RFP_023982
Fluticasone furoate |!mpurity A,B i K, 50mg package
1 for peak 1 sztuka
Identification CRS
. Impurity E, Fi G, 75 mg package
Fluticasone furoate
2 for system 1 sztuka
suitability CRS
6a,9-difluoro-17p-[(fluoromethyl) sulfanyl]carbonyl]-11B-
hydroxy-16a-methyl-3-oxoandrosta- 1,4-dien-17a-yl
acetate, 1 mg (in any packaging)
Fluti
3 ! |ca_sone 50 sztuka
Impurity A
E
6a,9-difluoro-17-[(fluoromethyl) sulfanyl]carbonyl]-11B-
Fluticasone hydroxy-16a-methyl-3-oxoandrosta- 1,4-dien-17a-yl
4 . 1 : kagi 50 sztuka
Impurity B acetate, 1 mg (in any packaging)
9-fluoro-17B-[(fluoromethyl)sulfanyl]carbonyl]-11B-
hydroxy-16a-methyl-3-oxoandrosta- 1,4-dien-17a-yl
furan-2-carboxylate, 1 mg (in any packaging)
5 FIutlca.sone 50 sztuka
Impurity E




Propan-2-yl 6a,9-difluoro-17a-[(furan-2- carbonyl) oxy]-
11B-hydroxy-16a-methyl-3-oxoandrosta- 1,4-dien -178-
carboxylate, 1 mg (in any packaging)

Fluti
! |ca§one 50 sztuka
Impurity F
9-chloro-6a-fluoro- 17B-[(fluoromethyl) sulfanyl]
carbonyl]-11B-hydroxy-16a-methyl-3-oxoandrosta-1,4-
dien -17a-yl furan-2-carboxylate, 1 mg (in any packaging)
Fluti —F
u |ca§one Q o 50 sztuka
Impurity G 5
H F
6a,9-difluoro-17B-[[(fluoromethyl)sulfanyl]carbonyl]-11B-
hydroxy-16a-methyl-3-oxoandrosta-1,4-dien -17a-yl 6a,9-
difluoro-11B,17a-dihydroxy-16a-methyl-3-oxoandrosta-
1,4-dien -17B-carboxylate, 1 mg (in any packaging)
Fluti
uticasone 50 sztuka

Impurity K




(S)-4-(2-((6-(2-((2,6-
dichlorobenzyl)oxy)ethoxy)hexyl)amino)-1-hydroxyethyl)-
2-(hydroxymethyl)phenol, 1 mg (in any packaging)

Vilanterol
9  |Trifenatate - ) 50 mg
impurity o H o
2 N
HO/\/@/\/ lo i |
HO
(R)-2-((6-(2-((2,6-dichlorobenzyl)oxy)ethoxy)hexyl)amino)-
1-(2,2-dimethyl-4H-benzo[d][1,3]dioxin-6-yl)ethan-1-ol, 1
mg (in any packaging)
Vilanterol
10 [Trifenatate - 50 sztuka
impurity /\/@/’\/ \/\/\/\O/\/
(R)-4-(2-((6-((2,6-dichlorobenzyl)oxy)hexyl)amino)-1-
hydroxyethyl)-2-(hydroxymethyl)phenol, 1 mg (in any
packaging)
Vilanterol
11 |Trifenatate - 50 sztuka
impurity OH H <
B
HO cl
(R)-4-(2-((5-(2-((2,6-
dichlorobenzyl)oxy)ethoxy)pentyl)amino)-1-hydroxyethyl)
2-(hydroxymethyl)phenol, 1 mg (in any packaging)
Vilanterol
12 |Trifenatate - oH al 50 sztuka
. . H
Impurity HO’DJ\/N\/\/\/O\/\O
HO Cl
(R)-5-(2-((6-(2-((2,6-
dichlorobenzyl)oxy)ethoxy)hexyl)amino)-1-hydroxyethyl)-
2-hydroxybenzaldehyde, 1 mg (in any packaging)
Vilanterol
13 |Trifenatate - 50 sztuka
impurity Cl

O OHH
HJD/I\/N\/\/\/\O/\/O
I
HO




(R)-2-((6-(2-((2,6-dichlorobenzyl)oxy)ethoxy)hexyl)amino)-
1-(3,3-dimethyl-1H-benzo[d][1,3]dioxin-7-yl)ethanol 2,2,2-
triphenylacetate, 1 mg (in any packaging)

Vilanterol
14 |Trifenatate - 50 sztuka
impurity OH
(-
P \}‘-:‘;,J
0 —, .-:," "
[(1S)-2-[6-[2-[(2,6-
dichlorophenyl)methoxy]ethoxy]hexylamino]-1-
hydroxyethyl]-2-(hydroxymethyl)phenol;2,2,2-
triphenylacetic acid, 1 mg (in any packaging)
Vilanterol
15 |Trifenatate - cl /\/E:(O/H 50 sztuka
impurity (S-izomer) C(\O/\/O\/\/\/\N 3 OH
H =
Cl =
& Ve o
O OH
Benzene, 2-{{2-[(6-bromohehexyl)oxy]ethoxy]methyl]-1,3-
dichloro, 1 mg (in any packaging)
Vilanterol
16 |Trifenatate - 50 sztuka
impurity cl B
ﬂ S P "']

- e
_.-"'“ta_.t - “"u-"' ey - e -

L

2-Oxazolidinone, 5-(2,2-dimethyl-4H-1,3-benzodioxin-6-
yl)-,(5R), 1 mg (in any packaging)

Vilanterol
17 |Trifenatate - O 50
. it |
impurity o o
Y=o
NH

diphenyl(quinuclidin-4-yl)methanol, 1 mg (in any

Umeclidinum N Q
50 sztuka

Bromide - Impurity
OH

1

sztuka

packaging)

18




Umeclidinum

1-(2-(benzoyloxy)ethyl)-4-
(hydroxydiphenylmethyl)quinuclidin-1-ium, 1 mg (in any
packaging)

Q\fo\/\% 9

19 . . 50 sztuka
Bromide - Impurity
OH
J
(2-bromoethoxy)methyl)benzene, 1 mg (in any packaging)
Umeclidinum
20 . . 50 sztuka
Bromide - Impurity
O\/\
Br
4-(hydroxydiphenylmethyl)-1-(2-hydroxyethyl)quinuclidin-
1-ium, 1 mg (in any packaging)
1 Umec.lldlnum . 50 sstuka
Bromide - Impurity
OH
. /\/N
HO™ ®
1-benzyl-4-(hydroxydiphenylmethyl)quiuclidin-1-ium, 1
mg (in any packaging)
Umeclidinum O Q
22 50 sztuka

Bromide - Impurity

oH

®Z




4-[(1R)-2-[6-[2-[(2,6-
dichlorophenyl)methoxy]ethoxy]hexylamino]-1-
hydroxyethyl]-2-(hydroxymethyl)phenol;2,2,2-
triphenylacetic acid, 1 mg (in any packaging)

23 Vilanterol trifenate 200 sstuka
CRS cl OH
NN
cl OH
6]
OH
(6S,85,9R,10S,11S,13S,14S,16R,17R)-6,9-difluoro-17-
(((fluoromethyl)thio)carbonyl)-11-hydroxy-10,13,16-
trimethyl-3-0x0-6,7,8,9,10,11,12,13,14,15,16,17-
dodecahydro-3H-cyclopentala]phenanthren-17-yl furan-2-
carboxylate, 1 mg (in any packaging)
94 Fluticasone furoate 200 sztuka
CRS
8
AN
=
1-(2-(benzyloxy)ethyl)-4-
(hydroxydiphenylmethyl)quinuclidin-1-ium bromide, 1 mg
(in any packaging)
25 Umeclidinum \ 200 sztuka
bromide CRS ——
OH

@/\0/\/1\1+
Br-




26

N-nitroso
Vilanterol (Mixture
of isomer)

(R)-N-(6-(2-((2,6-dichlorobenzyl)oxy)ethoxy)hexyl)-N-(2-
hydroxy-2-(4-hydroxy-3-
(hydroxymethyl)phenyl)ethyl)nitrous amide, 1 mg (in any
packaging)

al OH

@:\ O/\/O\/\/\/\ N /\‘/@OH
|
al N <0 OH

500

Sztuka




