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AGILA Specialties, now a

part of Mylan; is recalling
10 lots of Etomidate injec-
tion, used in general anaes-
thesia in the US due to
presence of small black par-
ticles in vials and inappro-
priate labeling.

The company, formerly a

.part of Bangalore-based.

Strides Acrolab and sold to
Mylan Inc for a total con-
sideration of up to $1.75
billion last year, had initiat-
ed the nationwide volun-
tary recall on February 14.

“Agila Specialties is
conducting a voluntary na-
tionwide recall to the hos-
pital/user level of 10 lots of
Etomidate
mg/ml - 10 m! and 20 ml,”
the US food and drug ad-
ministrationn (USFDA) said
on its website. _

The 10 lots were manu-
factured by Agila Special-
ties Polska in Warsaw,
Poland. All of the products
bear a Pfizer label, it
added.

Citing the reasons for
the recall, the USFDA said
it was "due to the potential

. for small black particles,
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identified as paper shipper -
labels, to be present in indi- -

vidual vials; the potential

for missing lot number
and/or expiry date on the’

outer carton, and the po-
tential for illegible/missing
lot number and expiry on
individual vials.”

Intravenous administra-
tion of particles may lead to
impairment of microcircu-
lation, phlebitis, infection,
embolism and-subsequent
infarction, it added.

Mylan and Pfizer have
not received any reports of
adverse events related to
the recalled product to date,
the USKFDA statement said.

Etomidate is'a hypnotic

_drug without analgesic ac-

tivity. It isindicated by intra-
venous injection for the in-
duction of general anaes-

‘thesia. -

Etomidate is also indi-
cated for the supplementa-
tion of subpotent anesthetic
agernts.

Etomidate is a carboxy-
lated imidazole derivative
that has anesthetic and
amnestic properties,  but
that has no analgesic prop-
erties. ,

In emergency settings,
etomidate is one of the
most frequently used seda-
tive hypnotic agents.
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