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Claims

[Claim 1] A liquid formulation of etanercept, comprising etanercept; and ene-or
more-stabilizers-selected-from-the sroup-censisting-ef-methionine-
tysinehistidines-and or pharmaceutically acceptable salts thereof as a

stabilizer.

[Claim 2] The liquid formulation according to claim 1, wherein-the-stabilizeris-
methionine-and/orpharmaceutically-neceptablesalisthereefwhich

further comprises one or more stabilizers selected from the group

consisting of lysine, histidine, and pharmaceutically acceptable salts

thereof.

[Claim 3] The liquid formulation according to claim 1, wherein the stabilizer is

present in an amount of 0.1 to 250 mM.

[Claim 4] The liquid formulation according to claim 1, wherein the etanercept is

present in an amount of 1 to 100 mg/mL.

[Claim 65] The liquid formulation according to claim 1, which further comprises
one or more materials selected from the group consisting of a buffer, an

isotonic agent, an excipient, or a preservative.

[Claim 76] The liquid formulation according to claim 65, wherein the buffer is

selected from the group consisting of citrate, phosphate, succinate,
tartrate, fumarate, gluconate, oxalate, lactate, acetate, histidine, and

| Tris.

’ [Claim 87] The liquid formulation according to claim 65, wherein the buffer is
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present in an amount of 0.1 to 100 mM.

The liquid formulation according to claim 65, wherein the isotonic
agent is selected from the group consisting of sodium chloride,
potassium chloride, boric acid, sodium borate, mannitol, glycerin,
propylene glycol, polyethylene glycol, maltose, sucrose, erythritol,

arabitol, xylitol, sorbitol, and glucose.

The liquid formulation according to claim 65, wherein the isotonic

agent is present in an amount of 1 to 1000 mM.

The liquid formulation according to claim 1, comprising 1 to 100
mg/mL of etanercept, 0.1 to 250 mM of methionine or pharmaceutically
acceptable salts thereof, 0.1 to 100 mM of phosphate buffer, and 1 to
1000 mM of sodium chloride.

The liquid formulation according to claim 42, comprising 1 to 100
mg/mL of etanercept, 0.1 to 250 mM of lysine or pharmaceutically
acceptable salts thereof, and 0.1 to 250 mM of methionine or

pharmaceutically acceptable salts thereof-0-+4-te-100-mM-ef-phesphate-
Iallm'i,':"llu 1H000-mM-efsodi hlotide.

The liquid formulation according to claim 42, comprising 1 to 100
mg/mL of etanercept, 0.1 to 250 mM of histidine or pharmaceutically
acceptable salts thereof, and 0.1 to 250 mM of methionine or

pharmaceutically acceptable salts thereof-0-4-te-+00-mM-ef-phesphate-
buffer-and1-to1+000-mM-ef sodium-ehloride.

—Claimt4)]—— The liquidformulation-according to-claim-1-comprising1-to-1+00-

aceeptable saltsthereol-0-toH00-mM-ofphosphete-butfer-and-1-to-
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The liquid formulation according to claim 32, comprising 1 to 100
mg/mL of etanercept, 0.1 to 250 mM of histidine or pharmaceutically
acceptable salts thereof, 0.1 to 250 mM of methionine or
pharmaceutically acceptable salts thereof, 0.1 to 100 mM of phosphate
buffer, and 1 to 1000 mM of sodium chloride.

The liquid formulation according to claim 42, comprising 1 to 100
mg/mL of etanercept, 0.1 to 250 mM of methionine or pharmaceutically
acceptable salts thereof, 0.1 to 250 mM of lysine or pharmaceutically
acceptable salts thereof, 0.1 to 100 mM of phosphate buffer, and 1 to
1000 mM of sodium chloride.



