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55 Hydrated Sodium Salt of 5-Chloro-3-(2-thenoyl)-2-oxindole-1-carboxamide
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Title hydrates are prepared according to Example 10 of Kadin, U.S. Patent 4,556,672. Alternatively, 5-chio-
ro-3-(2-thenoyl)-2-oxindole-1-carboxamide (Example 8 of said Kadin; §1.2 g., 0.16 mol) was suspended in 400
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3 ' EP 0 277 738 Bl -Sodium sal t of 5-chl oro-3- (2-thenoyl)-2-oxindol e-1-

600. 00 g. carboxam de (561. 52

g. A*) 5°'Mcrocrystalline cellul ose gpiwirgess sPH101)

885.75 g’ 10 Hydrated corn starch ' 236. 25 g.
Povi done (PVC- 30) 105.00 g. 15 (*A
refers to the acti i adi.4al as.free acid) 20 The dried, wet
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finished bl end. Thddwicejs®Hd91denonstrated excell ent gBkQgwavai | ablity when
orally dosed in dogs, showi ng by blood | evels a high 89% bi oavavailability -
relative to an orally dosed solution. 35 Clains Clains for the foll ow ng
Contwacting StatesBYfirateg comn BareR GB, I T, LI, LR36N25 G 40 1.
Anhydrous, crystalline sodiumsalt of

5-chl oro-3-(2-then élp'%, 2- oxi ndol % 1- carboxam de. 2. A process for the
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phar macgut i Capp Yriéhdwet gRhGAR polics whs thetlkinePlieridad ihe - 5. A sodi um salt as
claimed in claiml1l for use as a nedicanent. 6. The use of a sodiumsalt as
clagged in claiml1 for the manufacture of a nedicanent for use as an

anal gesi ¢ or antii rfedmistAarciygdycoddte Clains for the fol | owi ng
Contracting States: (Bxplafeb)’ A process for the prepa??a?'r%ﬂ 9f anhydrous,
crystal bd ne sodiumsalt of 5-chloro-3-(2-thenoyl)-2-oxindol e- 1-carboxam de

whi ch conprises stigri r di ng hydrated for ] cetonitrile.

2. A proggss accorcﬁur%'{ﬁgsoﬁcﬂcgtne’l%%&% ch is carried oum%\nfagrrgl'ent

t enperature. 55 Sodturl WWWISAS SuliFagy eparing a phar gpegyt ycal

conposition, characterised by 'mxing a sodiumsalt as defined in claiml

wWth a ﬁhar negogldglla nat'zLyl)leeg &%&B}ng l?‘:;O(zf‘ng. I\-llelrjee prgpagei;i or(l: 9 gmlre%&dnalllcapsule filling machine, using
a fill weight of 375 mg. of the finished blend. These capsules demonstrated excellent bioavailability when orally
dosed in dogs, showing by blood levels a high 89% bioavailabllity relative to an orally dosed solution.

35
Claims
Claims for the following Contracting States: AT, BE, CH, DE, FR, GB, IT, LI, LU, NL, SE
40 - 1. Anhydrous, crystalline sodium salt of 5-chloro-3-(2-thenoyl)-2-oxindole-1-carboxamide.
W 2, A process for the preparation of anhydrous, crystalline sodium salt of 5-chloro-3-(2-thenoyl)-2-oxindole-

1-carboxamide which comprises stirring a corresponding hydrated form with acetonitrile.
3. A process according to claim 2 which is carried out at ambient temperature.
4. A pharmaceutical composition comprising a sodium sajt as claimed in claim 1 and a pharmmaceutically
45 acceptable diluent or carrier.
5. A sodium salt as claimed in claim 1 for use as a medicament.
8. The use of a sodium salt as claimed in claim 1 for the manufacture of a medicament for use as an
analgesic or antiinflammatory agent.

50 Claims for the following Contracting States : ES; GR

1. A process for the preparation of anhydrous, crystalline sodium salt of 5-chloro-3-(2-thenoyl)-2-oxindole-
1-carboxamide which comprises stiring a corresponding hydrated form with acetonitrile.
2. A process according to claim 1 which is carried out at ambient temperature.
56 3. A process for preparing a pharmaceutical composition, characterised by mixing a sodium salt as defined
in claim 1 with a pharmaceutically acceptable diluent or carrier.
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Soft gelatin capsules containing 100 mg.A were prepared on a conventional capsule filling machine, using
a fill weight of 375 mg. of the finished blend. These capsules demonstrated excsllent bioavailablility when orally
dosed in dogs, showing by blood levels a high 89% bioavailability relative to an orally dosed solution.

35 .
Claims
Claims for the following Contracting'States: AT, BE, CH, DE, FR, GB, IT, Li, LU, NL, SE
o 1. Anhydrous, crystalline sodium salt of §-chioro-3-(2-thenoyl)-2-oxindole-1-carboxamide.
‘?‘“ 2. A process for the preparation of anhydrous, crystalline sodium salt of 5-chioro-3-(2-thenoyl)-2-oxindole-

1-carboxamide which comprises stirring a corresponding hydrated form with acetonitrile.
3. A process according to claim 2 which is carried out at ambient temperature.
4. A pharmaceutical composition comprising a sodium salt as claimed In claim 1 and a pharmaceutically
45  acceptable diluent or carrier.
5. A sodium salt as claimed in claim 1 for use as a medicament.
8. The use of a sodium sait as claimed in claim 1 for the manufacture of a medicament for use as an
analgesic or antiinflammatory agent.

50 Clalms for the following Contracting States : ES; GR

1. A process for the preparation of anhydrous, crystalline sodium salt of 5-chloro-3-(2-thenoyl)-2-oxindole-
1-carboxamide which comprises stirring a corresponding hydrated form with acetonitrile.
2. A process according to claim 1 which is carried out at ambient temperature. _
85 3. A procass for preparing a pharmaceutical composition, characterised by mixing a sodium salt as defined
in claim 1 with a pharmaceutically acceptable diluent or carrier.
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1. Procédé de préparation du sel de sodium cristallin et anhydre, du 5-chioro-3-(2-thénoyl)-2-oxindole-1-
carboxamide, qui consiste & agiter une forme hydratée correspondante avec de I'acétonitrile.
2. Procédé suivant la revendication 1, qui est mis en oeuvre a température ambiante.
45 3. Procédé de préparation d'une composition pharmaceutique, caractérisé en ce qu'il consiste & mélanger
un sel de sodium suivant Ja revendication 1 & un diluant ou support pharmaceutiquement acceptable.
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