
SUMMARY OF 	T1 INVENTION 

In one as-Dectembeiliment, the disclosure-in-veil-tie-a provides N-(4- {4-amino-741-(2-hydroxyethyl)-1H- 

pyrazol-4-yljthieno[3,2-c]pyridin-3-yllpheny1)-1T-(3-fluorophenyOurea dihydrogen citrate in 

solid crystalline form. 

In one asnectembodimcnt, the disclosureinvention 	N-(4- {4-amino-711-(2-hydroxyeth.y1)-1H- provides 

pyrazol-4-yl]thieno[3,2-c]pyridin-3-yl}pheny1)-N-(3-fluorophenyl)urea hydrogen citrate in 

solid crystalline form. 

In a further embodiment, the disclosureinvention provides a crystal polymorph of N-(4- {4- 

amino-741.-(2-hydroxyethyl)-111-pyrazol-4-ylithieno[3,2-c]pyridin-3-yllpheny1)-N-(3-

fluorophenyl)urea dihydrogen citrate characterized herein and designated dihydrogen citrate 

Form I. 

In one aspect, the disclosure provides the compound N-(4- 14-amino-74 1-(2-hydroxyethyl)-1H-pyrazol-4-yllthieno[3,2- 

c]pyridin-3 -yllpheny1)-N1-(3-fluoropbenyOurea dihydrogen citrate in a solid crystalline form, 

wherein the crystalline form is Form I, characterized at least by a powder X-ray diffraction ...... _ 
peak at any one or more of the following positions: 11.80, 14.59, 15.95, 21.38, 26.12° 28, ± 

0.2° 20. 

In a further embodiment, the disclosureiltien  provides hydrated forms of dihydrogen citrate 

Form I, including the monohydrate form. 

In a further embodiment, the disclosureinvention provides a crystal polymorph of N-(4-{4- 

amin o-7- [1 -(2 -hydroxy ethy1)-1H-pyrazol-4-yl] thi en o[3,2-c]pyri din-3-yllpheny1)-N' -(3-

fluorophenypurea hydrogen citrate characterized herein and designated hydrogen citrate 

Form II. 

In one aspect, the disclosure provides the compound N-(4- {4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-y1 thieno[3,2-__ 
r*...v...,.....rn 	 ,,,..,,,,n,..--,,,,. .....1%,,,,P.,3MORC,,A*.sreer,.. 	,. ....-.N.....,....1,,,,•,,,.. 	..,, 	,.., 	......• 

c]pyridin-3-yl}pheny1)-N-(3-fluorophenypurea hydrogen citrate in. a solid crystalline form. 
' 

wherein the crystalline form is Form II, characterized at least by a powder X-ray diffraction . _ 	. 	. 
peak at any one or more of the following positions: 8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 28. ---. 

In a further embodiment, the disclosureinvention provides hydrated forms of hydrogen citrate 

Form II, including the monohydrate form. 

There is further provided a pharmaceutical composition comprising N-(4-14-amino-7-

[1-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno [3,2-c] pyri d in-3-y1} pheny1)-NT-(3-

fluorophenypurea dihydrogen citrate Form I and on.e or more pharmaceutically acceptable 

excipients. 

There is further provided a pharmaceutical composition comprising N-(444-amino-7-

[1-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-c]pyridin-3-yllpheny1)-N`-(3-

fluorophenypurea hydrogen citrate Form II and one or more pharmaceutically acceptable 

excipients. 
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There is further provided process for preparing N-(4- {4-amino-741-(2-hydroxyethyl)- 

1H-pyrazol-4-yl)thieno[3,2-c]pyridin-3-y1}pheny1)-N'-(3-fluorophenyl)Urea dihydrogen 

citrate Form I comprising providing a mixture comprising N-(4- {4-amino-7-[I-(2-

hydroxyethyl)- 1H -pyrazo1-4-yl]thien o [3 ,2-c]pyri din-3 -yll phenyI)-N -(3 -fiuorophen yI)-urea, 

water, acetone, and citric acid, and causing the N-(4- (4-amino-74I-(2-hydroxyethyl)-1H-

pyra.zol-4-ylithieno[3,2-c]pyridirO-yliphenyl)-M-(3-fluorophenyDurea dihydrogen citrate 

Forrn Ito exist in the mixture. 



There is further provided process for -preparing N-(4- [4-amino-7-[I-(2-hydroxyethyI)-

1H-pyrazol-4-Ylithieno[3,2.-Cpyridin-3-y1 If pherty1)-Nr-(3-fluorophenypurea hydrogen citrate., 

Form II comprising providing a mixture comprising N-(4- {4-amino-7-[l -(2-hydroxyediy1)- 

11-1-pyrazol-4-yljthieno[3,2-c]pyridin.-3-yllphen3r1)-N-(3-fitiorophe.myl)urea, waters  

tetahydrofuran, and. citric acid, and causing the N-(4- (4-amino-7-D-(2-hydroxyethyl)-1H-

pyrozol-4-y1)thierio[3,2-c]pyridin-3-y1}pheny1)-Y-(3-fluorophenyl)urea hydrogen citrate 

Form. II to exist in the mixture. 

In one aspect., the disclosure provides a process for preparing N-(4- (4-amino-7-[ I -(2-bydroxyethyl)-111-pyrazol-4- 
- 	 ...... 

yl]thieno[3,2-c]pyridin-3-yllpheny1)-Y-(3-fluorophenyOurea dihydrogen citrate in a solid 

crystalline form, wherein the crystalline form is Form I as defined herein, comprising: 
• ••• , • 	• 	-. 

a) providing a mixture comprising (i) N-(4- {4-amino-7-[1.-(2-hydroxyety1)-1H- 

pyrazol-4-y]thieno[3,2-0]pyridin-3 -yl if  phenyI)-W-(3 -fluorophenyl)urea, 

water, tetrahydrofuran, and citric acid; 

b) causing N-(4- (4-amino77-{l -(2 -hydroxyethyl)- Ili-pyrazol-4-yrjthi eno[3,2- 

c]pyridin-3-yl}phenyl)-Y-(3-fluorophenyl)ure,a, hydrogen citrate crystalline 

Formil to exist in the mixture. , 
In a further embodiment, the disclosureinventiee provides a method for treating cancer in a 

mammal comprising adrrtinistering to a subject having the disease therapeutically effective 

amount of citrate salts of N-(4- {4-amino-7-D-(2-hydrox-yethyD-1H-pyrazol-4-yljthieno[3,2-

c]pyzidin-3-yllpheny1)-NT-(3-fraorophonyl)urea in a solid crystalline form, wherein the 

crystalline form is Form I or II., or (b) a pharmaceutical. composition comprising citrate salts 

of N-(4- (4-amino-7-[l -(2-hydroxyethyl)- 111-pyrazol-4-yl]thienot3 ,2-clpyridin-3-yIlpheny1)-

Y-(3-fiuorophenylyama in a solid crystalline form, wherein the crystalline form is Form I or 

II, one or more pharmaceutically acceptable excipients. Examples of such cancers include 

myelodysplastic syndrome, acute myeloid leukemia, colorectal cancer, non-small cell lung 

cancer, and ovarian cancer. 

There is still further provided a method for treating cancer in a mammal comprising 

dissolving N-(4- (4-amino-7-[1.-(2-b.ydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-c]pyridin-3- 

yllphmy1)-1 -(3-fluorophenyl)urea dihydrogen citrate, in a solid crystalline form, wherein. the 

crystalline form is Form I, in a pharmaceutically acceptable solvent or mixture of solvents, 

and administering the resulting solution in a therapeutically effective amount to subject 

having the disease. 
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There is still further provided a method for treating cancer in a mammal comprising 

dissolving N-(4-{4-amino-7-[l -(2-hydroxyethyl)- 1 H-pyrazol-4-y I]thieno [3 ,2-c]pyridin-3-

y1}-pheny1)-M-(3-fluorophenypurea dihydrogen citrate in a solid crystalline form., wherein the 

crystalline form is Form I, in a pharmaceutically acceptable solvent or mixture of solvents, 

and administering the resulting solution in a therapeutically effective amount to subject 

having the disease. 

There is still further provided a method for treating cancer in a mammal comprising 

dispersing N-(4- { 4-amino-7 -1 I -(2 -hydroxyethyp- 1H-pyrazol-4-yljthieno[3,2-c]pyridin-3-

y1.}phenyl)-1T-(3-fluorophenyl)urea hydrogen citrate in a solid crystalline form, wherein the 

crystalline form. is Form II, in a pharmaceutically acceptable polymeric carrier, and. 
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administering the resulting solid dispersion in a therapeutically effective amount to subject 

having the disease. 

There is still further provided a method for treating cancer in a mammal comprising 

dissolving N-(4- {4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-yljthieno [3 ,2-c]pyridin-3 - 

yl. 1 pheny1)-N-(3-fiuorophenypurea. hydrogen citrate i.n a solid crystalline form, wherein the 

crystalline form is Form II, in a pharmaceutically acceptable solvent or mixture of solvents, 

and administering the resulting solution in a therapeutically effective amount to subject 

having the disease. 

In another aspect, there is provided the use of a therapeutically effective amount of (a) N-(4-{4-amino-741.-(2- 
,.............— 	. 	. 	.. 	.. 	.. 

hydroxyethyl)-1H-pyrazol-4-yljthieno[3,2-c]pyridin-3-yllpheny1)-M-(3-fiuorophenyl)urea 
1. 	f-1,..,4 nY$ .......”*..,... ....,_-rv...,...........-- .....,....e,......rnanm.n,,n,. . 

	

....s...*„.rnwnm...n 	. 	 ...._ ,t 
dihyrogen citrate in a solid crystalline form, wherein the crystalline form is Form. I, 

--- 	- 	• 	- 	• 	- 	 • 	- 	 
characterized at least by a powder X-ray diffraction peak at any one or more of the following 

..____,,,..,„..,•,...,„_....,....,_________ 	__ _ 
positions: 	11.80, 14.59, 15.95, 21.38, 26.12° 28, ± 0.2° 28 or (b) a pharmaceutical 

composition comprising N-(4- ft  4-amin.o-741-(2 -hydro xyethyl)-1H-pyrazol-4-ylithien.o[3.2- .........„ 	. 	_....-,....... „._:.„„____..........._ 
c]pyridin-3-yl}phenyI)-N1-(3-fluorophenyDurea dihydrogen citrate in a solid. crystalline form, 

_ 	 ,. 	. 	•_ 	: 	, 	• 	„ : • . 	............... 	.. 	............... 	. 	... 
wherein the crystalline form is Form I, characterized at least by a powder X-ray diffraction 

__,... 	....m.... ̀,...,.....3....' 
'''''..'. 	----- 

peak at any one or more of the following positions: 11.80, 14.59, 15.95, 21.38, 26.12° 20, ± 
_„,,,,.„„......_.•,,,,,....,...,....--•-.-ms-s,,--.-r-A...,,,,,,,...-w.,,,Wn..,,-.,-^...,•1%., .1,-.0,,,,,,... 	 w. 	, 	 . ,..,1.....,.. 	.r.,..w 	n 	nt.......m....,,,a,......., 	. . .• ... ,. .. . 	... 	...... ,:s.......v....m................. 

0.2° 20 and one or more pharmaceutically acceptable excipients in the manufacture of a medicament for 
r ”..e.,, 	 v. r..... ,,...,..........-.,........ •••••(......,,,e , r. .‘...,,,urs.ove . 	 .. 	-.,......,,,—..... 

treating cancer in a. mammal. 
. — 

In another aspect, there is provided the use of N-(4-14-amino-7- 

[1-(2-hydroxyethyl)-1H-pyrazol-4-y l]thi eno [3 ,2-c]pyridin-3-yllpheny1)-N1-(3- 

fluorophenyl)urea dihydrogen citrate in a solid crystalline form, wherein the crystalline form .., 	_______________•••••••,••••._______•••_•,„,,,„„„,.„.::„_....,„„„_:....,,•.... 

is Form I, characterized at least by a powder X-ray diffraction peak at any one or more of the 	. 
..... ___„...„. 	.........., 

following positions: 	11.80, 14.59, 15.95, 21.38, 26.12° 20, ± 0.2° 20, dissolved in a pharmaceutically 

acceptable solvent or mixture of solvents in the manufacture of a medicament for treating cancer in a mammal, 
• • 	• 	• -- 	— 	.._ 	- 	, 	, 	.,..... 	.......... 	• 	AN l . 	.," h. . 	. 	..... •.. .. . ... . 	. 	•-,,... 	...,... 	. ,..... 

In another aspect, there is provided the use of N-(4-{4-amino-7- 

[1. -(2-hy droxyethyl)-1H-pyrazol-4-yl]thieno [3 ,2-c]pyri din-3-y1} phenyl)-N'-(3 - 
• 

. 	. 	.. 	. 	. 	............ 	.................... 	. 	.. 
fluorophenyl)ure,a• dihydrogen citrate in a solid crystalline form, wherein the crystalline form 

:„:„.:::„..,„,::::„.....,:::_„.„„:„:„._•,....,,.„„„.„___„„,„„,...._.....:::._________ 	, 	.. 	 ..... 	.• 	. 	.. • 	•• 	„ . 	• • 
is Form I, characterized at least by a powder X-ray diffraction. peak at any one or more of the 

• .._ 	„.„.... 	.........„.... 	........... 	..... .... 	......................................... 	......... 	......... 	......................................... 	...... 	 • 
following positions: 	11.80, 14.59, 15.95, 21.38, 26.12° 20, ± 0.2° 20, dispersed in a pharmaceutically • ..„,... 	............ __________ 	 _ . 	 . 
acceptable polymeric carrier in the manufacture of a medicament for treating cancer in 	a mammal. .... 	... 	 _..„.... 
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In another aspect, there is provided the use of a therapeutically effective amount of (a) N-(4-14-amino-7-{1-(2- 

hydroxyethyl)- I H-pyrazol-4-yllthieno [3,2-c]pyri din-3 -yll phenyl)-IT-(3-fluorophenyl)urea 

hydrogen citrate in a solid crystalline form, wherein the crystalline form is Form II, 

characterized at least by a powder X-ray diffraction peak at any one or more of the following 

positions: 8.65, 15.18, 24.47, 28.02' 20, ± 0.2° 28 or (b) a pharmaceutical composition 

comprising N-(4- (4-amino-74 l -(2-hydroxyethyl)-1H-pyrazol-4-ylithieno[3 ,2-c]pyri din -3- 

yll-pheny1)-Nt-(3-fluorophenypurea hydrogen citrate in a solid crystalline form, wherein the 

crystalline form is Form II, characterized at least by a powder X-ray diffraction peak at any 

one or more of the following positions: 8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 28 and one or 

more pharmaceutically acceptable excipients in the manufacture of a medicament for treating cancer in a mammal. 

In another aspect, there is provided the use of N-(4- {4-amino-7- 

[1-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-c]pyridin-3-yllpheny1)-r-(3-

fluorophenyl)urea hydrogen citrate in a solid crystalline form, wherein the crystalline form is 

Form II, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 	8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 20, dissolved in a pharmaceutically acceptable 

solvent or mixture of solvents in the manufacture of a medicament for treating cancer in a mammal. 

In another aspect, there is provided the use of N-(4- {4-amino-7- 

{1-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-c]pyridin-3-yllpheny1)-1T-(3-

fluorophenyOurea hydrogen citrate in a solid crystalline form, wherein the crystalline form is 

Form II, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 8.65, 15.18, 24.47, 28.02° 20, :±. 0.2° 20, dispersed in a pharmaceutically acceptable 

polymeric carrier in the manufacture of a medicament for treating cancer in a mammal. 
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Additional embodiments of the disclosurei, including more particular aspects of those 

provided above, will be found in, or will be evident from, the detailed description that 

follows. 

BRIEF DESCRIPTION OF THE DRAWING 

Fig. 1 is a PXRD scan of crystal polymorph Form I N-(4- (4-amino-7-[1-(2-

hydroxyethyl)-1H-pyrazol-4-yl]thieno{3,2-ejpyridin-3-yllpheny1)-N1-(3-fluorophenypurea 

dihydro2en citrate. 

Fig. 2 is a PXRD scan of crystal polymorph Form II N-(4-14-amino-7-[1-(2-

hydroxyethyl)-114-pyrazol-4-yl]thieno[3.2-e]pyridin-3-yllpheny1)-M-(3-fluorophenyl)urea 

hydrogen citrate. 

DETAILED DESCRIPTION 

The invention encompasses crystalline forms of citrate salts of N-(4- {4-amino-741- 

(2-hydrox.yethyl)-1H-pyrazol-4-y1)thieno[3,2-c]pyridin-3-yllphenyl)-Y-(3-

fluorophenyOurea.. N-(4- {4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-yljthieno[3,2-

c]pyridin-3-y1}phenyl)-N'-(3-fluorophenyl)nrea free base is prepared, illustratively, as 

described in Example 1 of above-cited U.S. Patent Application No. 12/632183, the entire 

disclosure of which is incorporated by reference herein. The term "free base" is used for 

convenience herein to refer to N-(4- {4-amino-74 l -(2-hydroxyethyl)-1H-pyrazol-4-

yllthieno[3,2-c]pyridin-3-y1}phenyl)-N'-(3-fluorophenyl)urea parent compound as distinct 

from any salt thereof. 

Those skilled in the art will also understand that the term. "monohydrate" when 

referring to N-(4-14-amino-7-[]-(2-hydroxyethyl)-1.H-pyrazol-4-yljthieno[3,2-c]pyridin-3- 

yllphenyl)-N-(3-fluorophenypurea means that there is one water molecule for every 

molecule of. N-(4- {4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-c]pyridin-3-

yllpheny1)-N-(3-fluorophenypurea. 
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8. The process of claim 7, further comprising isolating N-(4- {4-amino-7-[1-(2-

hydroxy ethyl)-1H-pyrazol-4-yl]thieno [3,2-clpyri din-3 -yllphenyl.)-Nt-(3-fluorophenyOurea 

dihydrogen  citrate in a solid crystalline form, wherein the crystalline form is Form I. 

 .r 	 t3 a subject. having the 9. A--B. -4 - 	- 	- - 	- 	. 	a mammal eemprising administclin.<4 

diseaseUse of a therapeutically effective amount of (a.) N-(4- (4-amino-741-(2- 

10 

15 

20 

25 

30 

hy droxy ethyl)-1H-pyrazo1-4-ylithieno [3 ,2-c]pyridin-3 -yll phenyl)-N-(3-fluorophenyl)urea. 

dihyrogen citrate in a solid crystalline form, wherein the crystalline form is Form I, 

characterized at least by a powder X-ray diffraction peak at any one or more of the following 

positions: 11.80, 14.59, 15,95, 21.38, 26.12° 20, ± 0.2° 20 or (b) a pharmaceutical 

composition comprising N-(4- 14-amino-741-(2-hydro xyethyl)-1.H-pyrazol-4-yi)thieno [3 ,2- 

c]pyridin-3-yllphenyD-Nt-(3-fluorophenypurea dihydrogen citrate in a solid crystalline form, 

wherein the crystalline form is Form I, characterized at least by a powder X-ray diffraction 

peak at any one or more of the following positions: 11.80, 14.59, 15.95, 21.38, 26.12° 20, ± 

0.2° 20 and one or more pharmaceutically acceptable excipients in the manufacture of a -medicament for 

treating cancer in a mammal. 

useniegled of claim 	wherein 	crystalline 10. The 	 9, 	the 	N-(4-{4-amino-741-(2-h.ydroxyethyl)- 

1H-pyrazol-4-yrjthieno[3,2-c]pyridin-3-yl}pheny1)-N-(3-fruorophenyl)urea dihydrogen 

citrate Form I or pharmaceutical composition is to be administered by an oral, parenteral, 

sublingual, buccal, intranasal, pulmonary, topical, transdermal, intradermal, ocular, otic, 

rectal, vaginal, intragastric, intracranial, intrasynovial, or intra-articular route. 

11. The usefaiethed of claim 9, wherein th.e cancer is myelodysplastic syndrome, acute 

myeloid leukemia, colorectal cancer, non-small cell lung cancer, and ovarian cancer. 

12. Use of( method for treating canccr it 	al. eerat3TieiBg diss.,1*4-niz.. N-(4-{4-amino-7- 

[142-hydroxyethy1)-11i-pyrazol-4-y1]thieno[3,2-c]pyridin-3-yllpheny1)-N-(3- 

filiorophenypurea dihydrogen citrate in a solid crystalline form, wherein the crystalline form 

is Form I, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 	11.80, 14.59, 15.95, 21.38, 26.12' 28, ± 0.2° 2o, dissolved in a pharmaceutically 

the 	- 	• 	— 	-al' effective acceptable solvent or mixture of solvents, and adruinint 	..- — - 	: - : 

amount to subject having the diseaae  in the manufacture of a medicament for treating cancer in. a mammal. 
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Use 	for 	 in 	 dispersing N-(4-{4-amino-7- 13. 	ofA-method 	treating cancer 	a mammal comprising 

[1.--(2-hydroxyethyl)-1H-pyrazol-4-371]thieno[3,2-c]pyridin-3-yllphenyl)-M-(3- 

fluorophenypurea dihydrogen citrate in a solid crystalline form, wherein the crystalline form 

is Form I, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 	11.80, 14.59, 15.95, 21.38, 26.12° 28, ± 0.2° 28. dispersed in a pharmaceutically 

- 	— 	- 	- 	- 	- 	: 	- acceptable polymeric carrier, and admini 	 _ 	; 	: : 	; 	: 	. ; 	 . 

amount to subject having the disease in the manufacture of a medicament for treating cancer in a mammal. 

14. The compound N-(4- {4-amino-7-11-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-

clpyridin-3-yllpheny1)-1V-(3-fluorophenyl)urea hydrogen citrate in a solid crystalline form. 

15. The compound N-(4- {4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-yl]thieno[3,2-

c]pyridin-3-yllpheny1)-M-(3-fluorophenyOurea hydrogen citrate in a solid crystalline form, 

wherein the crystalline form is Form II, characterized at least by a powder X-ray diffraction 

peak at any one or more of the following positions: 8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 20. 

1.6. The compound of claim 15, wherein the crystalline form is Form II, characterized at 

least by a powder X-ray diffraction peak at each of said positions. 

17. The compound of claim 15, wherein the crystalline faun is Fain' II, characterized at 

least by a powder X-ray diffraction peak at each of said positions: 5.71, 6.30, 7.27, 8.65, 9.80, 

13.06, 14.31, 15.18, 15.92, 16.68, 17.71, 20.17, 21.98, 23.30, 24.47, 26.11, 28.02° 20, ± 0.2° 

20. 

18. The compound of any of claims 14-17, wherein the crystalline form is a hydrate. 

19. A pharmaceutical composition comprising the compound of any of claims 14-1.8 and 

one or more pharmaceutically acceptable excipients. 

20. A process for preparing N-(4- f 4-amino-741-(2-hydroxyethyl)-1H-pyrazol-4-

ylithieno[3,2-c]pyridin-3-yllpheny1)-1\11-(3-fluorophenyDurea dihydrogen citrate in a solid 

crystalline form, wherein the crystalline form is Form I of any of claims 14-18, comprising: 
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21. 

10 	hydrogen 

22. 

disease 

hydroxyethyl)-11i-pyrazol-4-ylithieno 

a) providing a mixture comprising (i) N-(4- {4-amino-7-[1-(2-hydroxyetby1)-1H-

pyrazol-4-yl]thieno[3,2-clpyridin-3-y1.lpheny1)-r-(3-fluorophenyOurea, 

water, tetrahydrofuran, and citric acid; 

b) causing N-(4- {4-amino-7-[1-(2-hydroKyethyl)-1H-pyrazol-4-yl]thieno[3,2- 

c]pyridin-3-yllpheny1)-N-(3-fluorophenypurea hydrogen citrate crystalline 

Form.11 to exist in the mixture. 

The process of claim 20, further comprising isolating N-(4-{4-amino-741-(2- 

[3 ,2-c]pyridin-3 -y1) ph enyl)-N-(3-fluorophenOurea 

citrate in a solid crystalline form, wherein the mystalline form is Form H. 

Use off'.. rac,4147.  . -atina eaneep-in-a mammal comprifing administering to a subjee41-aving4lie 

15 	hydrogen 

positions: 

20 	crystalline 

one or 

more 

25 	hydroxyethyl)- 

hydrogen 

parenteral, 

ocular, 

30 	24. 

myeloid 

N-(4-{4-amino-741-(2- 

hydroxyetby1)-1H-pyra.zol-4-ylithieno[3,2-clpyridin-3-yllphenyl)-N-(3-fluoropheny1)urea 

characterized 

comprising 

yllpheny1)-M-(3-fluorophenyl)urea. 

a therapeutically effective amount of (a) 

citrate in a solid crystalline form, wherein the crystalline form is Form II, 

at least by a powder X-ray diffraction peak at any one or more of the following 

8.65, 15.18, 24.47, 28.02' 20, ± 0.2° 20 or (b) a pharmaceutical composition 

N-(4-14-amino-741-(2-hydroxyathyl)-1H-pyrazol-4-yljthieno[3,2-e]pytidin-3- 

hydrogen citrate in a solid crystalline form, wherein the 

form is Form 1:I, characterized at least by a powder X-ray diffraction peak at any 

more of the following positions: 8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 20 and one or 

pharmaceutically acceptable excipients in. the. manufacture of a. medicament for treatiml.  cancer in a TiaMMal. 

23. 

. 	 • 

The 	 22, useniethed of claim 	wherein the crystalline N-(4- {4-amino-7-[l -(2- 

I. H-pyrazol -4-yl]thieno[3 ,2-c]pyridin-3 -y1} pheny1)-N-(3-fluorophenyOurea 

citrate Form. II or pharmaceutical composition. is to be administered by an oral, 

sublinfzual, buccal, intranasal, pulmonary, topical., transdermal, intra.d.ermal, 

otic, rectal, vaginal, intragastric, intracranial, intrasynovial, or infra-articular route. 

25. 

The 	 22, useniethe4 of claim 	wherein. the cancer is myelodyspla.stic syndrome, acute 

leukemia, colorectal cancer, non-small cell lung cancer, and ovarian cancer. 

Use of 	• - -. 	.T.- 	... 	- 	- .1 comprising dissolving N-(4- {4-amino-7- _ 

[1 -(2-hydroxy ethyl.)-1H-pyrazol-4-yljthieno [3,2-c] pyridin-3 -yl }pheny1)-1T-(3- 
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fluorophenyOurea hydrogen citrate in a solid crystalline form, wherein the crystalline form is 

Form II, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 	8.65, 15.18, 24.47, 28.02° 20, ± 0.2° 20, dissolved. in a pharmaceutically acceptable 

or 	 -and 	 the 	 - 	- 	- 	ffeeti-vo solvent 	mixture of solvents, 	administering 	resultift,--self' 	. 	— - 	. 

amount: to- subject having the disease in the manufacture of a medicament for treating cancer in a. mammal. 

26. lise ofA method for treating cancer in a-mammal. comprising dispersing N-(4- {4-atnino-7- 

[1 -(2-hydroxyethyl)-1H-pyrazol-4-ylithieno [3 ,2-cjpyridin-3 -yllphenyl.)-1T-(3 

fluorophenyOurea hydrogen citrate in a solid crystalline form, wherein the crystalline form is 

Form II, characterized at least by a powder X-ray diffraction peak at any one or more of the 

following positions: 	8.65, 15.18, 24.47, 28.02° 20, 4-- 0.2° 20. dispersed in a pharmaceutically acceptable 

carrier, 	 the 	Solid dispersion in 	therapeutically 	 to polymeric 	and administering 	resulting 	 a 	 effective amount 

subject 	 manufacture of a medicament 	cancer 	a. mammal. having the disuse  in. the 	 for treating- 	in 
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