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DRLunder US scanner
for packaglng Vlolatlons '

: feBureau

, 'Hyderabad, Aug 20.: Dr Red-

dy’sLaboratorieshas comeun-
- ‘der the scanner of the US De-
: .parhnentof Justiceforalleged
»violations of some provisions

. of the Consumer Product Safe- -

ty Act, mvolvmg child-resis-
‘tant packagmg regulatlons
However, the company has de-

. nied the Consumer Product -
- Safety Commission’s (CPSC’s) . |

" allegations.
"' Inafiling with the US Secu-
rities and Exchange Commis-

_sion (SEC), the company said
that the issue was related to -

compliance with require-
. ments of special packagingfor
child-resistant blister packs
for six products sold by the
. company in the US from 2002
throdgh 2011. The company

- listed out many contingencies -

- InitsFormékK, includinglitiga-
.tions on Norfloxacin, Nexium
".and Zometa, among others.

“The company disagrees -

with the CPSC’s allegations
_and is engaged in discussions
with the CPSC regarding its
compliance with the regula-

- tions. Simultaneously; the De-
: partment of Justice (the DOJ)
is also currently investigating

a complaint related to these is-

WW\

Inan SEC fllmg,

t Reddy’s

said theissue

was relatedto -

compliance wuth

‘special packagmg

of child-resistant

blister packs for

| six productssold -

by the company-
inthe US

e

sues under the Federal False
Claims Act. Atthis stage of the
proceedings, thecompany can-
not conclude that the likeli-
hood of an unfavourable out-
come is either probable or
remote,” thefiling said.

In May 2012, the CPSC had
requested Dr Reddy’s Labora-
tories Inc, awholly-owned sub-
sidiary of the company in the

US, toprovidecertaininforma-
tion with respect to compli-
ance with requirements on’
special packaging for child-re--

sistant blister packs for six
products,asmentionedearlier.
Thecompanyprowdedthereq-
u1s1temformat10n

The CPSC subsequently al- .
leged in aletter dated April30,
2014 that the company violat-
ed the Consumer Product
Safety Act and the Poison Pre-
ventionPackaging Act(PPPA)
andintendstoseek civilpenal-
ttes. Specifically, the CPSC as-
serted, among other things,
that from or about 14 August
2008 through June 1,2012, the’
company sold prescrlptlon_
drugs having unit dose pack-
aging that “failed to comply”
with the CPSC’s special child
resistant packaging regula- -

‘tions under the PPPA and -
Tailed to. issue general certJﬁ

cates of* conformance i






