PRESS INFORMATION BUREAU

kelicaikocicr

GOVERNMENT OF INDIA

YRE ALHR

ToN CI.ARKE
Reuters ~ *

WASHINGTON: An Indian -

. subsidiary -.of -Canadian

- drug compdny Apotex ma-

_ nipulated laboratory data,
‘retesting samples until the

- results were acceptable; dc-

- cording to.a warning letter

posted by the US food and

drug admimstrat:on onits.
* website on Tuesday.
i The letter, dated June'
.16, referenced an FDA in-

. spection that took place in
. January:at the' company's
facility in Bangalore, wherc -
. inspectors found: signifi-

cant deviations from good
manufacturing practices.
The -inspection found

Cthat the company, which
_makes pharmaceutical in-

gredients, routinely -com-
pleted sample:analyses-and

‘recorded : the data only..if

the results were acceptable.

_If the results-obtained
were atypical, a fresh sam-
ple was to be prepared and

analyzed, the, FDA said in,

its Jetter, The ‘original sam.-
ple testing was not record

o ed.

“In April, the

: FDA .
. banned imporis from "the
- facrhtv, saying it did not
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?h, cility, saymg it dldn

comply with qﬁality stan-

dards. The move followed

similar bans. on . certain

produgcts from Ind1an drug- .
- company's failure to create.

makers Ranbaxy Laborato-
ries, Wockhardt and Sun
Pharmaceunca.l Industries.”

.The FDA said a response

: by prrvately held Apote\ in
“Tebruary to the agengy's in- -

spection report lacks suffi-
cient corrective actions ‘and
that the issues raised dur-
ing the inspection deimon-

‘strate a general lack of reli-

poale!™ !

. INTROUBLE WATER In April, the FDA banned imports from
comply with quallty standards '

ability and accuracy of data
generated by your ﬁrrns

laboratory.

The agency sard the

and maintain accurate doc-
umentation is a repeat ob-

' servation reported to your .

facility during the 2006 and
2010 inspections.
The FDA said that until

the company corrects all
_the deviations, it may with-

hold approval of any new

- product applications.

‘USFDA warns Apotex’s Bangalore
| facﬂlty for fraudulent drug data

immediately available. -
‘Apotex is a, ‘Canadian

- company is the largest pro-
ducer of generic drugs in
Canada, with sales exceed-
irig $1 billion (CAD) ayear.
‘The company _ produges

pharmaceutlcals in.approx-

600 molecules under devel-
opment. , Apotex. €xports

tries

tex products .in- Canada

) maccutlcal company. -
Apotex
Apotex, Foundation; a pri-
vately held charitable or-
* ganization, which has dg-

" “nated over 817 mrlhon in

medicines over the Jast 10

years Critical . medicines

‘more ,than:.300 generic

Apotex ofﬁcrals were not :

pharmaceutical corpora- .
tion.- Founded in 1974, the .

imately 4000.dosages, and :

products to over 115 coun-'._'
around 7 the’
¢ “globe. There are more pre- -
& scriptions filled with,Apo-

- than that of any other phar- |

founded the -

have been shlpped to eVery.

disaster 7one around the
- glohe £0.pr ovrde assistance

‘to humans in need. ‘Apotex

was also the only Canadian

coinpany to. develop and
manufacture a combma—
tion drug for AIDS panents
in Rwanda.






