethoxy)‐9H‐carbazole) (as per USP)   51997‐51‐4  

 

   

Carvedilol USP Related Compound E 
2‐(2‐Methoxyphenoxy)ethylamine 

2‐(2‐Aminoethoxy)anisole 
 1836‐62‐0  

 

Carvedilol USP Related Compound F 
1‐((2‐(2‐Methoxyphenoxy)ethyl)amino)‐3‐((2,3,4,9‐

tetrahydro‐1H‐carbazol‐5‐yl)oxy)propan‐2‐ol  
6,7,8,9‐Tetrahydro Carvedilol 

 1246820‐73‐4  

 

Carvedilol O‐Desmethyl O‐Aminoethyl Impurity 
(1‐[2‐[2‐(2‐Aminoethoxy)phenoxy]ethylamino]‐3‐(9H‐

carbazol‐4‐yloxy)propan‐2‐ol) 
2RS)‐1‐(9H‐Carbazol‐4‐yloxy)‐3‐[[2‐(2‐(2‐

aminoethyl)oxyphenoxy)‐ethyl] amino] propan‐2‐ol 

 1391052‐10‐0  
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Carvedilol O‐Desmethyl O‐Benzyl Impurity 
(2RS)‐1‐(9H‐Carbazol‐4‐yloxy)‐3‐[[2‐(2‐benzyloxyphenoxy)‐

ethyl]amino] propan‐2‐ol 
 72955‐92‐1  

Carvedilol p‐Benzyloxy Impurity 
para‐Benzyloxy Carvedilol 

(2RS)‐1‐(9H‐Carbazol‐4‐yloxy)‐3‐[[2‐(2‐methoxy‐4‐
benzyloxyphenoxy)‐ethyl]amino] propan‐2‐ol 

 887352‐95‐6  

 

Carvedilol Propanediol Impurity 
3‐(9H‐Carbazol‐4‐yloxy)‐1,2‐propanediol   123119‐89‐1  

 

Carvedilol 4‐Hydroxy Metabolite 
4‐[2‐[[3‐(9H‐Carbazol‐4‐yloxy)‐2‐

hydroxypropyl]amino]ethoxy]‐3‐methoxyphenol  
 4‐Hydroxy Carvedilol 

 142227‐49‐4  
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Carvedilol Biscarbazole Impurity  
1,3‐Bis(9H‐carbazol‐4‐yloxy)‐2‐propanol 
 Carvedilol Diether Propanol Impurity 

 1276477‐91‐8  

Carprofen USP Related Compound A 
Carvedilol Carbazole Impurity 

9H‐Carbazole  
 Dibenzopyrrole  
Diphenylenimine 

 86‐74‐8  

 

33  Carbonitrile 
Silodosin KSM I Carbonitrile Impurity 2 

(R)‐5‐(2‐Aminopropyl)‐1‐(3‐hydroxypropyl)indoline‐7‐
carboxamide hydrochloride 

2034998‐44‐0; 
350797‐60‐3 (free 

base) 

  

34  Carbamazepine  Carbamazepine API 
5H‐Dibenzo[b,f]azepine‐5‐carboxamide  298‐46‐4 
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Carbamazepine EP Impurity A 
10,11‐Dihydro‐5H‐dibenzo[b,f]azepine‐5‐carboxamide  3564‐73‐6 

Carbamazepine EP Impurity B 
 9‐Methylacridine  611‐64‐3 

Carbamazepine EP Impurity C 
N‐Carbamoyl Carbamazepine  1219170‐51‐0 

Carbamazepine EP Impurity D 
Iminostilbene  

5H‐Dibenzo[b,f]azepine 

256‐96‐2 ; 
 62992‐73‐8 (HCl 

salt) ;  
67664‐97‐5 
(sodium salt)  

Carbamazepine EP Impurity E 
10,11‐Dihydrodibenz[b,f]azepine  494‐19‐9 
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Carbamazepine EP Impurity F 
H‐dibenzo[b,f]azepine‐5‐carbonyl chloride  33948‐22‐0 

35  Candesartan 

Ethyl 2‐[N‐[(2’‐Cyanobiphenyl‐4‐yl)methyl]amino]‐3‐
nitrobenzoate  136285‐67‐1 

Candesartan Cilexetil EP Impurity I  
Candesartan Methyl Ester 

2‐Ethoxy‐1‐[[2‐[1‐(triphenylmethyl)‐1H‐tetrazol‐5‐
yl][1,1‐biphenyl]‐4‐yl]methyl]‐1H‐benzimidazole‐7‐
carboxylic acid methyl ester ;2‐Ethoxy‐1‐[[2‐(2H‐
tetrazol‐5‐yl)[1,1‐biphenyl]‐4‐yl]methyl]‐1H‐
benzimidazole‐7‐carboxylic Acid Methyl Ester 

139481‐69‐9 

3‐Aminophthalic acid  5434‐20‐8 
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36  Cilastatin 

Cilastatin EP Impurity D 
4‐Methylpent‐3‐en‐2‐one ; mesityl oxide 

4‐Methyl‐3‐penten‐2‐one; 2,2‐Dimethylvinyl Methyl 
Ketone; 2‐Methyl‐2‐penten‐4‐one; 2‐Methyl‐4‐oxo‐2‐

pentene; 4‐Methyl‐3‐penten‐2‐one; 4‐Methyl‐3‐
pentene‐2‐one; Isobutenyl Methyl Ketone; 

Isopropylideneacetone; Methyl 2,2‐dimethylvinyl 
ketone; Methyl 2‐Methyl‐1‐propenyl Ketone; Methyl 

isobutenyl Ketone; NSC 38717 

 141‐79‐7  

37  Citicoline 

Citicoline IP Impurity C 
Methyl ester of cytidine‐5’‐monophosphate; Cytidine 

5'‐Monophosphate Methyl Ester 
52448‐10‐9 

Cytidine 5'‐Monophosphate 
5'‐Cytidylic Acid  

Cytidine 5'‐Phosphate 
 Cytidine 5'‐Phosphoric Acid 

Cytidine Mono(dihydrogen phosphate)(Ester) 
 Cytidylic Acid 

 63‐37‐6  
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38  Clotrimazole 

Clotrimazole EP Impurity A 
(2‐Chlorophenyl)diphenylmethanol ; USP Clotrimazole 

Related Compound A ;(2‐Chlorophenyl)diphenylmethanol; 2‐
Chloro‐,‐diphenylbenzenemethanol; NSC 170882; TRAM 3 

 66774‐02‐5  

 

Clotrimazole EP Impurity B 
1‐[(4‐Chlorophenyl)diphenylmethyl]‐1H‐imidazole; 1‐

(p‐Chloro‐α,α‐diphenylbenzyl)imidazole; 1‐[(p‐
Chlorophenyl)diphenylmethyl]imidazole; para‐

Clotrimazole Isomer ;; CDD 3532; Clotrimazole Impurity 
A;  

23593‐71‐7 

  

Clotrimazole EP Impurity E 
(2‐Chlorophenyl)phenylmethanone (2‐

chlorobenzophenone);2‐Chlorobenzophenone;(2‐
Chlorophenyl)(phenyl)methanone; 2‐Benzoylphenyl 
Chloride; 2‐CBP; 2‐Chlorophenyl Phenyl Ketone; NSC 

62529; o‐Chlorobenzophenone; 

 5162‐03‐8 

Clotrimazole EP Impurity F 
1‐(Triphenylmethyl)‐1H‐imidazole; 1‐

(Triphenylmethyl)imidazole; 1‐Tritylimidazole; N‐
Tritylimidazole; 

15469‐97‐3 
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39  Celecoxib 

Celecoxib EP Impurity A 
4‐[5‐(3‐Methylphenyl)‐3‐trifluoromethyl‐1H‐pyrazol‐1‐

yl]benzenesulfonamide; 
4‐Desmethyl‐3‐methyl Celecoxib 

170570‐01‐1 

  

Celecoxib Related Compound 4 
4,4,4‐trifluoro‐1‐p‐tolylbutane‐1,3‐dione  720‐94‐5 

5‐(p‐tolyl)‐3‐(trifluoromethyl)‐1H‐pyrazole  26974‐15‐2 

40  Cetirizine 

Cetirizine EP Impurity A  
 (RS)‐1‐[(4‐Chlorophenyl) phenylmethyl]piperazine  303‐26‐4 

Cetirizine EP Impurity B  
(RS)‐2‐[4‐[(4‐Chlorophenyl)phenylmethyl]piperazin‐1‐

yl]acetic acid dihydrochloride 

942193‐17‐1 ; 
942132‐30‐1 (HCl 

Salt)  
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41  Chlorpromazine 

Chlorpromazine Hydrocloride 
3‐(2‐chloro‐10H‐phenothiazin‐10‐yl)‐N,N‐
dimethylpropan‐1‐amine hydrochloride 

69‐09‐0 

Chlorpromazine EP Impurity A 
3‐(2‐chloro‐10H‐phenothiazin‐10‐yl)‐N,N‐

dimethylpropan‐1‐amine S‐oxide 
 969‐99‐3 

Chlorpromazine EP Impurity B 
N1‐(3‐(2‐chloro‐10H‐phenothiazin‐10‐yl)propyl)‐

N1,N3,N3‐trimethylpropane‐1,3‐diamine 
19077‐20‐4 

Chlorpromazine EP Impurity D 
3‐(2‐chloro‐10H‐phenothiazin‐10‐yl)‐N‐methylpropan‐

1‐amine 
1225‐64‐5 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

53 | P a g e  
 

Chlorpromazine EP Impurity E 
2‐Chlorophenothiazine  92‐39‐7 

Chlorpromazine Impurity 2 
2‐Chloro‐10‐(3‐(dimethylamino)propyl)‐10H‐
phenothiazine 5,5‐dioxide hydrochloride 

4337‐86‐4 (free 
base) ;  

18683‐73‐3 

N‐Nitroso Chlorpromazine Impurity 
N‐(3‐(2‐Chloro‐10H‐phenothiazin‐10‐yl)propyl)‐N‐

methylnitrous amide 
 55855‐44‐2  

 

Chlorpromazine N‐Oxide impurity 
[3‐(2‐chloro‐5‐oxido‐10H‐phenothiazin‐10‐

yl)propyl]dimethylamine oxide 
1672‐76‐0 

  

42  Cinacalcet 
Cinacalcet hydrochloride 

(R)‐N‐(1‐(Naphthalen‐1‐yl)ethyl)‐3‐(3‐(trifluoromethyl) 
phenyl)propan‐1‐amine hydrochloride 

364782‐34‐3 ; 
226256‐56‐0 (free 

base) 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

54 | P a g e  
 

Cinacalcet Impurity A 
(R)‐(+)‐1‐(1‐Naphthyl)ethylamine 

3886‐70‐2 
82572‐04‐1 (HCl) 

5‐trifluoromethyl‐3‐p‐tolyl‐1H‐pyrazole  219986‐64‐8 

(R)‐1‐(naphthalen‐1‐yl)‐N‐(3‐
(trifluoromethyl)benzyl)ethan‐1‐amine 

1229225‐42‐6 ; 
1229512‐52‐0 (free 

base)  

3‐[1‐(Dimethylamino)ethyl]phenol hydrochloride  105601‐04‐5 

43  Ciprofloxacin 

Ciprofloxacin EP Impurity C 
7‐[(2‐Aminoethyl)amino]‐1‐cyclopropyl‐6‐fluoro‐4‐oxo‐
1,4‐dihydroquinoline‐3‐carboxylic acid hydrochloride 

(as per EP) 

528851‐31‐2  

Ciprofloxacin Impurity 9 
 Methyl 7‐chloro‐1‐cyclopropyl‐6‐fluoro‐4‐oxo‐1,4‐

dihydroquinoline‐3‐carboxylate 
 104599‐90‐8  
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Ciprofloxacin Impurity 12 
Ethyl 7‐chloro‐1‐cyclopropyl‐6‐fluoro‐4‐oxo‐1,4‐

dihydroquinoline‐3‐carboxylate 
 86483‐54‐7  

 

44  Cinnarizine 

Cinnarizine API 
1‐benzhydryl‐4‐cinnamylpiperazine  298‐57‐7 

  

Cinnarizine EP Impurity A 
1‐(diphenylmethyl)piperazine; 

Norcyclizine 
841‐77‐0 

Cinnarizine EP Impurity B 
 Cis‐Cinnarizine 

(Z)‐1‐benzhydryl‐4‐(3‐phenylallyl)piperazine 
750512‐44‐8  

Cinnarizine EP Impurity C 
4‐(diphenylmethyl)‐1,1‐bis[(E)‐3‐phenylprop‐2‐

enyl]piperazinium chloride 
NA 

Cinnarizine EP Impurity D 
1‐(diphenylmethyl)‐4‐[(1RS,3E)‐4‐phenyl‐1‐[(E)‐2‐

phenylethenyl]but‐3‐enyl]piperazine 
1199751‐98‐8 
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Cinnarizine EP Impurity E 
1,4‐bis(diphenylmethyl)piperazine  216581‐01‐0 

45  Clidinium bromide 
Clidinium bromide API 

 3‐[(Hydroxydiphenylacetyl)oxy]‐1‐methyl‐1‐
azoniabicyclo[2.2.2]octane bromide 

3485‐62‐9 ;  
7020‐55‐5 (free 

base) 

46  Clomipramine 

Clomipramine Hydrochloride API 
17321‐77‐6 ; 
 303‐49‐1 (free 

base) 

Clomipramine Hydrochloride Impurity A 
N1‐(3‐(3‐chloro‐10,11‐dihydro‐5H‐dibenzo[b,f]azepin‐
5‐yl)propyl)‐N1,N3,N3‐trimethylpropane‐1,3‐diamine 

NA 

Clomipramine Hydrochloride Impurity B 
10,11‐Dihydro‐N,N‐dimethyl‐5H‐dibenz[b,f]azepine‐5‐

propanamine Hydrochloride 

113‐52‐0 ; 
50‐49‐7 (Free) 
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Clomipramine Hydrochloride Impurity C 
5H‐Dibenz[b,f]azepine, 3‐chloro‐5‐[3‐
(dimethylamino)propyl]‐ (6CI,7CI,8CI) 

2095‐42‐3 

Clomipramine Hydrochloride Impurity D 
5H‐Dibenz[b,f]azepine, 3,7‐dichloro‐5‐[3‐

(dimethylamino)propyl]‐10,11‐dihydro‐ (6CI,7CI,8CI) 
3589‐22‐8 

Clomipramine Hydrochloride Impurity E 
10,11‐Dihydro‐5H‐dibenzo[b,f]azepine  494‐19‐9 

Clomipramine Hydrochloride Impurity F 
3‐Chloro‐10,11‐dihydro‐5H‐dibenz[b,f]azepine  32943‐25‐2 

Clomipramine Hydrochloride Impurity G 
3‐Chloro‐10,11‐dihydro‐5‐(2‐propen‐1‐yl)‐5H‐

dibenz[b,f]azepine 
1425793‐87‐8 
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47  Clozapine  

Clozapine API  5786‐21‐0 

Clozapine EP Impurity A 
8‐Chloro‐5,10‐dihydro‐11H‐dibenzo[b,e][1,4]‐diazepin‐

11‐one 
50892‐62‐1 

Clozapine EP Impurity B 
11,11'‐(Piperazine‐1,4‐diyl)‐bis‐8‐chloro‐5H‐

dibenze[b,e][1,4]‐diazepine 
263366‐81‐0 

Clozapine EP Impurity C 
8‐Chloro‐11‐(1‐piperazinyl)‐5H‐
dibenzo[B,E][1,4]diazepine 

6104‐71‐8 

Clozapine EP Impurity D 
[2‐[(2‐Amino‐4‐chlorophenyl)amino]phenyl](4‐methyl‐

1‐piperazinyl)methanone 
65514‐71‐8 
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Clozapine N‐Oxide 
8‐Chloro‐11‐(4‐methyl‐1‐piperazinyl)‐5H‐

dibenzo[b,e][1,4]diazepine N‐Oxide 
34233‐69‐7 

48  Crisaborole 
Crisaborole Impurity 

4‐(3‐(hydroxymethyl)phenoxy)  
benzonitrile 

 888967‐63‐3 

49  Cyproheptadine  Cyproheptadine EP impurity A 
5H‐dibenzo[a,d][7]annulene  256‐81‐5 

50 
Cyclizine 

 Hydrochloride 

Cyclizine Hydrochloride EP Impurity A 
1‐Methylpiperazine 

1‐Methyl‐1,4‐piperazine; N‐Methylpiperazine; 
Imatinib EP Impurity G 

109‐01‐3 

51  Darifenacin  Darifenacin Cyano Pyrrolidine Impurity                 
(S)‐3‐(Cyanodiphenylmethyl)‐pyrrolidine Hydrochloride 

 871505‐23‐6 ; 
 133099‐11‐3 (Free 

base)  
1207849‐19‐1 
(Oxalate salt)  
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Darifenacin KSM‐I A 
2,3‐Dihydro‐5‐benzofuranyl methyl Ketone; 1‐(2,3‐
Dihydro‐1‐benzofuran‐5‐yl)ethanone; 5‐Acetyl‐2,3‐

dihydrobenzo[b]furan; 5‐Acetyl‐2,3‐dihydrobenzofuran 

90843‐31‐5 

 

Darifenacin API 
(S)‐2‐[1‐[2‐(2,3‐Dihydrobenzfuran‐5‐yl)ethyl]‐3‐

pyrrolidinyl]‐2,2‐diphenylacetamide 

133099‐04‐4 
133099‐07‐7 (HBr) 

  

Darifenacin mono‐tosyl 
(S)‐1‐Tosyl‐3‐pyrrolidinol  943587‐25‐5 

Darifenacin Di‐tosyl 
1(S)‐1‐tosylpyrrolidin‐3‐yl 4‐methylbenzenesulfonate  133034‐01‐2 

(S)‐2,2‐Diphenyl‐2‐(1‐tosyl‐3‐pyrrolidinyl)acetonitrile  133099‐09‐9 
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Darifenacin N‐Oxide Impurity 
(S)‐2‐[ 1‐[2‐(2,3‐Dihydrobenzofuran‐5‐yl)ethyl]‐1 ‐

oxidopyrrolidin‐3‐yl]‐2,2‐diphenyl acetamide 
1391080‐40‐2 

Darifenacin Morpholine Amide Impurity
Ethanethione, 2‐(2,3‐dihydro‐5‐benzofuranyl)‐1‐(4‐
morpholinyl)‐; Morpholine, 4‐[2‐(2,3‐dihydro‐5‐

benzofuranyl)‐1‐thioxoethyl]‐ (9CI); 2‐(2,3‐Dihydro‐5‐
benzofuranyl)‐1‐(4‐morpholinyl)ethanethione

97483‐11‐9 

 

Darifenacin Impurity H 
N‐((3‐(2‐amino‐2‐oxo‐1,1‐diphenylethyl)pyrrolidin‐1‐
yl)methyl)‐2‐((S)‐1‐(2‐(2,3‐dihydrobenzofuran‐5‐
yl)ethyl)pyrrolidin‐3‐yl)‐2,2‐diphenylacetamide 

NA 

  

52  Dapoxetine 

Dapoxetine Impurity 3 
3‐Chloro‐1‐(p‐tolyl)propan‐1‐one; 3‐Chloro‐1‐(4‐
methylphenyl)propan‐1‐one; 3‐Chloro‐1‐(4‐
methylphenyl)‐1‐propanone; 2‐Chloroethyl 4‐

Methylphenyl Ketone; 

22422‐21‐5 
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53  Desloratadine 

Desloratadine API 
8‐Chloro‐6,11‐dihydro‐11‐(4‐piperidylidene)‐5H‐

benzo[5,6]cyclohepta[1,2‐b] pyridine 
100643‐71‐8 

Desloratadine EP Impurity A 
4‐[(11RS)‐8‐chloro‐11‐fluoro‐6,11‐dihydro‐5H‐benzo 

[5,6] cyclohepta [1,2‐b]pyridin‐11‐yl]piperidine ; Fluoro 
Desloratadine; 

  298220‐99‐2  

 

Desloratadine EP Impurity B 
Iso Desloratadine 

8‐Chloro‐6,11‐dihydro‐11‐(1,2,3,6‐tetrahydro‐4‐
pyridinyl)‐5H‐benzo[5,6]cyclohepta[1,2‐b]pyridine 

183198‐49‐4 

  

Desloratadine EP Impurity C 
Ethyl 4‐(8‐chloro‐5,6‐dihydro‐11H‐

benzo[5,6]cyclohepta[1,2‐b]pyridin‐11‐ylidene)‐1‐
piperidinecarboxylate 

79794‐75‐5 
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Desloratadine USP RC A 
 Desloratadine USP Related Compound ADesloratadine 

8‐Bromo Analog ; 8‐Bromo‐6,11‐dihydro‐11‐(4‐
piperdinylidene)‐5H‐benzo[5,6]cyclohepta[1,2‐

b]pyridine ; 

 117796‐50‐6  

Desloratadine Dehydro 11‐Oxo Impurity 
Desloratadine Dehydro 11‐Oxo Impurity ; 8‐Chloro‐11‐

oxo‐benzo[5,6]cyclohepta [1,2‐b] pyridine ; 
  117811‐16‐2  

 

Desloratadine Dehydro Impurity                       
Desloratadine Impurity C 

Desloratadine Dehydro Impurity ; 8‐Chloro‐11‐(4‐
piperidinylidene)‐benzo[5,6]cyclohepta[1,2‐b]pyridine ; 

  117811‐20‐8  

Desloratadine 11‐Hydroxy Impurity 
 Desloratadine 11‐Hydroxy Impurity ; 8‐Chloro‐6,11‐
dihydro‐11‐[4‐piperidinyl]‐11‐hydroxy‐5H‐benzo[5,6] 

cyclohepta [1,2‐b]pyridine 

 153200‐97‐6  
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Desloratadine 11‐Hydroxy N‐Methyl Impurity 
 8‐Chloro‐6,11‐dihydro‐11‐[N‐methyl‐4‐piperidinyl]‐11‐

hydroxy‐5H‐benzo[5,6] cyclohepta[1,2‐b]pyridine 
formate salt  

NA  

Desloratadine 3‐Hydroxy Impurity 
Desloratadine 3‐Hydroxy Impurity ; 8‐Chloro‐3‐hydroxy‐

6,11‐dihydro‐11‐(4‐piperidinylidene)‐5H‐
benzo[5,6]cyclohepta[1,2‐b] pyridine ; 4‐(8‐Chloro‐3‐
hydroxy‐5,6‐dihydro‐11H‐benzo[5,6]cyclohepta[1,2‐

b]pyridin‐11‐ylidene)‐piperidine ; 

119410‐08‐1  

  

Desloratadine 8‐Bromo‐11‐Hydroxy‐N‐Methyl 
Impurity 

 Desloratadine 8‐Bromo‐11‐Hydroxy‐N‐Methyl Impurity 
; 8‐Bromo‐6,11‐dihydro‐11‐[N‐methyl‐4‐piperidinyl]‐11‐
hydroxy‐5H‐benzo [5,6] cyclohepta[1,2‐b]pyridine ; 

  NA  
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Desloratadine 8‐Bromo‐11‐Oxo Impurity 
Desloratadine 8‐Bromo‐11‐Oxo Impurity ; 8‐Bromo‐5,6‐
dihydro‐11H‐benzo[5,6] cyclohepta[1,2‐b]pyridin‐11‐

one 

 143540‐56‐1  

Desloratadine 8‐Bromo‐N‐Methyl Impurity 
Desloratadine 8‐Bromo‐N‐Methyl Impurity ; 8‐Bromo‐
6,11‐dihydro‐11‐(1‐methyl‐4‐piperdinylidene)‐5H‐

benzo[5,6] cyclohepta [1,2‐b]pyridine 

  130642‐57‐8  

Desloratadine Dehydro N‐Methyl Impurity 
Desloratadine Dehydro N‐Methyl Impurity ; 8‐Chloro‐

11‐(N‐methyl‐4‐piperidinylidene)‐
benzo[5,6]cyclohepta[1,2‐b] pyridine ; 

  117811‐18‐4  

Desloratadine Dehydro 11‐Hydroxy N‐Methyl Impurity 
 Desloratadine Dehydro 11‐Hydroxy N‐Methyl Impurity 
; 8‐Chloro‐11‐hydroxy‐11‐(N‐methyl‐4‐piperidinyl)‐

benzo[5,6]cyclohepta [1,2‐b] pyridine ; 

  117811‐17‐3  
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Desloratadine Methanone Impurity 
(3‐(3‐chlorophenethyl)pyridin‐2‐yl)(1‐methylpiperidin‐

4‐yl)methanone 
 130642‐50‐1  

Desloratadine N‐Acetyl Impurity 
Desloratadine N‐Acetyl Impurity ; N‐Acetyl 

Desloratadine 
  117796‐52‐8  

Desloratadine N‐Formyl Impurity 
8‐Chloro‐6,11‐dihydro‐11‐(1‐formyl‐4‐piperidin 
ylidene)‐5H‐benzo[5,6]cyclohepta[1,2‐b] pyridine 

  117810‐61‐4  

Desloratadine N‐Hydroxy Impurity 
Desloratadine N‐Hydroxy Impurity ; N‐Hydroxy 

Desloratadine ; Desloratadine N‐Hydroxypiperidine ; 8‐
Chloro‐6,11‐dihydro‐11‐(1‐hydroxy‐4‐piperidinylidene)‐

5H‐benzo[5,6]cyclohepta[1,2‐b]pyridine ; 

  1193725‐73‐3  
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Desloratadine N‐Methyl Impurity 
Loratadine EP Impurity G ; 8‐Chloro Azatadine ; N‐

Methyl Desloratadine ; Loratadine USP RC B ; 8‐Chloro‐
6,11‐dihydro‐11‐(1‐methyl‐4‐piperidin ylidene)‐5H‐

benzo[5,6]cyclohepta[1,2‐b] pyridine ; 

  38092‐89‐6  

Desloratadine 4,8‐Dichloro Impurity 
4‐Chloro Desloratadine ; 4,8‐Dichloro‐11‐(piperidin‐4‐
ylidene)‐6,11‐dihydro‐5H‐benzo[5,6]cyclohepta[1,2‐

b]pyridine ; 

  133330‐63‐9  

Desloratadine 8‐Dechloro‐7‐Chloro Impurity 
7‐Chloro‐6,11‐dihydro‐11‐(4‐piperidinylidene)‐5H‐

benzo[5,6]cyclohepta[1,2‐b]pyridine ; 
  1346601‐53‐3  

Desloratadine 8‐Dechloro‐10‐Chloro Impurity 
10‐Chloro‐6,11‐dihydro‐11‐(4‐piperidinylidene)‐5H‐

benzo[5,6]cyclohepta[1,2‐b]pyridine ; 
  1346600‐61‐0   
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54  Deferasirox  

Deferasirox EP Impurity A 
Deferasirox Diacyl Impurity 

2‐Hydroxy‐N‐(2‐hydroxybenzoyl)benzamide (as per EP) 
 1972‐71‐0  

Deferasirox EP Impurity B 
  2‐(2‐Hydroxyphenyl)‐4H‐1,3‐benzoxazin‐4‐one   1218‐69‐5  

Deferasirox 
4‐[3,5‐Bis(2‐hydroxyphenyl)‐1H‐1,2,4‐triazol‐1‐

yl]benzoic acid (as per EP) 
4‐[3,5‐Bis(2‐hydroxyphenyl)‐1H‐1,2,4‐triazol‐1‐

yl]benzoic Acid 

 201530‐41‐8  

55  Diazoxide 
Diazoxide impurity A 

2‐Amino‐5‐chlorobenzene 
sulfonamide 

40642‐90‐8 
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Diazoxide impurity B 
2‐Amino‐5‐chlorobenzene 

sulfonamide 
5790‐69‐2 

Methoxide Impurity 
7‐methoxy‐3‐methyl‐4H‐benzo[e][1,2,4]thiadiazine 1,1‐

dioxide 
NA 

Deschloro Diazoxide 
3‐Methyl‐1,2,4‐benzothiadiazine‐1,1‐dioxide  360‐81‐6 

56  Dexmedetomidine  Dexmedetomidine Impurity Vl 
(2,3‐dimethylphenyl)(1H‐imidazol‐4‐yl)methanone  91874‐85‐0 
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57  Diclofenac  

Diclofenac Sodium 
Aceclofenac EP Impurity A  

Sodium 2‐[(2,6‐dichlorophenyl)amino]phenyl]acetate 

15307‐86‐5 ; 
15307‐79‐6 (Na 
salt) ; 15307‐81‐0 

(K salt) 

Diclofenac EP Impurity A 
Diclofenac USP RC A 

Aceclofenac EP Impurity I 
 1‐(2,6‐Dichlorophenyl)‐1,3‐dihydro‐2H‐indol‐2‐one 

15362‐40‐0 

Diclofenac EP Impurity B 
Diclofenac Aldehyde 

2‐[(2,6‐Dichlorophenyl)amino] benzaldehyde 
22121‐58‐0 

Diclofenac EP Impurity C 
Diclofenac Alcohol 

[2‐[(2,6‐Dichlorophenyl)amino] phenyl]methanol 
27204‐57‐5 
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Diclofenac EP Impurity D 
Diclofenac Monobromo  
Sodium Salt Impurity 

2‐[2‐[(2‐Bromo‐6‐chlorophenyl) amino]phenyl] acetic 
acid 

127792‐45‐4 
127792‐23‐8 (free 

acid) 

Diclofenac EP Impurity E 
Oxindole 
2‐Indolone 

1,3‐Dihydro‐2H‐indol‐2‐one 

59‐48‐3 

Diclofenac EP Impurity F 
N‐(4‐chlorophenyl)‐2‐(2,6‐dichlorophenyl)acetamide  560075‐65‐2 

Diclofenac Methyl Ester 
Aceclofenac EP Impurity B 

Methyl [2‐[(2,6‐dichlorophenyl) amino]phenyl]acetate 
15307‐78‐5 
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Diclofenac Carboxylic Acid  
Diclofenac Metabolite 

2‐[(2,6‐Dichlorophenyl)amino]  benzoic acid 
13625‐57‐5 

Diclofenac Desacetate Impurity 
N‐(2,6‐Dichlorophenyl)aniline  15307‐93‐4 

Diclofenac glyoxillic acid 
2‐(2‐(2,6‐dichlorophenylamino)phenyl)‐2‐oxoacetic acid 

66156‐75‐0 
70757‐34‐5 (Na 

salt) 

Diclofenac isopropyl ester 
isopropyl 2‐(2‐((2,6‐

dichlorophenyl)amino)phenyl)acetate 
66370‐79‐4 

O

OH
O

NH
Cl

Cl
MF: C14H9Cl2NO3

FW: 310.13
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Diclofenac Ethyl Ester 
Aceclofenac EP Impurity C 

Ethyl [2‐[(2,6‐dichlorophenyl) amino]phenyl]acetate 
15307‐77‐4 

Diclofenac Chloroacetyl Impurity 
 N‐Chloroacetyl‐N‐phenyl‐2,6‐Dichloroaniline 

2‐chloro‐N‐(2,6‐dichlorophenyl)‐N‐phenylacetamide 
15308‐01‐7 

58  Diflunisal 

Diflunisal Impurity‐II 
2’,4’‐Difluoro‐4‐hydroxy‐1,1’‐biphenyl; 2',4'‐

Difluorobiphenyl‐4‐ol; 2',4'‐Difluoro[1,1'‐biphenyl]‐4‐ol; 
2,4‐Difluoro‐4'‐hydroxybiphenyl; 2',4'‐Difluoro‐4‐
hydroxybiphenyl; 4‐(2,4‐Difluorophenyl)phenol; 

59089‐68‐8 

59  Diphenhydramine  Diphenhydramine 
2‐(benzhydryloxy)‐N,N‐dimethylethan‐1‐amine 

 58‐73‐1 
147‐24‐0 (HCl Salt)  
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Diphenhydramine EP Impurity A 
2‐(diphenylmethoxy)‐N‐methylethanamin 
hydrochloride; 2‐(Diphenylmethoxy)‐N‐
methylethanamine Hydrochloride; 2‐

(Diphenylmethoxy)‐N‐methylethylamine 
Hydrochloride;          

53499‐40‐4 

  

Diphenhydramine EP Impurity B 
Dimenhydrinate EP Impurity G 

2‐[(RS)‐(4‐methylphenyl)phenylmethoxy]‐N,N‐
dimethylethanamine 

 19804‐27‐4  

 

Diphenhydramine EP Impurity C 
 Bromodiphenhydramine Hydrochloride  

Dimenhydrinate EP Impurity H 
2‐[(RS)‐(4‐bromophenyl)phenylmethoxy]‐N,N‐

dimethylethanamine Hydrochloride 

 1808‐12‐4 
 118‐23‐0 (Free 

base)  

  

Diphenhydramine EP Impurity D 
Cyclizine Hydrochloride EP Impurity B 

Dimenhydrinate EP Impurity I 
Diphenhydramine Hydrochloride EP Impurity D 

Ebastine EP Impurity A 
diphenylmethanol 

  91‐01‐0  
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Diphenhydramine EP Impurity E 
Phenytoin Sodium EP Impurity A 
Dimenhydrinate EP Impurity J 
Hydrocodone EP Impurity H 
Phenytoin EP Impurity A 

Benzophenone 
diphenylmethanone 

 119‐61‐9  

  

Diphenhydramine Impurity K 
Modafinil USP Related Compound D 

 Ebastine EP Impurity H 
(oxybis(methanetriyl))tetrabenzene 

  574‐42‐5  

  

Diphenhydramine Methiodide 
2‐(benzhydryloxy)‐N,N,N‐trimethylethan‐1‐aminium iodide 

 14177‐81‐2 
29869‐74‐7 (free 

base)  

  

Diphenhydramine USP Related Compound B 
(RS)‐3‐(Benzhydryloxy)propane‐1,2‐diol 
3‐(benzyhdryloxy) propane‐1,2‐diol 

3‐(Diphenylmethoxy)‐1,2‐propanediol 

  19574‐66‐4  
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Diphenhydramine N‐Oxide Hydrochloride 
2‐(Diphenylmethoxy)‐N,N‐dimethylethanamine N‐Oxide 

Hydrochloride 

 13168‐00‐8 
3922‐74‐5 (free 

base)  

  

60  Domperidone  Domperidone Impurity 1 
1‐(3‐Chloropropyl)‐1,3‐dihydrobenzimidazol‐2‐one  62780‐89‐6 

  

61  Donepezil 

Donepezil Hydrochloride API 
(±)‐2‐[(1‐Benzyl‐4‐piperidyl)methyl]‐5,6‐dimethoxy‐1‐

indanone hydrochloride 
120011‐70‐3 

Donepezil Related Compound A 
Donepezil Dehydro Impurity  

(E)‐2‐[(1‐Benzylpiperidin‐4‐yl)methylene]‐5,6‐
dimethoxyindan‐1‐one 

145546‐80‐1 
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Hydroxydonepezil 
Donepezil Hydroxy Keto Impurity 

2‐[(1‐Benzylpiperidin‐4‐yl)(hydroxy)methyl]‐5,6‐
dimethoxyindan‐1‐one 

197010‐20‐1 

Donepezil open ring impurity 
Donepezil Open‐Ring Keto Acid 

2‐[3‐(1‐Benzylpiperidin‐4‐yl)‐2‐oxopropyl)‐4,5‐
dimethoxybenzoic acid sodium salt 

197010‐25‐6 ; 
 2217617‐87‐1 (HCl 

salt) 

Donepezil Benzyl Bromide 
 Donepezil quaternary salt 

1,1‐Dibenzyl‐4‐[(5,6‐dimethoxy‐1‐oxoindan‐2‐yl) 
methyl]piperidinium bromide  

 844694‐85‐5 ; 
 845252‐34‐8 (free 

base) 

Dehydrodeoxy Donepezil 
Donepezil Indene Impurity 

1‐Benzyl‐4‐[(5,6‐dimethoxyinden‐2‐yl)methyl] 
piperidine 

120013‐45‐8 
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Deoxydonepezil 
1‐Benzyl‐4‐[(5,6‐dimethoxyindan‐2‐yl)methyl] 

piperidine hydrochloride 
844694‐84‐4 

Donepezil EP Impurity A 
Desbenzyl donepezil 

Desbenzyl Donepezil Hydrochloride  
5,6‐Dimethoxy‐2‐(piperidin‐4‐ylmethyl) indan‐1‐one 

hydrochloride 

120013‐39‐0 
120014‐30‐4 (free 

base) 

Donepezil N‐Oxide 
(RS)‐2‐[(1‐Benzyl‐4‐piperidyl)methyl]‐5,6‐dimethoxy‐1‐

indanone N‐Oxide 
120013‐84‐5 

Donepezil EP Impurity D 
Donepezil pyridine analog (DPMI) 

5,6‐Dimethoxy‐2‐(pyridin‐4‐ylmethyl)indan‐1‐one 
 4803‐57‐0 
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Donepezil Aldehyde Impurity 
(RS)‐(1‐Benzyl‐piperidin‐4‐yl)formaldehyde  22065‐85‐6 

Donepezil Dihydro Impurity 
2,3‐Dihydro‐5,6‐dimethoxy‐2‐[[1‐(phenylmethyl)‐4‐

piperidinyl]methyl]‐1H‐inden‐1‐ol 
120012‐04‐6 

Donepezil Didesmethyl Impurity 
(RS)‐2‐[(1‐Benzyl‐4‐piperidyl)methyl]‐5,6‐dihydroxy‐1‐

indanone 
220170‐71‐8 

Donepezil alkene pyridine N‐oxide 
Donepezil Pyridine Dehydro N‐Oxide 

4‐((5,6‐dimethoxy‐1‐oxo‐1,3‐dihydro‐2H‐inden‐2‐
ylidene)methyl)pyridine 1‐oxide 

896134‐06‐8 
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Donepezil Pyridine N‐Oxide 
5,6‐Dimethoxy‐2‐(1‐oxido‐pyridin‐4‐ylmethyl)indan‐1‐

one 
896134‐07‐9 

Donepezil Impurity (5,6‐Dimethoxy‐1‐Indanone) 
5,6‐dimethoxy‐2,3‐dihydro‐1H‐inden‐1‐one  2107‐69‐9 

Donepezil Pyridine Dehydro Impurity 
5,6‐Dimethoxy‐2‐(pyridin‐4‐ylmethylene)indan‐1‐one  4803‐74‐1 

Donepezil Alkene Pyridine N‐Oxide 
4‐((5,6‐dimethoxy‐1‐oxo‐1H‐inden‐2‐yl)methyl)pyridine 

1‐oxide 
NA 
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3‐Keto Donepezil KSM 
5,6‐dimethoxy‐1H‐indene‐1,3(2H)‐dione  36517‐91‐6 

3‐Keto Donepezil 
2‐((1‐benzylpiperidin‐4‐yl)methyl)‐5,6‐dimethoxy‐1H‐

indene‐1,3(2H)‐dione 
1023500‐88‐0 

Donepezil EP Impurity E 
1‐Benzyl‐4‐(5,6‐dimethoxy‐1‐oxoindan‐2‐

yl)methylpyridinium Bromide 
231283‐82‐2 

Donepezil formyl Impurity  
4‐((5,6‐dimethoxy‐1‐oxo‐2,3‐dihydro‐1H‐inden‐2‐

yl)methyl)piperidine‐1‐carbaldehyde 
1808997‐65‐0 
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Donepezil Impurity 25 
Ethyl 1‐benzylpiperidine‐4‐carboxylate; N‐Benzyl‐4‐

carboethoxypiperidine; 1‐(Phenylmethyl)‐4‐
piperidinecarboxylic Acid Ethyl Ester; 1‐

(Phenylmethyl)piperidine‐4‐carboxylic Acid Ethyl Ester; 
Ethyl 1‐Benzylisonipecotate; 

24228‐40‐8;  
111627‐24‐8 

3‐keto 2‐ene Donepezil  
2‐((1‐benzylpiperidin‐4‐yl)methylene)‐5,6‐dimethoxy‐

1H‐indene‐1,3(2H)‐dione 
NA 

 

62  Doxazosin 

Doxazosin EP Impurity G 
6,7‐Dimethoxy‐2‐(piperazin‐1‐yl)quinazolin‐4‐amine 
2‐Piperazinyl‐4‐amino‐6,7‐dimethoxyquinazoline 

                6,7‐Dimethoxy‐2‐(1‐piperazinyl)‐4‐
quinazolinamine; 2‐(1‐Piperazinyl)‐4‐amino‐6,7‐

dimethoxyquinazoline; 4‐Amino‐2‐(1‐piperazinyl)‐6,7‐
dimethoxyquinazoline; 4‐Amino‐6,7‐dimethoxy‐2‐(1‐
piperazinyl)quinazoline; Terazosin EP Impurity C; 

 60547‐97‐9 ; 
84050‐22‐6 (HCl 
salt) ; 60548‐08‐5 

(2HCl salt)  
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63  Duloxetine 

Duloxetine EP Impurity A 
(R)‐Duloxetine HCl 

(3R)‐N‐Methyl‐3‐(naphthalen‐1‐yloxy)‐3‐(thiophen‐2‐
yl)propan‐1‐amine HCl 

910138‐96‐4 ; 
116539‐60‐7 (free 

base) 

Duloxetine EP Impurity D 
Naphthalen‐1‐ol  90‐15‐3 

Duloxetine EP Impurity G 
1‐Fluoronaphthalene  321‐38‐0 

1‐Naphthylamine  134‐32‐7 

3‐(Dimethylamino)‐(thiophen‐2‐yl)propan‐1‐one 
hydrochloride 

5424‐47‐5 (HCl) 
13196‐35‐5 (Free) 
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Duloxetine USP Related Compound H 
(S)‐4‐(Methyl[3‐(naphthalen‐1‐yloxy)‐3‐(thiophen‐2‐
yl)propyl]amino)‐4‐oxobutanoic acid ; Duloxetine USP 
Related Compound H ; (S)‐Duloxetine Succinamide 

199191‐66‐7 

(S)‐Duloxetine Phthalamide 
2‐(methyl(3‐(naphthalen‐1‐yloxy)‐3‐(thiophen‐2‐

yl)propyl)carbamoyl)benzoic acid 
 199191‐67‐8  

3‐hydroxy‐N‐methyl‐3‐(thiophen‐2‐yl)propanamide  603996‐87‐8 

64  Edoxaban  Edoxaban Impurity 33 
Ethyl 2‐((5‐chloropyridin‐2‐yl)amino)‐2‐oxoacetate   1243308‐37‐3  

65  Enalapril 

Enalapril EP Impurity B  
Quinapril EP Impurity B  
Ramipril EP Impurity F 

((S)‐1‐Ethoxy‐1‐oxo‐4‐phenylbutan‐2‐yl)‐L‐alanine ;(2S)‐
2‐[[(1S)‐1‐(Ethoxycarbonyl)‐3‐phenylpropyl]amino] 

propanoic acid 

 82717‐96‐2  
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Enalapril Impurity 5 
Ethyl (S)‐2‐((S)‐4‐methyl‐2,5‐dioxooxazolidin‐3‐yl)‐4‐

phenylbutanoate 
 84793‐24‐8  

66  Escitalopram 
Escitalopram Related Compound B 

4‐[4‐(Dimethylamino)‐1‐(4‐fluorophenyl)‐1‐
hydroxybutyl]‐3‐(hydroxymethyl)benzonitrile 

717133‐25‐0 ;  
103146‐25‐4 (free 

base) ; 
 103146‐26‐5 (HBr 

salt) 

67  Elagolix  Elagolix Impurity 13 
1‐(2‐Fluoro‐6‐(trifluoromethyl)benzyl)urea  830346‐46‐8 

68  Enzalutamide  Enzalutamide Impurity 13 
4‐Bromo‐2‐fluoro‐N‐methylbenzamide ;  749927‐69‐3 

69  Etilefrine  Etilefrine EP Impurity E 
3‐Hydroxyacetophenone  121‐71‐1 
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70  Everolimus 
Everolimus 

40‐O‐(2‐Hydroxyethyl) Sirolimus ; 40‐O‐(2‐
Hydroxyethyl) Rapamycin;Afinitor; Certican 

159351‐69‐6 

71  Felodipine 

Felodipine Impurity 1
Methyl (Z)‐2‐(2,3‐dichlorobenzylidene)‐3‐

oxobutanoate; 
Methyl 2‐(2,3‐Dichlorobenzylidene)acetoacetate;2‐
[(2,3‐Dichlorophenyl)methylene]‐3‐oxobutanoic Acid 

Methyl Ester; Methyl 2‐(2,3‐
Dichlorobenzylidine)acetoacetate;

74073‐22‐6 

Felodipine EP Impurity B 
Dimethyl 4‐(2,3‐dichlorophenyl)‐2,6‐dimethyl‐1,4‐

dihydropyridine‐3,5‐dicarboxylate 
91189‐59‐2 

Felodipine Impurity C 
Diethyl 4‐(2,3‐dichlorophenyl)‐2,6‐dimethyl‐1,4‐

dihydropyridine‐3,5‐dicarboxylate 
79925‐38‐5 
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72  Fenofibrate 

Fenofibrate 
Isopropyl 2‐[4‐(4‐chlorobenzoyl)phenoxy]‐2‐

methylpropanoate ; 
49562‐28‐9 

Fenofibrate EP Impurity A 
(4‐Chlorophenyl)(4‐hydroxyphenyl)methanone ;4‐

Chloro‐4’‐hydroxybenzophenone 
42019‐78‐3 

Fenofibrate EP Impurity B 
Fenofibrate USP Related Compound B ; 

 2‐[4‐(4‐Chlorobenzoyl)phenoxy]‐2‐methylpropanoic 
acid ; Fenofibric Acid 

42017‐89‐0  

Fenofibrate EP Impurity C 
(3RS)‐3‐[4‐(4‐Chlorobenzoyl)phenoxy]butan‐2‐one  217636‐47‐0  
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Fenofibrate Impurity C 
(3RS)‐3‐(4‐Chlorobenzyl)phenoxy‐2‐methypropanoic 

acid 
62810‐32‐6  

Fenofibrate EP Impurity D 
Methyl 2‐[4‐(4‐chlorobenzoyl)phenoxy]‐2‐

methylpropanoate ;Fenofibrate Methyl Ester Analog; 2‐
[4‐(4‐Chlorobenzoyl)phenoxy]‐2‐methylpropanoic Acid 

Methyl Ester; 

42019‐07‐8 

Fenofibrate EP Impurity E 
Ethyl 2‐[4‐(4‐chlorobenzoyl)phenoxy]‐2‐

methylpropanoate ; Fenofibrate Ethyl Ester Analog ;2‐
[4‐(4‐Chlorobenzoyl)phenoxy]‐2‐methylpropanoic Acid 

Ethyl Ester 

42019‐08‐9 

 

Fenofibrate EP Impurity F 
(4‐Chlorophenyl)[4‐(1‐

methylethoxy)phenyl]methanone ;(4‐Chlorophenyl)[4‐
(1‐methylethoxy)phenyl]methanone; 3‐[4‐(4‐

Chlorobenzoyl)phenoxy]‐2‐propane; 

154356‐96‐4 
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Fenofibrate EP Impurity G 
1‐Methylethyl 2‐[[2‐[4‐(4‐chlorobenzoyl)phenoxy]‐2‐
methylpropanoyl]oxy]‐2‐methylpropanoate ;Fenofibric 
Acid 1,1‐Dimethyl‐2‐(1‐methylethoxy)‐2‐oxoethyl Ester 
;2‐[4‐(4‐Chlorobenzoyl)phenoxy]‐2‐methylpropanoic 

Acid 1,1‐Dimethyl‐2‐(1‐methylethoxy)‐2‐oxoethyl Ester 

217636‐48‐1  

Fenofibrate Impurity 5 
Isopropyl 2‐bromo‐2‐methylpropanoate ;1‐Methylethyl 

2‐Bromo‐2‐methylpropanoate; 2‐Bromo‐2‐
methylpropanoic Acid Isopropyl Ester 

51368‐55‐9 

Fenofibrate Impurity 6 
2‐(4‐(4‐Hydroxybenzoyl)phenoxy)‐2‐methylpropanoic 

acid 
61002‐27‐5 

73  Fexofenadine 

Fexofenadine API 
2‐(4‐(1‐hydroxy‐4‐(4‐(hydroxy diphenyl 

methyl)piperidin‐1‐yl)butyl) phenyl)‐2‐methylpropanoic 
acid 

83799‐24‐0 ; 
 153439‐40‐8 (HCl 

salt) ; 
 1319714‐86‐7 
(sodium salt) ;  
885946‐90‐7 

(dihydrochloride) 
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Fexofenadine EP Impurity A 
Fexofenadine USP related compound A 

2‐(4‐(4‐(4‐(hydroxydiphenylmethyl) piperidin‐1‐
yl)butanoyl)phenyl)‐2‐methylpropanoic acid 

76811‐98‐8 

Fexofenadine EP Impurity C 
(S)‐4‐(4‐(Hydroxydiphenylmethyl)piperidin‐1‐yl)‐1‐(4‐

isopropylphenyl)butan‐1‐ol; 
Fexofenadine USP Related Compound C ; Decarboxy 

Fexofenadine ; Decarboxy Fexofenadine; 4‐
(Hydroxydiphenylmethyl)‐α‐[4‐(1‐methylethyl)phenyl]‐

1‐piperidinebutanol 

185066‐37‐9 

Fexofenadine EP Impurity D 
methyl‐2‐(4‐(1‐hydroxy‐4‐(4‐

(hydroxydiphenylmethyl)piperidin‐1‐yl)butyl)phenyl)‐2‐
methylpropanoate 

154825‐96‐4 

Fexofenadine EP Impurity E 
diphenyl(piperidin‐4‐yl)methanol  115‐46‐8 
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methyl 2‐(4‐(4‐chlorobutanoyl)phenyl)‐2‐
methylpropanoate  154477‐54‐0 

74  Flecainide 

Flecainide EP Impurity D 
 2,5‐bis(2,2,2‐trifluoroethoxy)benzoic acid  35480‐52‐5 

Flecainide Impurity 
N‐(2‐Pyridinylmethyl)‐2,5‐bis(2,2,2‐

trifluoroethoxy)benzamide 
57415‐36‐8 

Flecainide Related Compound A 
3‐[2,5‐bis(2,2,2‐trifluoroethoxy)phenyl] ‐1,5,6,7,8,8a‐

hexahydroimidazo‐[1,5a]pyridine Hydrochloride 
NA 
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75    

Fluphenazine HCl 
2‐(4‐(3‐(2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐

yl)propyl)piperazin‐1‐yl)ethan‐1‐ol 

146‐56‐5 ;  
69‐23‐8 (free base)

Fluphenazine HCl EP impurity A 
10‐(3‐(4‐(2‐hydroxyethyl)piperazin‐1‐yl)propyl)‐2‐

(trifluoromethyl)‐10H‐phenothiazine 5‐oxide 
1674‐76‐6  

Fluphenazine HCl EP impurity B 
10‐(3‐(4‐(2‐hydroxyethyl)piperazin‐1‐yl)propyl)‐2‐
(trifluoromethyl)‐10H‐phenothiazine 5,5‐dioxide 

1476‐79‐5  

Fluphenazine HCl EP impurity C 
2‐(4‐(3‐(2',8‐bis(trifluoromethyl)‐10H‐[3,10'‐

biphenothiazin]‐10‐yl)propyl)piperazin‐1‐yl)ethan‐1‐ol 
NA 
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Fluphenazine HCl EP impurity D 
1,4‐bis(3‐(2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐

yl)propyl)piperazine 
2376‐89‐8 

Fluphenazine HCl EP impurity E 
2‐(4‐(3‐(2‐chloro‐10H‐phenothiazin‐10‐
yl)propyl)piperazin‐1‐yl)ethan‐1‐ol 

58‐39‐9 

Fluphenazine HCl EP impurity F 
2‐(4‐(3‐(7‐(3‐(4‐(2‐hydroxyethyl)piperazin‐1‐

yl)propoxy)‐2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐
yl)propyl)piperazin‐1‐yl)ethan‐1‐ol 

NA 

 

7‐Hydroxy Fluphenazine 
10‐(3‐(4‐(2‐hydroxyethyl)piperazin‐1‐yl)propyl)‐8‐

(trifluoromethyl)‐10H‐phenothiazin‐3‐ol 
33098‐48‐5 
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Fluphenazine mono N'‐oxide 
1‐(2‐hydroxyethyl)‐4‐(3‐(2‐(trifluoromethyl)‐10H‐
phenothiazin‐10‐yl)propyl)piperazine 1‐oxide 

30897‐25‐7  

Fluphenazine di N'‐oxide 
1‐(2‐hydroxyethyl)‐4‐(3‐(2‐(trifluoromethyl)‐10H‐
phenothiazin‐10‐yl)propyl)piperazine 1,4‐dioxide 

76005‐60‐2 

N‐Desmethyl Trifluoperazine 
Deshydroxyethyl Fluphenazine ; 10‐(3‐(piperazin‐1‐
yl)propyl)‐2‐(trifluoromethyl)‐10H‐phenothiazine 

2804‐16‐2 

Fluphenazine Impurity 1 
N1‐(3‐(2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐

yl)propyl)ethane‐1,2‐diamine 
38483‐89‐5 
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Fluphenazine Impurity 2 
2,2'‐((2‐hydroxy‐3‐(2‐(trifluoromethyl)‐10H‐

phenothiazin‐10‐yl)propyl)azanediyl)bis(ethan‐1‐ol) 
hydrochloride 

756876‐00‐3 ;  
756876‐09‐2 (free 

base) 

Fluphenazine Impurity 4 
3‐(2‐carboxy‐10H‐phenothiazin‐10‐yl)‐2‐hydroxy‐N,N‐

bis(2‐hydroxyethyl)propan‐1‐aminium 
NA 

Fluphenazine Impurity 5 
2‐(4‐(3‐(2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐

yl)propyl)piperazin‐1‐yl)ethyl stearate 
2285‐19‐0 

Fluphenazine Impurity 6 
2‐(4‐(3‐(2‐(trifluoromethyl)‐10H‐phenothiazin‐10‐

yl)propyl)piperazin‐1‐yl)ethyl palmitate 
85137‐32‐2 
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Fluphenazine Impurity 7 
10‐(3‐Chloropropyl)‐2‐(trifluoromethyl)‐10H‐

phenothiazine                  
10‐(3‐Chloropropyl)‐2‐trifluoromethylphenothiazine; 2‐

Trifluoromethyl‐10‐(3‐chloropropyl)phenothiazine 

 1675‐46‐3  

76  Fluindapyr 

Fluindapyr 
  3‐(Difluoromethyl)‐N‐(7‐fluoro‐2,3‐dihydro‐1,1,3‐
trimethyl‐1H‐inden‐4‐yl)‐1‐methyl‐1H‐pyrazole‐4‐

carboxamide; 

 1383809‐87‐7  

 

77  Fluvoxamine 

Fluvoxamine Maleic Acid Monoamide Impurity 
8,15‐Dioxa‐5,9‐diazahexadeca‐2,9‐dienoic acid, 4‐oxo‐10‐[4‐

(trifluoromethyl)phenyl] 
Fluvoxamine maleamide 

  NA  

  

fluvoxamine maleate USP Impurity‐VII 
5‐Methoxy‐1‐[4‐(trifluoromethyl)phenyl]‐1‐pentanone 

Oxime 
88699‐84‐7 
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78  Furosemide 

Furosemide EP Impurity A 
IsoFurosemide ; Isolasix ; 2‐chloro‐4‐(furan‐2‐
ylmethylamino)‐5‐sulfamoylbenzoic acid ; USP 

Furosemide Related Compound A 

 4818‐59‐1  

Furosemide EP Impurity B 
 2,4‐dichloro‐5‐sulfamoylbenzoic acid   2736‐23‐4  

Furosemide EP Impurity C 
 Saluamine ; 2‐amino‐4‐chloro‐5‐sulfamoylbenzoic acid 

; USP Furosemide Related Compound B 
 3086‐91‐7  

Furosemide EP Impurity D 
2,4‐bis[(furan‐2‐ylmethyl)amino]‐5‐sulfamoylbenzoic 

acid 
 5046‐19‐5  
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Furosemide EP Impurity E 
2,4‐dichlorobenzoic acid    50‐84‐0  

 

Furosemide EP Impurity F 
Tetrahydro Furosemide ; 4‐chloro‐5‐sulfamoyl‐2‐
[[[(2RS)‐oxolan‐2‐yl]methyl]amino]benzoic acid 

 4793‐38‐8  

79  Fluoxetine 

Fluoxetine Impurity 7 
1‐Phenylprop‐2‐en‐1‐one; 1‐Phenyl‐2‐propen‐1‐one 
(Contains ~1% BHT as stabilizer); 1‐Phenylpropenone; 
2‐Methyleneacetophenone; 3‐Oxo‐3‐phenylpropene; 

768‐03‐6 

80  Folic Acid 

Folic Acid EP Impurity A 
 4‐Aminobenzoylglutamic Acid (USP) 

Levofolinate EP Impurity A 
Folic Acid EP Impurity A ; Methotrexate EP Impurity K 

Methotrexate EP Impurity K 
(4‐Aminobenzoyl)‐L‐glutamic acid 

 4271‐30‐1  
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Folic Acid EP Impurity D 
Pteroic acid 

4‐[[(2‐Amino‐4‐oxo‐1,4‐dihydropteridin‐6‐
yl)methyl]amino]benzoic acid 

 119‐24‐4  

81  Gabapentin 

Gabapentin API 
1‐(Aminomethyl)cyclohexaneacetic acid  60142‐96‐3 

Gabapentin EP Impurity A 
3‐Azaspiro‐[4,5]decan‐3‐one  64744‐50‐9 

Gabapentin EP Impurity B 
Gabapentin USP Related Compound B 

(1‐Cyanocyclohexyl)acetic acid  
133481‐09‐1 

Gabapentin EP Impurity E 
Gabapentin USP Related Compound E  

Carboxymethyl‐cyclohexanecarboxylic acid 

667465‐00‐1 ;  
67950‐95‐2 
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Gabapentin Di‐Nitrile Impurity 
1‐Cyanocyclohexaneacetonitrile  4172‐99‐0 

82  Gadoteridol  

Gadoteridol Impurity 2 
1,4,7,10‐Tetraazacyclododecane‐1,4,7,10‐tetraacetic 

acid 
Tetraxetan 

1,4,7,10‐Tetraazacyclododecane‐1,4,7,10‐tetraacetic 
acid (as per USP) 

60239‐18‐1 

83  Glimepiride 

Glimepiride EP Impurity I 
1‐[2‐[2‐(3‐Ethyl‐4‐methyl‐2‐oxo‐3‐pyrroline‐1‐
carboxamido) ethyl] phenylsulfonyl]‐3‐(4‐

methylcyclohexyl)urea 

878480‐70‐7 

84  Glecaprevir 
Glecaprevir Impurity 2 

1‐[3‐(Dimethyl amino) propyl]‐3‐ethylurea 
Mirabegron Impurity 44 

32897‐26‐0 
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85  Guaifenesin 

Guaifenesin EP Impurity A 
2‐Methoxyphenol 

90‐05‐1 ; 2650336‐
09‐5 (HCl salt) ; 
13052‐77‐2 (Na 

salt) ; 5633‐98‐7 (K 
salt) 

Guaifenesin EP Impurity B 
2‐(2‐methoxyphenoxy)propane‐1,3‐diol; 

2‐(o‐Methoxyphenoxy)‐1,3‐propanediol; Guaifenesin 
EP Impurity B 

14007‐09‐1 

86 
Hydrochloro‐ 

thiazide 

Hydrochlorothiazide API 
6‐Chloro‐3,4‐dihydro‐2H‐1,2,4‐benzothiadiazine‐7‐

sulfonamide 
58‐93‐5 

Hydrochlorothiazide EP Impurity A 
Chlorothiazide 

6‐Chloro‐2H‐1,2,4‐benzothiadiazine‐7‐sulfonamide 1,1‐
dioxide 

58‐94‐6 
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Hydrochlorothiazide EP Impurity B 
Benzothiadiazine Related Compound A 

4‐Amino‐6‐chlorobenzene‐1,3‐disulfonamide 

121‐30‐2 ; 
 61827‐70‐1 (HCl 

salt) ;  
956360‐94‐4 (2Na 

salt) 

Hydrochlorothiazide EP Impurity C 
Hydrochlorothiazide Dimer 

N‐[[7‐(Aminosulfonyl)‐6‐chloro‐2,3‐dihydro‐1,1‐dioxo‐
4H‐1,2,4‐benzothiadiazin‐4‐yl]methyl]‐6‐chloro‐3,4‐
dihydro‐1,1‐dioxo‐2H‐1,2,4‐benzothiadiazine‐7‐

sulfonamide 

402824‐96‐8 

Benzthiazide  91‐33‐8 

87 
Hydroxychloro ‐ 

quine 

Hydroxychloroquine EP Impurity G 
4,7‐Dichlrorquinoline (as per EP & USP); Chloroquine 

USP related compound A 

86‐98‐6;   1198‐39‐
6 

863028‐21‐1 
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88  Imidazole 

Bifonazole EP Impurity C;  
Clotrimazole EP Impurity D; 
 Enalapril EP Impurity I;  

Ondansetron EP Impurity E; 
 Sildenafil EP Impurity E; 

 Zoledronic Acid EP Impurity C 
1H‐Imidazole ; Imidazole  

288‐32‐4 

89  Ibuprofen 

Rac Ibuprofen 
(2RS)‐2‐(4‐isobutylphenyl)propanoic acid 

15687‐27‐1 ; 
 31121‐93‐4 
(sodium salt) ;  
527688‐20‐6 

(sodium dihydrate)

 

Ibuprofen EP Impurity B 
(2RS)‐2‐(4‐butylphenyl)propanoic acid  3585‐49‐7 

Ibuprofen EP Impurity C 
(2RS)‐2‐(4‐isobutylphenyl)propanamide  59512‐17‐3 
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Ibuprofen EP Impurity D 
(2RS)‐2‐(p‐tolyl)propanoic acid 

(2RS)‐2‐(4‐methylphenyl)propanoic acid 
938‐94‐3 

Ibuprofen EP Impurity E 
1‐(4‐isobutylphenyl)ethan‐1‐one  38861‐78‐8 

Ibuprofen EP Impurity J 
(2RS)‐2‐[4‐(2‐methylpropanoyl)phenyl]propanoic acid  65813‐55‐0 

Ibuprofen EP Impurity L 
2‐(4‐(1‐hydroxy‐2‐methylpropyl)phenyl)propanoic acid  53949‐53‐4 

Ibuprofen EP Impurity N 
(2RS)‐2‐(4‐ethylphenyl)propanoic acid  3585‐52‐2 
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Ibuprofen EP Impurity P 
(2RS)‐2‐(4‐isobutylphenyl)propan‐1‐ol  36039‐36‐8 

Ibuprofen EP Impurity Q 
2‐[4‐(2‐methylpropyl)phenyl]ethanol  36039‐35‐7 

90  Irbesartan 

Irbesartan Dibromomethyl Impurity 
4'‐(Dibromomethyl)biphenyl‐2‐carbonitrile ;  209911‐63‐7 

Irbesartan EP Impurity A 
Irbesartan USP Related Compound A 

1‐Pentanoylamino‐cyclopentanecarboxylic acid [2'‐(1H‐
tetrazol‐5‐yl)‐biphenyl‐4‐ylmethyl]‐amide ; 

748812‐53‐5 

1‐Amino‐1‐cyanocyclopentane Hydrochloride   16195‐83‐8  
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Irbesartan Pentanoic Acid Amide 
N‐(1‐Cyanocyclopentyl)pentanamide   194984‐24‐2  

Irbesartan Impurity 14 
4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐carbonitrile; 

4‐Azidomethyl‐2'‐cyanobiphenyl` 
133690‐91‐2 

91  Indapamide 
Indapamide EP Impurity A 

Indapamide USP Related Compound D 
(2RS)‐2‐Methyl‐1‐nitroso‐2,3‐dihydro‐1H‐indole 

 85440‐79‐5 

92  Iloperidone  Iloperidone Impurity 22 
1‐Acetylpiperidine‐4‐carbonyl chloride  59084‐16‐1  

 

93  Isoflurane  Isoflurane EP Impurity F 
Propanone (acetone)  67‐64‐1 
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94  Ketoprofen  

Ketoprofen EP Impurity A 
1‐(3‐Benzoylphenyl)ethan‐1‐one    66067‐44‐5  

  

Ketoprofen Ethyl Ester 
3‐Benzoyl‐methylbenzeneacetic Acid Ethyl Ester; Ethyl 2‐(3‐

benzoylphenyl)propanoate 
 60658‐04‐0  

 

95  Ketorolac 

Ketorolac EP Impurity A 
(1RS)‐5‐Benzoyl‐2,3‐dihydro‐1H‐pyrrolizin‐1‐ol  154476‐25‐2 

  

Ketorolac EP Impurity B 
5‐Benzoyl‐2,3‐dihydro‐1H‐pyrrolizine‐1‐one  113502‐52‐6 

96  Lercanidipine  N‐Methyl‐3,3‐diphenylpropylamine 

28075‐29‐8 ; 
 29768‐15‐8 (HCl 

Salt); 
2727061‐30‐3 
(acetate salt) 
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Lercanidipine Impurity D 
2,6‐Dimethyl‐4‐(3‐nitrophenyl)‐pyridine‐3,5‐

dicarboxylic acid 3‐{2‐[(3,3‐diphenyl 
propyl)methylamino]‐1,1‐dimethyl ethyl}ester 5‐methyl 

ester HCl 

887769‐34‐8 

97  Lacosamide  
Lacosamide EP Impurity J 

Benzylamine 
Phenylmethanamine; 

100‐46‐9 (free 
base) ;  

3287‐99‐8  
 

98  Levetiracetam 

(R)‐(+)‐alpha‐Methylbenzylamine  3886‐69‐9 

  

(S)‐(‐)‐alpha‐Methylbenzylamine  2627‐86‐3 
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Levetiracetam 
(S)‐2‐(2‐Oxopyrrolidin‐1‐yl)butanamide; (αS)‐α‐Ethyl‐2‐
oxo‐1‐pyrrolidineacetamide; (‐)‐Levetiracetam; Keppra; 

Levesam 500; UCB‐L 059; (S)‐Levetiracetam 

102767‐28‐2 

Levetiracetam USP RC A 
N‐(1‐carbamoylpropyl)‐4‐chlorobutyramide  102767‐31‐7 

Levetiracetam USP RC B 
Levetiracetam MCL Impurity 

(S)‐2‐Aminobutanamide hydrochloride 

7682‐20‐4 ;  
7324‐11‐0 (free 

base) 

Levetiracetam EP Impurity C 
2‐Pyridinol 
Pyridine‐2‐ol  

72762‐00‐6 
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(R)‐Levetiracetam acid  
(R)‐alpha‐ethyl‐2‐oxo‐1‐pyrrolidineaceticacid  103833‐72‐3 

Levetiracetam EP Impurity A 
1‐ethyl‐2‐oxo‐1‐pyrrolidine aceticacid  67118‐31‐4 

Levetiracetam EP Impurity D 
Levetiracetam related compound 03  

Levetiracetam R‐Isomer 
(2R) 2‐ethyl‐2‐oxo‐1‐pyrrolidine acetamide 

103765‐01‐1 

99  Levocetirizine  

Levocetirizine EP Impurity B 
4‐[(4‐Chlorophenyl)phenylmethyl]‐1‐piperazineacetic Acid 

Dihydrochloride 
De(carboxymethoxy) Cetirizine Acetic Acid Dihydrochloride 

 113740‐61‐7  
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Hydroxyzine Impurity 5; 
Levocetirizine EP Impurity G 

2‐(4‐((4‐Chlorophenyl)(phenyl)methyl)piperazin‐1‐
yl)ethan‐1‐ol; (RS)‐2‐[4‐[(4‐

chlorophenyl)phenylmethyl]piperazin‐1‐yl]ethan‐1‐ol; 
4‐(p‐Chloro‐a‐phenylbenzyl)‐1‐piperazineethanol 

109806‐71‐5 

Chlorobenzhydryl Piperazine 
(R)‐1‐((4‐chlorophenyl)(phenyl)methyl)piperazine  300543‐56‐0 

100  Letrozole  Letrozole Diacid 
4,4‐((1H‐1,2,4‐Triazol‐1‐yl)methylene)dibenzoic acid  1644566‐39‐1  

101  Levodropropizine  Levodropropizine impurity A  
(2R)‐3‐(4‐Phenyl‐1‐piperazinyl)‐1,2‐propanediol  99291‐24‐4 
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Levodropropizine impurity B  
1‐Phenylpiperazine  92‐54‐6 

Levodropropizine impurity C 
2,3‐Epoxy‐1‐propanol  556‐52‐5 

102  Levofloxacin 

Levofloxacin Hemihydrate 
Levofloxacin 

(3S)‐9‐Fluoro‐3‐methyl‐10‐(4‐methylpiperazin‐1‐yl)‐7‐
oxo‐2,3‐dihydro‐7H‐pyrido[1,2,3‐de][1,4]benzoxazine‐

6‐carboxylic acid hemihydrate 

138199‐71‐0 ; 
100986‐85‐4 (free 

base) ;  
177325‐13‐2 (HCl 

salt) 

103  Levofolinate 

Folinic Acid Impurity C  
Folic Acid Hydrate 

Levofolinate EP Impurity C 
(4‐(((2‐Amino‐4‐oxo‐4,8‐dihydropteridin‐6‐

yl)methyl)amino)benzoyl)‐L‐glutamic acid hydrate 

59‐30‐3 (free base) 
; 1174277‐30‐5 
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104  Lidocaine  

Lidocaine API 
2‐(Diethylamino)‐N‐(2,6‐dimethylphenyl)acetamide 

137‐58‐6 ; 
 73‐78‐9 (HCl salt) 

Lidocaine EP Impurity A 
Lidocaine USP Impurity A 

2,6‐Dimethylaniline 

87‐62‐7 ; 
 21436‐98‐6 (HCl 

salt)  

Lidocaine EP Impurity B 
Lidocaine N‐Oxide 

2‐(Diethyloxidoamino)‐N‐(2,6‐
dimethylphenyl)acetamide 

2903‐45‐9 

 
Lidocaine EP Impurity C 

N‐(2,6‐Dimethylphenyl)acetamide 
 2198‐53‐0 

Lidocaine EP Impurity D                               
N‐(2,6‐Dimethylphenyl)‐2‐(ethylamino)acetamide 
HClN‐Desethyl Lidocaine HCl ; Nor Lidocaine HCl 

7729‐94‐4           
7728‐40‐7 (free 

base) 
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Lidocaine EP Impurity E                               
Lidocaine USP Impurity E                              
Lidocaine Dimer Impurity                             

2‐2′‐(Azanediyl)bis[N‐(2,6‐dimethylphenyl)acetamide] 
HCl  

745798‐07‐6 

  

N‐Nitroso Lidocaine EP Impurity E 
 2,2'‐(Nitrosoazanediyl)bis(N‐(2,6‐

dimethylphenyl)acetamide) 
 NA  

  

Lidocaine EP Impurity F                               
2‐(Diethylamino)‐N‐(2,3‐dimethylphenyl)acetamide HCl  

Lidocaine 2,3‐Dimethyl Analog 

      857170‐72‐0     
42713‐08‐4(free 

base) 

  

Lidocaine EP Impurity G                               
UPS Lidocain Impurity G                               

 N‐(2,6‐dimethylphenyl)‐2‐((1‐methylethyl)amin 
o)acetamide hydrochloride 

35891‐87‐3         
Free Base: 42459‐

30‐3 

  

Lidocaine EP Impurity H                               
Lidocaine USP Related Compound H                    

2‐Chloro‐N‐(2,6‐dimethylphenyl)acetamide          
Lidocaine USP Related Compound H 

  
1131‐01‐7 
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Lidocaine EP Impurity I                                
 2‐(Diethylamino)‐N‐(2,4‐dimethylphenyl)acetamide 

HCl  Lidocaine 2,4‐Dimethyl Analog 

17289‐54‐2         
Free Base: 17289‐

53‐1 

  

Lidocaine EP Impurity J                                
USP Lidocaine impurity J                              

 2‐(Diethylamino)‐N‐(2,5‐dimethylphenyl)acetamide 
HCl  Lidocaine 2,5‐Dimethyl Analog 

1012864‐23‐1       
Free Base: 857570‐

37‐ 

  

Lidocaine BP Impurity K                               
  N‐(2,6‐dimethylphenyl)‐2‐

(ethyl(methyl)amino)acetamide hydrochlorideLidocaine 
BP Impurity K 

50295‐20‐0         
free base: 74634‐

66‐5 

  

Lidocaine Hydrochloride Monohydrate                 
2‐(diethylamino)‐N‐(2,6‐dimethylphenyl)acetamide 

hydrochloride hydrate 

6108‐05‐0 ; 137‐
58‐6 (Free base) 

  

Lidocaine Hydrochloride 
2‐(diethylamino)‐N‐(2,6‐dimethylphenyl)acetamide 

hydrochloride 

73‐78‐9; 137‐58‐6 
(Free base) 
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Lidocaine Impurity 1                                  
  N‐(2,6‐Dimethylphenyl)‐2‐(nitroso(2‐oxo‐2‐

(phenylamino)ethyl)amino)acetamide 
NA 

Lidocaine Hydrochloride                                               2‐
(diethylamino)‐N‐(2,6‐dimethylphenyl)acetamide 

hydrochloride 

73‐78‐9; 137‐58‐6 
(Free base) 

 

105  Linezolid  Linezolid Impurity 45 
4‐(2‐Nitrophenyl)morpholine  5320‐98‐9  

 

106  Labetalol 

Labetalol EP Impurity F 
2‐Hydroxy‐5‐[2‐[[(1RS)‐1‐methyl‐3‐

phenylpropyl]amino]acetyl]benzamide; 
Labetalol Keto Impurity 

85665‐85‐6 ; 
 96441‐14‐4 (HCl 

salt) 

Labetalol 2‐Hydroxy Impurity 
2‐Hydroxy‐5‐(1‐hydroxyethyl)benzamide  NA 
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Labetalol EP Impurity A Hydrochloride 
Labetalol 1‐Carboxylic Acid 

2‐Hydroxy‐5‐((S)‐1‐hydroxy‐2‐(((S)‐4‐phenylbutan‐2‐
yl)amino)ethyl)benzoic acid hydrochloride 

2726492‐68‐6 

Labetalol EP Impurity B 
Labetalol 1‐Carboxylic Acid Methyl Ester 

Methyl 2‐Hydroxy‐5‐[1‐hydroxy‐2‐[(1‐methyl‐3‐
phenylpropyl)amino]ethyl]benzoate; 2‐Hydroxy‐5‐[1‐

hydroxy‐2‐[(1‐methyl‐3‐
phenylpropyl)amino]ethyl]benzoic Acid Methyl Ester; 

5‐[1‐Hydroxy‐2‐[(1‐methyl‐3‐
phenylpropyl)amino]ethyl]salicylic Acid Methyl Ester; 

Labetalol Impurity B; 

802620‐01‐5 

Labetalol EP Impurity C 
5‐(2‐(Benzylamino)‐1‐hydroxyethyl)‐2‐

hydroxybenzamide 
2386661‐13‐6 

Labetalol EP Impurity D 
5‐[(1RS)‐2‐Amino‐1‐hydroxyethyl]‐2‐hydroxybenzamide 

hydrochloride 

32780‐65‐7 ;  
68807‐83‐0 (free 

base) 
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107  Lansoprazole 
Lansoprazole Impurity 2 

2,3‐Dimethyl‐4‐nitropyridine 1‐oxide; 
4‐Nitro‐2,3‐lutidine N‐Oxide 

37699‐43‐7 

108  Larotrectinib  

Larotrectinib Impurity 1 
4‐Chloro‐1‐(2‐fluorophenyl)butan‐1‐one   2823‐19‐0  

Larotrectinib Impurity 3 
(3S)‐1‐Benzylpyrrolidin‐3‐ol   101385‐90‐4  

 

109  Lamotrigine 

Lamotrigine  API 
6‐(2,3‐Dichlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  84057‐84‐1 

  

Lamotrigine EP Impurity E 
2,3‐Dichlorobenzoic Acid  50‐45‐3 
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2,3‐Dichlorobenzoic Anhydride  51417‐52‐8 

2,3‐dichlorobenzoyl cyanide  77668‐42‐9 

2,4 Dichlorobenzoyl nitrile  35022‐43‐6 

2,5 Dichlorobenzoyl nitrile  64985‐85‐9 

3,4 Dichlorobenzoyl nitrile  35022‐44‐7 
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Lamotrigine Impurity 1 
2‐[(2,3‐Dichlorophenyl)‐cyanomethylene]‐hydrazine 

carboximidamide; 
2‐[Cyano(2,3‐

dichlorophenyl)methylene]hydrazinecarboximidamide; 
Mixture of Lamotrigine EP Impurity B and Lamotrigine 

EP Impurity C 

84689‐20‐3 

2,3‐Dichlorobenzoic Acid Anhydride 
Lamotrigine Impurity 1  252186‐80‐4 

 

Lamotrigine EP Impurity A                             
Lamotrigine USP Related Compound C                  

3‐Amino‐6‐(2,3‐dichlorophenyl)‐1,2,4‐triazin‐5(4H)‐
one;3‐Amino‐6‐(2,3‐dichlorophenyl)‐1,2,4‐triazin‐

5(4H)‐one 

252186‐78‐0 

  

Lamotrigine EP Impurity B                             
(2E)‐[2‐(Diaminomethylidene)diazanylidene](2,3‐

dichlorophenyl)acetonitrile;Hydrazinecarboximidamide, 
(E)‐2‐[cyano(2,3‐dichlorophenyl)methylene]; 

(2E)‐2‐[Cyano(2,3‐
dichlorophenyl)methylene]hydrazinecarboximidamide 

94213‐24‐8 
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Lamotrigine EP Impurity C                             
(2Z)‐[2‐(Diaminomethylidene)diazanylidene](2,3‐

dichlorophenyl)acetonitrile 
94213‐23‐7 

Lamotrigine EP Impurity D                             
Lamotrigine Impurity D                               

6‐(2,3‐Dichlorophenyl)‐1,2,4‐triazine‐3,5(2H,4H)‐
dione;3,5‐Didesamino‐3,5‐dioxo Lamotrigine; 

Lamotrigine Impurity D; 

661463‐79‐2 
N

NH

N
H

OO

Cl
Cl

MF: C9H5Cl2N3O2
FW: 258.06  

Lamotrigine EP Impurity F                             
N‐[5‐Amino‐6‐(2,3‐dichlorophenyl)‐1,2,4‐triazin‐3‐yl]‐

2,3‐dichlorobenzamide;Lamotrigine USP Related 
Compound D 

252186‐79‐1 

Lamotrigine 3‐3 Dimer                                
Lamotrigine Dimer Impurity 1                         

1,2,4‐Triazine‐3,5‐diamine, N3,N3'‐methylenebis[6‐(2,
3‐dichlorophenyl) ; 3‐[[5‐Amino‐6‐(2,3‐dichlorophenyl)‐
1,2,4‐triazine‐3‐amino]methylamino]‐5‐amino‐6‐(2,3‐
dichlorophenyl)‐1,2,4‐triazine ; Lamotrigine Dimer 

Impurity 1 

1797983‐48‐2 
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Lamotrigine 5‐5 Dimer 
     N5,N5'‐Methylenebis(6‐(2,3‐dichlorophenyl)‐1,2,4‐      
triazine‐3,5‐diamine) ; Lamotrigine Dimer Impurity 2 

 
NA 

  

Lamotrigine Impurity 2 
2‐[(2,4‐dichlorophenyl)‐cyanomethylene]‐hydrazine 

Carboximidamide 
94266‐27‐0 

     Lamotrigine Impurity 3                             
2‐[(2,5‐dichlorophenyl)‐cyanomethylene]‐hydrazine 

carboximidamide 
94213‐25‐9 

Lamotrigine Impurity 4                                
2‐[(3,4‐dichlorophenyl)‐cyanomethylene]‐hydrazine 

carboximidamide 
356757‐50‐1 

Lamotrigine Impurity 5                                
 6‐(3‐Bromo‐2‐Chlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  NA 
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Lamotrigine Impurity 6                                
6‐(2‐Bromo‐3‐Chlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  NA 

2‐Bromo‐Lamotrigine                                 
6‐(2‐Bromo‐3‐chlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  2518309‐57‐2 

3‐Bromo‐Lamotrigine                                 
6‐(3‐bromo‐2‐chlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  2514942‐90‐4 

Lamotrigine RC3                                      
2‐(2,3‐dichlorobenzoyl)hydrazine‐1‐carboximidamide  887354‐37‐2 

Lamotrigine Impurity 7                                
2‐(Cyano(2,3‐dichlorophenyl)methyl)hydrazine‐1‐

carboximidamide 
NA 
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Lamotrigine Impurity 8                                
2‐Bromo‐3‐chlorobenzoyl cyanide  2090976‐87‐5 

Lamotrigine Amide Impurity                           
N‐(3‐Amino‐6‐(2,3‐dichlorophenyl)‐1,2,4‐triazin‐5‐yl)‐

2,3‐dichlorobenzamide 
2250242‐15‐8 

Lamotrigine Diamide Impurity                         
N,N'‐(6‐(2,3‐dichlorophenyl)‐1,2,4‐triazine‐3,5‐

diyl)bis(2,3‐dichlorobenzamide) 
1373393‐59‐9 

Lamotrigine Dioxo Impurity                           
2‐(2,3‐Dichlorophenyl)‐2‐oxoacetamide  180868‐97‐7 

Lamotrigine EP Impurity G 
6‐(2,4‐dichlorophenyl)‐1,2,4‐triazine‐3,5‐diamine  38943‐76‐9 
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110  L‐DOPA 

Levodopa Impurity 3 
Ethyl (S)‐2‐amino‐3‐(3,4‐dihydroxyphenyl)propanoate 

37178‐37‐3 ;  
39740‐30‐2 (Hcl 

Salt) 

Levodopa related compound B HCl salt 
3‐Methoxytyrosine hydrochloride  91013‐37‐5 

N‐BOC‐3‐(BENZYLOXY) ‐O‐(BENZYL)‐L‐TYROSINE  59727‐98‐9 

L‐DOPA Ethyl Ester Hydrochloride 
O‐Ethyl‐DOPA Hydrochloride; 3,4‐Dihydroxy‐L‐

phenylalanine Ethyl Ester Hydrochloride; 3‐Hydroxy‐L‐
tyrosine Ethyl Ester Hydrochloride; 

39740‐30‐2 
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L‐DOPA Methyl Ester Hydrochloride 
3‐(3,4‐Dihydroxyphenyl)alanine Methyl Ester 

Hydrochloride; 3‐Hydroxy‐L‐tyrosine Methyl Ester 
Hydrochloride; 

Levodopa Methyl Ester Hydrochloride; Levomet 
Hydrochloride; Melevodopa Hydrochloride; Methyl 3‐

Hydroxy‐L‐tyrosine Hydrochloride; 

1421‐65‐4 

111  Loratadine 

Loratadine API 
Ethyl 4‐(8‐chloro‐5,6‐dihydro‐11H‐

benzo[5,6]cyclohepta[1,2‐b]pyridin‐11‐ylidene)‐1‐
piperidinecarboxylate 

79794‐75‐5 

Loratadine EP Impurity B 
Loratadine USP Related Compound C 

8‐Chloro‐5,6‐dihydro‐11H‐benzo[5.6] cyclohepta[1,2‐
b]pyridin‐11‐one 

31251‐41‐9 

Loratadine USP Related Compound D 
8‐Chloro‐6,11‐dihydro‐11‐[N‐methyl‐4‐piperidinyl]‐11‐
hydroxy‐5H‐benzo[5,6] cyclohepta[1,2‐b]pyridine; 

11‐Hydroxy N‐Methyl Dihydrodesloratadine 

38089‐93‐9 
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Loratadine EP Impurity A 
8‐Chloro‐6,11‐dihydro‐11‐[N‐ethoxycarbonyl‐4‐

piperidinyl]‐11‐hydroxy‐5H‐benzo[5,6] cyclohepta[1,2‐
b]pyridine ; 

Loratadine USP Related Compound F ; 11‐Hydroxy 
Dihydroloratadine 

133284‐74‐9 

Loratadine Impurity 11 
Ethyl piperidine‐4‐carboxylate; 

4‐Piperidinecarboxylic Acid Ethyl Ester; Isonipecotic 
Acid Ethyl Ester; 4‐(Ethoxycarbonyl)piperidine; 4‐

Carboethoxypiperidine; Ethyl 4‐piperidinecarboxylate; 
NSC 93792; Piperidin‐4‐carboxylic Acid Ethyl Ester 

1126‐09‐6 

Dehydro loratadine isomer B 
ethyl 4‐(8‐chloro‐11H‐benzo[5,6]cyclohepta[1,2‐
b]pyridin‐11‐ylidene)piperidine‐1‐carboxylate 

133330‐56‐0  



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

128 | P a g e  
 

Rupatadine EP impurity B 
8‐Chloro‐11‐(piperidin‐4‐ylidene)‐6,11‐dihydro‐5H‐
benzo[5,6]cyclohepta[1,2‐b]pyridine (as per EP); 
Desloratadine;8‐Chloro‐6,11‐dihydro‐11‐(4‐

piperidinylidene)‐5H‐benzo[5,6]cyclohepta[1,2‐
b]pyridine; Aerius; Allex; Azomyr; Clarinex; 

Descarboethoxyloratadine; NSC 675447; Neoclarityn; 
Opulis; Sch 34117; USP Loratadine Related Compound 

A 

100643‐71‐8 ; 
432543‐89‐0 (HCl 
salt) ; 432543‐83‐4 

(2HCl salt) ; 
100643‐72‐9 
(Acetate salt)  

Loratadine EP Impurity D 
Loratadine USP Related Compound A 

8‐Chloro‐6,11‐dihydro‐11‐(4‐piperidylidene)‐5H‐
benzo[5,6]cyclohepta[1,2‐b] pyridine 

100643‐71‐8 

Loratadine EP Impurity E 
Ethyl 4‐[(11RS)‐8‐chloro‐6,11‐dihydro ‐5H‐benzo[5,6] 
cyclohepta[1,2‐b] pyridin‐11‐yl]‐3,6‐dihydropyridine‐

1(2H)‐carboxylate 

170727‐59‐0 

Loratadine EP Impurity G 
Loratadine USP Related Compound B 

8‐Chloro‐6,11‐dihydro‐11‐(N‐methyl‐4‐piperinylidene)‐
5H‐benzo[5,6]cyclohepta[1,2‐b] pyridine 

38092‐89‐6 
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Loratadine EP Impurity H 
Ethyl 4‐oxopiperidine‐1‐carboxylate  29976‐53‐2 

112  Losartan 

Losartan Potassium                                   
2‐Butyl‐4‐chloro‐1‐[[2'‐(1H‐tetrazol‐5‐yl)[1,1'‐biphenyl]‐
4‐yl]methyl]‐1H‐imidazole‐5‐methanol monopotassium 

salt ;Losartan MonoPotassium Salt 

124750‐99‐8        
free base: 114798‐

26‐4  

Losartan EP Impurity A                                
2‐Butyl‐4‐chloro‐1H‐imidazole‐5‐methanol; 5‐Chloro‐2‐

butyl‐imidazole‐4‐methanol;  
79047‐41‐9 

Losartan EP Impurity B                                
Irbesartan Hydroxy Impurity                           

p‐(o‐1H‐Tetrazol‐5‐ylphenyl)benzyl alcohol Losartan 
Hydroxy Impurity ; Candesartan Hydroxy Impurity ;  

160514‐13‐6 

Losartan Impurity C  
Losartan Impurity 30 

4 ‐((2‐Butyl‐5‐chloro‐4‐(hydroxymethyl)‐1H‐imidazol‐1‐
yl)methyl)‐[1,1‐biphenyl]‐2‐carbonitrile 

2204369‐11‐7 
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Losartan EP Impurity C                                
2‐Butyl‐5‐chloro‐1‐[p‐(o‐1H‐tetrazol‐5‐

ylphenyl)benzyl]imidazole‐4‐methanol;Isolosartan ; 
Losartan 5‐Chloro Isomer 

1147‐13‐2 , 
860644‐28‐6 (K 

salt)  

Losartan EP Impurity D                                
Losartan USP Related Compound A                     

2‐Butyl‐4‐chloro‐1H‐imidazole‐5‐carbaldehyde;  
83857‐96‐9 

Losartan EP Impurity E                                
Irbesartan Methyl Impurity                            

Losartan Impurity E                                   
5‐(4'‐Methyl‐(1,1'‐biphenyl)‐2‐yl)‐1H‐tetrazole; 
Losartan Methyl Impurity ; Candesartan Methyl 

Impurity 

120568‐11‐8 

Losartan EP Impurity F                                
5‐[4'‐[[2‐Butyl‐4‐chloro‐5‐[(isopropyloxy)methyl]‐1H‐

imidazol‐1‐yl]methyl] [1,1'‐biphenyl]‐2‐yl]‐2H‐tetrazole; 
Losartan Isopropyl Ether 

1332713‐64‐0 
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Losartan EP Impurity G                                
Zidovudine EP Impurity D;                             

 Irbesartan Triphenylmethanol Impurity;                
Losartan Impurity G                                  

Triphenylmethanol;Losartan Trityl Alcohol Impurity ; 
Triphenylmethanol ; Candesartan Trityl Alcohol 

Impurity ;  

76‐84‐6 

  
Losartan EP Impurity H                                

2‐Butyl‐4‐chloro‐1‐[[2'‐[2‐(triphenylmethyl)‐2H‐
tetrazol‐5‐yl][1,1'‐biphenyl‐4‐yl]methyl]‐1H‐imidazole‐

5‐methanol;N2‐Trityl Losartan                         

  
133909‐99‐6 

Losartan EP Impurity I                                
5‐[4'‐[[2‐Butyl‐4‐chloro‐5‐[(triphenyl methoxy)methyl]‐

1H‐imidazol‐1‐yl]methyl] [1,1'‐biphenyl]‐2‐yl]‐2H‐
tetrazole; O‐Trityl Losartan ; Losartan Trityl Ether 

1006062‐28‐7 

Losartan EP Impurity J                                
Losartan Impurity D;                                  

O‐Trityl Losartan; Losartan EP Impurity I                
(2‐Butyl‐4‐chloro‐1‐{[2'‐(1H‐tetrazol‐5‐yl)biphenyl‐4‐
yl]methyl}‐1H‐imidazol‐5‐yl)methyl acetate; O‐Acetyl 

Losartan ; Losartan Acetate

1006062‐27‐6 
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Losartan EP Impurity K                                
Losartan USP Related Compound C                     

2‐Butyl‐4‐chloro‐1‐[p‐(o‐1H‐tetrazol‐5‐
ylphenyl)benzyl]imidazole‐5‐formaldehyde ;Losartan 

Aldehyde 

114798‐36‐6 

Losartan EP Impurity L                                
Losartan USP‐D                                      

Losartan USP Related Compound D                     
2‐Butyl‐1‐[[2’‐[1‐[[2‐butyl‐4‐chloro‐1‐[[2’‐(2H‐tetrazol‐

5‐yl)[1,1’‐biphenyl]‐4‐yl]methyl]‐1H‐imidazol‐5‐
yl]methyl]‐1H‐tetrazol‐5‐yl][1,1’‐biphenyl]‐4‐yl]methyl]‐
4‐chloro‐1H‐imidazole‐5‐methanol ;  ; Losartan N1‐

Dimer ; N1‐Losartanyl Losartan 

230971‐71‐8 

Losartan EP Impurity M                               
Losartan USP Related Compound E                     

2‐Butyl‐1‐[[2’‐[2‐[[2‐butyl‐4‐chloro‐1‐[[2’‐(2H‐tetrazol‐
5‐yl)[1,1’‐biphenyl]‐4‐yl]methyl]‐1H‐imidazol‐5‐

yl]methyl]‐2H‐tetrazol‐5‐yl][1,1’‐biphenyl]‐4‐yl]methyl]‐
4‐chloro‐1H‐imidazole‐5‐methanol  ; Losartan N2‐

Dimer ; N2‐Losartanyl Losartan 

230971‐72‐9 

Losartan Isomer N2‐Trityl Impurity                     
2‐Butyl‐5‐chloro‐1‐[p‐(2‐(triphenylmethyl)‐2H‐tetrazol‐

5‐ylphenyl)benzyl] imidazole‐4‐methanol 
150098‐04‐7 
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Losartan N,O‐Ditrityl Impurity                         
2‐Butyl‐4‐chloro‐1‐[[2'‐[2‐(triphenylmethyl)‐2H‐

tetrazol‐5‐yl][1,1'‐biphenyl‐4‐yl]methyl]‐1H‐imidazole‐
5‐(trityloxy)methyl ether;N,O‐Ditrityl Losartan 

1796930‐34‐1 

Trityl Losartan                                       
[2‐Butyl‐5‐chloro‐3‐[[2'‐(1‐trityl‐1H‐tetrazol‐5‐

yl)biphenyl‐4‐yl]methyl]‐3H‐imidazol‐4‐yl]methanol; N‐
Trityllosartan 

124751‐00‐4 

Losartan Acetyloxy Impurity                           
5‐(4'‐(Acetyloxymethyl)(1,1'‐biphenyl)‐2‐yl)‐1H‐

tetrazole;Candesartan Acetyloxy Impurity 
253678‐97‐6 

Losartan Aldehyde N 2‐Trityl Impurity                  
2‐Butyl‐4‐chloro‐1‐[p‐(2‐(triphenylmethyl)‐2H‐tetrazol‐
5‐ylphenyl)benzyl] imidazole‐5‐formaldehyde; N‐Trityl 

Losartan Carboxaldehyde 

133910‐00‐6 

Losartan Carboxylic Acid                              
2 ‐Butyl‐4‐chloro‐1‐[p‐(o‐1H‐tetrazol‐5‐

ylphenyl)benzyl]imidazole‐5‐formic acid ; Losartan Acid 
Metabolite;Losartan Carboxylic Acid 

124750‐92‐1 
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Losartan Related Compound A                         
4’‐[(2‐Butyl‐4‐chloro‐5‐formyl‐1H‐imidazol‐1‐

yl)methyl]‐[1,1’‐Biphenyl]‐2‐carbonitrile 
124750‐67‐0 

Losartan Related Compound B                         
4’‐[(2‐butyl‐4‐chloro‐5‐hydroxymethyl)‐1H‐imidazol‐1‐

yl)methyl]‐[1,1’‐Biphenyl]‐2‐carbonitrile;Losartan 
Related Compound B 

 
114772‐55‐3 

  

N‐Trityl Losartan Isomer                              
(2‐Butyl‐5‐chloro‐1‐((2'‐(1‐trityl‐1H‐tetrazol‐5‐yl)‐[1,1'‐
biphenyl]‐4‐yl)methyl)‐1H‐imidazol‐4‐yl)methanol 

 
133727‐10‐3 

  

Losartan Azide impurity                               
5‐(4'‐((5‐(azidomethyl)‐2‐butyl‐4‐chloro‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
727718‐93‐6 

  

Losartan Cum‐Alcohol                                
(2‐Butyl‐4‐chloro‐1‐((2'‐(2‐(2‐phenylpropan‐2‐yl)‐2H‐
tetrazol‐5‐yl)‐[1,1'‐biphenyl]‐4‐yl)methyl)‐1H‐imidazol‐

5‐yl)methanol 

852357‐69‐8 
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N‐Trityl Losartan Carboxaldehyde                      
2‐Butyl‐4‐chloro‐1‐((2'‐(1‐trityl‐1H‐tetrazol‐5‐yl)‐[1,1'‐
biphenyl]‐4‐yl)methyl)‐1H‐imidazole‐5‐carbaldehyde 

120568‐18‐5 

Losartan Impurity 1                                   
4'‐((5‐(azido methyl)‐2‐butyl‐4‐chloro‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carbonitrile 
2755908‐48‐4   

Losartan Impurity 2                                   
4'‐((2‐Butyl‐5‐chloro‐4‐(chloromethyl)‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carbonitrile 

 
NA 

  

Losartan Impurity 3                                   
4'‐((2‐butyl‐5‐chloro‐4‐(chloromethyl)‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carbonitrile 
NA 

  

Losartan Impurity 4                                   
5‐(4'‐((2‐Butyl‐5‐chloro‐4‐(chloromethyl)‐1H‐imidazol‐

1‐yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
NA 

  



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

136 | P a g e  
 

Losartan Impurity 5                                   
4'‐((4‐(Azido methyl)‐2‐butyl‐5‐chloro‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carbonitrile 
NA 

Losartan Impurity 6                                   
5‐(4'‐((4‐(azidomethyl)‐2‐butyl‐5‐chloro‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
NA 

  

Losartan Impurity 7                                   
2‐Butyl‐4‐chloro‐5‐(Chloromethyl)‐1H‐imidazole 

 
159448‐66‐5 

  

Losartan Amine                                      
(1‐((2'‐(1H‐tetrazol‐5‐yl)‐[1,1'‐biphenyl]‐4‐yl)methyl)‐2‐

butyl‐4‐chloro‐1H‐imidazol‐5‐yl)methanamine 
141949‐89‐5 

Losartan Methyl Ester                                
5‐(4'‐((2‐butyl‐4‐chloro‐5‐(methoxymethyl)‐1H‐

imidazol‐1‐yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
114798‐94‐6 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

137 | P a g e  
 

Losartan Butyl Ester                                  
5‐(4'‐((5‐(butoxymethyl)‐2‐butyl‐4‐chloro‐1H‐imidazol‐

1‐yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
2204442‐78‐2 

Losartan Impurity 10                                  
4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐carboxylic acid  NA 

 

Losartan Impurity 11                                  
4'‐((5‐(Azidomethyl)‐2‐butyl‐4‐chloro‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carboxylic acid 
NA 

Losartan Impurity 12                                  
5‐(Azidomethyl)‐2‐butyl‐4‐chloro‐1H‐imidazole  2353190‐33‐5 

Losartan Tetramethylbenzidine                        
3,3',5,5'‐tetramethyl‐[1,1'‐biphenyl]‐4,4'‐diamine 

          54827‐17‐7     
64285‐73‐0 (2HCl 

salt) ;               
76787‐90‐1 (XHCl 

salt) 
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Losartan Impurity 17                                  
5‐(4'‐((2‐(azidomethyl)‐5‐butyl‐3‐chloro‐1H‐pyrrol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole 
NA 

Losartan Impurity 20                                  
4'‐((2‐butyl‐5‐chloro‐4‐formyl‐1H‐imidazol‐1‐

yl)methyl)‐[1,1'‐biphenyl]‐2‐carbonitrile 
1407521‐00‐9 

Losartan Impurity 21                                  
4'‐(azidomethyl)‐[1,1'‐biphenyl]‐2‐carboxamide  NA 

Losartan Impurity 23                                  
4'‐(azidomethyl)‐[1,1'‐biphenyl]‐3‐carbonitrile  NA 

Losartan Impurity 24                                  
5‐(4'‐(azidomethyl)‐[1,1'‐biphenyl]‐3‐yl)‐1H‐tetrazole  NA 
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113  L‐Prolinamide 

L‐Prolinamide 
(2S)‐2‐Pyrrolidinecarboxamide; (‐)‐Prolinamide; (2S)‐2‐
Carbamoylpyrrolidine; (2S)‐2‐Pyrrolidinecarboxamide; 

(2S)‐Pyrrolidine‐2‐carboxylic Acid Amide; (S)‐2‐
(Aminocarbonyl)pyrrolidine; (S)‐Prolinamide; (S)‐

Proline Amide; 

7531‐52‐4 

114  Luliconazole 
RZ isomer of Luliconazole 

(R,Z)‐2‐(4‐(2,4‐Dichlorophenyl)‐1,3‐dithiolan‐2‐ylidene)‐
2‐(1H‐imidazol‐1‐yl)acetonitrile 

1240249‐76‐6 ; 
 2242524‐51‐0 (HCl 

salt) 

115  Lurasidone 

4,7‐methano‐1H‐isoindole‐1,3‐(2H)‐
dione(3aR,4S,7R,7aS)4,7‐methano‐1H‐isoindole‐1,3‐

(2H)‐dione 
14805‐29‐9 

Lurasidone KSM impurity 
5‐Norbornene‐2,3‐dicarboximide 

3647‐74‐3 ;  
57079‐21‐7 (K salt) 
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Lurasidone hydrochloride API 
(3aR,4S,7R,7aS)‐2‐[[(1R,2R)‐2‐[[4‐(1,2‐Benzisothiazol‐3‐
yl)‐1‐piperazinyl]methyl]cyclohexyl]methyl]hexahydro‐
4,7‐methano‐1H‐isoindole‐1,3(2H)‐dione Hydrochloride 

367514‐88‐3 ; 
 367514‐87‐2 (free 

base) 

116  Meclizine   

Meclizine Impurity B 
Cetirizine 4‐Chlorobenzhydrol Impurity (USP) 

Meclizine USP RC A  
 Meclizine USP Related Compound A 

4‐Chlorobenzhydrol 

 119‐56‐2 
162191‐86‐8 (Na 

salt)  

Meclizine USP Related Compound B 
1‐[(4‐Chlorophenyl)(phenyl)methyl]‐4‐(2‐

methylbenzyl)piperazine dihydrochloride monohydrate (as 
per USP) 

Isomeclizine 

  NA 
2725237‐43‐2 (free 
base)  2725237‐44‐3 

(H2O)  

 

117  Mefenamic   Mefenamic Acid Impurity 5 
1,2‐Dimethyl‐3‐nitrobenzene   83‐41‐0  
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118  Methyldopa   Methyldopa Racemic  

41372‐08‐1 ; 
 555‐30‐6 (free 

base) ; 
 884‐39‐9 (HCl salt)

  

119  Mesalazine 

Mesalazine Impurity 20 
2‐Chloro‐4‐nitrobenzoic acid    99‐60‐5  

Mesalazine EP Impurity G 
2,5‐Dihydroxybenzoic acid   490‐79‐9  

Mesalazine EP Impurity L 
Mefenamic Acid EP Impurity C  
Tolfenamic acid EP Impurity A 

2‐Chlorobenzoic acid 

 118‐91‐2  

 

Mesalazine EP Impurity M 
2‐Chloro‐5‐nitrobenzoic acid   2516‐96‐3  
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120  Memantine  

Memantine Related Compound A 
(1r,3r,5s,7s)‐1,3‐dimethyladamantane   702‐79‐4 

  

Memantine Related Compound B 
(1r,3R,5S,7r)‐3,5‐dimethyladamantan‐1‐ol   707‐37‐9 

Memantine Related Compound C 
(1r,3R,5S,7r)‐1‐chloro‐3,5‐dimethyladamantane  707‐36‐8 

Memantine Related Compound D 
(1r,3R,5S,7r)‐1‐bromo‐3,5‐dimethyladamantane   941‐37‐7 

Memantine Related Compound E 
N‐((1r,3R,5S,7r)‐3,5‐dimethyladamantan‐1‐

yl)formamide 
351329‐88‐9 
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Memantine 
(1r,3R,5S,7r)‐3,5‐dimethyladamantan‐1‐amine 

 19982‐08‐2 ; 
 41100‐52‐1 (HCl 

salt) 

Acetyl memantine 
N‐((1r,3R,5S,7r)‐3,5‐dimethyladamantan‐1‐

yl)acetamide 
19982‐07‐1 

1‐Amino ‐3‐Methyladmantane HCl 
(1s,3s,5R,7S)‐3‐methyladamantan‐1‐amine 

hydrochloride 

 33103‐93‐4 ;  
78056‐28‐7 (free 

base) 

1‐Amino‐3,5,7‐trimethyl adamantane HCl 
(3s,5s,7s)‐3,5,7‐trimethyladamantan‐1‐amine 

hydrochloride 

15210‐60‐3 ;  
42194‐25‐2 (free 

base) 

1‐Amino‐3‐Hydroxy‐5,7‐Dimethyladmantane HCl 
 (1s,3r,5R,7S)‐3‐amino‐5,7‐dimethyladamantan‐1‐ol 

hydrochloride 

 356572‐08‐2 ;  
63971‐25‐5 (free 

base) 
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3‐Ethyl Admantamine Hydrochloride 
(1s,3s,5R,7S)‐3‐ethyladamantan‐1‐amine hydrochloride 

80121‐67‐1 ; 
 41100‐45‐2 (free 

base) 

121  Mercaptopurine  Mercaptopurine Impurity 3 
 5‐Chloro‐1‐methyl‐1H‐imidazole   872‐49‐1  

122  Mesna 
Mesna EP Impurity A 

2‐(2‐Sulfoethyl)pseudourea; 
 2‐[(Aminoiminomethyl)thio]ethane sulfonic Acid 

25985‐57‐3 

123  Methotrexate 

Methotrexate EP Impurity A 
(2,4‐diaminopteridin‐6‐yl)methanol 

945‐24‐4 
73978‐41‐3 (HCl) 

Methotrexate EP Impurity D 
4‐(((2‐amino‐4‐oxo‐1,4‐dihydropteridin‐6‐
yl)methyl)(methyl)amino)benzoic acid 

5623‐18‐7 
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Methotrexate EP Impurity E 
4‐(((2,4‐diaminopteridin‐6‐

yl)methyl)(methyl)amino)benzoic acid 
19741‐14‐1 

124  Metoprolol  

Metoprolol  API (Free base) 
1‐[4‐(2‐Methoxyethyl)phenoxy]‐3‐[(1‐methylethyl)‐

amino]propan‐2‐ol 

98418‐47‐4 
(Succinate) 

51384‐51‐1 (Free) 

Metoprolol EP Impurity A 
Metoprolol USP Related Compound A 

(2RS)‐1‐(Ethylamino)‐3‐[4‐(2‐
methoxyethyl)phenoxy]propan‐2‐ol 

109632‐08‐8 

Metoprolol EP Impurity B 
4‐(2‐Methoxyethyl)phenol   56718‐71‐9 
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Metoprolol EP Impurity C 
Metoprolol USP Related Compound C 
4‐[((2RS)‐2‐Hydroxy‐3‐(isopropylamino)‐
propyl)oxy]benzaldehyde hydrochloride 

29122‐74‐5 ;  
1956321‐87‐1 (HCl 

salt) ;  
1639933‐77‐9 
(Oxalate sat) 

Metoprolol EP Impurity D 
(2RS)‐3‐[4‐(2‐Methoxyethyl)phenoxy]propane‐1,2‐diol   62572‐90‐1 

Metoprolol EP Impurity F 
(2RS)‐1‐[(1‐Methylethyl)amino]‐3‐phenoxypropan‐2‐ol  7695‐63‐8 

Metoprolol EP Impurity G 
2‐(4‐Hydroxyphenyl)ethanol  501‐94‐0 

Metoprolol EP Impurity H 
(2RS)‐1‐[4‐(2‐Hydroxyethyl)phenoxy]‐3‐[(1‐

methylethyl)amino]propan‐2‐ol 
62572‐94‐5 
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Metoprolol EP Impurity J 
1‐[2‐Hydroxy‐3‐[(1‐methylethyl)amino]propoxy]‐3‐[4‐

(2‐methoxyethyl)phenoxy]propan‐2‐ol 
163685‐37‐8 

Metoprolol EP Impurity O 
Metoprolol USP Related Compound D 
1,1‐[(1‐Methylethyl)imino]bis[3‐[4‐(2‐
methoxyethyl)phenoxy] propan‐2‐ol]  

1486464‐40‐7 

Metoprolol  Epoxide 
1‐[2‐(2‐Methoxyethyl)phenyoxy]‐2,3‐epoxypropane  56718‐70‐8 

125  Mirabegron 

(R)‐2‐((4‐Aminophenethyl)amino)‐1‐phenylethanol 
 Hydrochloride 

(R)‐[[[2‐(4‐Aminophenyl)ethyl]amino]methyl]‐
benzenemethanol Monohydrochloride 

521284‐22‐0 
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Mirabegron Impurity 54 
2‐(3‐Nitrophenyl)ethan‐1‐amine hydrochloride 

19008‐62‐9 ; 
 83304‐13‐6 (free 

base)  

126  Milrinone 
Milrinone USP Related Compound A 

1,6‐Dihydro‐2‐methyl‐6‐oxo‐(3,4'‐bipyridine)‐5‐
carboxamide 

80047‐24‐1  

127  Mirtazapine 

Mirtazapine EP Impurity A 
Mirtazapine USP Related Compound B 

Mirtazapine N‐Oxide 
1,2,3,4,10,14b‐Hexahydro‐2‐methylpyrazino[2,1‐

a]pyrido[2,3‐c][2]benzazepine 2‐oxide monohydrate 

155172‐12‐6 

Mirtazapine EP Impurity B 
[2‐[(2RS)‐4‐Methyl‐2‐phenylpiperazin‐1‐yl]pyridin‐3‐

yl]methanol 
61337‐89‐1 
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Mirtazapine EP Impurity E  
(2RS)‐4‐Methyl‐1‐(3‐methylpyridin‐2‐yl)‐2‐

phenylpiperazine 
191546‐94‐8 

Mirtazapine Carboxylic Acid 
1‐(3‐Carboxy‐2‐pyridyl)‐4‐methyl‐2‐phenylpiperazine   61338‐13‐4 

Mirtazapine Cyano Impurity (Oxalate salt) 
2‐(4‐methyl‐2‐phenylpiperazin‐1‐yl)nicotinonitrile 

oxalate 
331815‐15‐7 

Mirtazapine Cyano Impurity 
1‐(3‐Cyano‐2‐pyridyl)‐4‐methyl‐2‐phenylpiperazine  61337‐88‐0 
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128  Metaxalone 

Metaxalone Impurity 6 
2‐[(3,5‐Dimethylphenoxy)Methyl]Oxirane 

3,5‐Dimethylphenoxymethyloxirane; 
1,2‐Epoxy‐3‐(3,5‐xylyloxy)propane; 1‐(3,5‐

Dimethylphenoxy)‐2,3‐epoxypropane; Glycidyl 3,5‐
Dimethylphenyl Ether 

4287‐30‐3 

 

129 
Methotrexate  

Hydrate 

Methotrexate Hydrate EP Impurity D 
N‐Desmethyl Impurity 

4‐(((2‐amino‐4‐hydroxypteridin‐6‐
yl)methyl)amino)benzoic acid, 4‐[[(2‐Amino‐4‐
hydroxypteridin‐6‐yl)methyl]amino]benzoic acid 

hydrate 

1189252‐22‐9 
119‐24‐4 (free 

base) 

130  Metformin 

Metformin HCl 
N,N‐Dimethylimidodicarbonimidic Diamide 

Hydrochloride 
1115‐70‐4 

Metformin EP Impurity A 
Metformin USP RC A 
1‐Cyanoguanidine 

461‐58‐5 
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Metformin EP Impurity B 
Monoguanylmelamine Hydrochloride 

(4,6‐Diamino‐1,3,5‐triazin‐2‐yl)guanidine HCl 

2959‐04‐9 (HCI) 
4405‐08‐7 

Metformin EP Impurity C 
Metformin USP RC C 

N,N‐Dimethyl‐1,3,5‐triazine‐2,4,6‐triamine 
1985‐46‐2 

Metformin EP Impurity D 
1,3,5‐Triazine‐2,4,6‐triamine  108‐78‐1 

Metformin EP Impurity E 
Metformin USP RC B 

N‐Desmethyl Metformin HCl Salt 
1‐Methyl Biguanide  

1674‐62‐0 (HCI) ;  
36801‐25‐9 

(Sulfate) ; 1609‐00‐
3 (free base) 
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Metformin EP Impurity F 
N‐methylmethanamine  

Dimethylamine hydrochloride 
506‐59‐2 (HCl) 

131  Metronidazole  
Metronidazole EP Impurity A 

Tinidazole EP Impurity A 
2‐Methyl‐5‐nitro‐1H‐imidazole 

696‐23‐1 

132  Montelukast 

Montelukast API 
(R‐(E))‐1‐(((1‐(3‐(2‐(7‐Chloro‐2‐

quinolinyl)ethenyl)phenyl)‐3‐(2‐(1‐hydroxy‐1‐
methylethyl)phenyl)propyl) 

thio)methyl)cyclopropaneacetic acid 

158966‐92‐8 ; 
 151767‐02‐1 (Na 

salt) ;  
577953‐87‐8 (K 

salt) ; 
 577953‐88‐9 

(Dicyclohexylamine 
salt) 

Montelukast EP Impurity C 
Montelukast USP Related Compound A 

 [1‐[[[1‐[3‐[(E)‐2‐(7‐chloroquinolin‐2‐yl)ethenyl]phenyl]‐
3‐[2‐(2‐hydrox‐ypropan‐2‐

yl)phenyl]propyl]sulfinyl]methyl] cyclopropyl]acetic 
acid 

909849‐96‐3 ;  
909796‐71‐0 (Na 

salt) 
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Montelukast QUID ‐ 8  142569‐70‐8 

Montelukast dicyclohexylamine  
1‐[1‐[[[(1R)‐1‐[3‐[(1E)‐2‐(7‐Chloro‐2‐

quinolinyl)ethenyl]phenyl]‐3‐[2‐(1‐hydroxy‐1‐
methylethyl)phenyl]propyl] 

thio]methyl]cyclopropaneacetic N‐
Cyclohexylcyclohexanamine 

577953‐88‐9 ; 
 151767‐02‐1 (Na 

salt) ; 
 577953‐87‐8 (K 

salt) ; 
 158966‐92‐8 (free 

base)  

133  Morantel 
Morantel EP Impurity C   

1,2‐Dimethyl‐1,4,5,6‐tetrahydropyrimidine (as per EP); 
2,3‐Dimethyl‐3,4,5,6‐tetrahydropyrimidine; 

4271‐96‐9; 
184532‐88‐5; 
188488‐98‐4 

134 
Mycophenolic  

Acid 

(Z)‐Mycophenolic Acid 
6‐(4‐Hydroxy‐6‐methoxy‐7‐methyl‐3‐oxo‐1,3‐

dihydroisobenzofuran‐5‐yl)‐4‐methylhex‐4‐enoic acid, 
97% 

483‐60‐3  
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135  Nalidixic acid 
Nalidixic acid impurity C 

Diethyl ethoxymethylenemalonate,  
Ethoxymethylenemalonic acid diethyl ester 

87‐13‐8 

136  Nitrendipine 
Nitrendipine EP Impurity C 

Diethyl 2,6‐dimethyl‐4‐(3‐nitrophenyl)‐1,4‐
dihydropyridine‐3,5‐dicarboxylate (as per EP) 

21829‐28‐7  

137  Netupitant 

Netupitant Impurity 1 
2‐(3,5‐Bis(trifluoromethyl)phenyl)‐2‐methylpropanoic 

acid; α,α‐Dimethyl‐3,5‐
bis(trifluoromethyl)benzeneacetic Acid 

289686‐70‐0 

138  Neostigmine  

Neostigmine Metilsulphate EP imp A  
(3‐Hydroxyphenyl)trimethyl ammonium iodide  2498‐27‐3 

Neostigmine Metilsulphate EP imp B 
3‐(Dimethylamino)phenol   99‐07‐0 
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139  Nicardipine  

Nicardipine USP RC A 
2,6‐Dimethyl‐5‐methoxycarbonyl‐4‐(3‐nitrophenyl)‐1,4‐

dihydropyridine‐3‐carboxylic acid 
74936‐72‐4 

Nicardipine USP RC C 
Nitrendipine EP Impurity B 
Nicardipine EP Impurity C 

Dimethyl 4‐(m‐nitrophenyl)‐2,6‐dimethyl‐1,4‐dihydro‐
3,5‐pyridinedicarboxylate 

21881‐77‐6 
 
 

Nicardipine USP RC D 
pyridine‐3,5‐dicarboxylic acid  499‐81‐0  

Nicardipine Impurity 4 
Nicardipine Dimethyl Ester 

Dimethyl 2,6‐dimethyl‐4‐(3‐nitrosophenyl)‐1,4‐
dihydropyridine‐3,5‐dicarboxylate 

206976‐29‐6 

Nicardipine Impurity 7 
Nitrendipine EP Impurity A 

Ethyl methyl 2,6‐dimethyl‐4‐(3‐nitrophenyl)pyridine‐
3,5‐dicarboxylate (as per EP) ;3‐Ethyl 5‐methyl 2,6‐
dimethyl‐4‐(3‐nitrophenyl)pyridine‐3,5‐dicarboxylate 

89267‐41‐4 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

156 | P a g e  
 

Nicardipine Pyridine Monoacid Impurity 
5‐(methoxycarbonyl)‐2,6‐dimethyl‐4‐(3‐

nitrophenyl)nicotinic acid 
64603‐72‐1  

Nicardipine Bis analog 
Nicardipine EP Impurity B 

bis(2‐(benzyl(methyl)amino)ethyl) 2,6‐dimethyl‐4‐(3‐
nitrophenyl)‐1,4‐dihydropyridine‐3,5‐dicarboxylate 

71791‐90‐7 

Nicorandil EP Impurity B 
N‐(2‐Hydroxyethyl)nicotinamide  6265‐73‐2 

140  Nicorandil 

Nicorandil EP Impurity C 
2‐Aminoethyl nicotinate nitrate; 3‐Pyridinecarboxylic 
Acid 2‐Aminoethyl Ester Nitrate; Nicorandil EP Impurity 
C Nitrate;3‐Pyridinecarboxylic Acid 2‐?Aminoethyl Ester 

Mononitrate; 2‐Aminoethyl Nicotinate Nitrate 

88598‐33‐8 ;  
46053‐56‐9 (free 

base) 
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141  Nicotinamide 

Nicotinamide 
Pyridine‐3‐carboxamide 

3‐(Aminocarbonyl)pyridine; 3‐Amidopyridine; 3‐
Carbamoylpyridine; 3‐Pyridinecarboxylic Acid Amide; 

Aminicotin; Benicot; Delonin Amide; Dipegyl; NAM; NSC 
13128; NSC 27452; Niacinamide; Niavit PP; Nicamina; 
Nicamindon; Nicasir; Nicobion; Nicofort; Nicosan 2; 
Nicosylamide; Nicotilamide; Nicotine acid amide; 

Nicotinic Acid Amide; Nicotinic Amide; Nicotylamide; 
Nicovit; Nicovitina; Nictoamide; Niocinamide; Vitamin B 

 98‐92‐0 ;  
25334‐23‐0 (HCl 

salt)   

142  Nifedipine 

Nifedipine API 
3,5‐dimethyl 2,6‐dimethyl‐4‐(2‐nitrophenyl)‐1,4‐

dihydropyridine‐3,5‐dicarboxylate 
21829‐25‐4 

Nifedipine EP impurity A 
Dehydro Nifedipine 

nitrophenylpyridine analogue 
dimethyl 2,6‐dimethyl‐4‐(2‐nitrophenyl)pyridine‐3,5‐

dicarboxylate 

 67035‐22‐7 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

158 | P a g e  
 

Nifedipine EP impurity C 
methyl 2‐(2‐nitrobenzylidene)‐3‐oxobutanoate  111304‐31‐5 

Nifedipine EP impurity D 
methyl 3‐aminobut‐2‐enoate  14205‐39‐1 

Nifedipine phenylpyridine Analog 
Dimethyl 2,6‐dimethyl‐4‐phenylpyridine‐3,5‐

dicarboxylate 
77234‐00‐5 

Nifedipine Monoamide 
5‐(Aminocarbonyl)‐1,4‐dihydro‐2,6‐dimethyl‐4‐(2‐
nitrophenyl)‐3‐pyridinecarboxylic Acid Methyl Ester,  

114709‐68‐1 

143  Nimesulide 
Nimesulide 

N‐(4‐Nitro‐2‐phenoxyphenyl)methanesulfonamide; 
4‐Nitro‐2‐phenoxymethane‐ 

51803‐78‐2 
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4‐Hydroxy Nimesulide 
N‐(2‐(4‐hydroxyphenoxy)‐4‐

nitrophenyl)methanesulfonamide;  
109032‐22‐6 

Nimesulide EP Impurity A 
N‐(2,4‐dinitro‐6‐phenoxyphenyl)methanesulfonamide  51765‐56‐1 

Nimesulide EP Impurity B 
N‐(2‐phenoxyphenyl)methanesulfonamide  51765‐51‐6 

Nimesulide EP Impurity C 
2‐Phenoxyaniline  2688‐84‐8 

Nimesulide EP Impurity D 
4‐Nitro‐2‐phenoxyaniline; 

4‐Nitro‐2‐phenoxybenzenamine; 2‐Amino‐5‐
nitrodiphenyl Ether; 2‐Phenoxy‐4‐nitroaniline 

5422‐92‐4 
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Nimesulide EP Impurity E 
N‐(Methylsulfonyl)‐N‐(2‐

phenoxyphenyl)methanesulfonamide; N‐
(Methylsulfonyl)‐4‐(desnitro) Nimesulide 

905858‐63‐1 

  

Nimesulide EP Impurity F 
N‐(methylsulfonyl)‐N‐(4‐nitro‐2‐

phenoxyphenyl)methanesulfonamide; N‐
Methylsulfonyl Nimesulide; N‐(Methylsulfonyl)‐4'‐nitro‐

2'‐phenoxymethanesulfonanilide 

51765‐72‐1 

  

Nimesulide EP Impurity G 
4‐Nitro‐2‐phenoxyphenol  70995‐08‐3 

  

144  Niraparib  Niraparib Impurity 11 
Methyl 3‐methyl‐2‐nitrobenzoate    5471‐82‐9  
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Niraparib Impurity 13 
Methyl 3‐formyl‐2‐nitrobenzoate   138229‐59‐1  

 

145  Nisoldipine 
Nisoldipine Impurity F 

3‐Butyl 5‐methyl 2,6‐dimethyl‐4‐(2‐nitrophenyl)‐1,4‐
dihydropyridine‐3,5‐dicarboxylate 

 NA  

146  Nitrofurantoin 

Nitrofurantoin Impurity 1 
(((5‐nitrofuran‐2‐yl)methylene)amino)glycine 

2‐[‐2[(5‐Nitro‐2‐furanyl)methylene]hydrazinyl]acetic Acid 

 91447‐38‐0 
150870‐92‐1 (Na 

salt)  

Nitrofurantoin USP RC A 
Furfuryl Hydantoic Acid 

3‐(5‐Nitrofurfurylideneamino) hydantoic Acid 
63981‐22‐6 
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Nitrofurfural Diacetate  
2‐(Diacetoxymethyl)‐5‐nitrofuran; 
5‐Nitro‐2‐furaldehyde Diacetate 

92‐55‐7 

Nitrofurazone 
2‐[(5‐Nitro‐2‐furanyl)methylene] 

hydrazinecarboxamide 
59‐87‐0 

5‐Nitro‐2‐Furoic Acid   645‐12‐5 

147  Nilotinib 

Nilotinib EP Impurity B 
Nilotinib USP Related Compound B 
Methyl 3‐amino‐4‐methylbenzoate 

18595‐18‐1 

Nilotinib EP Impurity C 
Nilotinib USP Related compound C 
3‐Amino‐4‐methylbenzoic acid 

2458‐12‐0 
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Nilotinib Impurity 35 
Ethyl 3‐guanidino‐4‐methylbenzoate nitrate 

641569‐96‐2 
 641569‐95‐1 (free 

base) ;  
2640339‐40‐6 (free 

base) 

148  Olanzapine 

Olanzapine EP Impurity A 
5‐Methyl‐2‐[(2‐nitrophenyl)amino]thiophene‐3‐

carbonitrile (as per EP); 2‐Methyl‐10H‐thieno‐[2,3‐
b][1,5]benzodiazepin‐4[5H]‐one 

138564‐59‐7 

Olanzapine EP Impurity B 
2‐Methyl‐5,10‐dihydro‐4H‐thieno[2,3‐

b][1,5]benzodiazepin‐4‐one (as per EP); 2‐Methyl‐10H‐
thieno‐[2,3‐b][1,5]benzodiazepin‐4[5H]‐one 

221176‐49‐4 

Olanzapine EP Impurity C 
Olanzapine USP Related Compound C 
Chloromethyl Olanzapinium chloride 

1‐(Chloromethyl)‐1‐methyl‐4‐(2‐methyl‐10H‐
thieno[2,3‐b][1,5]benzodiazepin‐4‐yl)piperazin‐1‐ium 
chloride (as per EP); 1‐Chloromethyl‐1‐methyl‐4‐(2‐
methyl‐10H‐benzo[b]thieno[2,3‐e][1,4]diazepin‐4‐

yl)piperazin‐1‐ium chloride 

719300‐59‐1 
735264‐27‐4 (Free 

base) 
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Olanzapine EP Impurity D 
Olanzapine‐N‐oxide 

Olanzapine Related compound C 
1‐Methyl‐4‐(2‐methyl‐10H‐thieno[2,3‐

b][1,5]benzodiazepin‐4‐yl)piperazin‐1‐oxide 
2‐Methyl‐4‐(4‐methyl‐4‐oxido‐1‐piperazinyl)‐10H‐

thieno[2,3‐b][1,5]benzodiazepine 

174794‐02‐6 

Olanzapine Lactam 
 (3Z)‐1,3‐Dihydro‐4‐(4‐methyl‐1‐piperazinyl)‐3‐(2‐
oxopropylidene)‐2H‐1,5‐benzodiazepin‐2‐one 

 1017241‐34‐7  
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Olanzapine Thiolactam 
 (Z)‐1‐((E)‐4‐(4‐methylpiperazin‐1‐yl)‐2‐thioxo‐

1Hbenzo[b][1,4]diazepin‐3(2H)‐ylidene)propan‐2‐one 
 1017241‐36‐9  

Olanzapine Open Ring Analogue 
(E)‐3‐(Hydroxymethylene)‐4‐(4‐methylpiperazin‐1‐yl)‐

1,3‐dihydro‐2H‐benzo[b][1,4]diazepine‐2‐thione 
 1320360‐86‐8  
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Olanzapine Acetyl Open Ring Analog 
(Z)‐(4‐(4‐methylpiperazin‐1‐yl)‐2‐thioxo‐1,2‐dihydro‐
3H‐benzo[b][1,4]diazepin‐3‐ylidene)methyl acetate 

Olanzapine Acetoxymethylidene 
(Z)‐(4‐(4‐Methylpiperazin‐1‐yl)‐2‐thioxo‐1H‐

benzo[b][1,4]diazepin‐3(2H)‐ylidene)methyl acetate, 
95% 

 1320360‐87‐9  

Olanzapine N‐Ethyl impurity 
4‐(4‐ethylpiperazin‐1‐yl)‐2‐methyl‐10H‐benzo[b]thieno[2,3‐

e][1,4]diazepine 
 1355034‐54‐6  

Olanzapine Amine Impurity 
4‐Amino‐2‐methyl‐10H‐thieno[2,3‐

b][1,5]benzodiazepine Hhydrochloride; 2‐Methyl‐10H‐
thieno[2,3‐b][1,5]benzodiazepin‐4‐amine 

Hydrochloride; Olanzamine; Olanzapine Impurity 6 HCl 

138564‐60‐0; 
612503‐08‐9 
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149  Olmesartan 

Olmesartan EP Impurity A 
4‐(2‐Hydroxypropan‐2‐yl)‐2‐propyl‐1‐({4‐[2‐(2H‐1,2,3,4‐
tetrazol‐5‐yl)phenyl]phenyl}methyl)‐1H‐imidazole‐5‐

carboxylic acid  

144689‐24‐7 

Olmesartan Dimer Ester Impurity  
4‐(1‐Hydroxy‐1‐methylethyl)‐2‐propyl‐1‐[[2'‐(2H‐

tetrazol‐5‐yl)[1,1'‐biphenyl]‐4‐yl]methyl]‐1H‐imidazole‐
5‐carboxylic acid 1‐[5‐carboxy‐2‐propyl‐1‐[[2'‐(2H‐

tetrazol‐5‐yl) [1,1'‐biphenyl]‐4‐yl]methyl]‐1H‐imidazol‐
4‐yl]‐1‐methylethyl ester 

1040250‐19‐8 

 Olmesartan EP Impurity B 
Olmesartan Lactone Impurity 

3,6‐Dihydro‐6,6‐dimethyl‐2‐propyl‐3‐[[2'‐(2H‐tetrazol‐
5‐yl)[1,1'‐biphenyl]‐4‐yl]methyl]‐4H‐Furo[3,4‐

d]imidazol‐4‐one; Olmesartan EP Impurity B;6,6‐
Dimethyl‐2‐propyl‐3‐[[2′‐(1H‐tetrazol‐5‐yl)biphenyl‐4‐
yl]methyl]‐3,6‐dihydro‐4H‐furo[3,4‐d]imidazol‐4‐one 

 849206‐43‐5  
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Dehydro Olmesartan Medoxomil 
Olmesartan EP Impurity C 

(5‐Methyl‐2‐oxo‐1,3‐dioxol‐4‐yl)methyl 4‐(1‐
methylethenyl)‐2‐propyl‐1‐[[2′‐(1H‐tetrazol‐5‐

yl)biphenyl‐4‐yl]methyl]‐1H‐imidazole‐5‐carboxylate; 
4‐(1‐Methylethenyl)‐2‐propyl‐1‐[[2'‐(2H‐tetrazol‐5‐
yl)[1,1'‐biphenyl]‐4‐yl]methyl]‐1H‐imidazole‐5‐

carboxylic Acid (5‐Methyl‐2‐oxo‐1,3‐dioxol‐4‐yl)methyl 
Ester; Olmesartan EP Impurity C; 

 879562‐26‐2  

Olmesartan Impurity 2 
5‐(4'‐(Dibromomethyl)‐[1,1'‐biphenyl]‐2‐yl)‐1‐trityl‐1H‐

tetrazole 
358685‐13‐9 

Olmesartan Impurity 6 
Ethyl 4‐acetyl‐2‐propyl‐1H‐imidazole‐5‐carboxylate    144690‐07‐3  
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N1‐Trityl Olmesartan Medoxomil 
4‐(1‐Hydroxy‐1‐methylethyl)‐2‐propyl‐1‐[[2’‐[1‐

(triphenylmethyl)‐1H‐tetrazol‐5‐yl][1,1’‐biphenyl]‐4‐yl]
methyl]‐1H‐Imidazole‐5‐carboxylic Acid (5‐Methyl‐2‐

oxo‐1,3‐dioxol‐4‐yl)Methyl Ester 

144690‐92‐6 

Olmesartan KSM‐II Destrityl Impurity 
5‐[4'(Bromomethyl)biphenyl‐2‐yl]‐1H‐tetrazole;Des‐
[(S)‐3‐Methyl‐2‐pentanamidobutanoic Acid] Valsartan 

4’‐Bromomethyl 

138402‐33‐2 

Trityl Azide 
(Azidomethanetriyl)tribenzene 

Triphenylmethyl Azide 
14309‐25‐2 
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Olmesartan Impurity 23 
4‐(Azidomethyl)‐5‐methyl‐1,3‐dioxol‐2‐one  2243064‐11‐9 

Olmesartan Medoxomil Impurity 5 (4‐(Chloromethyl)‐
5‐methyl‐1,3‐Dioxol‐2‐one) 

(5‐Methyl‐2‐oxo‐1,3‐dioxol‐4‐yl)methyl Chloride; 4‐
Chloromethyl‐5‐methyl‐2‐oxo‐1,3‐dioxole; 4‐
Chloromethyl‐5‐methyl‐1,3‐dioxol‐2‐one 

80841‐78‐7 

Olmesartan Diethyl ester Impurity 
2‐Propyl‐1H‐imidazole‐4,5‐dicarboxylic acid diethyl 

ester 
144689‐94‐1 

Olmesartan Diacid Impurity 
2‐Propyl‐1H‐imidazole‐4,5‐dicarboxylic acid   58954‐23‐7 
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Trityl Olmesartan 
N‐Triphenyl Methyl Omesartan 

(5‐Methyl‐2‐oxo‐1,3‐dioxol‐4‐yl)methyl 4‐(2‐hydroxypropan‐
2‐yl)‐2‐propyl‐1‐((2'‐(1‐trityl‐1H‐tetrazol‐5‐yl)‐[1,1'‐
biphenyl]‐4‐yl)methyl)‐1H‐imidazole‐5‐carboxylate 

 144690‐92‐6  

Olmesartan Medoxomil API 
(5‐Methyl‐2‐oxo‐2H‐1,3‐dioxol‐4‐yl)methyl 4‐(2‐

hydroxypropan‐2‐yl)‐2‐propyl‐1‐({4‐[2‐(2H‐1,2,3,4‐
tetrazol‐5‐yl)phenyl]phenyl}methyl)‐1H‐imidazole‐5‐

carboxylate 
  

144689‐63‐4 

150  Omeprazole  

Esomeprazole sodium  
 (S)‐Omeprazole Sodium Salt 

161796‐78‐7 ; 
 119141‐88‐7 (free 

base) 

Omeprazole EP Impurity A 
5‐Methoxy‐1H‐benzimidazole‐2‐thiol  37052‐78‐1 
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Omeprazole EP Impurity C 
5‐Methoxy‐2‐[[(4‐methoxy‐3,5‐dimethylpyridin‐2‐

yl)methyl]sulphanyl]‐1H‐benzimidazole 
73590‐85‐9 

Omeprazole EP Impurity D 
Esomeprazole USP Related Compound A 

 5‐Methoxy‐2‐[[(4‐methoxy‐3,5‐dimethylpyridin‐2‐
yl)methyl]sulphonyl]‐1H‐benzimidazole 

88546‐55‐8 

 

Omeprazole EP Impurity E 
Omeprazole USP RC E 

4‐Methoxy‐2‐[[(RS)‐(5‐methoxy‐1H‐benzimidazol‐2‐
yl)sulfinyl]methyl]‐3,5‐dimethylpyridine 1‐oxide 

176219‐04‐8 

Omeprazole EP Impurity I 
 Omeprazole USP RC I 

5‐Methoxy‐2‐[[(4‐methoxy‐3,5‐dimethylpyridin‐2‐
yl)methyl]sulphonyl]‐1H‐benzimidazole N‐Oxide          

158812‐85‐2 

Omeprazole Impurity 21 
4‐Methoxy‐3,5‐dimethylpyridine  447461‐23‐6  
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151  Oxcarbazepine 

Oxcarbazepine API 
10‐oxo‐10,11‐dihydro‐5H‐dibenzo[b,f]azepine‐5‐

carboxamide 
28721‐07‐5 

Oxcarbazepine EP Impurity A 
 5H‐dibenzo[b,f]azepine‐5‐carboxamide  298‐46‐4 

Oxcarbazepine EP Impurity B 
10‐methoxy‐5H‐dibenzo[b,f]azepine‐5‐carboxamide  28721‐09‐7 

Oxcarbazepine EP Impurity C 
10‐Oxo‐10,11‐Dihydro‐5H‐dibenz[b,f]azepine  21737‐58‐6 

Oxcarbazepine EP Impurity E 
Iminostilbene  

5H‐Dibenzo[b,f]azepine 

256‐96‐2 ; 62992‐
73‐8 (HCl salt) ; 
67664‐97‐5 
(sodium salt) 
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Oxcarbazepine EP Impurity D 
5H‐dibenzo[b,f]azepine‐10,11‐dione 

 Dibenzazepinodione; 
19579‐83‐0 

Oxcarbazepine EP Impurity F 
10‐methoxy‐5H‐dibenzo[b,f]azepine‐5‐carbonyl 

chloride 
28721‐08‐6 

Oxcarbazepine EP Impurity G 
5‐ethyl‐10‐methoxy‐5H‐dibenzo[b,f]azepine  15882‐79‐8 

Oxcarbazepine EP Impurity H 
10‐methoxy‐5H‐dibenzo[b,f]azepine  4698‐11‐7. 

152  Oxibendazole 
Oxibendazole 

(5‐Propoxy‐1H‐benzimidazol‐2‐yl)carbamic Acid Methyl 
Ester 

20559‐55‐1 
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153  Oxybutynin 

Oxybutynin EP Impurity D 
(RS)‐2‐cyclohexyl‐2‐hydroxy‐2‐phenylacetic acid 

(phenylcyclohexylglycolic acid) 
2‐Cyclohexylmandelicacid; Cyclohexylphenylglycolic 

Acid; USP Oxybutynin Related Compound A; 
Oxybutynin USP Related Compound A 

4335‐77‐7 

154  Paliperidone 

Paliperidone USP RC C 
3‐(2‐Chloroethyl)‐6,7,8,9‐tetrahydro‐9‐hydroxy‐2‐

methyl‐4H‐pyrido[1,2‐a] pyrimin‐4‐one 
130049‐82‐0 

Paliperidone Debenzyl Impurity ‐ D 
Paliperidone Tetradehydro Chloroethyl Impurity 

9‐Hydroxy‐3‐(2‐chloroethyl)‐2‐methyl‐4H‐pyrido[1,2‐
a]pyrimidin‐4‐one 

260273‐82‐3/  
849727‐62‐4 (HCl) 

155  Palbociclib  Palbociclib Impurity 35 
1‐Boc‐4‐(6‐aminopyridin‐3‐yl)piperazine   571188‐59‐5  
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156  Pantoprazole  

Pantoprazole API 
6‐(Difluoromethoxy)‐2‐[[(3,4‐dimethoxy‐2‐
pyridinyl)methyl]sulfinyl]‐1H‐benzimidazole 

102625‐70‐7 ;  
138786‐67‐1 
(sodium salt) ; 
 226904‐39‐8 

(potassium salt) ; 
 226904‐51‐4 
(Calcium salt) 

Pantoprazole EP Impurity A 
5‐(difluoromethoxy)‐2‐[(3,4‐dimethoxypyridin‐2‐

yl)methanesulfonyl]‐1H‐benzimidazole 
127780‐16‐9 

Pantoprazole EP Impurity B 
5‐(difluoromethoxy)‐2‐{[(3,4‐dimethoxypyridin‐2‐

yl)methyl]sulfanyl}‐1H‐benzimidazole 
102625‐64‐9 

Pantoprazole EP Impurity C 
5‐(difluoromethoxy)‐1H‐benzimidazole‐2‐thiol  97963‐62‐7 
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Pantoprazole EP Impurity D 
5‐(Difluoromethoxy)‐2‐[[(3,4‐dimethoxy‐2‐

pyridinyl)methyl]sulfinyl]‐1‐methyl ‐1H‐benzimidazole 
624742‐53‐6 

Pantoprazole EP Impurity F 
6‐(Difluoromethoxy)‐2‐[[(3,4‐dimethoxy‐2‐

pyridinyl)methyl]sulfinyl]‐1‐methyl ‐1H‐benzimidazole 
721924‐06‐7 

Pantoprazole Chloro Impurity 
2‐(Chloromethyl)‐3,4‐dimethoxypyridinium 

hydrochloride 
72830‐09‐2 

 Pantoprazole N‐Oxide 
2‐(((6‐(difluoromethoxy)‐1H‐benzo[d]imidazol‐2‐
yl)sulfinyl)methyl)‐3,4‐dimethoxypyridine 1‐oxide 

953787‐60‐5 

157  Paracetamol  Paracetamol API 
N‐(4‐hydroxyphenyl)acetamide  103‐90‐2 
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Paracetamol EP Impurity A 
N‐(2‐hydroxyphenyl)acetamide  614‐80‐2 

Paracetamol EP Impurity B 
N‐(4‐hydroxyphenyl)propionamide  1693‐37‐4 

Paracetamol EP Impurity C 
N‐(3‐chloro‐4‐hydroxyphenyl)acetamide  3964‐54‐3 

Paracetamol EP Impurity D 
N‐phenylacetamide  103‐84‐4 

Paracetamol EP Impurity E 
1‐(4‐hydroxyphenyl)ethanone  99‐93‐4 
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Paracetamol EP Impurity F 
4‐nitrophenol  100‐02‐7 

Paracetamol EP Impurity G 
(E)‐1‐(4‐hydroxyphenyl)ethanone oxime  198712‐64‐0 

Paracetamol EP Impurity H 
4‐acetamidophenyl acetate  2623‐33‐8 

Paracetamol EP Impurity I 
1‐(2‐hydroxyphenyl)ethan‐1‐one  118‐93‐4 

Paracetamol EP Impurity J 
N‐(4‐chlorophenyl)acetamide  539‐03‐7 
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Paracetamol EP Impurity K 
4‐aminophenol  123‐30‐8 

4‐Hydroxyphenylacetamide 
2‐(4‐hydroxyphenyl)acetamide  17194‐82‐0 

Paracetamol Dimer 
N,N'‐(6,6'‐dihydroxy‐[1,1'‐biphenyl]‐3,3'‐

diyl)diacetamide 
98966‐14‐4 

Paracetamol EP Impurity M 
4,4'‐azanediyldiphenol 

1752‐24‐5 ; 
1965310‐24‐0 (HCl 

salt) 

Paracetamol EP Impurity N 
N,N'‐[oxydi(4,1‐phenylene)]diacetamide  3070‐86‐8 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

181 | P a g e  
 

158  Pioglitazone 

Pioglitazone API 
(RS)‐5‐(4‐[2‐(5‐Ethylpyridin‐2‐

yl)ethoxy]benzyl)thiazolidine‐2,4‐dione  

112529‐15‐4 (HCl 
salt) ; 111025‐46‐8 

(free base) 

Pioglitazone EP Impurity B 
Dehydro pioglitazone 

5‐{4‐[2‐(5‐Ethyl‐2‐pyridinyl) ethoxy] benzylidene}‐2,4‐
thiazolidinedione 

136401‐69‐9  

Pioglitazone EP Impurity C 
N‐Alkyl Pioglitazone 

5‐[[4‐[2‐(5‐Ethyl‐2‐pyridinyl)ethoxy]phenyl]methyl]‐N‐
[2‐(5‐ethylpyridin‐2‐yl)ethyl]‐2,4‐thiazolidinedione 

 952188‐00‐0 

Pioglitazone N‐Oxide  
5‐[[4‐[2‐(5‐Ethyl‐2‐pyridinyl]ethoxy]phenyl]methyl]‐2,4‐

thiazolidinedione N‐oxide 
145350‐09‐0 
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Hydroxy Pioglitazone 
5‐[[4‐[2‐(5‐(1‐Hydroxyethyl)‐2‐

pyridinyl)ethoxy]phenyl]methyl]‐2,4‐thiazolidinedione 
146062‐44‐4 

159  Piperonal  1,3‐Benzodioxole‐5‐carboxaldehyde  120‐57‐0 

160  Piroxicam 

Piroxicam API 
4‐Hydroxy‐2‐methyl‐N‐2‐pyridinyl‐2H‐1,2‐
benzothiazine‐3‐carboxamide 1,1‐Dioxide 

36322‐90‐4 

Piroxicam EP Impurity A 
1,2‐Dihydro‐2‐iminopyridine 

2‐Aminopyridine 
504‐29‐0 

Piroxicam EP Impurity B 
Desmethyl piroxicam 

4‐Hydroxy‐N‐2‐pyridinyl‐2H‐1,2‐benzothiazine‐3‐
carboxamide 1,1‐Dioxide 

65897‐46‐3 
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Piroxicam EP Impurity C 
Despyridyl Piroxicam 

4‐Hydroxy‐2‐methyl‐2H‐1,2‐benzothiazine‐3‐
carboxamide 1,1‐Dioxide 

24683‐25‐8 

Piroxicam EP Impurity D 
Saccharin N‐(2‐Acetic Acid Methyl Ester) 

Methyl (1,1‐Dioxido‐3‐oxo‐1,2‐benzisothiazol‐2(3H)‐
yl)acetate 

6639‐62‐9 

Piroxicam EP Impurity E 
3‐Oxo‐1,2‐benzisothiazole‐2(3H)‐acetic Acid Ethyl Ester

Ethyl (1,1‐Dioxido‐3‐oxo‐1,2‐benzisothiazol‐2(3H)‐
yl)acetate 

24683‐20‐3 

Piroxicam EP Impurity F 
3‐Oxo‐1,2‐benzisothiazole‐2(3H)‐acetic Acid 1‐

Methylethyl Ester 1,1‐Dioxide 
76508‐37‐7 

Piroxicam EP Impurity G 
Methyl 4‐Hydroxy‐2H‐1,2‐benzothiazine‐3‐carboxylate 

1,1‐Dioxide 
4‐Hydroxy‐2H‐1,2‐benzothiazine‐3‐carboxylic Acid 

Methyl Ester 1,1‐Dioxide 

35511‐14‐9 
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Piroxicam EP Impurity H 
4‐Hydroxy‐2H‐1,2‐benzothiazine‐3‐carboxylic Acid Ethyl 

Ester 1,1‐Dioxide 
24683‐21‐4 

Piroxicam EP Impurity I 
4‐Hydroxy‐2H‐1,2‐benzothiazine‐3‐carboxylic Acid 1‐

Methylethyl Ester 1,1‐Dioxide 
76508‐35‐5 

Piroxicam EP Impurity J 
4‐Hydroxy‐2‐methyl‐2H‐1,2‐benzothiazine‐3‐carboxylic 

Acid Methyl Ester 1,1‐Dioxide 
35511‐15‐0 

Piroxicam EP Impurity K 
Meloxicam USP Related Compound A 

4‐Hydroxy‐2‐methyl‐2H‐1,2‐benzothiazine‐3‐carboxylic 
Acid Ethyl Ester 1,1‐Dioxide 

24683‐26‐9 

 Piroxicam EP Impurity L 
Meloxicam USP Related Compound C 

4‐Hydroxy‐2‐methyl‐2H‐1,2‐benzothiazine‐3‐carboxylic 
Acid 1‐Methylethyl Ester 

118854‐48‐1 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

185 | P a g e  
 

161  Phenylephrine 
Phenylephrine Related Compound F 

(R)‐2‐methyl‐1,2,3,4‐tetrahydroisoquinoline‐4,8‐diol 
hydrochloride hydrate 

1007885‐60‐0 ; 
 57236‐57‐4 (free 

base) 

162  PLERIXAFOR 
PLERIXAFOR API 

1,1’‐[1,4‐Phenylenebis(methylene)]bis‐1,4,8,11‐
tetraazacyclotetradecane 

 110078‐46‐1 
(Free) 

155148‐31‐5 (HCl) 

163  Prazosin 

Prazosin API 
(4‐(4‐amino‐6,7‐dimethoxyquinazolin‐2‐yl)piperazin‐1‐

yl)(furan‐2‐yl)methanone hydrochloride 

19237‐84‐4 (HCI) ; 
19216‐56‐9 (free 

base) 

Prazosin EP Impurity A 
2‐chloro‐6,7‐dimethoxyquinazolin‐4‐amine 

23680‐84‐4 ; 
132900‐51‐7 (HCl 

salt) 

Prazosin EP Impurity B 
Terazosin EP Impurity M 

1,4‐Bis(furan‐2‐ylcarbonyl)piperazine  
31350‐27‐3 
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Prazosin EP Impurity C 
6,7‐dimethoxy‐2‐(piperazin‐1‐yl)quinazolin‐4‐amine 

60547‐97‐9 
60548‐08‐5 (2HCl) 

Prazosin EP Impurity D 
Terazosin EP Impurity L 

furan‐2‐yl(piperazin‐1‐yl)methanone 

40172‐95‐0 
60548‐09‐6 (HCl) 

Prazosin EP Impurity E 
Terazosin EP Impurity E 

2,2'‐(1,4‐Piperazinediyl)bis[6,7‐dimethoxy‐4‐
quinazolinamine] 

102839‐00‐9 
1486464‐41‐8 

(2HCl) 
104965‐50‐6 

(XHCl) 

Prazosin Tetrahydro Impurity 
1‐(4‐Amino‐6,7‐dimethoxy‐2‐quinazolinyl)‐4‐
[(tetrahydro‐2‐furanyl) carbonxyl] piperazine 

hydrochloride 

63590‐64‐7 
63074‐08‐8 (HCl) 

2‐Furoic acid 
furan‐2‐carboxylic acid  88‐14‐2 
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164  Propofol 

Propofol 
2,6‐diisopropylphenol   2078‐54‐8  

Propofol EP Impurity A 
2,4‐bis(1‐methylethyl)phenol    2934‐05‐6  

Propofol EP Impurity B 
2‐(1‐methylethenyl)‐6‐(1‐methylethyl)phenol    74926‐89‐9  

Propofol EP Impurity C 
2‐(1‐methylethyl)phenolr    88‐69‐7  

Propofol EP Impurity D 
2,5‐bis(1‐methylethyl)phenol    35946‐91‐9  
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Propofol EP Impurity E 
Propofol USP Related Compound A                     

3,3′,5,5′‐tetrakis(1‐methylethyl)biphenyl‐4,4′‐diol 
 2416‐95‐7  

Propofol EP Impurity F 
3‐(1‐methylethyl)phenol    618‐45‐1  

Propofol EP Impurity G 
Propofol USP Related Compound C                     

   2‐(1‐methylethoxy)‐1,3‐bis(1‐methylethyl)benzene 
  141214‐18‐8  

Propofol EP Impurity H 
4‐(1‐methylethyl)phenol    99‐89‐8  

 

Propofol EP Impurity I 
 oxydibenzene    101‐84‐8  
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Propofol EP Impurity J 
 2,6‐bis(1‐methylethyl)benzene‐1,4‐dione    1988‐11‐0  

 

Propofol EP Impurity K 
1‐(1‐methylethoxy)‐2‐(1‐methylethyl)benzene    14366‐59‐7  

Propofol EP Impurity L 
 2,2‐dimethyl‐4‐(1‐methylethyl)‐1,3‐benzodioxole   201166‐22‐5  

Propofol EP Impurity N 
4‐hydroxy‐3,5‐bis(1‐methylethyl)benzoic acid    13423‐73‐9  

Propofol EP Impurity 0 
  2‐(1‐methylethyl)‐6‐propylphenol    74663‐48‐2  
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Propofol EP Impurity P 
1‐methylethyl 4‐hydroxy‐3,5‐bis(1‐

methylethyl)benzoate 
  2095678‐97‐8  

Propofol Impurity 1 
2,4,6‐triisopropylphenol    2934‐07‐8  

Propofol Impurity 2 
2‐hydroxy‐3,5‐diisopropylbenzoic acid    2215‐21‐6  

Propofol Impurity 3 
4‐isopropoxy‐3,5‐diisopropylbenzoic acid    NA  

Propofol Impurity 4 
 4‐hydroxy‐5‐isopropylisophthalic acid    40946‐46‐1  
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Propofol Impurity 5 
4‐hydroxy‐3‐isopropyl‐5‐propylbenzoic acid   NA  

Propofol Impurity 6 
 4‐hydroxy‐3‐isopropylbenzoic acid;4‐Butyrylamino‐3‐

methyl‐5‐nitrobenzoic Acid Methyl Ester 
 859034‐02‐9  

Propofol Impurity 7 
4‐isopropoxy‐3‐isopropylbenzoic acid    161070‐01‐5  

Propofol Impurity 8 
 4‐((4‐hydroxy‐3,5‐diisopropylbenzoyl)oxy)‐3,5‐

diisopropylbenzoic acid 
  NA  

Propofol Impurity 9 
 3,5‐diisopropyl‐4‐(prop‐1‐en‐2‐yloxy)benzoic acid    NA  
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Propofol Impurity 10 
4‐isopropoxy‐3‐isopropyl‐5‐(prop‐1‐en‐2‐yl)benzoic 

acid 
  NA  

4‐Hydroxy Propofol 
 2,6‐diisopropylbenzene‐1,4‐diol    1988‐10‐9  

Propofol O‐Glucuronide 
(2S,3S,4S,5R,6S)‐6‐(2,6‐diisopropylphenoxy)‐3,4,5‐
trihydroxytetrahydro‐2H‐pyran‐2‐carboxylic acid 

 114991‐26‐3  

Propofol Benzoate 
 2,6‐diisopropylphenyl benzoate    2005‐09‐6  

165  Pregabalin  Pregabalin API 
(S)‐3‐(Aminomethyl)‐5‐methylhexanoic acid  148553‐50‐8 
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Pregabalin Diacid Impurity 
2‐Isobutylsuccinic acid 
Isobutylsuccinic Acid 

2‐(2‐Methylpropyl)‐butanedioic Acid; (2‐Methylpropyl)‐
butanedioic Acid; 4‐Methyl‐1,2‐pentanedicarboxylic 

Acid; Pregabalin Diacid 

5702‐99‐8 

 

Pregabalin EP Impurity A 
(S)‐4‐isobutylpyrrolidin‐2‐one  181289‐23‐6 

  

Pregabalin EP Impurity B 
R‐Pregabalin 

(R)‐3‐(aminomethyl)‐5‐methylhexanoic acid 
148553‐51‐9 

Pregabalin EP Impurity C 
2‐hydroxy‐2‐phenylacetic acid  90‐64‐2 
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Pregabalin EP Impurity D 
Isopropyl DL‐Mandelate 

1‐Methylethyl (2RS)‐2‐hydroxy‐2‐phenylacetate ; 
isopropyl 2‐hydroxy‐2‐phenylacetate;(±)‐Isopropyl 

Mandelate; (±)‐Mandelic Acid Isopropyl Ester; Isopropyl 
2‐Hydroxy‐2‐phenylacetate; Isopropyl Mandelate; NSC 

6582; Pregabalin EP Impurity D; 

4118‐51‐8 

rac‐Pregabalin 
3‐(aminomethyl)‐5‐methylhexanoic acid  128013‐69‐4 

Pregabalin Lactam  
4‐isobutylpyrrolidin‐2‐one  61312‐87‐6 

166  Propioamidine 
Propioamidine Hydrochloride 

Propanamidine Hydrochloride; Propanimidamide 
Hydrochloride; Propioamidine Hydrochloride 

  3599‐89‐1  
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167  Propranolol 

Propranolol API 
1‐(isopropylamino)‐3‐(naphthalen‐1‐yloxy)propan‐2‐ol  525‐66‐6 

  

Propranolol EP Impurity A 
Propranolol Glycol 

3‐(naphthalen‐1‐yloxy)propane‐1,2‐diol 
36112‐95‐5 

  

Propranolol EP Impurity B 
3,3'‐(isopropylazanediyl)bis(1‐(naphthalen‐1‐yloxy)propan‐2‐

ol) hydrochloride 

  2172495‐51‐9 
83314‐78‐7 (free 

base)  

Propranolol EP Impurity C 
1,3‐bis(naphthalen‐1‐yloxy)propan‐2‐ol  17216‐10‐3 

Propranolol Bis‐ether Impurity 
3,3'‐oxybis(1‐(naphthalen‐1‐yloxy)propan‐2‐ol)  1236367‐67‐1 
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Propranolol Impurity 
2‐((naphthalen‐1‐yloxy)methyl)oxirane  2461‐42‐9 

 

Propranolol Impurity  
2‐chloro‐3‐(naphthalen‐1‐yloxy)propan‐1‐ol  NA 

168  Pomalidomide 
Pomalidomide Impurity A 
3‐Nitrophthalic anhydride 

4‐Nitroisobenzofuran‐1,3‐dione 
641‐70‐3 

169  Povidone USP 

Povidone USP 
1‐Vinylpyrrolidin‐2‐one; 

(E)‐2'‐Hydroxy‐chalcone; (E)‐o‐Hydroxyphenyl Styryl 
Ketone; NSC 170284; trans‐2'‐Hydroxychalcone 

88‐12‐0 

170  Pyrazinamide  Pyrazinamide API 
pyrazine‐2‐carboxamide  98‐96‐4 
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Pyrazinamide EP Impurity A 
pyrazine‐2‐carboxylic acid  98‐97‐5 

Pyrazinamide EP Impurity B 
pyrazine‐2‐carbonitrile  19847‐12‐2 

171  Pyridostigmine  

Pyridostigmine Impurity A 
Pyridin‐3‐yl Dimethylcarbamate   51581‐32‐9 

Pyridostigmine Impurity B 
3‐Hydroxy‐1‐methyl‐pyridinium Bromide 

31034‐86‐3 
4685‐07‐8  

172  Pyridoxine 
Pyridoxine Impurity B HCl 

5‐(Hydroxymethyl)‐2,4‐dimethylpyridin‐3‐ol 
hydrochloride 

148‐51‐6 ;  
61‐67‐6 (free base)
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173 
Quetiapine 
Fumarate 

Quetiapine Fumarate API 
 2‐[2‐(4‐dibenzo[b,f][1,4]thiazepin‐11‐yl‐1‐
piperazinyl)ethoxy]ethanol hemifumarate 

111974‐72‐2 ;  
111974‐69‐7 (free 

base) 

Quetiapine EP Impurity A 
2‐[2‐(4‐Dibenzo [b,f] [1,4]thiazepin‐11‐yl‐1‐

piperazinyl)ethoxy]‐ethyl acetate 
844639‐07‐2 

Quetiapine EP Impurity B 
11‐Piperazin‐1‐yl‐dibenzo[b,f][1,4]thiazepine 

Dihydrochloride 

111974‐74‐4 ; 
 5747‐48‐8 (free 

base) 

Quetiapine EP Impurity C 
2‐(2‐(4‐(Dibenzo[b,f][1,4]thiazepin‐11‐yl)piperazin‐1‐
yl)ethoxy)ethyl 2‐(4‐(dibenzo[b,f][1,4]thiazepin‐11‐

yl)piperazin‐1‐yl)acetate 

1798840‐31‐9 

Quetiapine EP Impurity D 
1,4‐bis(Dibenzo[b,f][1,4]thiazepine‐11‐yl)piperazine  945668‐94‐0 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

199 | P a g e  
 

Quetiapine EP Impurity E 
1,2‐bis[2‐(4‐Dibenzo [b,f] [1,4]thiazepin‐11‐yl‐1‐
piperazinyl)ethoxy]ethane tetrahydrochloride 

1371638‐05‐9 

Quetiapine EP Impurity F 
(2‐((2‐Aminophenyl)thio)phenyl)(4‐(2‐(2‐

hydroxyethoxy)ethyl)piperazin‐1‐yl)methanone 
848814‐27‐7 

Quetiapine EP Impurity G 
Dibenzo[b,f][1,4]thiazepin‐11(10H)‐one  3159‐07‐7. 

Quetiapine EP Impurity H 
2‐[2‐(4‐Dibenzo[b,f][1,4]thiazepin‐11‐yl‐1‐

piperazinyl)ethoxy]ethanol N‐oxide 
 1076199‐40‐0 

Quetiapine EP Impurity I 
11‐[4‐(2‐Hydroxyethyl)‐1‐piperazinyl]‐

dibenzo[b,f][1,4]thiazepine dihydrochloride 
329216‐67‐3 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

200 | P a g e  
 

Quetiapine EP Impurity J 
2‐(2‐{2‐[2‐(4‐Dibenzo [b, f] [1, 4] thiazepin‐11‐yl‐
piperazin‐1‐yl)‐ethoxy]‐ethoxy}‐ethoxy)‐ethanol 

1356906‐17‐6 

Quetiapine EP Impurity K 
N‐(2‐((2‐(4‐(2‐(2‐Hydroxyethoxy)ethyl)piperazine‐1‐

carbonyl)phenyl) thio) phenyl)acetamide 
1371638‐10‐6 

Quetiapine EP Impurity L 
2‐(2‐(4‐(9‐Chlorodibenzo[b,f][1,4]thiazepin‐11‐

yl)piperazin‐1‐yl)ethoxy) ethanol 
1371638‐11‐7 

Quetiapine EP Impurity N 
4‐[2‐[2‐(4‐Dibenzo [b,f] [1,4]thiazepin‐11‐yl‐1‐

piperazinyl)ethoxy]ethyl]‐1‐[(2‐hydroxyethoxyl)ethyl]‐
piperazine 

1800291‐86‐4 

Quetiapine EP Impurity O 
11‐(4‐(2‐(2‐(Trityloxy)ethoxy)ethyl)piperazin‐1‐

yl)dibenzo[b,f][1,4]thiazepine 
 844639‐06‐1 
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Quetiapine EP Impurity P 
11‐(4‐Ethylpiperazin‐1‐yl)dibenzo[b,f][1,4]thiazepine 

hydrochloride 
1011758‐03‐4 

Quetiapine EP Impurity Q 
4‐(Dibenzo[b,f][1,4]thiazepin‐11‐yl)‐1,1‐bis(2‐(2‐

hydroxyethoxy)ethyl) piperazin‐1‐ium 
NA 

Quetiapine EP Impurity R 
(E)‐4‐Ethoxy‐4‐oxobut‐2‐enoic acid  2459‐05‐4. 

Quetiapine EP Impurity S 
2‐[2‐[4‐(5‐Oxidodibenzo[b,f][1,4]thiazepin‐11‐yl)‐1‐

piperazinyl]ethoxy]ethanol HCl 
329216‐63‐9 

Quetiapine EP Impurity T 
4‐(Dibenzo[b,f][1,4]thiazepin‐11‐yl)morpholine  5747‐46‐6 
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Quetiapine EP Impurity U 
Dibenzo[b,f][1,4]thiazepin‐11‐amine  5786‐26‐5 

Quetiapine EP Impurity V 
2‐(2‐(4‐(Phenanthridin‐6‐yl)piperazin‐1‐

yl)ethoxy)ethanol 
2204369‐14‐0 

Quetiapine EP Impurity I HCl Salt 
11‐[4‐(2‐Hydroxyethyl)‐1‐piperazinyl]‐

dibenzo[b,f][1,4]thiazepine dihydrochloride 
Quetiapine Desethoxy Impurity (USP) ; Quetiapine 
Alcohol Impurity ; Quetiapine Ethanol Impurity 

329218‐14‐6 ; 
  329216‐67‐3 (free 

base) 

Quetiapine Impurity 9 
1‐(4‐(dibenzo[b,f][1,4]thiazepin‐11‐yl)piperazin‐1‐yl)‐4‐

(methylamino)butan‐1‐one 
2206606‐99‐5 
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Quetiapine 11 Chloro Impurity 
Dibenzo[b,f][1,4]thiazepine‐11‐yl‐chloride ; 11‐Chloro‐

dibenzo[b,f][1,4] thiazepine 
13745‐86‐3  

 

Quetiapine DBTP N‐Methyl Impurity 
11‐(4‐Methylpiperazin‐1‐yl)‐dibenzo[b,f][1,4]thiazepine  1977‐09‐9. 

 

Quetiapine Related Compound (Phenyl‐2‐(phenyl 
thio)phenyl carbamide) 

phenyl (2‐(phenylthio)phenyl)carbamate 
N‐[2‐(Phenylthio)phenyl]carbamic Acid Phenyl Ester 

111974‐73‐3 

Quetiapine EP Impurity W 
11‐(2‐(2‐(4‐(Dibenzo[b,f][1,4]thiazepin‐11‐yl)piperazin‐

1‐yl)ethoxy)ethoxy) dibenzo[b,f][1,4]thiazepine 
1800608‐95‐0 
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174  Rabeprazole 

Rabeprazole EP Impurity A 
Rabeprazole Sulfone 

Rabeprazole USP Related Compound D 
2‐[[4‐(3‐Methoxypropoxy)‐3‐methyl‐pyridin‐2‐

yl]methylsulfonyl]benzoimidazole 

117976‐47‐3 

Rabeprazole EP Impurity B 
Rabeprazole Sulfide 

Rabeprazole USP Related Compound E 
2‐[[4‐(3‐Methoxypropoxy)‐3‐methyl‐pyridin‐2‐

yl]methylthio]benzoimidazole 

117977‐21‐6 

Rabeprazole EP Impurity D 
Rabeprazole USP Related Compound B 

Rabeprazole N‐Oxide 
2‐[[[1‐Oxide‐4‐(3‐methoxypropoxy)‐3‐methyl‐2‐
pyridinyl] methyl]sulfinyl]‐1H‐benzimidazole 

924663‐38‐7 

Rabeprazole EP Impurity F 
Rabeprazole USP Related Compound C 

2‐Mercaptobenzimidazole 
583‐39‐1 
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Rabeprazole Impurity I 
Rabeprazole Sulfone N‐Oxide 

2‐[[[4‐(3‐Methoxypropoxy)‐3‐methyl‐1‐oxido‐2‐
pyridinyl] methyl]sulfonyl]‐1H‐benzimidazole 

924663‐37‐6 

Rabeprazole EP Impurity K 
Lansoprazole EP Impurity D 
2‐Hydroxybenzimidazole 

615‐16‐7 

Rabeprazole 2‐Chloromethyl Impurity 
2‐Chloromethyl‐3‐methyl‐4‐(3‐

methoxypropoxy)pyridine hydrochloride 
153259‐31‐5 

175  Ranolazine 

Ranolazine USP Related Compound D 
N,N‐bis(2,6‐Dimethylphenyl)‐1,4‐

piperazinediacetamide ; N1,N4‐Bis(2,6‐
dimethylphenyl)‐1,4‐piperazinediacetamide 

380204‐72‐8  

176  Roflumilast  Roflumilast KSM‐II Bromo compound 
3‐Bromo‐5‐chloropyridin‐4‐amine   159783‐78‐5 
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177  Rapamycin 

Seco Rapamycin Sodium salt 
(19E/Z)‐seco Rapamycin Sodium Salt (~80% by HPLC) 

(S)‐1‐(2‐((2R,3R,6S)‐2‐hydroxy‐6‐
((2S,3E,5E,7E,9S,11R,13R,14R,15E,17R,19E,21R)‐14‐

hydroxy‐22‐((1S,3R,4R)‐4‐hydroxy‐3‐
methoxycyclohexyl)‐2,13‐dimethoxy‐3,9,11,15,17,21‐
hexamethyl‐12,18‐dioxodocosa‐3,5,7,15,19‐pentaen‐1‐

yl)‐3‐methyltetrahydro‐2H‐pyran‐2‐yl)‐2‐
oxoacetyl)piperidine‐2‐carboxylic acid, sodium salt 

 148554‐65‐8 ;  
147438‐27‐5 (free 

base)  

178    

Rivaroxaban 
 

5‐Chloro‐N‐[[(5S)‐2‐oxo‐3‐[4‐(3‐oxo‐4‐
morpholinyl)phenyl]‐5‐oxazolidinyl] methyl]‐2‐

thiophenecarboxamide 

 366789‐02‐8   

179  Rivaroxaban 

Rivaroxaban Aminomethyl Base Impurity 
 

Des(5‐chloro‐2‐carboxythienyl) Rivaroxaban ;  
4‐[4‐[(5S)‐5‐(Aminomethyl)‐2‐oxo‐3‐
oxazolidinyl]phenyl]‐3‐morpholinone 

 446292‐10‐0 (free 
base) 1251952‐81‐

4 (HBr salt) 
1251952‐66‐5 
(Sulfate salt)  
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Rivaroxaban Descarbonyl Impurity 
Decarbonyl Rivaroxaban 

 
5‐Chloro‐N‐[(2R)‐2‐hydroxy‐3‐{[4‐(3‐oxomorpholin‐4‐
yl)phenyl]amino} propyl]thiophene‐2‐carboxamide 

5‐Chloro‐N‐[(2R)‐2‐hydroxy‐3‐[[4‐(3‐oxo‐4‐
morpholinyl)phenyl]amino]propyl]‐2‐

thiophenecarboxamide 

 721401‐53‐2  

Rivaroxaban R‐Isomer 
5‐Chloro‐N‐[[(5R)‐2‐oxo‐3‐[4‐(3‐oxo‐4‐

morpholinyl)phenyl]‐5‐oxazolidinyl] methyl]‐2‐
thiophenecarboxamide 

865479‐71‐6 

Rivaroxaban Degradate ‐1 
4‐[4‐[(3‐Aminopropyl)amino]phenyl]‐3‐morpholinone 
4‐(4‐(3‐Aminopropylamino)phenyl)morpholin‐3‐one 

1816946‐19‐6 
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Rivaroxaban Impurity 1 
1,1‐Carbonyldiimidazole, &gt;90% Di‐1H‐imidazol‐1‐yl‐
methanone; 1,1‐Carbonylbisimidazole; Bis(imidazol‐1‐
yl) Ketone; Bis(imidazol‐1‐yl)methanone; Diimidazol‐1‐

yl Ketone; N,N‐Carbonyldiimidazole; N,N‐
Carbonylbis(imidazole); N,N‐Carbonyldiimidazole; NSC 

67203; CDI 

530‐62‐1 

Rivaroxaban Impurity 2 
 

Isoindoline‐1,3‐dione Phthalimide,Benzoimide 
Phthalimide; 1,2‐Benzenedicarboximide; 1,3‐Dihydro‐
2H‐isoindole‐1,3‐dione; 1,3‐Dioxo‐1,3‐dihydroisoindole; 

1,3‐Isoindolinedione 

85‐41‐6 ; 
 33081‐78‐6 (Na 

salt) ; 
 1074‐82‐4 (K salt) 
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Rivaroxaban Impurity 3 
Potassium Phthalimide 1H‐Isoindole‐1,3(2H)‐dione 

Potassium Salt; Phthalimide Potassium Salt; Isoindole‐
1,3‐dione Potassium Salt; N‐Potassiophthalimide; 
Phthalimide Potassium; Phthalimidopotassium; 
Potassium 2,3‐Dihydro‐1H‐isoindole‐1,3‐dione; 
Potassium Isoindoline‐1,3‐dione; Potassium 

Phthalimidate 

1074‐82‐4 

Rivaroxaban 3‐Hydroxy Metabolite 
5‐Chloro‐N‐[[(5S)‐2‐oxo‐3‐[4‐(3‐hydroxy‐5‐oxo‐4‐
Morpholinyl)phenyl]‐5‐oxazolidinyl]methyl]‐2‐

thiophenecarboxamide 

1159977‐46‐4 

Rivaroxaban 4‐Hydroxy Metabolite 
5‐Chloro‐N‐[[(5S)‐4‐hydroxy‐2‐oxo‐3‐[4‐(3‐oxo‐4‐
Morpholinyl)phenyl]‐5‐oxazolidinyl]methyl]‐2‐

thiophenecarboxamide 

1161719‐51‐2  
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Rivaroxaban Impurity 4 
 

Phthalic Hydrazide 2,3‐Dihydro‐1,4‐phthalazinedione; 
Cyclic Hydrazide‐1,2‐benzenedicarboxylic Acid; 1,4‐
Dihydroxyphthalazine; 1,4‐Phthalazinediol; 2,3‐

Dihydro‐1,4‐phthalazinedione; 4‐Hydroxyphthalazin‐
1(2H)‐one; Hydrazine, 1,2‐(1,2‐phenylenedicarbonyl)‐; 

N,N'‐Phthaloylhydrazine; NSC 201511; NSC 651; 
Phthalazine‐1,4(2H,3H)‐dione; Phthalhydrazide; 

Phthalic Acid Cyclic Hydrazide; Phthalocyclohydrazide 

1445‐69‐8 ; 20116‐
60‐3 (Na salt) ; 
477282‐81‐8 (K 

salt) 

Rivaroxaban Impurity 6 
(R)‐2‐(chloromethyl)oxirane (R)‐Epichlorohydrin (2R)‐
(Chloromethyl)oxirane; (‐)‐2‐(Chloromethyl)oxirane; (‐)‐
Epichlorohydrin; (2R)‐2‐(Chloromethyl)oxirane; (R)‐(‐)‐

Epichlorohydrin; (R)‐(‐)‐Epichlorohydrin; (R)‐
(Chloromethyl)oxirane; (R)‐1‐Chloro‐2,3‐epoxypropane; 

51594‐55‐9 
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Rivaroxaban Impurity 7 
 

Methanesulfonyl chloride Chloro Methyl Sulfone; Mesyl 
Chloride; Methanesulfochloride; Methanesulfonic Acid 

Chloride; Methanesulphonyl Chloride; Methyl 
Sulfochloride; Methylsulfonyl Chloride 

124‐63‐0 ; 20116‐
60‐3 (Na salt) ; 
477282‐81‐8 (K 

salt) ; 1892578‐86‐
7 (HCl salt)  

Rivaroxaban Impurity 8 
 

2‐Chlorothiophene 
96‐43‐5 

  

Rivaroxaban Impurity 10 
4,5‐Dichlorothiophene‐2‐carboxylic acid 2,3‐Dichloro‐5‐
thiophenecarboxylic Acid; 4,5‐Dichlorothiophene‐2‐

carboxylic Acid 

31166‐29‐7  
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Rivaroxaban Impurity 11 
 

1‐Methyl‐1H‐imidazole 1‐Methylimidazole,Araldite DY 
070; DY 070; N‐Methylimidazole; N1‐Methylimidazole 

616‐47‐7 ; 35487‐
17‐3 (HCl salt) ; 

101023‐58‐9 (HBr 
salt) ; 681281‐87‐8 

(Sulfate salt) 

Rivaroxaban Impurity 12 
 

2‐Thenoic Acid Thiophene‐2‐carboxylic acid,Thienoic 
acid 2‐Thiophenecarboxylic Acid; 2‐Carboxythiophene; 
2‐Thiophenic Acid; NSC 2188; ‐Thiophenecarboxylic 

Acid 

527‐72‐0 ; 25112‐
68‐9 (Na salt) ; 

33311‐43‐2 (K salt) 
; 150898‐93‐4 (HCl 

salt) 

Rivaroxaban Impurity 14 
 

4‐(2‐aminophenyl)morpholin‐3‐one Hydrochloride 

2437650‐74‐1 
1082588‐73‐5 
(Free base) 
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Rivaroxaban Impurity 15 
4‐(4‐nitrophenyl)morpholin‐3‐one, 4‐(4‐Nitrophenyl)‐3‐

morpholinone 
4‐(3‐Oxo‐4‐morpholinyl)nitrobenzene; 4‐(4‐

Nitrophenyl)‐3‐oxomorpholine; 4‐(4‐
Nitrophenyl)morpholin‐3‐one; Rivaroxaban Impurity 52 

446292‐04‐2  

Rivaroxaban Impurity 16 
4‐(4‐(bis(3‐chloro‐2‐

hydroxypropyl)amino)phenyl)morpholin‐3‐one 
Hydrochloride 

NA 

Rivaroxaban Impurity 17 
4‐(4‐((((S)‐2‐oxo‐3‐(((S)‐2‐oxo‐3‐(4‐(3‐
oxomorpholino)phenyl)oxazolidin‐5‐

yl)methyl)oxazolidin‐5‐
yl)methyl)amino)phenyl)morpholin‐3‐one 

NA 

Rivaroxaban Impurity 18 
(R)‐N‐((2‐oxo‐3‐(4‐(3‐oxomorpholino)phenyl)oxazolidin‐

5‐yl)methyl)methanesulfonamide 
2206826‐69‐7  
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Rivaroxaban Impurity 19  
Rivaroxaban Diamide 

5‐chloro‐N‐(3‐(5‐chlorothiophene‐2‐carboxamido)‐2‐
hydroxypropyl)‐N‐(4‐(3‐

oxomorpholino)phenyl)thiophene‐2‐carboxamide 

1838133‐00‐8 

Rivaroxaban Impurity 20 
1‐(5‐chlorothiophen‐2‐yl)ethan‐1‐one  6310‐09‐4. 

Rivaroxaban Impurity 21 
N‐(4‐(3‐oxomorpholino)phenyl)methanesulfonamide  1328136‐38‐4  

Rivaroxaban Impurity 23 
2‐(2‐((4‐((3‐(5‐chlorothiophene‐2‐carboxamido)‐2‐

hydroxypropyl)amino)phenyl)amino)ethoxy)acetic acid 
hydrochloride 

NA 
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Rivaroxaban Impurity 24 
N‐(S)‐Glycidylphthalimide 

(S)‐2‐(oxiran‐2‐ylmethyl)isoindoline‐1,3‐dione (S)‐2‐
(Oxiran‐2‐ylmethyl)‐1H‐isoindole‐1,3(2H)‐dione; (S)‐2‐

[(Oxiranyl)methyl]isoindole‐1,3‐dione; (S)‐N‐(2,3‐
Epoxypropan‐1‐yl)phthalimide; (S)‐N‐(2,3‐

Epoxypropyl)phthalimide; 2‐[(S)‐2‐Oxiranylmethyl]‐1H‐
isoindol‐1,3(2H)‐dione; N‐((2S)‐Oxiran‐2‐

ylmethyl)phthalimide 

161596‐47‐0 

Rivaroxaban Impurity 25 
4‐(4‐((((R)‐2‐oxo‐3‐(((S)‐2‐oxo‐3‐(4‐(3‐
oxomorpholino)phenyl)oxazolidin‐5‐

yl)methyl)oxazolidin‐5‐
yl)methyl)amino)phenyl)morpholin‐3‐one 

NA 

Rivaroxaban Impurity 28 
(S)‐2‐((2‐oxo‐3‐phenyloxazolidin‐5‐
yl)methyl)isoindoline‐1,3‐dione 

2137914‐93‐1  

Rivaroxaban Impurity 29 
(S)‐N1‐methyl‐N2‐((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)phthalamide` 

2206360‐74‐7  
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Rivaroxaban Impurity 30 
2‐(methylcarbamoyl)benzoic acid  6843‐36‐3 

Rivaroxaban Impurity 31 
2‐[[[[(5S)‐2‐Oxo‐3‐[4‐(3‐oxo‐4‐morpholinyl)phenyl]‐5‐
oxazolidinyl]methyl]amino]carbonyl]‐benzoic Acid; (S)‐
2‐(((2‐oxo‐3‐(4‐(3‐oxomorpholino)phenyl)oxazolidin‐5‐

yl)methyl)carbamoyl)benzoic acid 

1365267‐37‐3 

Rivaroxaban Impurity 32 
Ethyl 5‐hydroxy‐1H‐pyrrolo[2,3‐b]pyridine‐2‐

carboxylate 
956904‐18‐0  

 

Rivaroxaban Impurity 33 
3,5‐dichlorothiophene‐2‐carbonyl chloride  2071690‐76‐9  

Rivaroxaban Impurity 34 
3,4‐dichlorothiophene‐2‐carbonyl chloride  1446470‐85‐4  
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Rivaroxaban Impurity 35 
4,5‐dichlorothiophene‐2‐carbonyl chloride  89283‐13‐6  

 
Rivaroxaban Impurity 36 

(S)‐2‐(2‐(5‐chloro‐N‐(4‐(5‐((1,3‐dioxoisoindolin‐2‐
yl)methyl)‐2‐oxooxazolidin‐3‐yl)phenyl)thiophene‐2‐

carboxamido)ethoxy)acetic acid 

NA 

Rivaroxaban Impurity 37 
2‐(2‐Chloroethoxy)‐N‐(4‐nitrophenyl)acetamide  811450‐82‐5  

Rivaroxaban Impurity 38 
 

4‐(2‐Aminophenyl)‐3‐morpholinone 4‐(2‐
Aminophenyl)morpholin‐3‐one 

1082588‐73‐5 ; 
2437650‐74‐1 (HCl 

salt) 
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Rivaroxaban Impurity 39 
2‐(4‐(3‐oxomorpholino)phenyl)isoindoline‐1,3‐dione  NA 

 

Rivaroxaban Impurity 40 
2,2‐(((4‐(3‐oxomorpholino)phenyl)azanediyl)bis(2‐
hydroxypropane‐3,1‐diyl))bis(isoindoline‐1,3‐dione) 

1642600‐99‐4 

Rivaroxaban Impurity 41 
N,N‐Bis[4‐(3‐oxo‐4‐morpholinyl)phenyl]urea 
1,3‐Bis(4‐(3‐oxomorpholino)phenyl)urea 

1855920‐51‐2 

 

Rivaroxaban Impurity 42 
(S)‐4‐(4‐((3‐amino‐2‐

hydroxypropyl)amino)phenyl)morpholin‐3‐one 
hydrochloride 

1403383‐55‐0 ; 
1403383‐56‐1 
(Free base) ; 
2304439‐07‐2 
(2HCl salt) 

 

Rivaroxaban Impurity 43 
2‐(2‐Hydroxy‐3‐((4‐(3‐

oxomorpholino)phenyl)amino)propyl)isoindoline‐1,3‐
dione 

1257527‐98‐2  

Rivaroxaban Impurity 45 
Methoxy Rivaroxaban 
Methyl ((2‐oxo‐3‐(4‐(3‐

1838139‐08‐4  
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oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)carbamate; 

(S)‐Methyl ((2‐oxo‐3‐(4‐(3‐
oxomorpholino)phenyl)oxazolidin‐5‐

yl)methyl)carbamate 

Rivaroxaban Impurity 46 
1‐phenylpiperidine 

4096‐20‐2 ; 2101‐
20‐4 (HCl salt) ; 

858828‐58‐7 (HBr 
salt) 

Rivaroxaban Impurity 47 
2‐(oxetan‐3‐yl)isoindoline‐1,3‐dione  2417990‐26‐0  

Rivaroxaban Impurity 48 
(S)‐2‐(2‐((4‐(5‐(aminomethyl)‐2‐oxooxazolidin‐3‐

yl)phenyl)amino)ethoxy)acetic acid; 
2‐[2‐[[4‐[(5S)‐5‐(Aminomethyl)‐2‐oxo‐3‐

oxazolidinyl]phenyl]amino]ethoxy]acetic Acid 
Hydrochloride 

2206135‐27‐3 

Rivaroxaban Impurity 49 
4‐(4‐(methylamino)phenyl)morpholin‐3‐one  1224684‐98‐3  
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Rivaroxaban Impurity 50 
2‐(2‐((4‐aminophenyl)amino)ethoxy)‐N‐(4‐(3‐

oxomorpholino)phenyl)acetamide 
NA 

Rivaroxaban Impurity 51 
2‐Thiophenecarboxamide, N‐[[(5S)‐3‐[4‐

(acetylamino)phenyl]‐2‐oxo‐5‐oxazolidinyl]methyl]‐5‐
chloro; (S)‐N‐((3‐(4‐Acetamidophenyl)‐2‐oxooxazolidin‐

5‐yl)methyl)‐5‐chlorothiophene‐2‐carboxamide 

2422046‐61‐3  

Rivaroxaban Impurity 52 
(s)‐2‐(2‐((4‐(carboxy(3‐(5‐chlorothiophene‐2‐

carboxamido)‐2‐
hydroxypropyl)amino)phenyl)amino)ethoxy)acetic acid 

NA 

Rivaroxaban Impurity 53 
(S)‐2‐(2‐((4‐((3‐(5‐chlorothiophene‐2‐carboxamido)‐2‐
hydroxypropyl)amino)phenyl)amino)ethoxy)acetic acid 

NA 
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Rivaroxaban Impurity 54 
2‐(Phenylamino)ethan‐1‐ol b‐Anilinoethanol 

2‐(Phenylamino)ethanol; 2‐Anilinoethanol; N‐(2‐
Hydroxyethyl)benzenamine; N‐(2‐Hydroxyethyl)aniline; 

N‐(2‐Hydroxyethyl)phenylamine; N‐(‐
Hydroxyethyl)aniline 

122‐98‐5 

Rivaroxaban Impurity 55 
4‐Phenylmorpholin‐3‐one 4‐Phenyl‐3‐morpholinone  29518‐11‐4 
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Rivaroxaban Impurity 56 
N‐Phenyldiethanolamine 

2,2‐(Phenylimino)bis[ethanol]; 2,2‐
(Phenylazanediyl)diethanol; 2,2‐
(Phenylimino)diethanol; 2‐[(2‐

Hydroxyethyl)(phenyl)amino]ethan‐1‐ol; 2‐[(2‐
Hydroxyethyl)phenylamino]ethanol; 2‐[N‐(2‐

Hydroxyethyl)anilino]ethanol; 3‐Phenyl‐3‐azapentane‐
1,5‐diol; Bis(2‐hydroxyethyl)aniline; 

Diethanolaminobenzene; Diethanolaniline; 
Diethanolphenylamine; N,N‐Bis(2‐hydroxyethyl)‐N‐

phenylamine; 

120‐07‐0 

Rivaroxaban Impurity 60 
2,2‐(2‐Hydroxypropane‐1,3‐diyl)bis(1H‐isoindole‐

1,3(2H)‐dione) 
2,2‐(2‐hydroxypropane‐1,3‐diyl)bis(isoindoline‐1,3‐

dione) 

73825‐95‐3 

 
Rivaroxaban Impurity 61 

5‐Chloro‐N‐(((S)‐2‐oxo‐3‐(4‐(3‐
oxomorpholino)phenyl)oxazolidin‐5‐

yl)methyl)thiophene‐2‐carboxamide 1‐oxide 

2197189‐38‐9  
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Rivaroxaban Impurity 62 
(R)‐2‐(2,3‐dihydroxypropyl)isoindoline‐1,3‐dione; 2‐

[(2R)‐2,3‐Dihydroxypropyl]‐1H‐isoindole‐1,3(2H)‐dione; 
(R)‐2‐(2,3‐Dihydroxypropyl)‐1H‐isoindole‐1,3(2H)‐dione 

186348‐58‐3 

Rivaroxaban Impurity 63 
2‐Chlorothiophene‐3‐carboxylic acid; 2‐Chloro‐3‐

thiophenecarboxylic Acid 
53935‐71‐0  

 

Rivaroxaban Impurity 64 
2‐(2,3‐Dihydroxypropyl)isoindoline‐1,3‐dione; 1‐

(3,4,5,6‐Tetrahydrophthalimido)‐2,3‐
dihydroxypropane; 2‐(2,3‐Dihydroxypropyl)‐1H‐

Isoindole‐1,3(2H)‐dione 

62457‐35‐6; 
186348‐58‐3 

Rivaroxaban Impurity 65 
4‐(2,4‐diaminophenyl)morpholin‐3‐one; 4‐(2,4‐

Diaminophenyl)‐3‐morpholinone 
482308‐13‐4  
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Rivaroxaban Impurity 66 
2‐(2‐((4‐(5‐((5‐chlorothiophene‐2‐

carboxamido)methyl)‐2‐oxooxazolidin‐3‐
yl)phenyl)amino)ethoxy)acetic acid 

NA 

Rivaroxaban Impurity 67 
(S)‐2‐(2,3‐dihydroxypropyl)isoindoline‐1,3‐dione  119835‐88‐0  

Rivaroxaban Impurity 69 
N1,N2‐Bis((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)phthalamide 

NA 

 

Rivaroxaban Impurity 70 
1,3‐Bis((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐yl)methyl)urea 
NA 

Rivaroxaban Impurity 71 
4‐(4‐((Oxiran‐2‐ylmethyl)amino)phenyl)morpholin‐3‐

one 
1373360‐54‐3 
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Rivaroxaban Impurity 72 
(S)‐5‐Chloro‐N‐((3‐(4‐((2‐hydroxyethyl)amino)phenyl)‐
2‐oxooxazolidin‐5‐yl)methyl)thiophene‐2‐carboxamide;
5‐chloro‐N‐[[(5S)‐3‐[4‐[(2‐hydroxyethyl)amino]phenyl]‐
2‐oxo‐5‐oxazolidinyl]methyl]‐2‐thiophenecarboxamide 

936232‐22‐3 

 

Rivaroxaban Impurity 73 
(R)‐4‐(4‐(5‐(Aminomethyl)‐2‐oxooxazolidin‐3‐

yl)phenyl)morpholin‐3‐one 

1411775‐06‐8 
(Free Base) 

;1429311‐47‐6 
(Hcl) 

Rivaroxaban Impurity 74 
(S)‐4‐(4‐((2‐Hydroxy‐3‐

(methylamino)propyl)amino)phenyl)morpholin‐3‐one; 
4‐[4‐[[(2S)‐2‐Hydroxy‐3‐

(methylamino)propyl]amino]phenyl]morpholin‐3‐one 

2459303‐14‐9 

Rivaroxaban Impurity 75 
(R)‐5‐Chloro‐N‐(2‐hydroxy‐3‐((4‐(3‐

oxomorpholino)phenyl)amino)propyl)thiophene‐2‐
carboxamide; 5‐Chloro‐N‐[(2R)‐2‐hydroxy‐3‐[[4‐(3‐oxo‐

4‐morpholinyl)phenyl]amino]propyl]‐2‐
thiophencarboxamide; 5‐Chloro‐N‐[(2R)‐2‐hydroxy‐3‐
[[4‐(3‐oxo‐4‐morpholinyl)phenyl]amino]propyl]‐2‐

thiophenecarboxamide 

721401‐53‐2  
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Rivaroxaban Impurity 76 
2‐(3‐Chloro‐2‐hydroxypropyl)isoindoline‐1,3‐dione; 2‐
(3‐Chloro‐2‐hydroxypropyl)‐1H‐isoindole‐1,3(2H)‐dione 

19667‐37‐9 

 
Rivaroxaban Impurity 77 

1‐(4‐Chlorothiophen‐2‐yl)ethan‐1‐one 
34730‐20‐6  

Rivaroxaban Impurity 78 
4‐Chlorothiophene‐2‐carbonyl bromide  NA 

Rivaroxaban Impurity 79 
Methyl (E)‐3‐((5‐methyl‐2‐(pivaloylimino)pyridin‐1(2H)‐

yl)methyl)benzoate 
136267‐36‐2 
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Rivaroxaban Impurity 80 
(R)‐2‐(Oxiran‐2‐ylmethyl)isoindoline‐1,3‐dione; 2‐[(2R)‐
2‐Oxiranylmethyl]‐1H‐isoindole‐1,3(2H)‐dione; (R)‐2‐
(Oxiranylmethyl)‐1H‐isoindole‐1,3(2H)‐dione; (R)‐N‐
(2,3‐Epoxypropan‐1‐yl)phthalimide; N‐((2R)‐Oxiran‐2‐

ylmethyl)phthalimide; 

181140‐34‐1 

Rivaroxaban Impurity 81 
(S)‐2‐(3‐(1,3‐Dioxo‐2,3‐dihydro‐1H‐inden‐2‐yl)‐2‐

hydroxypropyl)isoindoline‐1,3‐dione 
NA 

Rivaroxaban Amino Diol Impurity 
(S)‐N‐(4‐(5‐(Aminomethyl)‐2‐oxooxazolidin‐3‐

yl)phenyl)‐2‐hydroxy‐N‐(2‐hydroxyethyl)acetamide 
NA 

 

Rivaroxaban Amino Acid Phthalimide Impurity 
(S)‐2‐(2‐((4‐(5‐((1,3‐Dioxoisoindolin‐2‐yl)methyl)‐2‐
oxooxazolidin‐3‐yl)phenyl)amino)ethoxy)acetic acid 

NA 
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Rivaroxaban N‐Methylphthalimide Impurity 
2‐Methylisoindole‐1,3‐dione; N‐Methyl‐phthalimide; 2‐

Methyl‐1H‐isoindole‐1,3(2H)‐dione; 2‐
Methylisoindoline‐1,3‐dione; N‐Methylphthalimide 

550‐44‐7 

Rivaroxaban Open‐Ring Acid Impurity 
Rivaroxaban Impurity A Hydrochloride 
(S)‐2‐(2‐(4‐(5‐((2‐Chlorothiophene‐5‐

carboxamido)methyl)‐2‐oxooxazolidin‐3‐
yl)phenylamino)ethoxy)acetic acid Hydrochloride; 

2‐[2‐[[4‐[(5S)‐5‐[[[(5‐Chloro‐2‐
thienyl)carbonyl]amino]methyl]‐2‐oxo‐3‐

oxazolidinyl]phenyl]amino]ethoxy]‐acetic Acid 
Hydrochloride 

931117‐61‐2 (HCl 
salt) ;931204‐39‐6 

(free base)  

Rivaroxaban Impurity B 
methyl (S)‐((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)carbamate 

NA 
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Rivaroxaban EP Impurity B 
Rivaroxaban USP Related Compound B 

Rivaroxaban Acetamide Impurity 
N‐[[(5S)‐2‐oxo‐3‐[4‐(3‐oxomorpholin‐4‐yl)phenyl]‐1,3‐
oxazolidin‐5‐yl]methyl]acetamide ; (S)‐N‐({2‐Oxo‐3‐[4‐

(3‐oxomorpholino)phenyl]oxazolidin‐5‐
yl}methyl)acetamide 

1429334‐00‐8 

Rivaroxaban Impurity D 
5‐Chloro‐N‐(4‐(3‐oxomorpholino)phenyl)‐N‐((2‐

oxooxazolidin‐5‐yl)methyl)thiophene‐2‐carboxamide 
1838139‐24‐4 

 

Rivaroxaban EP Impurity D 
Rivaroxaban USP Related Compound D 

Rivaroxaban Urea Dimer 
N,N‐Bis[Des(5‐chloro‐2‐carvoxythienyl) Rivaroxaban] 
Urea N,N‐bis[[(5S)‐2‐oxo‐3‐[4‐(3‐oxomorpholin‐4‐

yl)phenyl]‐1,3‐oxazolidin‐5‐yl]methyl]urea (as per EP); 
1,3‐Bis({(S)‐2‐oxo‐3‐[4‐(3‐

oxomorpholino)phenyl]oxazolidin‐5‐yl}methyl)urea 

1365267‐35‐1 
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Rivaroxaban EP Impurity E 
Rivaroxaban Deschloro Impurity 

Dechloro‐Rivaroxaban 
 

N‐[[(5S)‐2‐oxo‐3‐[4‐(3‐oxomorpholin‐4‐yl)phenyl]‐1,3‐
oxazolidin‐5‐yl]methyl]thiophene‐2‐carboxamide 

1415566‐28‐7 

Rivaroxaban Impurity E 
(R)‐4‐(4‐((3‐chloro‐2‐hydroxypropyl) 
amino)phenyl)morpholin‐3‐one 

1252018‐10‐2 

Rivaroxaban EP Impurity F 
5‐Chlorothiophene‐2‐carboxylic acid (as per EP); 5‐
Chloro‐2‐thiophenecarboxylic Acid; 2‐Chloro‐5‐

carboxythiophene; 5‐Chlorothiophen‐2‐carboxylic acid; 
NSC 14776; 

24065‐33‐6 ; 
112158‐46‐0 (Na 

salt) 

Rivaroxaban EP Impurity F Sodium salt 
5‐chlorothiophene‐2‐carboxylic acid Sodium salt 

112158‐46‐0; 
24065‐33‐6 (free 

base) 
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Rivaroxaban EP Impurity G 
Rivaroxaban USP Related Compound G 
Rivaroxaban Phthalimido Impurity 

 
2‐[[(5S)‐2‐oxo‐3‐[4‐(3‐oxomorpholin‐4‐yl)phenyl]‐1,3‐
oxazolidin‐5‐yl]methyl]‐2H‐isoindole‐1,3‐dione (as per 

EP); (S)‐2‐({2‐oxo‐3‐[4‐(3‐
oxomorpholino)phenyl]oxazolidin‐5‐
yl}methyl)isoindoline‐1,3‐dione; 

4‐[4‐[(5S)‐5‐Phthalimidomethyl‐2‐oxo‐3‐
oxazolidinyl]phenyl]‐3‐morpholinone 

446292‐08‐6 

  

Rivaroxaban EP Impurity H 
4,5‐dichloro‐N‐[[(5S)‐2‐oxo‐3‐[4‐(3‐oxomorpholin‐4‐
yl)phenyl]‐1,3‐oxazolidin‐5‐yl]methyl]thiophene‐2‐

carboxamide (as per EP); (S)‐4,5‐Dichloro‐N‐({2‐oxo‐3‐
[4‐(3‐oxomorpholino)phenyl]oxazolidin‐5‐

yl}methyl)thiophene‐2‐carboxamide 

 
1770812‐37‐7 

  

Rivaroxaban EP Impurity I 
  (S)‐2‐(2‐(5‐Chloro‐N‐(4‐(5‐((5‐chlorothiophene‐2‐

carboxamido)methyl)‐2‐oxooxazolidin‐3‐
yl)phenyl)thiophene‐2‐carboxamido)ethoxy)acetic Acid 

1151893‐81‐0 
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Rivaroxaban EP Impurity J 
Rivaroxaban USP Related Compound J 

Rivaroxaban Open‐Ring Dimer 
 

5‐Chloro‐N‐[4‐[(5S)‐5‐[(5‐chlorothiophene‐2‐
carboxamido)methyl]‐2‐oxo‐1,3‐oxazolidin‐3‐
yl]phenyl]‐N‐[2‐[2‐oxo‐2‐[[[(5S)‐2‐oxo‐3‐[4‐(3‐
oxomorpholin‐4‐yl)phenyl]‐1,3‐oxazolidin‐5‐
yl]methyl]amino]ethoxy]ethyl]thiophene‐2‐

carboxamide 

 
1632463‐24‐1 

  

Rivaroxaban Diol 
 

5‐Chloro‐N‐[[(5S)‐3‐[4‐[(2‐hydroxyacetyl)(2‐
hydroxyethyl)amino]phenyl]‐2‐oxo‐5‐

oxazolidinyl]methyl]‐2‐thiophenecarboxamide 

1160170‐00‐2  

Rivaroxaban CMTCA Impurity 
 5‐Chloro‐N‐methylthiophene‐2‐carboxamide  97799‐98‐9 
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N,N’‐Dimethylphthalamide 
N1,N2‐dimethyl‐1,2‐benzenedicarboxamide  19532‐98‐0 

Rivaroxaban Dioxazolidine impurity 
4‐(4‐(((2‐oxo‐3‐((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)oxazolidin‐5‐

yl)methyl)amino)phenyl)morpholin‐3‐one 

NA 

Rivaroxaban Amide impurity 
5‐chloro‐N‐(2‐hydroxy‐3‐((4‐(3‐

oxomorpholino)phenyl)amino)propyl)thiophene‐2‐
carboxamide 

482305‐98‐6  

3‐chloro Rivaroxaban 
(S)‐3‐chloro‐N‐((2‐oxo‐3‐(4‐(3‐

oxomorpholino)phenyl)oxazolidin‐5‐
yl)methyl)thiophene‐2‐carboxamide 

1855920‐54‐5  
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Rivaroxaban Open‐Ring N‐Methyl Impurity 
(S)‐2‐(2‐(2‐Chloro‐N‐(4‐(5‐((2‐chlorothiophene‐5‐

carboxamido)methyl)‐2‐oxooxazolidin‐3‐
yl)phenyl)thiophene‐5‐carboxamido)ethoxy)‐n‐methyl‐

acetamide; 
4‐Desmorpholino 4‐[N‐(5‐chloro‐2‐carboxy‐thienyl) 
N‐(5‐Carboxy‐3‐oxa‐pentyl)]amino Rivaroxaban 

1807455‐76‐0 

N‐Nitroso Rivaroxaban Open‐Ring Acid Impurity 
(S)‐2‐(2‐((4‐(5‐((5‐chlorothiophene‐2‐

carboxamido)methyl)‐2‐oxooxazolidin‐3‐
yl)phenyl)(nitroso)amino)ethoxy)acetic acid 

NA 

Rivaroxaban Phthalamide Dimer Bis‐[Des(5‐Chloro‐2‐
carboxythienyl)] Rivaroxaban Phthalamide 

N1,N2‐bis(((S)‐2‐Oxo‐3‐(4‐(3‐
oxomorpholino)phenyl)oxazolidin‐5‐yl)methyl) 

phthalamide; N1,N2‐Bis[[(5S)‐2‐oxo‐3‐[4‐(3‐oxo‐4‐
morpholinyl)phenyl]‐5‐oxazolidinyl]methyl]‐1,2‐

benzenedicarboxamide` 

1365267‐36‐2 
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Rivaroxaban Phthalimido Descarbonyl Impurity 
4‐[((2R)‐Hydroxy‐3‐phthalimido)propylamine]phenyl‐3‐

morpholinone; 2‐[(2R)‐2‐Hydroxy‐3‐[[4‐(3‐oxo‐4‐
morpholinyl)phenyl]amino]propyl]‐1H‐isoindole‐

1,3(2H)‐dione; 

446292‐07‐5 

2,2’‐[[[4‐(3‐Oxo‐4‐morpholinyl)phenyl] imino]bis[(2R)‐
2‐hydroxy‐3,1‐propane diyl]]bis[1H‐isoindole‐1,3(2H)‐

dione] 
1643354‐27‐1 

180  Rasagiline 
Rasagiline Mesylate API 

(1R)‐2,3‐Dihydro‐N‐2‐propyn‐1‐yl‐1H‐inden‐1‐amine 
Mesylate 

161735‐79‐1 ; 
 136236‐51‐6 (free 

base) 

181  Rilpivirine 
Rilpivirine N‐Oxide 

(E)‐2‐((4‐cyanophenyl)amino)‐4‐((4‐(2‐cyanovinyl)‐2,6‐
dimethylphenyl)amino)pyrimidine 1‐oxide 

NA 
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182  Riluzole 

Riluzole USP Related Compound A 
4‐(Trifluoromethoxy)benzenamine; (4‐
(Trifluoromethoxy)phenyl)amine; p‐

Trifluoromethoxyphenylamine; α,α,α‐Trifluoro‐p‐
anisidine 

461‐82‐5 

183  Risperidone 

Risperidone Difluoro Acetyl Impurity 
4‐(2,4‐Difluorobenzoyl)‐N‐acetylpiperidine   84162‐82‐3 

Risperidone Difluorobenzoyl Impurity 
4‐(2,4‐Difluorobenzoyl)‐piperidine HCl  106266‐04‐0 

184  Roflumilast  
Roflumilast Dicyclopropylmethoxy Impurity 

3,4‐bis(cyclopropylmethoxy)‐N‐(3,5‐dichloropyridin‐4‐
yl)benzamide 

1391052‐24‐6 

185  Safinamide  
Safinamide dialkylated imp  

(S)‐2‐[[3‐(3‐Fluorobenzyl)‐4‐[(3‐fluoro 
benzyl)oxy]benzyl]amino]propanamide 

1000370‐27‐3 
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Safinamide dialkylated imp 
3‐(3‐Fluorobenzyl)‐4‐[(3‐

fluorobenzyl)oxy]benzaldehyde 
1000370‐24‐0 

Safinamide degradation imp 
4‐[(3‐Fluorobenzyl)oxy]benzoic Acid  405‐85‐6 

Safinamide degradation imp  NA 

186  Silodosin 

Silodosin API 
(R)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline‐
7‐carboxamide 

160970‐54‐7 

Racemic Silodosin  
1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline‐
7‐carboxamide 

160970‐64‐9 
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Silodosin Dehydro Impurity  
 (R)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)‐1H‐
indole‐7‐carboxamide 

175870‐21‐0 

1‐[3‐(Benzoyloxy)propyl]‐2,3‐dihydro‐5‐(2‐
nitropropyl)‐1h‐indole‐7‐carbonitrile  350797‐56‐7 

2‐[2‐(2,2,2‐Trifluoroethoxy)phenoxy]ethyl 
methanesulfonate  160969‐03‐9 

Silodosin Nitrile Impurity 
(R)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline‐
7‐carbonitrile 

885340‐13‐6 
1889255‐72‐4 

(HCl) 

Silodosin (S)‐Isomer 
(S)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline‐
7‐carboxamide 

2182279‐45‐2 
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Silodosin Carboxylic Acid Impurity 
(R)‐3‐(7‐carbamoyl‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propanoic acid 

1357252‐79‐9 

Silodosin Dimer Impurity 
N‐2‐[2‐(2,2,2‐Trifluoro ethoxy)phenoxy]ethylsilodosin

(R)‐5‐(2‐(bis(2‐(2‐(2,2,2‐
trifluoroethoxy)phenoxy)ethyl)amino)propyl)‐1‐(3‐

hydroxypropyl)indoline‐7‐carboxamide 

1453221‐45‐8 

 

Silodosin KSM Related Impurity 
3‐(5‐(2‐aminopropyl)‐7‐cyanoindolin‐1‐yl)propyl 

benzoate 
1338365‐54‐0 

 

Benzyl amine Silodosin 
(R)‐3‐(7‐(aminomethyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propan‐1‐ol 

NA 

Silodosin Metabolite 
3‐(7‐carbamoyl‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propanoic acid 

2052161‐52‐9 
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Benzyl Silodosin 
(R)‐1‐(3‐(benzyloxy)propyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline‐
7‐carboxamide 

175870‐40‐3 

Silodosin N‐oxide 
7‐carbamoyl‐1‐(3‐hydroxypropyl)‐5‐((R)‐2‐((2‐(2‐(2,2,2‐
trifluoroethoxy)phenoxy)ethyl)amino)propyl)indoline 1‐

oxide dihydrochloride 

NA 

Silodosin acetyl impurity 
(R)‐3‐(7‐carbamoyl‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propyl acetate 

160970‐86‐5 

 
 

   
 

Silodosin Impurity 7 
(R)‐3‐(7‐cyano‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propyl 4‐methylbenzoate 

1638212‐09‐5 

Silodosin Impurity 8 
(R)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐

methoxyphenoxy)ethyl)amino)propyl)indoline‐7‐
carboxamide 

NA 
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Silodosin Impurity 9 
(R)‐5‐(2‐((2‐(2‐ethoxyphenoxy)ethyl)amino)propyl)‐1‐

(3‐hydroxypropyl)indoline‐7‐carboxamide 
239463‐74‐2 

Dimer Impurity of Silodosin Stage‐I 
(R)‐3‐(5‐(2‐(bis(2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)‐7‐
cyanoindolin‐1‐yl)propyl benzoate 

885340‐14‐7 

Racemic Stage I of Silodosin 
3‐(7‐cyano‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propyl benzoate 

1808278‐26‐3 

Silodosin Carboxylic Acid Impurity  
(R)‐1‐(3‐hydroxypropyl)‐5‐(2‐((2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy) ethyl)amino)propyl)indoline‐
7‐carboxalic acid 

1431373‐77‐1 

Silodosin Impurity 13 
3‐{7‐cyano‐5‐[(2R)‐2‐(2,2,2‐trifluoroethoxy)‐phenoxy]‐
ethyl}amino)‐propyl]‐2,3‐dihydro‐1H indol‐1‐yl]‐propyl 

benzoate 

885340‐11‐4 
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Silodosin Impurity 14 
1‐(3‐Hydroxypropyl)‐5‐[(2R)‐2‐(bis{2‐[2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl}amino)propyl]‐2,3‐
dihydro‐1H‐indole‐7‐carbonitrile 

1453221‐47‐0 

Silodosin Impurity 16 
Silodosin Ethoxy Methane sulfonate impurity 
2‐(2‐ethoxyphenoxy)ethyl methanesulfonate 

169506‐15‐4 

Silodosin Impurity 17 
2‐(2‐(2,2,2‐trifluoroethoxy)phenoxy)ethan‐1‐ol  160969‐02‐8 

Silodosin Impurity 23 
(R)‐3‐(5‐(2‐Aminopropyl)‐7‐cyanoindolin‐1‐yl)propyl 

benzoate (2R,3R)‐2,3‐dihydroxysuccinate 

239463‐85‐5 ; 
239463‐72‐0 (free 

base)  

silodosin KSM I Carbonitrile Impurity 1 
(R)‐5‐(2‐aminopropyl)‐1‐(3‐hydroxypropyl)indoline‐7‐

carbonitrile 
1401991‐17‐0 
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(R)‐N‐(1‐(7‐cyano‐1‐(3‐hydroxypropyl)indolin‐5‐yl)propan‐
2‐yl)‐N‐(2‐(2‐(2,2,2‐trifluoroethoxy)phenoxy)ethyl)nitrous 

amide 
 NA  

N‐Nitroso Silodosin Impurity 2 
(R)‐3‐(7‐Cyano‐5‐(2‐(nitroso(2‐(2‐(2,2,2‐

trifluoroethoxy)phenoxy)ethyl)amino)propyl)indolin‐1‐
yl)propyl benzoate 

  NA  

187  Sildenafil  Sildenafil Nitroamide 
1‐Methyl‐4‐nitro‐3‐n‐propyl pyrazole‐5‐carboxamide   139756‐01‐7   

188  Sitagliptin 
Sitagliptin Amino acid impurity 

(R)‐3‐amino‐4‐(2,4,5‐trifluorophenyl)butanoic acid 
hydrochloride 

1204818‐19‐8 
936630‐57‐8 
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Sitagliptin Impurity 26 
5‐(Trifluoromethyl)‐2‐(chloromethyl)‐1,3,4‐oxadiazole   723286‐98‐4  

 

189  Solifenacin 

Solifenacin EP Impurity I 
Solifenacin N‐Oxide 

(1S)‐3,4‐dihydro‐1‐phenyl‐2(1H)‐isoquinolinecarboxylic 
Acid (3R)‐1‐Oxido‐1 ‐azabicyclo[2.2.2]oct‐3‐yl Ester 

180272‐28‐0 

  

Solifenacin EP Impurity A 
(1S)‐1‐Phenyl‐1,2,3,4‐tetrahydroisoquinoline ; 

Isoquinoline 
118864‐75‐8 

 

Solifenacin EP Impurity E 
(R )‐3‐Quinuclidinol 

(3R)‐1‐Azabicyclo[2.2.2]octan‐3‐ol; 
(R)‐3‐Hydroxyquinuclidine; 

R‐(‐)‐Azabicyclo[2.2.2]octane‐3‐ol 

25333‐42‐0 

  

Solifenacin Impurity C  
Bis[(1S)‐3,4‐dihydro‐1‐phenyl‐2(1H)‐isoquinolinyl]‐

methanone 
1534326‐81‐2 
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190  Spiramycin 

Spiramycin 
2‐((4R,5S,6S,7R,9R,10R,11E,13E,16R)‐6‐(((2S,4R,5S,6S)‐5‐
(((2S,4R,6S)‐4,5‐dihydroxy‐4,6‐dimethyltetrahydro‐2H‐

pyran‐2‐yl)oxy)‐4‐(dimethylamino)‐3‐hydroxy‐6‐
methyltetrahydro‐2H‐pyran‐2‐yl)oxy)‐10‐(((6S)‐5‐

(dimethylamino)‐6‐methyltetrahydro‐2H‐pyran‐2‐yl)oxy)‐4‐
hydroxy‐5‐methoxy‐9,16‐dimethyl‐2‐oxooxacyclohexadeca‐

11,13‐dien‐7‐yl)acetaldehyde adipate 

 68880‐55‐7  

  

191  Ticagrelor 

Ticagrelor Related Compound 17 
 2‐(((3aR,4S,6R,6aS)‐6‐((5‐amino‐6‐chloro‐2‐

(propylthio)pyrimidin‐4‐yl)amino)‐2,2‐
dimethyltetrahydro‐4H‐cyclopenta[d][1,3]dioxol‐4‐

yl)oxy)ethan‐1‐ol 

 376608‐74‐1  

  

Ticagrelor Related Compound 76 
4,6‐dichloro‐2‐(propylthio)pyrimidin‐5‐amine 

145783‐15‐9 ;  
2497548‐30‐6 (HCl 

salt) ;  
2497548‐31‐7 
(Sulfate salt) 

192  Telmisartan 

Telmisartan 
2‐(4‐{[4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐

2‐propyl‐1H‐1,3‐benzodiazol‐1‐yl] 
methyl}phenyl)benzoic acid 

  144701‐48‐4  
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Telmisartan EP Impurity A 
Telmisartan USP Related Compound A                  

 4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐2‐
propyl‐1H‐1,3‐benzodiazole 

  152628‐02‐9  

Telmisartan EP Impurity B 
Telmisartan USP Related Compound B                  

    4'‐[(1,7'‐Dimethyl‐2'‐propyl‐1H,1'H‐2,5'‐
bibenzo[d]imidazol‐1'‐yl)methyl]biphenyl‐2‐carboxylic 

acid; Telmisartan Isomer 

 1026353‐20‐7  

 

Telmisartan EP Impurity C 
2‐(4‐{[4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐

2‐propyl‐1H‐1,3‐benzodiazol‐1‐yl] 
methyl}phenyl)benzoic acid t‐butyl ester;Telmisartan t‐

Butyl Ester 

  144702‐26‐1  

Telmisartan EP Impurity E 
 6‐Des(1‐methyl‐2‐benzimidazolyl)‐6‐carboxy 

Telmisartan ;Telmisartan Diacid ;1‐[(2'‐Carboxy[1,1'‐
biphenyl]‐4‐yl)methyl]‐4‐methyl‐2‐propyl‐1H‐

benzimidazole‐6‐carboxylic Acid 

  884330‐12‐5  

Telmisartan EP Impurity F 
 2‐(4‐{[4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐

2‐propyl‐1H‐1,3‐benzodiazol‐1‐yl] 
methyl}phenyl)benzamide ;Telmisartan Amide 

  915124‐86‐6  
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Telmisartan EP Impurity G 
4'‐[(1,4'‐Dimethyl‐2'‐propyl[2,6'‐bi‐1H‐benzimidazol]‐1'‐
yl)methyl]‐[1,1'‐biphenyl]‐2‐carbonitrile;Telmisartan 
Cyano Analog ; 2‐Descarboxy‐2‐Cyano Telmisartan 

  144702‐27‐2  

Telmisartan EP Impurity H 
t‐Butyl 4'‐bromomethyl biphenyl‐2‐carboxylate    114772‐40‐6  

Telmisartan Methyl Ester 
2‐(4‐{[4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐

2‐propyl‐1H‐1,3‐benzodiazol‐1‐
yl]methyl}phenyl)benzoic acid methyl ester 

  528560‐93‐2  

Telmisartan Ethyl Ester 
2‐(4‐{[4‐Methyl‐6‐(1‐methyl‐1H‐1,3‐benzodiazol‐2‐yl)‐

2‐propyl‐1H‐1,3‐benzodiazol‐1‐yl] 
methyl}phenyl)benzoic acid ethyl ester 

  528560‐94‐3  

Telmisartan Isomer t‐Butyl Ester 
Telmisartan Impurity B                                                   4'‐

[(1,7'‐Dimethyl‐2'‐propyl‐1H,1'H‐2,5'‐
bibenzo[d]imidazol‐1'‐yl)methyl] biphenyl‐2‐carboxylic 

acid t‐butyl ester 

  1026438‐56‐1  
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Telmisartan N‐Desmethyl Impurity 
4'‐((7'‐methyl‐2'‐propyl‐1H,3'H‐[2,5'‐

bibenzo[d]imidazol]‐3'‐yl)methyl)‐[1,1'‐biphenyl]‐2‐
carboxylic acid 

  144701‐81‐5  

Telmisartan Benzimidazole Acid 
Telmisartan Benzimidazole Acid Impurity               

4‐Methyl‐2‐propyl‐6‐benzimidazolecarboxylic acid 
  152628‐03‐0  

Telmisartan Bromo Acid 
Telmisartan Bromo Acid Impurity                      

4'‐Bromomethyl biphenyl‐2‐carboxylic acid 
  150766‐86‐2  

Telmisartan Bromo Amide 
 Telmisartan Bromo Amide Impurity                             4'‐

Bromomethyl biphenyl‐2‐carboxamide 
  147404‐72‐6  

Telmisartan Bromo Ethyl Ester 
Ethyl 4'‐bromomethyl biphenyl‐2‐carboxylate    133085‐87‐7  
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Telmisartan Bromo Methyl Ester 
Methyl 4'‐bromomethyl biphenyl‐2‐carboxylate    114772‐38‐2  

Telmisartan Bromo Nitrile Impurity 
 Irbesartan Bromo Nitrile Impurity                                4'‐
(Bromomethyl)‐[1,1'‐biphenyl]‐2‐carbonitrile ; 2‐(4‐
Bromomethylphenyl) benzonitrile;4'‐Bromomethyl‐2‐

cyanobiphenyl 

  114772‐54‐2  

Telmisartan Impurity J                                
Telmisartan Chloro impurity 

4'‐((5‐chloro‐1,7'‐dimethyl‐2'‐propyl‐1H,3'H‐[2,5'‐
bibenzo[d]imidazol]‐3'‐yl)methyl)‐[1,1'‐biphenyl]‐2‐

carboxylic acid 

  85045‐90‐9  

Telmisartan Impuroty B Methyl Ester 
Methyl 4'‐((1,7'‐dimethyl‐2'‐propyl‐1H,1'H‐[2,5'‐

bibenzo[d]imidazol]‐1'‐yl)methyl)‐[1,1'‐biphenyl]‐2‐
carboxylate 

  1338830‐37‐7  

Telmisartan Impurity 1 
Methyl 4‐butyramido‐3‐methyl‐5‐nitrobenzoate    152628‐01‐8  
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Telmisartan Impurity 2 
 N‐Methyl‐2‐nitroaniline    612‐28‐2   

telmisartan Impurity 3 
N1‐Methylbenzene‐1,2‐diamine dihydrochloride 

25148‐68‐9 
4760‐34‐3 (free 

base) 

Telmisartan Impurity 4 
1‐Fluoro‐2‐nitrobenzene    1493‐27‐2  

Telmisartan Dibromo Impurity 
 4'‐Dibromomethyl‐1,1'‐biphenyl ‐2‐carboxylate methyl 

ester 
 1352492‐08‐0  

Telmisartan Positional isomer 
4'‐((1,7'‐Dimethyl‐2'‐propyl‐1H,1'H‐[2,5'‐

bibenzo[d]imidazol]‐1'‐yl)methyl)‐[1,1'‐biphenyl]‐2‐
carbonitrile 

 1338830‐39‐9  
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Debenzoic Acid Bromotelmisartan 
3'‐(4‐Bromobenzyl)‐1,7'‐dimethyl‐2'‐propyl‐1H,3'H‐2,5'‐

bibenzo[d]imidazole 
 1004548‐55‐3  

Telmisartan Impurity 7 
4'‐(Chloromethyl)‐[1,1'‐biphenyl]‐2‐carbonitrile   136304‐93‐3  

Telmisartan Impurity 8 
Methyl 3‐Amino‐4‐butanamido‐5‐methylbenzoate    675882‐71‐0  

Telmisartan Impurity 9 
4‐Methyl‐2‐propyl‐1H‐benzimidazole‐6‐carboxylic Acid 

Methyl Ester 
  152628‐00‐7  

Telmisartan Impurity 10 
4‐Butyramido‐3‐methyl‐5‐nitrobenzoic acid    959987‐48‐5  
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Telmisartan Impurity 11 
4‐Butyramido‐3‐methylbenzoic acid    1016696‐74‐4  

Telmisartan Impurity 12 
4‐Butyramido‐3‐methyl‐5‐nitrobenzoic acid    NA  

Telmisartan Impurity 13 
Methyl 4‐(butanoylamino)‐3‐methyl benzoate    301533‐59‐5  

Telmisartan Impurity 14 
4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐carboxamide    2763750‐28‐1  

Telmisartan Impurity 15 
4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐carboxylic acid   

  2758005‐15‐9  
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Telmisartan Impurity 16 
1‐Bromopyrrolidine‐2,5‐dione    128‐08‐5  

  

Telmisartan Impurity 17 
2,2'‐Bis(trifluoromethyl)‐1,1'‐biphenyl    567‐15‐7  

  

Telmisartan Impurity 18 
1‐Bromo‐2‐cyclohexyl‐3‐(trifluoromethyl)benzene    1896647‐36‐1  

Telmisartan Sodium 
 Sodium, 4′‐[[4‐Methyl‐6‐(1‐methyl‐1H‐benzimidazol‐2‐

yl)‐2‐propyl‐1H‐benzimidazol‐1‐yl]methyl][1,1′‐
biphenyl]‐2‐carboxylate 

515815‐47‐1 
144701‐48‐4 (free 
base)    862286‐64‐

4 (K salt)            
515815‐48‐2 (HCl 

salt ) 
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193  Teneligliptin 
Teneligliptin Impurity E 

(2R,4R)‐4‐(4‐(3‐methyl‐1‐phenyl‐1H‐pyrazol‐5‐
yl)piperazin‐1‐yl)pyrrolidine‐2‐carboxylic acid 

NA 

194  Tofacitinib 

Tofacitinib Impurity 37 
Ethyl 2‐cyano‐4,4‐dimethoxybutanoate  773076‐83‐8 

 
Tofacitinib Impurity 30 

Ethyl cyanoacetate; Cyanoacetic Acid Ethyl Ester; 
(Ethoxycarbonyl)acetonitrile; Cyanoacetic Acid Ethyl 
Ester; Cyanoacetic Ester; Ethyl 2‐Cyanoacetate; Ethyl 

Cyanacetate; Ethyl Cyanoacetate; Ethyl 
Cyanoethanoate; Ethyl α‐Cyanoacetate; Malonic Acid 

Ethyl Ester Nitrile; NSC 8844 

105‐56‐6 

  

195  Topiramate  Topiramate EP Impurity A 
2,3:4,5‐bis‐O‐(propan‐2,2‐diyl)‐beta‐D‐fructopyranose  20880‐92‐6 
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196  Tolterodine 

Tolterodine EP Impurity E 
Tolterodine Monoisopropyl Analog  

2‐(3‐(isopropylamino)‐1‐phenylpropyl)‐4‐methylphenol 
hydrochloride 

480432‐14‐2 

197  Fluvastatin 

Fluvastatin USP Related Compound B 
tert‐Butyl Fluvastatin 

[R*,S*‐(E)]‐7‐[3‐(4‐Fluorophenyl)‐1‐(1‐methylethyl)‐1H‐
indol‐2‐yl]‐3,5‐dihydroxy‐6‐Heptenoic Acid 1,1‐

Dimethylethyl Ester 

129332‐29‐2 

198  Trazadone 

Trazodone Impurity 3     
 1‐Allyl‐4‐(3‐chlorophenyl)piperazine    141511‐00‐4  

Trazodone EP Impurity H 
1,1‐(propane‐1,3‐diyl)bis[4‐(3‐chlorophenyl)piperazine] 

(as per EP) 

 6323‐09‐7 ;  
2408971‐27‐5 

(dihydrochloride 
salt)  
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Trazodone EP Impurity I             
  3‐[4‐(3‐chlorophenyl)piperazin‐1‐yl]propan‐1‐ol 
4‐(m‐Chlorophenyl)‐1‐piperazinepropanol; 4‐(3‐
Chlorophenyl)‐1‐piperazinepropanol; 3‐[4‐(3‐
Chlorophenyl)‐1‐piperazinyl]propanol; 4‐(m‐

Chlorophenyl)‐1‐piperazinepropanol 

 32229‐98‐4  

Trazodone USP Related Compound F (HCl) 
1‐(3‐Chlorophenyl)‐4‐(3‐chloropropyl)piperazine 

hydrochloride 

52605‐52‐4 ; 
 39577‐43‐0 (free 

base) ;  
123733‐61‐9 (2HCl 

salt) ; 
 78118‐82‐8 (XHBr 

salt) 

Trazodone Impurity 36 
 1‐(3‐Chloropropyl)‐4‐(3,4‐dichlorophenyl)piperazine   101364‐27‐6  
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Trazodone Dimeric Impurity 
2,2'‐(2,3‐Bis((4‐(3‐chlorophenyl)piperazin‐1‐

yl)methyl)butane‐1,4‐diyl)bis([1,2,4]triazolo[4,3‐
a]pyridin‐3(2H)‐one) 

NA 

Trazodone EP Impurity A 
4‐(3‐chlorophenyl)‐1‐[3‐(3‐oxo‐2,3‐

dihydro[1,2,4]triazolo[4,3‐a]pyridin‐2‐
yl)propyl]piperazine 1‐oxide (as per EP) ; 4‐(3‐

Chlorophenyl)‐1‐[3‐(3‐oxo‐[1,2,4]triazolo[4,3‐a]pyridin‐
2(3H)‐yl)propyl]piperazine 1‐oxide 

55290‐68‐1; 
55290‐66‐9 (HCl 

salt) 

Trazodone Dimer 1 
2,2'‐((4,4'‐(ethane‐1,1‐diylbis(3‐chloro‐4,1‐

phenylene))bis(piperazine‐4,1‐diyl))bis(propane‐3,1‐
diyl))bis([1,2,4]triazolo[4,3‐a]pyridin‐3(2H)‐one) 

NA 

199  Trimetazidine  Trimetazidine Impurity C 
2,3,4‐Trimethoxybenzaldehyde  2103‐57‐3 
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200  Urapidil     

Urapidil                                             
6‐[[3‐[4‐(2‐Methoxyphenyl)‐1‐

piperazinyl]propyl]amino]‐1,3‐dimethyluracil 
34661‐75‐1 

Urapidil Impurity 1                                   
6‐[(3‐Chloropropyl)amino]‐1,3‐dimethyluracil  34654‐81‐4 

Urapidil Impurity 2                                   
2‐Demethoxy‐4‐methoxy Urapidil, 6‐[[3‐[4‐(4‐

Methoxyphenyl)‐1‐piperazinyl]propyl]amino]‐1,3‐
dimethyl‐2,4(1H,3H)‐pyrimidinedione 

34661‐79‐5 

Urapidil Impurity 3                                   
2‐Demethoxy‐2‐chloro Urapidil, 6‐[[3‐[4‐(2‐

Chlorophenyl)‐1‐piperazinyl]propyl]amino]‐1,3‐
dimethyl‐2,4(1H,3H)‐pyrimidinedione 

34661‐73‐9 
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Urapidil Impurity 4                                   
1,3‐Dimethyl‐2,4,6(1H,3H,5H)‐pyrimidinetrione  769‐42‐6 

Urapidil D4 
6‐((3‐(4‐(2‐Methoxyphenyl)piperazin‐1‐yl‐2,2,6,6‐

d4)propyl)amino)‐1,3‐dimethylpyrimidine‐2,4(1H,3H)‐
dione 

1795122‐12‐1 

O‐Desmethyl Urapidil                                 
O‐Desmethyl Urapidil, 6‐[[3‐[4‐(2‐Hydroxyphenyl)‐1‐
piperazinyl]propyl]amino]‐1,3‐dimethyl‐2,4(1H,3H)‐

pyrimidinedione 

91453‐03‐1 

Urapidil Impurity 7                                   
3‐[4‐(2‐Methoxyphenyl)‐1‐piperazinyl]propylamine  20529‐23‐1 
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p‐Hydroxy Urapidil                                   
4‐Hydroxy Urapidil, 6‐[[3‐[4‐(4‐Hydroxy‐2‐

methoxyphenyl)‐1‐piperazinyl]propyl]amino]‐1,3‐
dimethyl‐2,4(1H,3H)‐pyrimidinedione 

88733‐12‐4 

Urapidil Impurity 5                                   
1‐(3‐Bromopropyl)‐4‐(3‐chlorophenyl)piperazine 

  
142944‐48‐7 

Urapidil Impurity 6                                   
1‐(3‐Bromophenyl)‐4‐(3‐chloropropyl)piperazine 

hydrochloride 
NA 

Urapidil Nitroso Impurity 1                            
N‐(1,3‐Dimethyl‐2,6‐dioxo‐1,2,3,6‐tetrahydropyrimidin‐

4‐yl)‐N‐(3‐(4‐(2‐methoxyphenyl)piperazin‐1‐
yl)propyl)nitrous amide 

NA 
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Urapidil Impurity 7                                   
6‐((3‐Hydroxypropyl)amino)‐1,3‐dimethylpyrimidine‐

2,4(1H,3H)‐dione 

 
34654‐80‐3 

  

Urapidil Impurity 8                                   
1‐(2‐Methoxyphenyl)piperazine hydrochloride 

5464‐78‐8 ;  
35386‐24‐4 (free 

base) 

   Urapidil Impurity 9                                  
6‐(4‐(2‐Methoxyphenyl)piperazin‐1‐yl)‐1,3‐

dimethylpyrimidine‐2,4(1H,3H)‐dione 
55117‐77‐6 

Urapidil Impurity 10 
1,2‐Bis(4‐(2‐methoxyphenyl)piperazin‐1‐yl)ethane  108997‐11‐1  

Urapidil Impurity 11 
N1‐(2‐((2‐Methoxyphenyl)amino)ethyl)propane‐1,3‐

diamine 
NA 
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Urapidil Impurity 12 
4‐(3‐((1,3‐Dimethyl‐2,6‐dioxo‐1,2,3,6‐

tetrahydropyrimidin‐4‐yl)amino)propyl)‐1‐(2‐
methoxyphenyl)piperazine 1‐oxide 

62845‐34‐5 

 

Urapidil Impurity 13 
3‐((3‐(4‐(2‐Methoxyphenyl)piperazin‐1‐
yl)propyl)amino)‐3‐oxopropanoic acid 

174364‐34‐2 

Urapidil Impurity 14 
1‐(3‐((1,3‐Dimethyl‐2,6‐dioxo‐1,2,3,6‐

tetrahydropyrimidin‐4‐yl)amino)propyl)‐4‐(2‐
methoxyphenyl)piperazine 1‐oxide 

62845‐30‐1 

201  Vigabatrin  Vigabatrin Impurity 7 
5‐Ethoxypyrrolidin‐2‐one  39662‐63‐0  

 

202  Valproic Acid  2‐Butyl Valeric Acid  3274‐28‐0 
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Valproic Acid EP Impurity B 
2‐ethylpentanoic acid  20225‐24‐5 

Valproic Acid EP Impurity C 
2‐Isopropylpentanoic acid  62391‐99‐5 

Valproic Acid EP Impurity E 
Pentanamide (as per EP); Valeramide; Pentanamide; 
NSC 400223; Pentanimidic acid; Valeric acid amide; n‐

Valeramide 

626‐97‐1 

Valproic Acid EP Impurity I 
2‐Propylpentanenitrile (as per EP); 4‐Cyanoheptane; 

Dipropylacetonitrile; 
13310‐75‐3 

Valproic Acid EP Impurity L 
2‐Methylpentanoic acid  97‐61‐0 

203  Valsartan 
Valsartan API 

(S)‐N‐[p‐(o‐1H‐Tetrazol‐5‐ylphenyl)benzyl]‐N‐valeryl‐L‐
valine 

137862‐53‐4 
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Valsartan EP Impurity A 
Valsartan USP RC A  
Valsartan R‐Isomer 

 (R‐N‐valeryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐4‐
yl]methyl)valine 

137862‐87‐4 

Valsartan EP Impurity B 
Valsartan USP RC C  

Valsartan Benzyl Ester 
 [(S‐N‐Valeryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐4‐

yl]methyl)‐valine benzyl ester 

137863‐20‐8 

Valsartan EP Impurity C 
Valsartan N‐Butyryl Analog  

[(S‐N‐Butyryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐4‐
yl]methyl)‐valine 

 952652‐79‐8 

Isoleucine Valsartan (Impurity D) 
 N‐((2'‐(1H‐tetrazol‐5‐yl)‐[1,1'‐biphenyl]‐4‐yl)methyl)‐N‐

pentanoyl‐L‐alloisoleucine 
137862‐78‐3 

Valsartan USP RC E 
Valsartan Methyl Ester 

(S)‐N‐Valeryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐5‐
yl]methyl)‐valine methyl ester 

137863‐17‐3 

Valsartan Ethyl Ester 
 (S)‐N‐Valeryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐6‐

yl]methyl)‐valine ethyl ester 
1111177‐30‐0 
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Valsartan Isopropyl Ester 
 (S)‐N‐Valeryl‐N‐([2'‐(1H‐tetrazole‐5‐yl)biphen‐7‐

yl]methyl)‐valine isopropyl ester 
1245820‐09‐0 

Valsartan Desvaleryl Benzyl Impurity 
(S)‐N‐(1‐Benzyloxycarbonyl‐2‐methylprop‐1‐yl)‐N‐[2′‐

(1H‐tetrazol‐5‐yl)‐biphenyl‐4‐ylmethyl]amine 
676129‐93‐4 

Valsartan Desvaleryl Impurity 
 Des(oxopentyl) Valsartan 

(S)‐N‐(1‐Carboxy‐2‐methylprop‐1‐yl)‐N‐[2′‐(1H‐tetrazol‐
5‐yl)‐biphenyl‐4‐ylmethyl]amine 

676129‐92‐3 

Valsartan Desvaleryl Methyl Ester 
 (S)‐N‐(1‐Methoxycarbonyl‐2‐methylprop‐1‐yl)‐N‐[2′‐

(1H‐tetrazol‐5‐yl)‐biphenyl‐4‐ylmethyl]amine 

1111177‐24‐2 
1111177‐20‐8 

(HCl) 

Valsartan Impurity 13
5‐(4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐yl)‐1H‐tetrazole;5‐
[4'‐(Azidomethyl)[1,1'‐biphenyl]‐2‐yl]‐2H‐tetrazole;Des‐
[(S)‐3‐Methyl‐2‐pentanamidobutanoic Acid] Valsartan 
4’‐Azidomethyl; 5‐[4'‐(Azidomethyl)[1,1'‐biphenyl]‐2‐

yl]‐1H‐tetrazole 

152708‐24‐2 

 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

266 | P a g e  
 

Valsartan Dimer Impurity 
Methyl bis((2'‐cyano‐[1,1'‐biphenyl]‐4‐yl)methyl)‐L‐

valinate 
1353844‐77‐5 

Valsartan Impurity 20 
5‐(4'‐(Azidomethyl)‐[1,1'‐biphenyl]‐2‐yl)‐1‐trityl‐1H‐

tetrazole 
124806‐66‐2 

Valsartan Decarboxylic Acid 
N‐((2'‐(1H‐tetrazol‐5‐yl)‐[1,1'‐biphenyl]‐4‐yl)methyl)‐N‐

isobutylpentanamide 
1314799‐74‐0 

204  Venetoclax 

Ven+C910:D918etoclax Impurity 27 
2‐Chloro‐4,4‐dimethylcyclohex‐1‐ene‐1‐carbaldehyde;  1228943‐80‐3 

Venetoclax Impurity 38 
1‐((4'‐Chloro‐5,5‐dimethyl‐3,4,5,6‐tetrahydro‐[1,1'‐
biphenyl]‐2‐yl)methyl)piperazine dihydrochloride 

 1628047‐87‐9 
1228780‐72‐0 (free 

base) 
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205  Venlafaxine 

Venlafaxine Cyano Impurity; 
Venlafaxine Nitrile Impurity  

1‐(Cyano‐(4‐methoxyphenyl)methyl)cyclohexanol ;α‐(1‐
Hydroxycyclohexyl)‐4‐methoxy‐benzeneacetonitrile; α‐

(p‐Methoxyphenyl)‐α‐(1‐
hydroxycyclohexyl)acetonitrile; (4‐Methoxyphenyl)‐(1‐

hydroxycyclohex‐1‐yl)acetonitrile; 1‐[Cyano(4‐
methoxyphenyl)methyl]cyclohexanol; 1‐[Cyano(p‐

methoxyphenyl)methyl]cyclohexanol; 

93413‐76‐4 

 

206  Voriconazole   Voriconazole Related Compound C 
1‐(2,4‐Difluorophenyl)‐2‐(1H‐1,2,4‐triazol‐1‐yl)ethanone 

 
86404‐63‐9 
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207  Vildagliptin 

Vildagliptin Impurity 40 
(2‐Chloroacetyl)‐L‐proline; 

(S)‐1‐(2‐Chloro‐acetyl)‐pyrrolidine‐2‐carboxylic Acid 
23500‐10‐9 

Vildagliptin Mono Keto Impurity  
2‐((1r,3s,5R,7S)‐3‐Hydroxyadamantan‐1‐yl)‐1‐

iminohexahydropyrrolo[1,2‐a]pyrazin‐4(1H)‐one 
hydrochloride 

2663700‐61‐4 

Vildagliptin 
(S)‐1‐(((1r,3R,5R,7S)‐3‐Hydroxyadamantan‐1‐

yl)glycyl)pyrrolidine‐2‐carbonitrile 
274901‐16‐5 

(R)‐Vildagliptin 
(R)‐1‐(((1r,3S,5R,7S)‐3‐Hydroxyadamantan‐1‐

yl)glycyl)pyrrolidine‐2‐carbonitrile 
1036959‐27‐9 
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Vildagliptin Impurity 9 
Methyl L‐prolinate ; Proline methyl ester; L‐Proline 
Methyl Ester Hydrochloride; L‐Proline Methyl Ester 

Monohydrochloride; Methyl L‐Prolinate Hydrochloride; 
Methyl Prolinate Hydrochloride; Methyl Proline 

Hydrochloride 

2133‐40‐6;  
2577‐48‐2 

Vildagliptin Chloroacetyl Amide (S)‐Isomer 
(S)‐1‐(2‐Chloroacetyl)pyrrolidine‐2‐carboxamide; (2S)‐

1‐(Chloroacetyl)‐2‐pyrrolidinecarboxamide; 1‐(2‐
Chloroacetyl)‐2‐(S)‐pyrrolidine carboxamide; 1‐

(Chloroacetyl)‐L‐prolinamide; 

214398‐99‐9 

 

Vildagliptin Carboxamide Impurity 
(2S)‐1‐[2‐[(3‐Hydroxytricyclo[3.3.1.13,7]dec‐1‐
yl)amino]acetyl]‐2‐pyrrolidine carboxamide 

565453‐39‐6 
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Vildagliptin Chloroacetyl Nitrile (R)‐Isomer 
 (1S)‐2‐(2‐Chloroacetyl)cyclopentane‐1‐carbonitrile   565452‐98‐4  

208  Zanubrutinib  
Zanubrutinib Impurity 10 

 5‐Amino‐3‐(4‐phenoxyphenyl)‐1H‐pyrazole‐4‐
carbonitrile 

 330792‐70‐6  

209  Zoledronic  Zoledronic Acid Impurity 1 
1‐(Methoxymethyl)‐1H‐imidazole  20075‐26‐7 

210  miscellaneous    NDMA 
N‐Nitrosodimethylamine  62‐75‐9 
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NDEA 
N‐nitrosodiethylamine  55‐18‐5 

NDIA   
N‐Nitrosodiisopropylamine  601‐77‐4 

  NDPA 
N‐Nitrosodi‐n‐propylamine  621‐64‐7 

NDBA 
N‐Nitrosodibutylamine  924‐16‐3 

NPiP  
N‐Nitrosopiperidine  100‐75‐4 
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Npir 

N‐Nitrosopyrrolidine 

  
930‐55‐2  

Nmor 
N‐Nitrosomorpholine  59‐89‐2 

  
NDPhA 

N‐Nitrosodiphenylamine 
86‐30‐6 

1‐Nitrosopiperazine 
N‐Mononitrosopiperazine  5632‐47‐3 

1,4‐Dinitrosopiperazine 
N,N'‐Dinitrosopiperazine  140‐79‐4 
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1,3‐dihydroxynaphthalene  132‐86‐5 

1‐Acetyl‐piperidine‐4‐carboxylic acid methyl ester  126291‐66‐5 

2‐(4‐Nitrophenyl)ethylamine Hydrochloride 
29968‐78‐3 ; 

 24954‐67‐4 (free 
base) 

2,4,5‐Trifluorobenzaldehyde  165047‐24‐5 

 

2,4,5‐Trifluorophenylacetic Acid  209995‐38‐0 
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2‐Acetylbenzothiophene  22720‐75‐8 

4‐Sulfonamide‐phenylhydrazine hydrochloride  27918‐19‐0 and 
 4392‐54‐5  

Benzyl Carbamate  621‐84‐1 

Isobutyramide  563‐83‐7 

N‐Ethyl‐N‐methylcarbamoyl Chloride   42252‐34‐6 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

275 | P a g e  
 

N‐Isopropylbutan‐1‐amine   39099‐23‐5 

N‐Isobutyl‐N‐isopropylamine   39099‐24‐6 

Oleylethanolamide    111‐58‐0 

Marfey’s Reagent 
Nα‐(2,4‐Dinitro‐5‐fluorophenyl)‐L‐alaninamide  95713‐52‐3 

 

Palmitoylethanolamide   544‐31‐0 

Phenytoin  57‐41‐0 
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Squalane  111‐01‐3 

trans‐1,2‐Cyclohexanedimethanol  25712‐33‐8 

Dimethyl maleate  624‐48‐6 
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Phenylacetic Acid Mustard 
Phenylacetic Mustard 

4‐[Bis(2‐chloroethyl)amino]benzeneacetic Acid; [p‐
[Bis(2‐chloroethyl)amino]phenyl]acetic Acid; 2‐[p‐

[Bis(2‐chloroethyl)amino]phenyl]acetic Acid; 4‐[N,N‐
Bis(2‐chloroethyl)amino]phenylacetic Acid; 
Chlorophenacyle; Chlorphenacyl; N,N‐Bis(2‐

chloroethyl)‐p‐aminophenylacetic Acid; NSC 71964; [p‐
Bis(2‐chloroethyl)aminophenyl]acetic Acid; 

Chlorambucil Impurity 

 10477‐72‐2 ;  
40068‐28‐8 (Na 

salt) ; 
 415710‐54‐2 (HCl 

salt)   

 

Sodium Ethanethiolate                           
              Ethyl Mercaptan Sodium Salt; Sodium 

Ethanethiol; Sodium Ethyl Mercaptide; Sodium Ethyl 
Sulfide; Sodium Ethylthiolate; Sodium Thioethoxide; 
Sodium Thioethylate; (Ethylthio)sodium; Ethanethiol 

Sodium Salt; Ethanethiol Sodium Salt (1:1); 

  811‐51‐8  
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Methyl‐5‐bromo‐2‐chlorobenzoate    251085‐87‐7  

Ethyl Parahydroxybenoate 
Ethyl 4‐hydroxybenzoate 

4‐hydroxybenzoic Acid Ethyl Ester; 4‐
(Ethoxycarbonyl)phenol; 4‐Carbethoxyphenol; 4‐

Hydroxybenzoic Acid Ethyl Ester; Aseptin A; 
Aseptoform E; Easeptol; Ethyl 4‐Hydroxybenzoate; 
Ethyl Butex; Mekkings E; Mycocten; NSC 23514; p‐

Carbethoxyphenol; 

 120‐47‐8  

Glycerol 1‐Acetate 
2,3‐Dihydroxypropyl acetate; 

(±)‐2,3‐Dihydroxypropyl Acetate; 2,3‐Dihydroxypropyl 
Acetate; Glycerine 1‐Acetate; Glycerol 1‐Monoacetate; 
Glycerol α‐Monoacetate; Glyceryl 1‐Monoacetate; NSC 

35010; α‐Monoacetin; 1‐Monoacetin 

106‐61‐6 
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Tributylstannanylium Azide 
Azidotributylstannane; Azidotributyltin; NSC 179738; 

Tri‐n‐butylstannyl Azide; Tri‐n‐butyltin Azide; 
Tributylstannyl Azide; Tributyltin Azide; 

17846‐68‐3 

3‐Hydroxy Benzaldehyde 
3‐Formylphenol; NSC 3504; Roxatidine Impurity 3  100‐83‐4 

3‐Methylpentane  96‐14‐0 

Methylcyclopentane 
1‐Methyl‐cyclopentanecarbaldehyde; 

Methycyclopentane 
96‐37‐7 

6‐Methyl‐1,3‐dihydrofuro[3,4‐c]pyridin‐7‐ol 
3‐Methyl‐8‐oxa‐4‐azabicyclo[4.3.0]nona‐1,3,5‐trien‐2‐

ol; 
5196‐20‐3 



 
 

17-Shriyam industrial park, Singarva Kathwada Road, Behind Kathwada GIDC, Ahmedabad, Gujarat- 382430 
Mail id:  info@jsklab.in,  Web: www.jsklab.in 

280 | P a g e  
 

Propargyl Benzenesulfonate 
Propargyl Besylate; 2‐Propynyl Benzenesulfonate; 

Propargyl Benzenesulfonate 
Propargyl Phenylsulfonate; 

6165‐75‐9 

 
1,5‐Difluoro‐2,4‐dinitrobenzene 

1,3‐Difluoro‐4,6‐dinitrobenzene; 1,5‐Difluoro‐2,4‐
dinitrobenzene; 1,5‐Difluoro‐2,4‐nitrobenzene; 2,4‐

Difluoro‐1,5‐dinitrobenzene; 2,4‐Dinitro‐1,5‐
difluorobenzene; 2,6‐Dinitro‐3,5‐difluorobenzene; 4,6‐

Difluoro‐1,3‐dinitrobenzene; NSC 10246; 
327‐92‐4 
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3‐Amino‐1‐Phenylbutane 
1‐Methyl‐3‐phenylpropylamine 

α‐Methylbenzenepropanamine; (3‐
Aminobutyl)benzene; (RS)‐1‐Methyl‐3‐ 
phenylpropylamine; (±)‐1‐Methyl‐3‐

phenylpropylamine; (±)‐3‐Amino‐1‐phenylbutane; (±)‐
α‐Methylbenzenepropanamine; 1‐Phenyl‐3‐

aminobutane; 2‐Amino‐4‐phenylbutane; 3‐Amino‐1‐
phenylbutane; 4‐Phenyl‐2‐aminobutane; 4‐Phenyl‐2‐
butanamine; 4‐Phenyl‐2‐butylamine; DL‐1‐Methyl‐3‐

phenylpropylamine; NSC 115524; α‐
Methylbenzenepropanamine 

22374‐89‐6 

5‐Chloroacetylsalicylamide 
5‐(2‐Chloroacetyl)‐2‐hydroxybenzamide; 5‐

(Chloroacetyl)‐salicylamide; 5‐(Chloroacetyl)‐2‐
hydroxy‐benzamide 

33254‐88‐5 
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5‐Acetyl Salicylamide 
5‐Acetyl‐2‐hydroxybenzamide  40187‐51‐7 

m‐Chlorobenzoic Acid 
3‐Chlorobenzoic acid  

535‐80‐8 
17264‐88‐9 (Na 

salt) ; 
 16518‐11‐9 (K 

salt) 

5‐Bromoacetyl Salicylamide 
5‐(2‐bromoacetyl)‐2‐hydroxybenzamide 

5‐(Bromoacetyl)‐2‐hydroxybenzamide; 5‐(2‐
Bromoacetyl)‐2‐hydroxybenzamide; 5‐

(Bromoacetyl)salicylamide; 

73866‐23‐6 

Cis‐1,2‐Cyclohexanedimethanol 
((1R,2S)‐cyclohexane‐1,2‐diyl)dimethanol 

cis‐1,2‐cyclohexanedimethanol; (1R,2S)‐rel‐1,2‐
Cyclohexanedimethanol; (cis‐2‐

Hydroxymethylcyclohexyl)methanol; 1,2‐cis‐
Cyclohexanedimethanol; cis‐1,2‐

Bis(hydroxymethyl)cyclohexane; cis‐1,2‐
Cyclohexanedimethanol; cis‐[2‐

(Hydroxymethyl)cyclohexane]methanol 

15753‐50‐1 
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Roflumilast KSM‐II Bromo Compound 
3‐bromo‐5‐chloropyridin‐4‐amine  159783‐78‐5 

(R)‐(+)‐α‐Methylbenzylamine 
2‐(2‐(2‐chloroethoxy)ethoxy)ethan‐1‐ol; 

2‐[(2‐Chloroethoxy)ethoxy]ethanol; 8‐Chloro‐3,6‐dioxa‐
1‐octanol; 8‐Chloro‐3,6‐dioxaoctanol; Diethylene Glycol 

Mono(2‐chloroethyl) Ether; NSC 2636; Triethylene 
Glycol Monochloride; Triethylene Glycol 

Monochlorohydrin; 

5197‐62‐6 

Thiophenol 
Benzenethiol;Mercaptobenzene; NSC 6953; Phenyl 

Mercaptan; Phenylthiol 

 
108‐98‐5 

  

4,4'‐Bis(dimethylamino) 
benzophenone  90‐94‐8 
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2‐Chloropyrimidine 
2‐Chloro‐1,3‐pyrimidine;  
 Pyrimidin‐2‐yl Chloride; 

1722‐12‐9 

Sertraline 2,3‐Dichloro Tetralone Racemate 
4‐(2,3‐Dichlorophenyl)‐3,4‐dihydronaphthalen‐1(2H)‐

one; 
rac 4‐(2,3‐Dichlorophenyl)‐3,4‐dihydro‐1(2H)‐

naphthalenone 

152448‐80‐1 

3‐Bromo‐2‐chlorobenzoic acid  56961‐27‐4 

2‐(Chloromethyl)‐1,3‐dioxolane 
2‐(Chloromethyl)‐1,3‐dioxolane; 2‐

Chloromethyldioxolane; Chloroacetaldehyde Ethylene 
Glycol 

2568‐30‐1 

 

2‐Ethylbutyl carbonochloridate  58906‐64‐2 
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2‐Heptyl Chloroformate 
Heptan‐2‐yl Carbonochloridate; 

Carbonochloridic Acid 1‐Methylhexyl Ester; Heptan‐2‐yl 
Carbonochloridate 

290819‐03‐3 

Aspartic Acid EP Impurity H 
Maleic Acid 

(2Z)‐But‐2‐enedioic acid 
(Z)‐2‐Butenedioic Acid; (Z)‐2‐Butenedioic Acid; Maleinic 
Acid; Malezid CM; Scotchbond Multipurpose Etchant; 
Toxilic Acid; cis‐1,2‐Ethylenedicarboxylic Acid; cis‐2‐

Butenedioic Acid; cis‐Butenedioic Acid 

110‐16‐7 ; 3105‐
55‐3 (Na salt) 

2‐Pyrimidinecarboximidamide Hydrochloride 
2‐Amidinopyrimidine Hydrochloride; 2‐

Pyrimidinecarboximidamide Monohydrochloride; 
138588‐40‐6 

 

3‐(2‐Pyridinyl)‐2‐propen‐1‐ol 
(E)‐3‐(Pyridin‐2‐yl)prop‐2‐en‐1‐ol  131610‐03‐2 
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Dioctyl Terepthalate  6422‐86‐2 

1(4Amino‐3,5dichlorophenyl)‐2ethanone 
1‐(4‐Amino‐3,5‐dichlorophenyl)ethan‐1‐one 

37148‐48‐4 ;  
1319718‐91‐6 (HCl 

salt) 
 

N‐t‐Boc‐2‐bromoethylamine  
N‐(2‐bromoethyl)carbamic Acid 1,1‐Dimethylethyl 

Ester; (2‐Bromoethyl)carbamic Acid tert‐Butyl Ester; 2‐
(N‐Boc‐amino)ethyl Bromide; 2‐(tert‐

Butyloxycarbonylamino)ethyl Bromide; N‐(2‐
Bromoethyl)carbamic Acid tert‐Butyl Ester; N‐(tert‐

Butoxycarbonyl)‐2‐bromoethylamine; 

39684‐80‐5 

  

Di‐Tert‐butylamine 
Di‐tert‐butylamine  21981‐37‐3 

2,3‐Dichloro Benzoyl chloride  2905‐60‐4 
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1‐Indanone 
Indanone; 1‐Indone; 1H‐Indan‐1‐one; 2,3‐Dihydro‐1‐
indenone; 2,3‐Dihydro‐1H‐inden‐1‐one; 3‐Dihydro‐1H‐
inden‐1‐one; NSC 2581; α‐Hydrindone; α‐Indanone 

83‐33‐0 

1‐methyl‐4‐nitrosopiperazine  16339‐07‐4 

2‐Propyl‐1,3‐Diazaspiro[4.4]non‐1‐En‐4‐One 
2‐Propyl‐1,3‐diazaspiro[4.4]non‐1‐en‐4‐one  148236‐54‐8 

3‐Methoxyphenyl acetate  5451‐83‐2 

2,5‐Dichlorobenzoyl Chloride 
2,5‐Dichlorobenzoic Acid Chloride  2905‐61‐5 
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2,4‐Dichlorobenzoyl Chloride  89‐75‐8 

3,4‐Dihydropapaverine 
1‐(3,4‐Dimethoxybenzyl)‐6,7‐dimethoxy‐3,4‐

dihydroisoquinoline 
1‐[(3,4‐dimethoxyphenyl)methyl]‐6,7‐dimethoxy‐3,4‐

dihydroisoquinoline 

6957‐27‐3 ; 
 5884‐22‐0 (HCl 

salt)  

Formamide 
Carbamaldehyde; Formimidic Acid; Methanamide  75‐12‐7 

 

Alpelisib 
(S)‐N1‐(4‐Methyl‐5‐(2‐(1,1,1‐trifluoro‐2‐methylpropan‐

2‐yl)pyridin‐4‐yl)thiazol‐2‐yl)pyrrolidine‐1,2‐
dicarboxamide 

1217486‐61‐7 
1584128‐91‐5 (HCl 

salt) 

  

1‐Bromo‐3‐isocyanato‐2‐methyl‐benzene  1261475‐16‐4 
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Chromane‐2‐carboxylic Acid 
2‐Chromancarboxylic Acid; (±)‐2‐Chromancarboxylic 

Acid; 3,4‐Dihydro‐1‐benzopyran‐2‐carboxylic Acid; 3,4‐
Dihydro‐2H‐1‐benzopyran‐2‐carboxylic Acid 

51939‐71‐0 

2‐(Phenylthio)aniline hydrochloride  6764‐13‐2 

N‐(2‐Amino‐benzothiazol‐6‐yl)‐acetamide 
2‐Amino‐6‐(acetylamino)benzothiazole; 6‐

(Acetylamino)‐2‐aminobenzothiazole; 6‐Acetamido‐2‐
aminobenzothiazole 

22307‐44‐4 

4‐Methoxybenzyl Chloride 
p‐(Chloromethyl)‐anisole; 1‐(Chloromethyl)‐4‐
(methyloxy)benzene; 1‐(Chloromethyl)‐4‐
methoxybenzene; 4‐(Chloromethyl)‐1‐

methoxybenzene; 4‐(Chloromethyl)anisole; 4‐
(Chloromethyl)phenyl Methyl Ether; 4‐Methoxybenzyl 
Chloride; 4‐Methyloxybenzyl Chloride; NSC 172955; p‐

(Chloromethyl)(methoxy)benzene; p‐
(Chloromethyl)anisole; p‐Anisyl Chloride; p‐

Methoxybenzyl Chloride; α‐Chloro‐4‐methoxytoluene; 
α‐Chloro‐p‐methoxytoluene 

824‐94‐2 
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N‐Nitrosodiclofenac 
2‐[(2,6‐Dichlorophenyl)nitrosoamino]benzeneacetic 

Acid 
66505‐80‐4 

  

6‐(Methylthio)benzo[d]thiazol‐2‐amine  50850‐92‐5 

1,3‐Adamantanediol 
1,3‐Dihydroxyadamantane ; (1s,3s,5s,7s)‐adamantane‐

1,3‐diol 
5001‐18‐3 

 

5‐(Methylthio)thiazol‐2‐amine  99171‐11‐6 

  

(2‐Fluoro‐5‐methoxyphenyl)methano 
2‐Fluoro‐5‐methoxybenzyl alcohol   161643‐29‐4 
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1‐Bromo‐4‐ethoxy‐2‐methoxybenzene 
2‐Bromo‐5‐ethoxyanisole  1353776‐78‐9  

3‐Bromo‐6‐ethoxypicoline 
3‐Bromo‐6‐ethoxy‐2‐methylpyridine  610278‐93‐8 

6‐Benzyl‐5,7‐dihydro‐5,7‐dioxopyrrolo[3,4‐b]pyridine
6‐(Phenylmethyl)‐5H‐pyrrolo[3,4‐b]pyridine‐5,7(6H)‐
dione; N‐Benzyl‐ 2,3‐pyridinedicarboximide; NSC 

151664; 

18184‐75‐3 

 

2‐Bromo‐3,4‐dihydronaphthalen‐1 
2‐Bromo‐1‐tetralone ;2‐bromo‐3,4‐dihydronaphthalen‐

1(2H)‐one 
13672‐07‐6 

  

1‐Methylindole 
1‐Methyl‐1H‐indole; N‐Methylindole; NSC 212534;  603‐76‐9 
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2‐Aminomethyl‐1H‐imidazole dihydrochloride 
2‐(Aminomethyl)imidazole dihydrochloride;  (1H‐

Imidazol‐2‐yl)methanamine dihydrochloride 
22600‐77‐7 

Bromoacetaldehyde Dimethyl Acetal 
2‐Bromo‐1,1‐dimethoxyethane; 1,1‐Dimethoxy‐2‐
bromoethane; 1‐Bromo‐2,2‐dimethoxyethane; 2,2‐

Dimethoxy‐1‐bromoethane; 2,2‐
Dimethoxybromoethane; 2,2‐Dimethoxyethyl Bromide; 

2‐Bromoacetaldehyde Dimethyl Acetal 

7252‐83‐7 

3‐Chloro‐1,2‐benzisothiazole 
3‐chlorobenzo[d]isothiazole  7716‐66‐7 

 

1‐(4‐Bromonaphthalen‐1‐yl)ethanone 
1‐(4‐bromononaphthalen‐4‐yl)ethanone  46258‐62‐2 

  
1‐Chloro‐2‐(2‐methoxyethoxy)ethane 

2‐(2‐Methoxyethoxy)ethyl Chloride; 1‐Chloro‐3,6‐
dioxaheptane; 

3,6‐Dioxaheptyl Chloride 

52808‐36‐3 
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Acetyl‐3‐(2‐naphthyl)‐D‐alanine 
N‐Acetyl‐N‐(naphthalen‐2‐yl)‐D‐alanine; (αR)‐α‐
(Acetylamino)‐2‐naphthalenepropanoic Acid; 

(R)‐α‐(Acetylamino)‐2‐naphthalenepropanoic Acid;  (R)‐
2‐Acetylamino‐3‐(2‐naphthyl)propanoic Acid; 

37440‐01‐0 

4‐Fluoro‐3‐nitrobenzenesulfonyl chloride 
4‐Fluoro‐3‐nitrobenzene‐1‐sulfonyl chloride;  6668‐56‐0 

 

2‐Amino‐3‐benzyloxypyridine 
[(3‐(Benzyloxy)pyridin‐2‐yl])amine; 3‐Benzyloxypyridin‐

2‐amine; 3‐Benzyloxy‐2‐aminopyridine; 3‐
(Phenylmethoxy)‐2‐pyridinamine; NSC 298538; 

24016‐03‐3 

3‐Cyclopentyl‐2‐propenoyl Chloride  208922‐42‐3 
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Sodium Methanethiolate 
Methanethiol Sodium Salt (1:1); (Methylthio)sodium; 
Methyl Mercaptan Sodium Salt; Methylthiosodium; 
Sodium Methanesulfenate; Sodium Methanethiolate; 
Sodium Methyl Mercaptan; Sodium Methyl Sulfide; 
Sodium Methylmercaptide; Sodium Methylthiolate; 
Sodium Thiomethoxide; Sodium Thiomethylate 

5188‐07‐8. 

2‐Bromo‐5‐fluorotoluene 
1‐Bromo‐4‐fluoro‐2‐methylbenzene  452‐63‐1 

 

N‐BOC‐O‐Benzyl‐D‐serine
O‐Benzyl‐N‐(tert‐butoxycarbonyl)‐D‐serine; N‐[(1,1‐

Dimethylethoxy)carbonyl]‐O‐(phenylmethyl)‐D‐serine; 
(2R)‐3‐Benzyloxy‐2‐[N‐(tert‐

butoxycarbonyl)amino]propanoic Acid;  
(R)‐3‐(Benzyloxy)‐2‐(tert‐

butoxycarbonylamino)propanoic Acid;  
(R)‐3‐Benzyloxy‐2‐(tert‐

butoxycarbonylamino)propanoic Acid; (R)‐3‐Benzyloxy‐
2‐(tert‐butoxycarbonylamino)propionic Acid; 

47173‐80‐8 

3‐Chlorothiophene‐2‐carboxylic acid 
3‐Chloro‐2‐thiophenecarboxylic Acid; 

59337‐89‐2; 
105734‐84‐7 
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2‐Chloroethoxyacetic Acid 
1‐Chloro‐2‐(carboxymethoxy)ethane; 2‐(2‐

Chloroethoxy)‐acetic Acid 
14869‐41‐1 

2‐Chloro‐3‐(dibromomethyl)thiophene 
Thiophene, 2‐chloro‐3‐(dibromomethyl)  57846‐02‐3 

1,2‐Bis(chloromethoxy)ethane 
Ethylene glycol bis(chloromethyl) ether; NSC 508881  13483‐18‐6 

(S)‐(‐)‐1,2,3,4‐Tetrahydro‐3‐isoquinolinecarboxylate p‐
Toluenesulfonic Acid Salt 

(S)‐1,2,3,4‐Tetrahydro‐3‐isoquinoline‐carboxylic acid 
benzyl ester PTSA salt;  

77497‐97‐3 

 

D,L‐b‐Chloroalanine Methyl Ester Hydrochloride 
NSC 170313; NSC 77696; 

33646‐31‐0; 
 56410‐68‐5 
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D‐Serine methyl ester hydrochloride 
Methyl D‐serinate hydrochloride; (R)‐2‐Amino‐3‐

hydroxypropionic Acid Methyl Ester Hydrochloride; (R)‐
Methyl 2‐Amino‐3‐hydroxypropanoate Hydrochloride; 

Methyl D‐Serinate Hydrochloride; 

5874‐57‐7; 24184‐
43‐8 

  

Cyanoacetic Acid  
2‐Cyanoacetic acid;  Cyanoethanoic Acid; Malonic 
Mononitrile; Monocyanoacetic Acid; NSC 5571 

372‐09‐8 

Methyl Cyanoacetate 
2‐Cyano‐acetic Acid Methyl Ester; Cyano‐acetic Acid 
Methyl Ester; (Methoxycarbonyl)acetonitrile; 2‐
Cyanoacetic Acid Methyl Ester; Cyanoacetic Acid 
Methyl Ester; Methyl 2‐Cyanoacetate; Methyl 

Cyanoethanoate; Methyl α‐Cyanoacetate; NSC 3113; 
NSC 68507 

105‐34‐0 

4‐Chloro‐3‐Sulfamoylbenzoic Acid 
3‐(Aminosulfonyl)‐4‐chloro‐benzoic Acid;3‐

Aminosulfonyl‐4‐chlorobenzoic Acid; 3‐Sulfamoyl‐4‐
chlorobenzoic Acid; 4‐Chloro‐5‐sulfamoylbenzoic Acid; 

1205‐30‐7 
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3‐(2‐Chloroacetyl)‐5‐chlorothiophene‐2‐sulfonamide  NA 

4‐Methylpent‐3‐enoic acid   504‐85‐8  

 pyridin‐3‐amine,hydrochloride   73074‐20‐1  

(R)‐2‐Amino‐3‐methoxylpropanoic acid    86118‐11‐8  

 

Methyl 2‐Methyl‐3‐Nitrobenzoate   59382‐59‐1  
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3‐Bromo‐4,5‐dihydro‐1H‐benzo[b]azepin‐2(3H)‐one   86499‐96‐9  

 

4‐Cyanotetrahydro‐4H‐pyran   4295‐99‐2  

(S)‐2‐Chloro‐1‐(3,4‐difluorophenyl)ethanol 
(αS)‐α‐(Chloromethyl)‐3,4‐difluorobenzenemethanol   1006376‐60‐8  

Tetrahydro‐4‐pyranol 
Tetrahydropyran‐4‐ol 

 4‐Hydroxytetrahydro‐2H‐pyran 
 4‐Hydroxytetrahydropyran 

 2081‐44‐9  

 

methyl 2‐(1H‐imidazol‐2‐yl)acetate  4200‐46‐8 
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2‐Chloro‐10‐nitroso‐10H‐phenothiazine   2892260‐30‐7  

4‐Bromo‐2‐fluoro‐N,N‐dimethylbenzamide 
     749927‐80‐8  

4‐Chloropyridine‐2‐carboxamide 
4‐Chloro‐2‐pyridinecarboxamide  

4‐Chloropicolinamide  
4‐Chloro‐pyridine‐2‐carboxylic Acid Amide 

 99586‐65‐9  

7‐Chloroquinaldine 
7‐Chloro‐2‐methylquinoline   4965‐33‐7  
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5‐Ethyl‐2‐methylpyridine  
2‐Methyl‐5‐ethylpyridine 
 3‐Ethyl‐6‐methylpyridine 

 5‐Ethyl‐α‐picoline 
 6‐Methyl‐3‐ethylpyridine 

 Aldehydecollidine 
 

 104‐90‐5  

 

methyl 2‐(1H‐imidazol‐2‐yl)acetate    1564‐48‐3   

DO3A 
Trisodium 1,4,7,10‐Tetraazacyclododecane‐1,4,7‐triacetate 

 1,4,7,10‐Tetraazacyclododecane‐1,4,7‐triacetic Acid 
Trisodium Salt 

217973‐03‐0 

Propyl Indanyl amine Impurity 
 N‐propyl‐2,3‐dihydro‐1H‐inden‐1‐amine   1016719‐48‐4  
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1‐Boc‐3‐Piperidinone  
tert‐butyl 3‐oxopiperidine‐1‐carboxylate   98977‐36‐7  

 

2,2‐Diphenylglycine 
α‐Amino‐α‐phenylbenzeneacetic Acid 
 2‐Amino‐2,2‐diphenylacetic Acid 

 Amino(diphenyl)acetic Acid 
 α,α‐Diphenylglycine 

 Phenytoin USP Related Compound A 2,2‐Diphenylglycine 

 3060‐50‐2  

 

2‐Hydroxy‐4‐nitrobenzoic Acid 
4‐Nitrosalicylic Acid    619‐19‐2  

 

2‐(Benzhydryloxy)acetic acid    21409‐25‐6  
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6‐Chloroquinolin‐4(1H)‐one    21921‐70‐0  

1‐Aminopiperazine 
1‐Piperazinamine 
N‐Aminopiperazine 
 Piperazin‐1‐ylamine 

 30651‐60‐6    

 

3‐Cyanobenzyl Bromide 
1‐Bromomethyl‐3‐cyanobenzene; 3‐

(Bromomethyl)benzonitrile; NSC 108298; 
m‐(Bromomethyl)benzonitrile; m‐Cyano‐bromotoluene 

 28188‐41‐2   

(2‐Bromo‐benzyl)‐phosphonic acid diethyl ester 
Diethyl (2‐bromobenzyl)phosphonate   63909‐55‐7   
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Cumene 
(1‐Methylethyl)benzene; 2‐Phenylpropane; Cumol; 

Isopropylbenzene 
 98‐82‐8   

  

4‐Hydroxyphthalic Acid 
4‐Hydroxy‐1,2‐benzenedicarboxylic Acid   610‐35‐5  

Formic Acid   64‐18‐6  

2‐(2,4‐dimethylphenyl)ethan‐1‐amine 
2‐(2,4‐dimethylphenyl)ethylamine   76935‐60‐9  

Dimethyl Fumarate 
(2E)‐2‐Butenedioic Acid 1,4‐Dimethyl Ester; (E)‐2‐
Butenedioic Acid 1,4‐Dimethyl Ester; trans‐1,2‐

Ethylenedicarboxylic Acid; Fumaric Acid Dimethyl Ester 

 624‐49‐7  
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cis‐2,6‐Dimethylmorpholine 
(2R,6S)‐rel‐2,6‐Dimethylmorpholine; (2R,6S)‐2,6‐

Dimethylmorpholine; (2R,6S)‐2,6‐Dimethylmorpholine; 2,6‐
cis‐Dimethylmorpholine 

 6485‐55‐8  

1,3‐Difluorobenzene   372‐18‐9  

Hydroxylamine  5470‐11‐1 ; 
7803‐49‐8  

3‐Chloropyrazine‐2‐carbonitrile 
3‐chloro‐2‐pyrazinecarbonitrile   55557‐52‐3  

(S)‐3‐Hydroxypyrrolidine Hydrochloride 
(3S)‐3‐Hydroxypyrrolidine Hydrochloride; (3S)‐3‐Pyrrolidinol 

Hydrochloride 
 122536‐94‐1  
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2‐Chloro‐1‐(3,4‐difluoro‐phenyl)‐ethanone   51336‐95‐9  

3,5‐Dibromopyrazin‐2‐amine 
2‐Amino‐3,5‐dibromopyrazine   24241‐18‐7  

 

O‐Ethyl‐L‐norvaline Hydrochloride 
Norvaline Ethyl Ester Hydrochloride; L‐Norvaline Ethyl Ester 

Hydrochloride; Ethyl L‐Norvalinate Hydrochloride; 
 40918‐51‐2  

4‐Methyl‐3‐[[4‐(3‐pyridinyl)‐2‐pyrimidinyl] amino]benzoic 
acid ethyl ester   641569‐97‐3  

 
Cerium Chloride 

Cerium Trichloride; Cerium(III) Chloride; Cerous Chloride; 
Cerous(III) Chloride; NSC 84267; 

 7790‐86‐5  

Methyl 3‐Amino‐5‐bromo‐2‐methylbenzoate 
3‐Amino‐5‐bromo‐2‐methylbenzoic Acid Methyl Ester   1000342‐11‐9  
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2‐Methyltetrahydrofuran 
Tetrahydro‐2‐methylfuran   96‐47‐9  

Tetrahydro‐4H‐pyran‐4‐one 
4‐Oxotetrahydropyran  29943‐42‐8 

N‐Nitroso‐N‐Methyl‐O‐Methyl‐Hydroxylamine 
N‐Methoxy‐N‐methylnitrous amide  16339-12-1 

 

4‐Phenyl‐3‐morpholinone   29518‐11‐ 4  

(1R,2R)‐1,2‐Cyclohexanedimethanol 
((1R,2R)‐cyclohexane‐1,2‐diyl)dimethanol   65376‐05‐8  
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Roflumilast N‐Oxide 
3,5‐dichloro‐4‐(3‐(cyclopropylmethoxy)‐4‐

(difluoromethoxy)benzamido)pyridine 1‐oxide 
 292135‐78‐5  

Dodecyl 2‐(2‐((2,6‐dichlorophenyl)amino)phenyl)acetate   NA  

N‐Nitroso Nifedipine 
Dimethyl 2,6‐dimethyl‐4‐(2‐nitrophenyl)‐1‐nitroso‐1,4‐

dihydropyridine‐3,5‐dicarboxylate 
 NA  

 

3‐(Pyridin‐2‐yl)propan‐1‐ol 
2‐(3‐Hydroxypropyl)pyridine 

3‐(2‐Pyridyl)propanol 
3‐(2‐Pyridyl)‐1‐propanol 

 2859‐68‐9  

Adamentane 
Tricyclo[3.3.1.13,7]decane Adamantane (purified by 

sublimation) 
 281‐23‐2  
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3‐Acetamidobenzoic Acid   587‐48‐4   

 

2‐Cyano‐3‐morpholinoacrylamide   25229‐97‐4  

N‐Ethyl Esmolol 
Methyl 3‐{4‐[3‐(ethylamino)‐2‐

hydroxypropoxy]phenyl}propionate 
 2469273‐97‐8   

 

5‐(4‐methylbiphenyl‐2‐yl)‐1‐trityl‐1H‐tetrazole 
Olmesartan TTMB impurity   124750‐53‐4  

 

 


