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What isClamed is:

1. A pharmaceutical composition comprising a eutectic of 35%+2% by weight 5-mannitol

comprising 65%+2% by weight Cyclobenzaprine HCI.

2. Fhe A pharmaceutical composition ef-elaim-3-comprising a eutectic of 65%+2% by
weight 60%-90%-Cyclobenzaprine HCI and 40%—10%-35%+2% by weight 6-mannitol, and a
eutectic of 75%+2% by weight Cyclobenzaprine HCI and 25%+2% by weight 3-mannitol.

3. The pharmaceutical composition of claim 1 or 2, wherein the eutectic of eermprisihg

and-40%+2% mannitol-35%+2% by weight §-mannitol and 65%+2% by weight
Cyclobenzaprine HCI melts at 134 °C+3 °Cand-35%=2%rannitol,70%+2% Cyclobenzaprine

46.  The pharmaceutical composition of any one of claims 1-35, wherein the Cyclobenzaprine

HCI is micronized Cyclobenzaprine HCI.

54 The pharmaceutical composition of any one of claims 1-46, further comprising a
basifying agent.

68.  The pharmaceutical composition of claim 57, wherein the basifying agent is KoHPO4,
NaPO4 or anhydrous trisodium citrate.
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732, The pharmaceutical composition of any one of claims 1-620, wherein said composition
comprises granules.

812. The pharmaceutical composition of claim 731, wherein said granules comprise
cyclobenzaprine HCI and mannitol.

943. The pharmaceutical composition of claim 842, wherein said mannitol is f--mannitol and

d--mannitol.

1024. The pharmaceutical composition of any one of claims 7-931-13, wherein said granules
comprise an inner layer comprising B--mannitol and an outer layer comprising the eutectic of 6-

mannitol and Cyclobenzaprine HCI

1115. A method of manufacturing athe eutectie-pharmaceutical composition of any one of

claims 1-1034, comprising mixing Cyclobenzaprine HCI ,-ard mannitol and a solvent.
1216. The method of claim 1115, wherein said mixing is wet granulation mixing.

1317. The method of claim 1115 or 1216, further-cormprising-wherein the solvent is
water mixiag an acohol, or a mixture thereof .-with-said-Cyclebenzaprine HCl-and-said-mannitol

1448. The method of claim 131+, wherein said alcohol is methanol.
1519. The method of claim 1314, wherein said alcohol is ethanol.

1620. The method of any one of claims 12-1516-19, further comprising drying after said wet
granulation.

1721, The method of claim 1620, wherein said wet granulation and drying are repeated one or
more times.

1822. The method of any one of claims 12-1516-19, further comprising erystatization

crystallizing the Cyclobenzaprine HCI-mannitol mixture after said wet granulation.
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1923. The method of claim 1822, wherein said wet granulation and crystallization are repeated

one or more times.

2024. A method of manufacturing thea edteetie-pharmaceutical composition according to ef-any

one of claims 1-1034, comprising fluid bed drying Cyclobenzaprine HCl and mannitol in the

presence of a solvent.

21. The method according to claim 20, wherein the solvent is water, an alcohol, or a mixture

thereof.

2228. The method of any one of claims 12-21-27, wherein the pharmaceutical composition

comprises the eutectic of 35%+2% by weight d-mannitol and 65%+2% by weight
Cyclobenzaprine HCI and the eutectic melts at 134°€+3 °C.



