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How do You see the recent spate of
wami$Es issued to.lndian Pharma
cdmpanies by the US.regulatorUsF-
DA? ls there any reason to doubt the
qudlity of Indian genericsand iS
manufaduring?
This is f,othing new Initially, we started
small but today we have become the
lugest suppliers of generic drugs to
the US, ln volume teuns, we must De
35 percentto 40 Per,cent,

/Pharmaceutical lobbY
in lndia is weak' /

datins the daa that is submitted before
rhe U-SFDA. It is a cultural problem' It
is rotited only duin-g insPection, be
ouse the mount 0llecofds tnat come
ue humongous. md You have to maitr-
aitr all the records You have to work
for four hours md rcord it for six
hom. In hdia, we geuqally like to
work md trot maintain records. It is not
ou culture md this is what hits us.

Are Indianfirms not geardd uPde'
spite many Yws of experience? .
The problem is that we have expmdd

monentially. SuPPose a Parhculu
oh'umaceutical comPmY had l0 aP-

orovals three years ago Today' they

may have 200 ANDAs. So sddenly m

ard may be uound 10 Per
centto 15 Der centn value
tems. We dm have the high-
esttruberof USFDAat|
Droved plmti outside $eUS.
i here rirust be mqre thm 150
USFDA approved mmulac-
mm inlndia.

Indians have been getting

twoyeilsyou havesubmit-
ted data for 200 Products. lb
maintain data integrity for
2O0 prlducts is not esy.
And ifvou have nor man-
ained data for each ANDA
submi$ion,youare boud
to Imd up in trouble wiih the
regulator during itrPedron.

But I believe that ln Glse of
hugevalue bysellirrg genefcs -

md so derybody wa4rs b get

in to tlle US markel Initially, people set

atmosi a[ ttre'cirtriplnt*'Jf your trial
n rn fAils. ]]wvatimes ther re@tos €rufails,]mY
delbted.HoryEtrl'ffi,T$3f,{'S:Htr''*if.h',"'l

re@rdsile

Jotl in*sitv t -t*-a huge problem'
As a piactice, we also do no t Protect

ou dati with a Pmword. Each legal
us6r interface has a tlliqile lT) and isto
be usedby only one person This costs

money, Somcdmes, to cutcosts, people

shown s logged in. Thecompxter ,
record keepirrg is also poon Wnen lre

USFDA tries tovedfythe hn d coptes

ofthc records,fieY findissues oiovtr

rwiting or double witing. At times

some oftiepapers mecven desfioyeo

Do you meanto saythatthe Problem


