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~ Directorate general of H S
Office of Drugs Controller General {India)

To,
All State Drug Controllers

Subject: Suspension of import / manufacture

their formulations In the coun

Sir,

Formuiations of Sibutr
as anti-obesity drugs./On 251h Oct, 2010, the
stopbed the marketing and distributi
Sibutramine Cardiovascular Qutcorn
mluding those in Europe, USA Canada &

withdrawn the marketing authorisation of Sloutramine in
" view of above, an Expert Commiltee was constituted

ssue and 1o recommend regulatory action to

continued marketing of Sibutramine & R-sibutramine in the country
A meeting of the Expert Committes was held on 172

pend impart / manufacture of Sibutramine &

courtry as their continued use is associated

of cardiovascular events such as heart attacks and stroke,

quested to suspenc all the licenses granted to

distribution of Sibutramine & R

fecommended as an immediate step to sus
R-sibutramine and their formulations in ihe
with increased risk

in view of above, you are hereby re
manutacture for sale and
formulatione with immediate effect
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ealth Services
FOA Bhavan,

Kotia Road, New Delhi,
42 oy 200

of slbutramine & R-sibutramine and

try - regarding.

mine & R-sibutramine are being marketed in the country

originator of the drug M/s Abbott has

on of the drug in India based on the results of
es Study (SCOUT),

Valloue regulatory Authorities
Australia have either_suspended or
Octoner, 2010.
to examine the safety
country In respect of

be taken in the

i

" Novernber, 2010 and it

-sibutramine and their

Action taken in the matter may please be intimated to thig Directorate.

Lopy to;

1. All Zonal / Sub-Zonal Offices of CD

Not to allow import of Sibutramine
with immecdiate effect.

Yoprs faithfully

O

Dr. St;rlnder Singh i
Drugs Controller General (India)

SCO with following direction:
& R-sibutramine and their formulations
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