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Parentrovite (Bericard) ampoules contain 
high doses of Vitamin B and the C group 
vitamins together with metabisulphite 
for intravenous or intramuscular 
administration. 

Between 1970 and July 1988 the Corr 
mittee received 90 rer7nrts of adverse 
reactions associated vtr;th Parentrovite, 
21 r;ftheae were received rr;19 / 8sus- 
pectel reactions occurred during or 
shortly after intravenous 

oje 

t.ior3r the 
rera ainu q 12 after €nta:a¢c r.r r falar it;jc
tion. The most frequent re,,;e;tiorrs 
included 41 cases of anaphylaxis "2 of 
these were fatal), 13 cases of  dyspnoea or 
bronchospasm, and 22 cases o rash or 
f,ushirg Previous uneventful exposure 
was noted i r 5 cases. 

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

is recommended that 

Parentrovitr use is restricted to patients 
in whom parenteral treatment is 
essential. 

* When given intravenously it should be 
adm inistered by slow (10 minutes) 
infu sic' n. 

— Faclitios for treating anaphylaxis 
should be available when Parentrovite 
is administered. 

The Committee has received 7 reports of 
a suspected association between a rash 
and an allergic interstitial lung disorder 
in patients undergoing treatment with 
fenbufen (Lederfen-Lederle) 

All cases developed a widespread rash 
in four cases within 2 weeks of starting 
fennufe ' I that heralded a more gene' 
aliset r ;cress cuniprisiny € -, u9ii,, fever, 
malaise erne breathlcssness requiring 
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admission to hospital. A diagnosis of pul' 
monary ecsinophilia was € aade in 5 
cases; a 5 had osteoarthritis. The 
remaining 2 reports concerned the, 
appearance of a€ 

use 
?t

i

i,w ilveo 
one Ja 3 ru tr  d with the use  l3 C f nbuIe€ ~ one 

of these cases was seiop --o 'doe fcr
Shou_ .

.§ 

rtrratt y : . rtl'l!'tt r ill ';`~., £" £sr ' ;t 

within 4.6 vv'Peks of stoppi F {nrnhefeo, 

Rashes are frequently reported in 
patients receiving fenbufen (see ` Cr_ r€- , t

F'roLnerns 23 :rr .=:.fir In a anal proper tier 
of Case , thin r,.;ar ..re n oov ha fin doe nod ru` 
a si ne €i rr . ".~n t:1sc. is#;: rased da`xr a. , 

arlarpra nfl. .s rtin or a pulr rona;`a 
rr=;asinophrlia, 

The Conunittee has ce-iv d 53 reports 
where nefol.arra (Acupar '- Piker Laora-
tOrie's) was ronoc at d with IJPe, tl lo - 

men) of ari rrary rev--!ntrcn w the 
symptoms of r e itaa f y, 1:a i.3a steam or 
dribbling. In only or re cane was there a 
previous history of prostatism and all 
cases recovered on stopping nefoar t. 

A further 12 reports of confusor': and 22 
of hallucinations have ar lso been 
received. 

rs lrtr c~a.t fat try esctr 

iefopam sl'orrld b used ith cattttr ? 
theelderly, isa patients with syrripto r , Of 
a itrary retention, or when administered 
concurrently with other medications po& 
nnssng anticholi€per;;fir^ activity. 

evv, drugs undergoing intensive ,r r 
er s nce are identified by a l3 :i.N it n rt 

symbol on al i pr"e''s.riL<nq£ rr£{o rmatron. 

This incr <acar,s their entries  in l ll` ''1S, tier:; 
Buitsh Natroaral florrari lary. AbFd Data 
Sheet Compendium, loose data sheets 

and all advertisements. Black tnrar qfr. s 
;:h 00W normally removed aft rr two 

year's unless the Committee has a Isar 
Ii a filar concern about a product°s safety. 

V/e ask doctors rs to report tilt suspected 
aril\ arse reactions .o new 

y 

drugs

effects 

in ord r 
to acquire knovvrede <wear heir adverse 

.fc ,t quickly as possibI >, Full details 
o, what to report appear below. 

A list of black triangle drugs is enclosed 
so that it can be kept at hand in t . e reae. 
gerv, ward or outpatient cr£rt r . We hope 
that tars wil remind doctors of those
renrgn which 

will q  

require special report;op. 
Tic ' list ill be revised and distributed i i 

Curient Problems' on a regular basis. 

NEW :)ruffs 1 epa£ t, sr pccnd a. , tr€r.~rry that isany adverse or unexpected event, 
havear rni rc'r. hrc.h <:auld conceivably be attributed to the drug. 

g
'1 1 rater) r .1.) ':1 `4 . n if the t' tion i s vc'ilv' ai'eg lr' c'€ o r if  sort ate unsure of 

the causal r r r trortship. 

New drug's have:, an. inverted black triangle 'V in tht° 1 i sr, .la Nanina: i t .rmurlarv, %4JMS and the 
Data Sheet Compendium. 

ESTABLISHED BLISHED Report SERIOUS nocr ..d a4;.rwi i£.s';r>. iatelu lrr g iho'sc % l,refa c c Dial, 
Drugs life.-threatenrrig, rir ,.r' £ ra , r  capacitrating, or a. Reich result in or prolong 

hos tl.alisation. 

Please r °1 ! a w r rr;uss €:c' aw'don even if it is already well-recognised. 

Please do nor retort minor rcae tions for established drugs.. 
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