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Objections

Claims [u/s 10(5) & 10(4) (c)]
1. 1. The subject matter of the claims 3 and 8-14 is not a technical feature.

2. Subject matter of the claim 13 intended for use cannot be considered as an inventive feature within the meaning of
section 2 (1) (j).

3. Claim 11 and 12 refers to “kit” which is not an invention u/s 2(1) (j) of The Patents Act 1970 as it lacks any functional
feature. It is a mere combination of components and instructions for use with no novelty or inventive step whatsoever in the
said way of placement.

4. Claims attract section 10 (5) and 10 (4) (c) as it lacks examples support in the description.
Invention u/s 2(1)(j)

1. Applicant's response to FER, dated 04/05/2023 has been considered carefully; originally filed claims (1-22) are replaced
with amended set of claims 1-14.

The applicant states that the alleged technical feature of the instant application lies in “prevention of stardust particles of
antibody formation by placing the formulation in plastic container or raising the concentration of antibody’.

The applicant’s response is not persuasive and not satisfactory with respect to the objections regarding the inventive step of
the amended claims. The objections have not been met and are maintained.

The presently modified claims relates to an antibody formulation comprising, an antibody, citrate buffer, polysorbate,
arginine and sucrose, and a container containing the said formulation.

As already mentioned in FER, D1-D3 clearly disclosed all the components of the formulation and the antibody with 100%
similarity, 100% coverage and 111 amino acid length. All the other components of the formulation were also disclosed.

The difference between the cited prior art and present application is placing the formulation in plastic container rather than
glass container, and use of higher concentration of the known antibody.

The alleged solution cannot be considered as involving an inventive step, as it is technically same as the cited prior art
formulation. Storage of the formulation in plastic container and use of the higher concentration of antibodies is a routine
practice and doesn'’t involve any inventive feature.

Therefore, the subject matter of the amended claims 1-14 do not constitute an invention as per the section 2(1)(j) of The
Patents Act, 1970, and the objections are sustained.

Non-Patentability u/s 3

1. 1. Subject matter of the claims 1-14 attracts section 3(d) of The Patents Act, 1970, in view of the cited prior art.

2. Subject matter of the claim 1-7, 13 and 14 attracts section 3(e), of The Patents Act, 1970, as itis a
substance/composition obtained by a mere admixture resulting only in the aggregation of the properties of the components
thereof.
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