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PARENTROVITE & ALLERGIC
REACTIONS

Parentrovite {Bencard) ampoules contain
high doses of Vitamin B and the C group
vitaming together with metabisulphite
for intravenous  or  intramusoular
administration,

Betwesn 1870 and July 1988 the Com-
mittee received 80 reports of adverse
regetions assoctated with Parentrovis,
21 of these were received in 1887, 78 sus-
pected reactions occurred during or
shortly after intravenous injection, the
remaindng 12 after intramuscular injec-
tion. The most fregquent resctions
included 41 cases of anaphylaxis {2 of
these were fatal), 13 cases of dyspnosa or
bronchospasm, and 22 cases of rash or
Hushing. Previous uneventful exposure
was noted in § cases.

Doctors are reminded that potentially
serious allergic adverse reactions may
oceur during, or shortly after, the admin-
istration of Parentrovite.

It is recommendead that:

- Parentrovite use is restricted to patients
in whom parenteral treatment is
assential

- When given intravenously it should be
administered by slow (10 minutes)
nfusion.

- Facliittes  for treating  anaphylaxis

should be available when Parentrovite
iz administered.

FENBUFEN, RASH AND
PULMONARY EOSINOPHILIA

The Committes has receivad 7 reports of
a suspected association betwesen a rash
and an allergic interstitial lung disorder
in patients undergoing ireatment with

enbufen {(Lederfen-Leders)

All cases developed a widespread rash
{in four cases within 2 weeks of starting
tenbufen) that heralded a more gener-
alised iliness comprising cough, fever,
malaise and breathlessness requiring
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admission o hospital, A dlagnosis of pul-
mpnary eosinophilia was made in B
cases; all B had ostecarthritis. The
remaining 2 reports concernsd  the
appearance of an Tallergic alveolitis™
associated with the use of fenbufen; one
of these cases was seropositive for theu-
matold arthritis, All patiants racoverad
within 4-6 weeks of stopping fenbulen,

Rashes  are  frequently reported  in
patients receiving fenbufen [see “Current
Problems 237} and, in a small proportion
of cases, thisreactionmay be followed by
a saverg illness characrtensed by an

allergic  alveslitis  or &  pulmonary
eoginophilia,

NEFOPAM HYDROCHLORIDE
{ACUPAN)

The Comunittes has received 43 reporis
where nefopam {Apupan — Riker Labora-
tories) was aasociated with the develop-
ment of urinary  retention oy the
wmmomc’ of hesitancy, poor stregm or
dribbling. In only one case was there a
previpus history of prostatism and all
cases recovered on stopping nefopam.

A further 12 reports of confusion and 22
of  hallucinations have  alse bean
receivesd.

Nefopam should be used with cauth
the elderly, in patients with SYMPoms o
urinary retention, or when administere
concurrenthy with other medications g:ms»
sessing anticholinergio astivity.

NEW DRUGS — THE BLACK
TRIANGLE SCHEME

New drugs undergoing intensive sur-
veillance are identified by g black triangle
symbal on all prescribing information.
This includes their entries in MIME, the
British National Formulary, ABPI Data
Sheet Compendium, loose dala sheets
and all advertisements. Black triangles
are now normally removed after two
vears unless the Committes has a par-
ticular coneern about a product’s safety.

We ask doctors to report all agg%peawé
ardvarse reactions 1o new qua irr ordey
to acyuire knowledge about their adverse
gffects as quickly as possibla. Full details
of what to report appear below,

Acdist of black triangle drugs is enclosed
50 that it can be kept at hand in the sur-
gery, ward or cutpatient ¢linic, We hope
that this will remind doctors of those
drugs which require special reporting.
Tha list will be revised and distributed in
‘Currernt Problems’ on a regular basis.

Adverse Drug Reactions: What (o Report

NEW Drugs v

Plegse report even i the reaction is well vecognised or i you are unsure of
the causal relationship.

New drugs have an inverted black trinngle ~ 97 in the Bri

Data Sheet Co zz;mmﬁmm.

ESTABLISHED
Bruags ffe-threat
hospiiahis

1011

Beport SERHIUS suspected reuc
ing. disab Em& meapacitaling, or w fich result in or pméom

Report ALL suspected reactions, thatis any adverse or unexpected event,
however minos, which could conceivably be attributed 1o the drug.

tons, including those which are fnal,

Please report g serious reaction even i 8 s already well-recognised.

Please do aor roport nunor reactions for established drugs.

tish National Formulary, MIMS and the
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