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ANNEX A 

Claims 

1. An article of manufacture containing a liquid, highly concentrated, stable pharmaceutical anti

HER2 antibody formulation of a pharmaceutically active anti-HER2 antibody for

subcutaneous injection comprising: 

a. 120 ± 18 mg/ml anti-HER2 antibody;

b. about 1 to 100 mM of a buffering agent providing a pH of 5.5 ± 0.6;

c. about 1 to 500 mM of a stabilizer or a mixture of two or more stabilizers;

d. about 0.01 to 0.08 % (w/v) of a nonionic surfactant; and

e. about 1500 to about 12000 U/ml of a soluble hyaluronidase enzyme,

wherein the anti-HER2 antibody is Trastuzumab, 

wherein the formulation is provided for administration in the form of one single combined 

formulation, 

wherein the article of manufacture comprises a container which holds the formulation and 

instructions for its use, and 

wherein the term "about" means variations of+/- 10% of the specific value. 

2. The article of manufacture of claim 1 containing a liquid, highly concentrated, stable

pharmaceutical anti-HER2 antibody formulation according to claim 1, comprising about 

12000 U/ml of said hyaluronidase enzyme. 

3. The article of manufacture of claim 1 or claim 2 containing a liquid, highly concentrated,

stable pharmaceutical anti-HER2 antibody formulation according to the said claim, wherein 

the hyaluronidase enzyme is rHuPH20. 

4. The article of manufacture of any one of claims 1 to 3 containing a liquid, highly concentrated,

stable pharmaceutical anti-HER2 antibody formulation according to the said claim, wherein 

the anti-HER2 antibody concentration is about 120 mg/ml. 

5. The article of manufacture of any one of claims 1 to 4 containing a liquid, highly concentrated,

stable pharmaceutical anti-HER2 antibody formulation according to the said claim, wherein 

the buffering agent is at a concentration of 1 to 50 mM. 






























































































































