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In5yrs, USFDA
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Bengaluru: As. many as
i 13,334 products made in India
i Wwere rejected by the US Food

! and Drug Administration

{ (FDA) between 2010 and 2015,
:" FDA data shows, During the
i period, it rejected imports of
i 15,087 Chinese products,

i Accordingto the ministry
:- of commerce and. industry,
i therejected products include-
-patent medicines, generic
medicines, ‘snacks, bakery
produets, spices (ground;

i+ mixed) and seasonings, bath -

: soaps and detergents. And,*
: thereasons include problems
! in packaging, misbranding,
: . contamination, high residue
i - levelsand labelling.

: In January 2016,India saw
i 228 rejections — China saw
4 814 — pointing to another ye-
i arof hugerejections ata time

when the Centre has been ad- )

{ vancing the 'Make in Indig’

campaign, On January 7,:

e 2016, three drugs from Intas

i Pharmaceutical Limited and ‘I

i Sanofi India Limited, were
i rejected as they were unapp-
i .roved drugs under sections

] “505(a);801(a)(3)” of the USre- .

£ gulator's guidelines.
i+ When asked to ecomment
i' about-the rejections, Biocon

;- CMD Kiran Mazumdar-Shaw -
i said: “T cannotcomment on -

} specific cases, But, there isa
: problem, ranging from data:

i . integrity issues where.some :

of our firms have been caught:

i fudging data red-handed, to: :
i issues with clean environ- ,
ments — there was a ‘case
i* whereasterile area hadalea-. :
ky roof = which is unaccep- -

table and so on.” Shaw added:
“Just look at the warning let-
ters issued

- additive, namelynitrofarans
© (bl Is unsafe," he FDA says
regarding orie of the items. -

: -Experts say there have be-
: “en several issues over the.ye-

 rejected 13,000 _
Indian p

roducts |

In January this year,

India saw 228 rejections
by the US food and drugs
regulatory body, pointing
to another year of huge
rejections at a time when
the Centre has been
advancing the
Make-in-india agenda,
Rejected products .
include patent med-
icines, generic drugs, - -
snacks, bakery products,
Spices and seasonings,
soaps and detergents -

"‘remust take this up onawar
_footing. “The ministry of:
- commerce has some initiati-. -
- vesand several ‘standard con--

3

arsandthatitisnotnewtosee’

such high rejection rates .
from the United States. Howe:

- ver, the number of rejections
~Was consistent,

although .
notwith huge differences; de-
creasing from 2012 to 2014;, -
That changed in 2015, when

- 2811 Indian products were re..

jected — slightly less than
China’s2,461. oy
Speaking to TOI from Del-
hi, Ajay Sahai, director gene- ;.
ral&CEQ of the Federation of «
Indian Export Organisation”.
(Fieo), said: “Until a year ago;::
the Indian industry’s focus:.
was not on standard and qua-: °

* lity. There may be a lot of rea-

sons for this, but if one hasto.
compete in the global market, . ;

has tobeadhered to.”.

claves' have been conducled.
But that isnotenough. Weare -
lateto start, soweneedtodoa

littlemore,” he said.



