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Health Canada asks Ipca to
stop 1ngred1ents shlpment

USFDA detected clata '.

-manipulation by

Muymbai, September 22,

Just months after Ipca voluntanly
stopped the export of pharmaceu- -
tical ingredidnts to the US, the -
drugmaker has been asked by .

Health Canada to- stop similar
shipments to:Canada as well: :

Health Canada has taken the

precautionary step-of askmg Ipca -
.Laboratories in India to veluntari-
Jy stop shipment of products to
.Canada, based onra review of a re- -

cent good manufacturing practic-- -

es (GMP) inspection report by the
-USFood and DrugAdmlmstrauon

(FDA) where theyidentified falsifi-.-

cation and manipulation of data -
- issued at the company, the regula-

(or said.
“Ipca had not disputed the FDA

" findings with Health Canada,” it

said, adding that the FDA has not

FDA inspection’ pose a fjsk”

_1ssued a recall of any of the affect-
.- edproducts.

In July, Ipea had voluntanly

.~ stopped exportingactive pharma- :

' ceutical mgredxents (API) from its:

- Ratlarn plant in Madhya Pradesh ...

“-. tothe US, following regulatory obx:

sérvations made by the US regula- -
Stor ! ’ :

"Health Canada’s recent direc-
tive covers about 21 APIs. The De- .

partmenthasalsoasked Canadian_.. CA to gather mere information |
', -companies that import product’,. '
containing APIs from the IPCA fa- -
cilities to temporarily quarammei-.

these products, itadded.
- Since thereisno mdlcauon
the issues identified during’

health, the' Canadian regulat'

said, it was not requesting a-recall
-of productsalreadyjinithe market:::
But that could change if the sltua- :

tion changes; it added.

The developuents in Canada
come even as drugmakers like
Ranbaxy and Wockhardt grapple

“with USFDA scrutiny on several of

their plants More recently, even- -

- Sun Pharma has beer facing regu-

latprylssues at some of its plants s

Regulatorscollaborate g
. As regulators around the world

- share informnation and inspection’

eports,. Health Canada said it

- would continue to work with oth- -
. er dnternational regulatory part- s

ners, Cariadian importers and. IP-

- aboutthe products involved.

~The information being sought -
;includésanyadditional testingbe-
.ing done, the medical necessity of
the products involved, their mar-.
ket shate, and rlsk assessments lt,. :

‘said.

The process could take a few
‘wéeks to complete given the com-
plexity-of efforts, it said, adding
“that the voluntary quarantine
would continue unitil the Depart-
ment was satisfied that adequate

measufes werein place to confirm - .

the quality of the products from
these facilities.






