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Mumbai: In another satback

Indian drug manufacturerS"

have now come under the scan-
ner of the Canadian health reg-
ulator, Health Canada. A num-
ber of pharma companies are
already under the lens of ‘the US:

- ‘Food and Drug Adininistration’
: (FDA) over compliance-related-

issues.
Health Canada, on Tuesday.

sajd that Canadian importers

have agreed to stop the importa-

- tion and distribution of prod-’
- ucts from the Srikakulam facil--
_ 1ty of Dr Reddy’s Laboratories

and Pithampur facility of Ipca
Laboratories.

. The Canadian medjcal reg-
ulator in its website said, *At

" Health Canada’s request, Ca: -

nadian importers have agreed
to quarantine health products
from the following two India-
based sites due to data integ-

> Fity concerns. This action
- ‘eomes:in light of recent infor-

. r;latlon {from a trugted: regula

the laboratory data generated
at these sites. Health Canada

% is taking this action as.an in-

* terim precautionary measure

to help mitigate a‘ny-pote'ntial
risk.”
The agency further sald that

: at this time there is no idéntified -

risk to health, and Health Cana-

> da is not i-eguesting arecall of
- any of the products.

Health Canada’s actionap-

plles to- actwe pharmaceutlcal

o
o

- Canada.
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US FDA. v'I‘he Us drug regulator-

has jssued Form 483 to both

.~ these facilities and raised nine

inspectional observations on

- Hyderabad-based Dr Reddy’s
* Srikakulam facility. According
" toaresearch report by an inter--
- national brokerage, FDA also
" raised six observations en-the
- Ipca’s Indore facility. out of
which two are critical observa: °
" tions and could delay recovery

of Ipca’s US sales.

Earlier in.July this year, Ipca :
voluntarily stopped shipments.

from its APIs manufacturing fa-

cility at Ratlam- (Madhya,

2 Pradesh) after an US FDA in-

ingredients (APTs) from Dr Red-
said, “We have volu'ntarlly

dy's Laboratories as well as to
finished drug products from a
different Ipca Laboratorfes fa-
cility than is curreritly subject
to import restrictiofs by: Health
sdith Cana.d_

‘1 :
uéts aﬁ'ected by the quarantine

“To date, notie of the affected
products have been determined
by Health Canada to be medi-
cally necessary,” the agency

" added.

Only a few months back
Health Canada, took: action
agamst Ipca Lab raxsing con-

_cerns over reliability of data on
“safety and quality” grounds’

of its facilities,

A spokesperson.of Dz:Reddy’s

placed under- quarantine 4l

_ APIs and the formulation based

on APIs produced at our AP] fa-
cility in Srikakulam districtof «

Andhra Pradeshintended. foi‘/"

use in.Canada. % {BFD

We believe.our“APIs and fin'
lshed drug products manufac-
tured ising these APIs pose no
risk to the health.and safety of
the Canadian beople. At this
stage, production. is continuing
in the normal course and we are
working with the agency for a
satisfactory resolution of the
matter.”

Both Srikakulam facility of
Dr Reddy’s and Pithampur facil-
ity of Ipca Lab have recently
come under the scanner of the

spection raised certain observa-
tions in Form 483. -

The company had then said '
that it temporarily suspended
the shipmenits till the Jissue is -

addressed. It had also said: that
the declsion would impact the
company’s formu]atwns Pxpol t
business to the US market sirice
the formulations manufactur-
ing units at Piparia (Silvassa)

He Ratlam’ facih%‘y‘” =t

* Sarabjit Kour Nangra, VP re-
search - pharma, Angel Broking,
said, “The US FDA, being the
reference for the Health Canada,
it is likely to rely on US FDA's
inspection and their reports to
take future course of action.
Both Dr Reddy’s and Ipca Labs
do not derive significant reve-
nues from these facilities and
hence we don’t think the devel-
opment would have an 1mpact
on the compames "
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