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ABSTRACT
Purpose Review all the individualized cases of adverse drug reaction (ADR) potentially related to buflomedil, a vasodilator with the
indication for peripheral arterial disease (PAD), marketed in Europe since the 1970s but recently suspended by the European Medicines
Agency.
Methods A review of all available individualised case safety data relating to oral buflomedil from the buflomedil global safety database
(provided by the manufacturer of buflomedil), the worldwide published medical literature, toxicology/poison centres and regulatory
authorities.
Results The main ADRs reported were in the cardiovascular (CVS) and nervous systems (NS), grouped under four (MedDRA) System
Organ Classes (SOCs): (i) Cardiac disorders; (ii) Vascular disorders; (iii) Investigations; (iv) NS disorders. From an initial cumulative
number of 1054 case reports, there were 401 cases of intentional overdose (IOD) of which 63 were fatal, and 137 cases of accidental
overdose, with two fatalities, and 516 case reports of ADRs under normal conditions of use of the product at normal therapeutic dosage with
11 fatalities. Overdosage (intentional or accidental) represented 50.9% of cases, with 47.6% of patients <40 years of age. The indications for
which these young patients were prescribed buflomedil were not reported in most cases.
Conclusions The main indication of buflomedil is PAD; however, because most cases of IOD occurred in people <40 years of age, where
PAD is unlikely, it is possible that buflomedil was prescribed for other indications and/or that it was not directly prescribed to the end user,
who rather gained access to the medication prescribed to family members or friends. Copyright © 2012 John Wiley & Sons, Ltd.
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INTRODUCTION

Buflomedil is an alpha-1 and alpha-2 adrenolytic agent
that increases the peripheral and cerebral blood flow in
impaired vascular beds, particularly at the microcircu-
latory level (pre-arterioles), by inducing vasodilata-
tion, without affecting the systemic blood pressure.1

Buflomedil inhibits platelet activation and aggregation
induced by adenosine diphosphate and collagen2–4 and
improves elasticity of red cell membrane.5,6 As a result
of these vasoactive and haemorheological properties,
buflomedil is thought to improve the blood flow in
the microcirculation as well as tissue oxygenation.7

Buflomedil is principally indicated for use in the
symptomatic treatment of peripheral arterial occlusive

disease (PAD, Fontaine Stage II, intermittent claudica-
tion), in addition to other adequate medical treatment,
including anti-platelet therapy.8,9 Buflomedil has also
been indicated for other aspects of peripheral vascular
disease (PVD) than intermittent claudication, includ-
ing more severe PVD, for example arterial circulatory
insufficiency in limbs, Raynaud’s syndrome and dis-
ease, Buerger’s disease, erythrocyanosis. Additionally,
over its time on the market and in various territories,
buflomedil has been indicated for manifestations of
cerebrovascular disease and insufficiency, for exam-
ple: vertigo, tinnitus, mental deterioration, personality
disorders, lability of memory and of capacity to
concentrate, spatiotemporal disorientation, sequelae of
cerebral apoplexy and of neurosurgical interventions.
This wide range of indications in circulatory conditions
and diseases has meant that buflomedil treatment and
use has not been confined to a more elderly population
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who classically present with the manifestations of
progressive PVD and intermittent claudication.
The primary aim of this study was to review and

present all the individualized cases which have been
reported relating to suspected adverse drug reactions
(ADRs) reported in association with therapeutic
treatment, and resulting from overdose (intentional or
unintentional), suspected poisoning, and intoxication,
potentially associated with buflomedil drug toxicity.

METHODS

A review of all available individualised case safety
data relating to buflomedil included data from: (i) the
manufacturer’s global safety database; (ii) worldwide
published medical literature; (iii) other sources such
as Toxicology/Poison centres and Regulatory Author-
ities in European countries. The individual case safety
reports (ICSRs) reported to the manufacturer covered
the entire period starting from the development of the
product in the 1970s up to 2011. Case reports were
received from the manufacturer in the form of Council
for International Organisations of Medical Sciences II
line listings. A search using Embase and PubMed was
undertaken to find the case reports describing toxici-
ties associated with the use of buflomedil (search term:
‘buflomedil’). All abstracts were extensively and
manually reviewed; data obtained were reconciled
with the cases contained in the manufacturer’s data-
base to remove duplicate reports. Moreover, various
toxicology/poison centres and Regulatory Authorities
across Europe were contacted to obtain any additional
safety data reported to these centres by consumers or
healthcare professionals (74 cases). From all these
sources, the total number of shortlisted cases related
to overdose (intentional or unintentional), suspected
poisoning, intoxications and related cases, potentially
associated with buflomedil drug toxicity, in addition
to reported suspected ADRs during use of the drug

under normal conditions of use and with the
normal oral therapeutic daily dose of 300–600 mg
per day was 1054 case reports: 691 from France,
113 from Germany, 52 from Italy, 27 from
Belgium, 19 from Spain, 16 each from Austria and
Netherlands, 13 each from Greece and Switzerland
and 7 from Portugal. Case reports from European
territories accounted for 92% of the total 1054 reports,
the remainder coming from outside of Europe or of
unrecorded origin. This study was performed on
anonymous data and was non-interventional (retro-
spective); therefore, there was no additional risk to
the original participants.

RESULTS

Many of the clinical manifestations resulting from
overdose (intentional or unintentional), suspected
poisoning and intoxication potentially associated with
buflomedil drug toxicity can be classified under two
body systems, the CVS and the NS, involving four
systemic (MedDRA) SOCs (i) Cardiac disorders; (ii)
Vascular disorders; (iii) Investigations; (iv) NS disor-
ders. In addition to the ADRs classified under the four
SOCs, ICSRs also contained ADRs classified under
another 20 SOCs. All reports can be classified in three
categories: intentional overdose (IOD), accidental
overdose (AOD) and non-overdose (NOD, normal
therapeutic use). The clinical manifestations/adverse
events (using MedDRA Preferred Terms) resulting
from IOD, AOD and NOD potentially associated
with buflomedil drug toxicity are also shown in
Tables 1, 2 and 3.

Case reports

The cumulative number of case reports of ADRs
potentially associated with oral buflomedil was 1054.
There were 548 females, 440 males, 66 gender unknown.

Table 1. Case reports (N = 1054) oral buflomedil (1975–2011)

Case reports
(Primary event)

Intentional overdose n
(serious)

%IOD
cases

Accidental overdose n
(serious)

%AOD
cases

Non-overdose n
(serious)

%NOD
cases

Cardiovascular (CVS) 75 (44) 18.6 16 (14) 11.8 74 (43) 14.3
Nervous system (NS) 78 (66) 17.0 28 (23) 21.3 114 (58) 22.1
CVS+NS 80 (75) 20.0 7 (5) 4.4 9 (9) 1.6
Other System,Organ,Class 38 (37) 12.0 16 (12) 11.8 319 (0) 62.0
(with Coma) (46) (1) (3)
(with Fatal outcome) (63) (2) (11)
No system adverse event
reported

130 32.4 70 50.7 - -

TOTAL cases 401 (222) 100.0 137 (54) 100.0 516 (110) 100.0

CVS=SOCs Cardiac disorders, Vascular disorders, Investigations; NS =SOC Nervous system disorders

safety profile of buflomedil 1191
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The age range was 1 year to 100 years, with a mean age
of 52 years. There were 401 reports of IOD, where buflo-
medil was consumed outside of any therapeutic situation,
and often withmultiple drugs and alcohol in the setting of
suicidal intent or in a gesture of self-harm. Of these, 222
cases (55.4%) were classified as ‘serious’ either by the
reporter or as part of case processing and evaluation
(ICH-GCP criteria of seriousness). Within the bounds
of therapeutic use of oral buflomedil, there were 137 case
reports of AOD of which 54 cases were considered seri-
ous. Within the normal therapeutic use of oral buflomedil
and NOD, there have been 516 case reports of suspected
ADR with 101 cases considered serious. The cumulative
number of case reports with the primary case event of
CVS or NS symptoms alone was 385 (36.5%), with the
primary events a combination of CVS and NS symptoms
was 96 (9.1%), with primary events in all other SOCs
was 373 (35.3%), and, within the categories of overdose,
with no reported systemic ADRs 200 (19.0%). The four
SOCs concerned with the CVS and NS primary events,
cardiac disorders, vascular disorders, investigations and
NS disorders were by far the most common presentation

of buflomedil safety case reports. Of the 481 case reports
with primary events in CVS and/or NS, 426 cases were
considered to be ‘serious’, and 55 cases were considered
to be ‘non-serious’. The further analysis of buflomedil
case reports here will be conducted under three categories
of case presentation IOD, AOD and NOD (see also
Tables 1, 2 and 3). One of the limiting factors with all
the identified cases reports with oral buflomedil was the
lack of information (indications for treatment, relevant
medical history, buflomedil dose consumed, duration of
buflomedil treatment, concomitant medications and final
outcome) required to assess the causality for buflomedil.

IOD (MedDRA SOC injury, poisoning and procedural
complications). There are 401 case reports in the
buflomedil database (1975–2011) which fall into this
category and represent people who have taken deliber-
ate overdoses, and include those cases described as
suicide attempt, completed suicide and IOD.10–24 Of
the 401 IOD cases, 156 were males, 223 females and
22 with gender not recorded. The ages of IOD people

Table 2. Primary events (preferred terms) cardiovascular case reports

Case reports
(Primary event PTs)

Intentional overdose (n = 401) Accidental overdose (n = 137) Non-overdose (n = 516)

Serious Non-serious Total Fatal Serious Non-serious Total Fatal Serious Non-serious Total Fatal

Sinus tachycardia 2 (15) 17
Tachycardia 7 (9) 26 42 3 2 (1) 6 4 (2) 11 17
Hypotension 6 6 13 (3) 5 21
Hypertension (1) 1 1 7 7
Cardiac Arrest 21 (24) 45 16 (13) 1 1 1 4 4
CardioResp. Arrest 1 (7) 8 2 (4) 1 1 1 1 1
Cardiogenic shock (1) 1
CV insufficiency 1 1 1 1
Angina pectoris 3 3
Myo. infarction 1 1
Cor. artery disease 1 1
Heart Failure (1) 1 3 2 5 1
Arrythmia (8) 3 11 1 1
Atrial Fibrillation 1 1 3 (1) 1 5
Atrial flutter 1 1
AV Block 1 (1) 2 1 1 4 4
B.Branch Block 1 (1) 2 1 1 1 1
Bradycardia 3 3 1 2 2 1 1
ECG Abnormal (1) 1 2 (1) 3
QRS enlargement 1(5) 5 (1)
QT prolonged 2 (3) 1 6 (2) 2 (1) 1
ST Depression (2) 2
Torsades de P 2 2
V. extrasystoles 1 1 1 1
V. fibrillation (1) 1 (1)
V. tachycardia (2) 2 2 2
Cardiomyopathy 2 2
Cardiac disorder (1) 1 1 1
TOTAL CVSPrimary
events

155 23 83

Brackets (): PTs from cases with both cardiovascular and nervous system primary events.

c. bucolo et al.1192

Copyright © 2012 John Wiley & Sons, Ltd. Pharmacoepidemiology and Drug Safety, 2012; 21: 1190–1196
DOI: 10.1002/pds

 10991557, 2012, 11, D
ow

nloaded from
 https://onlinelibrary.w

iley.com
/doi/10.1002/pds.3328 by U

niversità D
i C

atania C
entro B

iblioteche E
, W

iley O
nline L

ibrary on [01/03/2023]. See the T
erm

s and C
onditions (https://onlinelibrary.w

iley.com
/term

s-and-conditions) on W
iley O

nline L
ibrary for rules of use; O

A
 articles are governed by the applicable C

reative C
om

m
ons L

icense



was 11 years to 88 years with a mean age of 36 years.
Of the 223 females, where age was known, 94 (42.2%)
were under the age of 20 years (mean 16 years). Of the
156 males where age was known, 12 (7.7%) were
under 20 years (mean 17 years). Thus, a large group
of young females are included in the IOD population.
The amount of buflomedil ingested in IOD ranged
from 300 mg to 30 000 mg, with a mean ingestion of
5400 mg. This is equivalent to 36 � 150 mg tablets,
18 � 300 mg tablets or 9 � 600 mg tablets, nine times
the therapeutic daily dose. Seventy five (75) cases
of IOD presented with CVS primary events alone
(44 serious), 78 cases with NS primary events alone
(66 serious) and 80 with both CVS and NS primary
events (75 serious), see Tables 2 and 3. Thirty eight

(38) cases presented with primary events from other
SOCs (37 serious). Forty six (46) of IOD cases also
presented with coma, in 38 cases, in addition to
CVS and/or NS symptoms, and in 8 further cases
from other SOCs with coma alone and in the absence
of other symptoms. There were 130 of the 401 IOD
cases (32.4%) which presented with no systemic
adverse events. There were 63 deaths in the IOD
category, 19 associated with a CVS presentation
(coronary artery disease, cardiac arrest, bradycardia),
6 with a NS presentation (convulsion), 19 with a
mixed CVS and NS presentation and 19 others
(15 being ‘death’ without any other symptoms, and
4 with death from other SOCs (PTs: muscle spasms;
asphyxia, renal failure).

Table 3. Primary events (preferred terms) nervous system case reports

Case reports
(Primary event PTs)

Intentional overdose (n = 401) Accidental overdose (n = 137) Non-overdose (n = 516)

Serious
Non-
serious Total Fatal Serious

Non-
serious Total Fatal Serious

Non-
serious Total Fatal

Convulsions 43 (57) (1) 101 6(13) 6 6 12 (1) 2 15 1
Grand mal convulsion 3 (2) 5 (1) 3 3 3 (2) 2 7
Epilepsy 14 (16) 30 (4) 1 1 3 3
Status Epilepticus 2 (1) 3 (1) 1 1
Myoclonus 1 (3) 4 7 (1) 8 7 3 10
Clonus 1 1
Myoclonic epilepsy 1 1
Tonic–Clonic movements (1) 1 4 4
Tonic convulsion 1 1 1 1
Petit mal epilepsy 1 1 2
Epileptiform seizure 1 1
Gen. convulsions 1 1
Gen. epilepsy 1(1) 2
EEG abnormality 1 1
Dizziness 2 2 3 3 2 (1) 21 24
Vertigo 5 3 8
Balance disorder 1 2 3
Cerebellar disorder 1 1
Gait disturbance 1 1 1 1
Tremor 1 1 1 2 (1) 4 2 (1) 9 12
Dysarthria 1 1 (1) 1 1 1
Dystonia (1) 1
Dyskinesia 1 1
Restless legs synd. 1 1
Hypokinesia 1 1 1 1
Hypertonia (1) 1
Hypotonia 1 1 2 2
Extrapyramidal S. 1 (1) 1 3
Parkinsonism 1 1
Somnolence 1 5 6 4 4
Loss consciousness (2) 2 2 (2) 4
Dysaesthesia 1 1
Paraesthesia 1 1
Polyneuritis 1 1
NS disorder 2 2
CVA 3 3
Encephalopathy 1 1
Headache 2 2
TOTAL NS Primary
events

158 35 123

Brackets (): PTs from cases with both nervous system and cardiovascular primary events.

safety profile of buflomedil 1193
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Based on available information, the mean amount of
buflomedil ingested by people with IOD having a fatal
outcome was 9600 mg, over 15 times the maximum
therapeutic dose of oral buflomedil. The IOD deaths
occurred in 33 females, 28 males and 2 persons gender
unreported. Amongst the females, 16 of the 31 where
age was reported were under 20 years, and 25 of the
31 aged under 40 years. Mean age of females who
took a fatal overdose was 25.7 years. Amongst the
males, only 1 of the 28 where age was reported was
under 20 years, and 8 of the 28 aged under 40 years.
Mean age of males who took a fatal overdose was 50
years. The was a preponderance of younger people
amongst those taking a fatal IOD involving oral buflo-
medil, and this was particularly noticeable in the
marked differences between males and females. Thirty
three (33) of 63 fatal overdoses were in people aged
under 40 years. The fatal IOD cases occurred in France
(44), Italy (4), Germany (4), Austria (3), Greece (3),
Spain (2), Belgium (1), Portugal (1), unknown (1).

AOD (MedDRA SOC, injury, poisoning and proce-
dural complications). There are 137 cases in the
buflomedil database (1975 to 2011) which fall into this
category and represent people who have inadvertently
been exposed to more than the highest recommended
daily dose of oral buflomedil (300–600 mg per day;
maximum daily dose 600 mg, refs 25–29). These cases
include AOD, overdose (where intent is not stated, refs
30–32), accidental exposure and medication error.
There was also a group of 26 patients in this category
who had renal impairment (usually recorded as a
creatinine clearance of <80 ml/min). Three of these
had creatinine clearances of 30–60 ml/min, and eight
patients had a description of ‘renal insufficiency or
deficiency’ with no recorded creatinine clearance
rates; these patients have a recommended dose reduc-
tion to half the normal daily dose, but they received
no dose adjustment. Of the 26 renally impaired
patients, 15 had severe renal impairment (CrCl <30
ml/min) for whom buflomedil is contraindicated. Of
the 137 cases, 51 were males, 49 females, 37 with gen-
der not stated. The age range of the 100 cases where
age was stated was 1–96 years, with 29 cases
occurring in people under 20 years. The amount of
oral buflomedil ingested by the 137 people in the
AOD category ranged from 75 mg to 3000 mg, the up-
per quantity being five times the maximum therapeutic
daily dose of buflomedil. Of the 137 cases, 70 had no
reported systemic adverse effects, and 67 people had
systemic effects; 16 people had a primary CVS event,
14 classed as serious; 28 people had a primary NS

event, 23 of them serious, and 7 cases had both CVS
and NS events, 5 of them serious. Thus, 51 people
had adverse effects in these two body systems, either
alone (n = 44) or together (n = 7), see Tables 2 and 3.
The remaining 16 people had the primary adverse
event in a further 7 SOCs; 12 cases were classed as
serious. The main SOC was gastrointestinal disorders
(n= 6). Of the 23 cases (16.8% of AOD cases) present-
ing with CVS symptoms either alone or with NS
symptoms, those PTs with more than one report were
tachycardia (6 reports, 3 serious), ECG abnormalities
(NOS) (3 cases, all serious), bradycardia (2 cases, both
serious) and QT prolongation (2 cases, both serious).
There were two fatalities recorded in the category
AOD, one, treated with buflomedil 300 mg twice
daily, with a past history of dysrhythmias and renal
impairment and the other one treated with an unknown
dose of buflomedil. Of the 35 cases (25.5% of AOD
cases) presenting with NS symptoms either alone or
with CVS symptoms, 20 cases presented with a wide
range of seizure-like activity, 15 cases had a history
of cardiovascular disease, and 12 of these 15 patients
had evidence of co-existing renal impairment. Five of
the 16 patients with no apparent underlying disease
were classed as non-serious cases.

NOD; ADRs to oral buflomedil in normal therapeutic
use. There are 516 case reports in the buflomedil
database (1975–2011) of suspected ADRs to oral
buflomedil following normal therapeutic use with
daily doses in the range 300–600 mg per day and not
exceeding a maximum dose of 600 mg per day. There
were 274 females, 233 males and 9 with unrecorded
gender. The mean age of NOD category was 67 years
(range 8 – 100). Six of 516 cases were aged under 20
years and a further 33 between 20 and 40 years. Of the
516 cases, 74 had a primary CVS event (43 serious),
114 a NS event (58 serious) and nine with mixed
CVS and NS events (9 serious). Thus, 197 cases of
516 (38.2%) presented with CVS and/or NS ADRs
(Tables 2 and 3), with preferred terms in four SOCs,
cardiac disorders, vascular disorders, investigations,
NS disorders. The remaining 319 patients presented
with suspected ADRs from a further 20 SOCs, all
non-serious case reports: skin and subcutaneous
tissue disorders (173), gastrointestinal disorders (111),
general disorders and administration site conditions
(102), investigations (72), blood and lymphatic system
disorders (51), psychiatric disorders (51), respiratory
disorders (33) and hepatobiliary disorders (27). The
one fatality with a cardiovascular presentation was an

c. bucolo et al.1194
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85-year-old male patient who took 300 mg buflomedil
for 9 days and experienced acute heart failure and
pulmonary oedema. The alternative aetiology was
presented as decompensation of chronic heart failure.
The one fatality with a neurological presentation was
an 85-year-old female patient who experienced aspira-
tion pneumonia, following convulsions and respiratory
arrest coincident with buflomedil therapy. The patient
received Loftyl 600-mg tablets once daily for treatment
of peripheral arterial insufficiency. In this patient, the
convulsion may have led to the aspiration pneumonia
following the respiratory arrest, but the available
information is insufficient. In the NOD group, there were
other nine fatal cases, there were no data at all on
four, while data on the other five were too limited to
to accurately attribute a definite causal relationship
to buflomedil.

DISCUSSION

Buflomedil is indicated for treatment of PAD symp-
toms, specifically in patients with PAD Fontaine stage
II (intermittent claudication) who experience severe
pain when walking even relatively short distances.
This condition mostly affects middle aged and elderly
people with a number of risk factors and/or patholo-
gies. However, the product has been in the market
since 1979, and has been prescribed in the past for
other vascular and non-vascular diseases. In recent
years, as a result of product safety reviews, risk–benefit
reviews and the introduction of risk minimization
programs, the indication of buflomedil has been
restricted to PAD Stage II, intermittent claudica-
tion. Recently, EMA recommended that buflomedil-
containing medicines should be suspended because
of concerns about severe neurological and cardiac
toxicity. This decision followed the suspension of
the drug’s Marketing Authorization in France in
February 2011.
In the present study, we assessed the safety profile

of buflomedil, by reviewing ADRs from 1975 to
2011 (1054 case reports). A total of 401 case reports
could be classified as resulting from IOD, outside of
any therapeutic intent. Of these cases, 130 had no
reported systemic adverse event, whilst 271 presented
with systemic symptoms and 63 were fatal. Patients in
IOD cases had consumed buflomedil up to 30 g, i.e. 50
times the maximum recommended daily dose. On the
other hand, of the three strengths of tablets (150, 300
and 600 mg), no individual formulation seems to be
involved in a higher number of cases. Consistent with
a previous review,33 the present data, though limited in

most cases, indicate that a substantial number of
patients who received buflomedil were ≤40 years of
age. The indications for which these young patients
were prescribed buflomedil were not reported in a
large number of cases. As PAD is unlikely to occur
in the younger population it is quite likely that these
patients received buflomedil for various other indica-
tions. Another possibility is that in a number of cases,
buflomedil was not directly prescribed to the end
users, and these users gained access to the medication
prescribed to people close to them, such as family
members and friends. Oral buflomedil exposure at
high ingested amounts, with or without other drugs,
appeared to be associated with a high incidence of
seizure-like and convulsive disorders, somnolence
and coma, and cardiac arrythmias and conduction
defects, leading potentially to cardiac and cardiorespi-
ratory arrest. By contrast, this toxicity profile needs to
be compared with the adverse effects of oral buflome-
dil in normal therapeutic use (up to 600 mg per day),
the NOD group, and, as part of normal use, in AOD.
For the NOD group, the preponderant symptomatic
presentation was again CVS and NS (tachycardia,
hypotension, seizure-like activity), other non-serious
cases belonged to 20 other SOCs (predominantly skin
and subcutaneous tissue disorders and gastrointestinal
disorders). The CVS and NS events in the NOD group
had a lower overall incidence than in the IOD group
(38.2% vs. 58.1%), occurred less frequently in combi-
nation (4.6% vs. 34.3%) and in serious form (55.8%
vs. 79.4%). From these data, oral buflomedil would
appear to be generally well-tolerated under normal
therapeutic use, with ADRs reported across a very
broad array of PTs covering many SOCs. The main
CVS symptoms presenting, tachycardia and (postural)
hypotension, are common across all groups of buflo-
medil cases, and may represent consequences of the
use of a vasodilator drug such as buflomedil in groups
of patients with underlying cardiovascular conditions.
The seizure-like symptoms presenting as ADRs in
this group of NOD patients are also common to all
groups of buflomedil patients, and must be considered
part of the safety profile of this drug, possibly in
susceptible patients.
For the AOD group, the profile is closely aligned to

the NOD group in terms of symptom presentation,
seriousness, severity and outcome. The overdose
occurred in isolation in 70 of the 137 cases with no
reported systemic adverse effect. The AOD, medica-
tion error and misuse of the product of the AOD group
within the context of normal therapeutic use included
the 26 cases of renal impairment, where buflomedil
is controindicated. Obviously, the amounts of buflomedil

safety profile of buflomedil 1195
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ingested in the AOD group were generally much lower
than with IOD, the maximum recorded amount
in AOD being 3000 mg (five times the maximum
daily dose).
In view of the wide differences in terms of dose-

range toxicity of buflomedil between the NOD reports,
AOD reports and IOD reports, the buflomedil safety
profile remains controversial.

CONFLICT OF INTEREST

Some of the data used in this study were provided by
the manufacturer of buflomedil, Amdipharm plc.

KEY POINTS

• The ADRs potentially related to oral buflomedil
can be grouped under three case categories, (i)
overdose (intentional), (ii) overdose (accidental
or unintentional) and (iii) normal therapeutic
dosage.

• The majority of cases of intoxication with buflo-
medil were related to intentional overdose.

• Many ADRs related to overdose/intoxication
with buflomedil occurred in young people that
are rarely affected by peripheral vascular disease
(the main indication for buflomedil treatment).
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