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Glenmark US partner Salix gefs

FDA ned for Crofelemer tablet

Press TRUST OF INDIA

" New Delhi

 DRUG firm Glenmark Phar-
' maceuticals on Tuesday said
US health regulator has

granted marketing approval
to its US partner Salix Phar-
maceuticals for Crofelerner
tablets used for treating di-
arthoea in HIV patients,

US food and drug ad-

ministration (USFDA) has
provided marketing ap-
proval to its partner in US,
Salix Pharmaceuticals, for

Crofelemer 125 mg de-

layed-release tablets.

This is used for the
symptomatic relief of non-
infectious diarrheea in pa-
tlents with human immun-
odeficiency virus (HIV)/
acquired immune deficien-
cy syndrome (AIDS) on an-
ti-retroviral therapy, the
company said.

Commenting on the de-
velopment, Glenmark’s
CMD Glenn Saldanha said:
“The USFDA approval of

Qosgdod™)

, BooSter dose

mUSFDA has given -~
marketing given fo Salix |
Pharmdceuticals for
( rofelemer tablets -

. This is used for the
relief of non-infectious

- digrrhoea in patients
wnh HIV/AIDS

l Th|s isa sngmftconi
step in addressing the
unmat medica) need of
people with HIV/AIDS

Crofelemer for HIV associat-
ed diarthoea. will pave the
wave to Jaunch Crofelemer
across our territories. This is
a significant approval mile-
stone and will enable the first
NCE launch by Glenmark
across emerging markets.”
Most importantly, this is
a significant step forward in
addressing the unmet med-
ical need of people with
HIV/AIDS on anti-retrovi-
ral therapy (ART) who ex-

penence non- mfectlous dl-'
hoea; which oftén.can

lead to reduced: tréatment

compliancé, he.added.
“Crofelemer, a 1oca]1y~

acting,. mindmally-absorbed

drug is believed to act by

‘blocking chloride secretion
and thus reducing the aci

companying high volume
water loss seen in HIV as-
sociated diarrhea...,” Sal-
dantha said. Glenmark -is

" the sole API supplier glob-
- ally for Crofelerner {(ex-

China), the company said.

In addition, the phase 11I
study showed that Crofele-
mer did not influence the ef-
ficacy or safety of the pa-
tients HIV medications, it
added. The FDA approval of
Crofelemer is based on
“randomised, double-blind,
placebo-controlied (one
month) and placebo-free
(five month) mult-centre
study of 374 HIV-positive pa-
tients on ART, with a history
of diarthoea for one month
or more,” company said.






