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USFDA's labeling proposal to
increase exposure to lawsuits,
says DRLin SEC fllmg

fe Bureau .

Hyderabad, June 27: The
‘new labeling rule, proposed
by the US Food and Drug Ad-
ministration ‘(USFDA), is
‘bound to increase comap-
" nies’ potential exposure to

lawsuits relating to product

< safety and warnings on la-
bels, Dr Reddy's Laborato-
ries (DRL) said in a filing

. with the SEC. The proposed
ruleaims tobring down safe-

- ty-related risks, which has
been an issue in the regulat-
ed markets.

. Initssubmissionof Form
20F to SEC, the company
-said, “If the USFDA’s pro-
posed new rule is adopted, it

- may increase our potential
exposure to lawsuits relat-
- ingtoproduct safety, side ef-

el

j ;- fects andwarnmgsonlabels
" Thisnew potential exposure

to lawsuits may also in-

_creasetheriskthat, inthefu-

ture, we may not be able to

-obtain the type and amount

of coverage we desire at an
acceptable price and self-in-
surance may become the
sole commercially reason:
able means available for
managingtheproductliabil-
ity risks of our business."
OnNovember13,2013,the
TSFDA proposed a new la-
beling rule, which the

~ agency believes will speed

up the dissemination of new

‘safety information about

generic drugs. Under the
proposal, generic drug man-
ufacturers would be able to
independently update prod-
uctliabeling.






