HAMSYL

Indicated as a component of multi agent
chemotherapeutic regimen for the treatment of
patients with Acute Lymphoblastic Leukemia who
are hypersensitive to L-asparaginase
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Hamsyl®, comparison with
the Innovator’s product

The retention time and peak profile of Gennova’s product,
Hamsyl®, matches with that of the Innovator’s product. This is
only possible if there is a match of size and purity of both the
products. SEC-HPLC analysis shows Hamsyl® is 99.9% pure,
matching Innovator’s product. The single peak as observed for
Hamsyl® by RP-HPLC indicates the presence of singular species.
The retention time of Gennova’s product, Hamsyl®, matches
with that of the Innovator’s as determined by RP-HPLC.
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In vitro activity assay shows both Gennova's

Hamsyl® and Innovator’s product having .
similar colorimetric output [corresponding to W
e

ammonia release] at various dilutions.
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Hamsyl® is bioequivalent to Innovator in
this study.

A prospective, open label,
randomized, active control, parallel design,
comparative PK study of IM Hamsyl® versus

Oncaspar® in Trough asparaginase level of >100 1U/L
pediatric patients with relapsed with Hamsyl® at 1000 IU/m? observed to
cases of ALL be comparable with Innovator’s product.

Overall survival rate of Pegaspargase
treatment in relapsed cases of ALL >70%
at 2 year.
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Hamsyl® was well tolerated and found to

Hamsyl® be safe and efficacious in the relapsed
(generic Pegaspargase patients of ALL.
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in 2014
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safety reports submitted to

A0S ) It was concluded that use of generic P-Asp (Hamsyl®) was

associated with adequate trough levels and it was well
tolerated in our population of patients.



PEG ASP (Hamsyl®) in combination with
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Retrospective post-marketing study on the use of bio-similar H H
pegasparagase among acute lymphoblastic leukemia patients in India NO new sufe’ry SIQnUI was genercﬂed n

this analysis with bio-similar PEG ASP.
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