
























































Several benefits are identified that would derive 
from the proposed common framework: 

• an important shortcoming in the compilation of 
European Drug Master Files would be resolved. 
At present, active ingredient manufacturers 
contribute relevant data, but these data cannot be 
checked nor can manufacturing operations be 
inspected on premises that are not registered; 

• the enactment of legal provisions to inspect 
companies submitting data to the European 
Pharmacopoeia (EP) would resolve a similar 
shortcoming in the system of certification of 
pharmacopoeial monographs; 

• the exportation of starting materials from Member 
States would be facilitated — since manufacturers 
are often requested to submit GMP certificates — 
and the quality of imports would be better 
controlled; and 

• the expensive and burdensome number of foreign 
inspections within the Member States of the Union 
would be reduced, since the proposed system 
would improve confidence in and use of the 
European Drug Master Files and the EP 
certification procedures. 

It is proposed that the framework should initially be 
applied exclusively to active ingredients, although 
the need to extend the framework to other classes 
of starting materials should be established at the 
outset. The following aspects should be considered 
in the development of the framework: 

• a system by which Member States grant 
manufacturing licences; 

• a requirement for producers to observe 
appropriate GMP; 

• adoption by the Commission, in consultation with 
Member States, of Community GMP for starting 
materials; 

• provision for routine inspection of producers by 
the supervisory authorities at a frequency to be 
determined and for inspection reports to be 
drafted after each inspection; 

• provision for additional targeted inspections, for 
example, when a new application for a marketing 
application is submitted; 

• provision for supervisory authorities to inspect in 
third countries and for reciprocal agreements 
between the Community and third countries; 

• provision to link the inspection services with both 
the European Drug Master File scheme and the 
EP certification scheme; 

• a need to refer to the WHO certification scheme 
where appropriate; 

• a need to set up and maintain a Community data 
base of manufacturers of active ingredients, and 
ultimately, all starting materials; 

• if appropriate, a provision for the cost of 
inspections to be charged to the industry; and 

• a requirement that manufacturers operating within 
the Community purchase only active ingredients 
manufactured in inspected and approved 
production facilities. 

Interested parties are invited to offer comments, 
particularly on the proposed regulatory framework 
by 1 December 1995. 

Source: European Commission (DG lll/E-3 Pharmaceuti
cals, RP11 4/50). Community regulatory framework on 
good manufacturing practice and certification of starting 
materials for the manufacture of medicinal products. 
Concept paper addressed to the Pharmaceutical 
Committee and the Working Party on Control of Medicinal 
Products and Inspections. Brussels, 28 July 1995. 

Medication errors: 
a new reporting initiative 

United States of America — The Food and Drug 
Administration is encouraging the medical com
munity to report serious medication errors that 
result, or could have resulted, in fatalities, disability, 
or hospitalization. If warranted, the agency will take 
appropriate action to change the design, name or 
packaging of a product. One manufacturer has 
already agreed to change the proprietary name of a 
prescription drug to avoid potential and serious 
confusion with a totally different product. The 
agency recommends, particularly when a possibility 
of confusion of names is known to exist, that 
prescriptions for drugs be printed or typed and that, 
whenever possible, the condition to be treated be 
entered on the prescription. 

Within the same programme, the agency is 
collaborating with the Association for the Advance
ment of Medical Instrumentation to develop 
standard enteral feeding set connectors that are 
different in gauge and design from connectors and 
devices (such as intravenous lines and syringes) 



used for parenteral administration. The FDA has 
received numerous reports of fatalities and serious 
injuries resulting from administration through an 
intravenous line of liquid medicines and enteral 
solutions intended for a gastric tube. It has been 
recommended during this interim period that the 
distal end of every catheter be clearly labelled to 
decrease the possibility of confusion. 

Source: FDA Medical Bulletin, 25: 6 (1995). 

Aminosalicylates 
and blood dyscrasias 

United Kingdom — The Committee on Safety of 
Medicines has advised doctors that all marketed 
aminosalicylates share a potential to cause blood 
dyscrasias (1). Sulfasalazine, which is widely used 
in the management of rheumatoid arthritis and 
ulcerative colitis, is metabolised in the large bowel 
to mesalazine (5-amino-salicylic acid) and sulfa-
pyridiine. lt has been assumed that the sulfonamide 
moiety, which has been claimed to be responsible 
for the beneficial effects of sulfasalazine in rheuma
toid arthritis, is solely responsible for the blood 
dyscarias associated with its use. 

The other component, mesalazine, has been 
marketed as a single-component anti-inflammatory 
substance for the management of inflammatory 
bowel disease while, more recently, olsalazine — 
which consists of two mesalazine molecules linked 
by a diazo bond which is cleaved in the gut — has 
also become available. An initial review of adverse 
reaction reports provided no clear indication that 
these substances carried any risk of blood 
dyscrasias (2). This is no longer the case. The UK 
Medicines Control Agency has now received a total 
of 49 haematological reactions associated with 
mesalazine therapy, 3 of which were fatal. These 
include 5 patients with aplastic anaemia, 11 with 
leukopenia, 17 with thrombocytopenia and one with 
agranulocytosis. A further four reports associate 
olsalazine with such events. 

The Committee notes that the reporting rates for 
blood dyscrasias associated with sulfasalazine, 
mesalazine and olsalazine are of similar order. It 
suggests, however, that events related to use of 
sulfasalazine are less likely to be reported because 
its adverse effects on the bone marrow are well 
recognized. 

This expectation is consonant with results obtained 
in a comparative post-marketing study involving 
some 14 000 patients. In patients with inflamma

tory bowel disease, both sulfasalazine and mesala
zine were associated with a risk of blood dyscrasias 
of less than 1:1000 users: in fact, no cases were 
associated with mesalazine within a sample of 4000 
patients. In contrast, among patients with rheuma
toid arthritis, the incidence of blood dyscrasias 
associated with sulfasalazine was some ten-fold 
higher at 6.1:1000 users. This relatively high 
incidence possibly reflects an intrinsic sensitivity 
among patients with this disease. 

The Committee recommends that patients receiving 
an aminosalicylate drug should be advised to report 
any unexplained bleeding, bruising, purpura, sore-
throat, fever or malaise that occurs during treat
ment. A blood count should be performed and the 
drug stopped immediately if there is suspicion of a 
blood dyscrasia. 

Sources 

1. Committee on Safety of Medicines. Current Problems in 
Pharmacovigilance, No. 19 (1993). 

2. Committee on Safety of Medicines. Current Problems 
in Pharmacovigilance, No. 21 (1995). 

Antimicrobial susceptibility tests: 
unreliable performance 
United States of America — The Food and Drug 
Administration has notified users that some 
commercial antimicrobial susceptibility tests may 
not reliably detect resistance in some pathogens, 
notably pneumococci and enterococci. These 
bacteria are slow-growing, whereas the systems in 
question — which were developed before the 
emergence of resistance in these pathogens — 
were designed for testing rapidly-growing bacterial 
isolates. 

The FDA stresses the vital need for these tests to 
be reliable. The results that they offer determine not 
only the therapeutic management of individual 
patients, but also the strategies to be employed in 
surveillance and prevention. 

The unreliability of penicillin (and other beta-lactam) 
disk diffusion systems for screening susceptibility in 
pneumococci has led the National Committee for 
Clinical Laboratory Standards (NCCLS) to recom
mend an oxacillin disk screen for this purpose. If 
this screen suggests resistance, a standardized 
minimum inhibitory concentration(MIC) test method 
is recommended to detect resistance to penicillin 
and other individual beta-lactam drugs. 

http://pyridiine.lt


To detect vancomycin-resistant enterococci, 
NCCLS recommends agar or broth microdilution, 
MIC, or disk diffusion testing allowing incubation for 
a full 24 hours, or a vancomycin agar test screen. 
For detection of penicillin/ampicillin resistance, agar 
or broth dilution tests and a nitrocefin-based beta-
lactamase test are recommended. 

Source: FDA Medical Bulletin, 25: 2 (1995). 

Coumarin: a strong association 
with hepatotoxicity 

Australia — The benzopyrone, coumarin, which is 
used in the control of lymphoedema and other high 
protein oedemas, was introduced in Australia in 
mid-1993. Over a period of little more than one year 
the regulatory authority received a total of 10 
adverse reaction reports citing the drug (1). Six of 
these describe jaundice — which in one case 
progressed to fatal hepatic necrosis — occurring in 
women aged 49 years or more. The one liver 
biopsy that has been obtained showed periportal 
and lobular necrosis. Each of the women had been 
taking coumarin in a daily oral dose of 400 mg for 
periods ranging from one to four months, and in no 
case was any other cause of jaundice apparent. In 
all but one instance coumarin was the only 
suspected causal agent, the 5 surviving patients 
recovered after coumarin was withdrawn, and in 
one of these jaundice recurred on rechallenge. 

No restriction on the availability of coumarin has 
been announced, but these cases suggest that the 
frequency of hepatotoxicity among treated patients 
is at least 34 :10 000. This is considerably higher 
than has been demonstrated for flucloxacillin — 
which has recently been associated in Australia 
with cholestatic jaundice (2) — and other generally-
available hepatotoxic compounds. 

Sources 

1. Australian Adverse Drug Reactions Bulletin, 14: 11 
(1995). 

2. Jick, H., Derby, L, Dean, A., Henry, D. Flucloxacillin 
and cholestatic hepatitis. Medical Journal of Australia, 
160:525(1994). 

Clomifene and ovarian cancer 
United Kingdom — In the light of published 
evidence associating prolonged use of clomifene 
for infertility with a small increase in absolute risk of 

ovarian cancer (1), the Committee on Safety of 
Medicines has recommended that treatment should 
not normally be extended beyond six cycles (2). 
Within this limit there is no evidence of increased 
carcinogenic risk. 

The Committee considers that further studies are 
needed to investigate the possible association 
between clomifene and ovarian cancer. For women 
aged between 20 and 30 years, the overall 
incidence of this cancer in non-users is around 2 
cases per 100 000 women per year. The risk 
increases tenfold during the fifth decade and is 
greater in nulliparous women. 

Sources 

1. Rossing, M., Daling, J.R., Weiss, N.S. et al. Ovarian 
tumors in a cohort of infertile women. New England 
Journal of Medicine, 331: 771 -776 (1994). 

2. Committee on Safety of Medicines. Current Problems 
in Pharmacovigilance, No. 21 (1995). 

Iron-containing drugs and 
supplements: accidental poisoning 

United States of America — Since 1986 more 
than 110 000 reports of children who had 
accidentally swallowed iron tablets have been 
received nationwide by poisons control centres. 
Throughout this period, the overall frequency of 
these reports and the number of associated 
fatalities has more than doubled. During the mid-
1980s, up to 5% of children's deaths reported to 
these centres were attributed to iron-containing 
drugs and supplements. This proportion has now 
risen to approximately 17%. In some cases death 
has resulted from ingestion of no more than 5 
tablets. 

Current regulations require any product containing 
a total of 250 mg or more of iron in an orally-
administered form to be sold in child-resistant 
packaging. FDA now proposes that dosage units 
(tablets and capsules) containing 30 mg or more of 
iron should be wrapped individually, as in blister 
packs, and that warning statements be carried on 
packaging of solid oral-dosage forms of iron-
containing drugs and dietary supplements. It is 
proposed that these statements include the 
message that an overdose of iron may kill or harm 
a child; that the product should be kept in the 
original container, tightly closed and out of reach of 
children; and that medical help should be sought 



immediately if a child accidentally swallows any of 
the product. 

Source: FDA Medical Bulletin, 25: 3 (1995). 

Quinolones and tendon rupture 
United Kingdom — The Committee on Safety of 
Medicines has received a total of 21 reports of 
tendon damage associated with use of the quino¬ 
lone antibiotics, ciprofloxacin and ofloxacin (1). In 
15 of these cases — which ranged in severity from 
tendonitis to partial or complete tendon rupture — 
the Achilles' tendon was involved. Similar cases 
reported in other countries suggest that this is a 
class-effect shared by all quinolones, and that the 
risk increases with age or when steroids are taken 
concomitantly. 

The Committee advises doctors that, at the first 
sign of pain or inflammation, patients taking quino
lones should discontinue treatment and rest the 
affected limb until the symptoms have resolved. 

Source: Committee on Safety of Medicines. Current 
Problems in Pharmacovigilance, No. 21 (1995). 

Tocolytics and pulmonary oedema 
United Kingdom — The Committee on Safety of 
Medicines has received several reports of maternal 
pulmonary oedema developing during the infusion 
of β-receptor agonist tocolytics (ritodrine, 
salbutamol and terbutaline). These drugs are used 
in pre-term labour (24-33 weeks) to delay delivery 
temporarily, allowing time to administer gluco
corticoids and to take other measures to improve 
perinatal survival. 

The Committee acknowledges that several risk 
factors are operative in these circumstances, 
including multiple pregnancy, pre-existing cardiac 
disease and maternal infection. It emphasizes, 
however, that fluid overload is the single most 
important predisposing factor, and that this risk is 
substantially reduced when these drugs are diluted 
with 5% dextrose (rather than saline) and when the 
rate of infusion is accurately controlled by using a 
syringe pump or similar device. In all cases, the 
mother's state of hydration must be closely 
monitored and, should signs of pulmonary oedema 
develop, the beta-agonist should be withdrawn 
immediately and diuretic therapy instituted. 

Source: Committee on Safety of Medicines. Current 
Problems in Pharmacovigilance, No. 21(1995). 

Selegiline and antidepressants: 
risk of serious interactions 
United States of America — The Food and Drug 
Administration has modified the labelling for 
selegiline hydrochloride, a selective monoamine 
oxidase (MAO) inhibitor which prevents dopamine 
breakdown in the brain, and which potentiates and 
prolongs the effect of levodopa in the treatment of 
parkinsonism. A warning will now be carried to 
reflect the risk of serious adverse effects when the 
drug is used in patients taking tricyclic anti
depressants or selective serotonin reuptake 
inhibitors (SSRIs). These effects, which are 
variable, are in some instances similar to the 
potentially fatal syndromes reported when tricyclic 
or SSRI-type antidepressants are prescribed 
together with nonselective MAO inhibitors. 

Thus far, at least two deaths have been attributed 
to use of a combination of selegiline and tricyclic 
antidepressants. One of these, which was 
associated with use of amitriptyline, had the 
characteristics of the acute encephalopathy 
associated with concomitant use of tricyclics and 
nonselective MAO inhibitors: death was preceded 
by acute, severe central nervous toxicity and 
hyperpyrexia. In the other, which involved pro-
triptyline, the patient developed tremors, became 
agitated and restless, and died after two weeks. 
Reports involving other tricyclics cite a variety of 
signs including hypertension, syncope, asystole, 
sweating, seizures, muscular rigidity and changes 
in behaviour. 

Signs that have been reported when selegiline is 
combined with the selective serotonin reuptake 
inhibitors, fluoxetine, paroxetine and sertraline, 
include hyperthermia, rigidity, myoclonus, auto
nomic instability with rapid fluctuations in vital signs, 
and behavioural changes that range from agitation 
to delirium and coma. Some of the reactions 
involving fluoxetine have resulted in death. 

The FDA consequently advises that every care 
should be taken to avoid these potentially danger
ous interactions involving selegiline. In general, at 
least 14 days should elapse between discontinu
ation of selegiline and subsequent treatment with a 
tricyclic antidepressant or a selective serotonin 
reuptake inhibitor. Conversely, selegiline should not 
be prescribed to any patient who has recently 
received these drugs. Sufficient time should elapse 
for the drugs to be completely metabolized or 
excreted. In the case of fluoxetine, which has a 



particularly long half-life, this period should not be 
less than 5 weeks. 

Source: FDA Medical Bulletin, 25: 6 (1995). 

Simvastatin and 
endocrine effects in men 

Australia — Simvastatin was the first of the co
enzyme A reductase inhibitors to become available 
in Australia for treating hypercholesterolaemia. 
Since it was introduced in 1990 it has been 
associated with a small but appreciable number of 
reports of gynaecomastia and impotence. 

Eleven men, all over 50 years of age, are reported 
to have developed gynaecomastia after having 
received the drug for periods ranging from 2 to 10 
months. Five of these patients had not received any 
other drugs in the recent past, and in at least 4 of 
the other cases the temporal relationship and other 
considerations suggested that simvastatin was the 
most likely cause. Regression of the condition 
subsequent to withdrawal of treatment has been 
reported in only one of the patients. However, it is 
noted that gynaecomastia is a condition that is 
often slow to resolve. 

The temporal relationship is less persuasive in the 
28 reports of impotence reported in men aged 45 to 
72 years who were taking simvastatin. Onset of the 
complaint occurred from 48 hours to 27 months 
(median about 4 weeks) after starting treatment. 
However, in 24 cases, simvastatin was the only 
drug implicated; function was restored in 12 of 
these patients after withdrawal of treatment; and, in 
4 instances, the problem was again reported on 
rechallenge. A further 9 patients reported no 
improvement on withdrawal of treatment. 

Source: Australian Adverse Drug Reactions Bulletin, 14: 
10(1995). 

Tacrolimus and cardiomyopathy 

United Kingdom — The Committee on Safety of 
Medicines has advised doctors that cases of 
hypertrophic cardiomyopathy have developed in 
children undergoing organ transplants who have 
been treated with tacrolimus, a new immuno
suppressant agent introduced in the UK late in 
1994(1). 

A series of 5 such cases has recently been pub
lished (2), and a total of 29 suspected cases has 

now been reported worldwide. Most relate to 
children aged 5 years or less who have received 
transplants of liver, small bowel, colon or a com
bination of these organs. In at least some of these 
cases trough blood concentrations of tacrolimus 
exceeded the recommended maximum level of 
25 ng/ml, and in most cases the myopathy 
regressed when the drug was withdrawn or the 
dosage reduced. 

This finding is unanticipated and unexplained. The 
product information in the UK is being revised to 
emphasize that patients receiving tacrolimus should 
be monitored carefully by echocardiography for 
hypertrophic changes, and that the drug should be 
either withdrawn or reduced in dosage should these 
be detected. 

Sources 

1. Committee on Safety of Medicines. Current Problems in 
Pharmacovigilance, No. 21 (1995). 

2. Atkinson, P., Joubert, G., Barron, A. Hypertrophic 
cardiomyopathy associated with tacrolimus in paediatric 
transplant patients. Lancet, 345: 894-896 (1995). 

Trimethoprim/sulfamethoxazole: 
restriction of previously-approved 
indications 

United Kingdom — The Committee on Safety of 
Medicines has decided to restrict the approved 
indications for preparations of the combination 
antibiotic trimethoprim/sulfamethoxazole on the 
grounds that "its place in therapy has changed", 
and particularly because trimethoprim alone is now 
widely used for urinary tract and chest infections 
0). 

The Committee considers that the use of the com
bination product remains unchallenged in the treat
ment and prophylaxis of three opportunistic infec
tions commonly associated with HIV infection: 
Pneumocystis carinii pneumonia, toxoplasmosis 
and nocardiasis. 

However, the combination is now approved for use 
in acute exacerbations of chronic bronchitis and 
infections of the urinary tract only when there is 
bacteriological evidence of sensitivity and when 
there is "good reason to prefer this combination of 
drugs to a single antibiotic." Similarly, it is approved 
for use in acute otitis media in children "when there 
is good reason to prefer this combination." 



In announcing this decision, the Committee em
phasizes that it has no newly-founded concerns 
about the safety of the combination products. Spon
taneously reported adverse reactions continue to 
conform to long-established patterns (2), and the 
profile of these reactions has been shown to be 
similar to that associated with trimethoprim when it 
is administered alone. This implies that there is no 
evidence that the sulfonamide component signifi
cantly augments any known risk associated with 
treatment. 

The most serious reactions — blood dyscrasias and 
generalized skin disorders which occur predomin
antly in elderly patients — are associated with both 
the combination products and with trimethoprim. 
The Committee cites a recent large post-marketing 
study (3) which confirms that these reactions are 
very rare, and which fails to demonstrate any 
significant difference in the frequency with which 
serious hepatic, renal, blood and skin disorders are 
associated with the combination products and 
trimethoprim alone. 

Sources 

1. Committee on Safety of Medicines. Current Problems in 
Pharmacovigilance, No. 21 (1995). 

2. Committee on Safety of Medicines. Current Problems in 
Pharmacovigilance, No. 15 (1985). 

3. Jick, H., Derby, L. Is co-trimoxazole safe? Lancet, 345: 
1118-1119(1995). 

Macrolide antibiotics interfere 
with response to warfarin 

Australia — Within the past two years the Adverse 
Drug Reaction Advisory Committee has received 
over 20 reports indicating that intercurrent use of a 
macrolide antibiotic interferes with the therapeutic 
action of warfarin on coagulation factors. Half the 
cases were associated with use of erythromycin 
and half with roxithromycin. 

The changes occurred in patients who had been on 
stable doses of warfarin for prolonged periods and 
within a few days of starting antibiotic therapy. In 
nearly all cases the prothrombin time rose consider
ably above the accepted therapeutic range. Spon
taneous bleeding occurred in patients who received 
roxithromycin and three required transfusion. 

The Committee concludes that a clear causal rela
tionship exists and it stresses the need for careful 

monitoring when either erythromycin or roxithro
mycin is administered to a patient receiving 
warfarin. It lacks evidence to indicate whether the 
effect results from a direct interaction with warfarin, 
or from an independent effect of the antibiotic such 
as reduced synthesis of vitamin K resulting from 
changes in the gut flora. The Committee does not 
comment on possible reasons for the apparent 
clustering of these reports within the past two 
years, or whether, as is possible, they have re
sulted from a targeted screening programme 
undertaken in one or more hospital laboratories 
rather than from spontaneously-generated reports 
submitted by clinicians. 

Source: Australian Adverse Drug Reactions Bulletin, 14: 
11 (1995). 

Cyproterone acetate: further 
restrictive action 
European Commission — The German health 
authorities have recently referred to the Committee 
for Proprietary Medicinal Products (CPMP) of the 
European Commission data suggesting that the 
synthetic anti-androgen, cyproterone acetate, is a 
genotoxic substance which may have carcinogenic 
potential. Concern was raised specifically about a 
possible association with primary hepatic cancer. 
Thus far, however, it seems that only one case 
possibly attributable to use of cyproterone acetate 
has been cited (1). 

Although the CPMP considers that an association 
with hepatic cancer remains unproven, it has 
concluded that use of cyproterone acetate is 
associated with significant hepatotoxicity, 
particularly when it is administered at relatively high 
doses over extended periods of time to patients 
with prostatic carcinoma (2). A similar conclusion 
was announced by the UK Committee on Safety of 
Medicines early in 1995 (3, 4). Its use in this 
condition is still considered justified in long-term 
palliative treatment of prostatic cancer when 
surgery has failed or when LHRH analogues are 
ineffective, contraindicated or poorly tolerated. 

Given this finding, the CPMP has advised that the 
approved indications for products containing 
cyproterone acetate should be restricted to serious 
conditions. It should no longer be contained, it is 
suggested, even at low dosage, in products 
promoted solely for contraception, nor should it be 
indicated for the treatment of precocious puberty, or 



for less severe forms of acne, hirsutism and other 
androgen-induced changes in women. 

Sources: 

1 Rüdiger, T., Beckmann, J., Queisser, W. Hepatocellular 
carcinoma after treatment with cyproterone acetate 
combined with ethinyloestradioi. Lancet, 345: 452 (1995). 

2. Committee for Proprietary Medicinal Products, 
European Commission. Pharmacovigilance opinion No. 
19: cyproterone acetate. Meeting of 13-14 December 
1994. 

3. Committee on Safety of Medicines. Current Problems in 
Pharmacovigilance, No. 21, 1995. 

4. Cyproterone acetate and hepatic reactions. WHO Drug 
Information, 9:30(1995). 

Spermicide contraceptives: 
do they really work? 

United States of America — The Food and Drug 
Administration has proposed that manufacturers of 
over-the-counter spermicidal products should 
generate data in prospective clinical studies to 
demonstrate the extent to which the final formu
lations are effective as contraceptives. The pro
ducts at issue, nonoxinol-9 and, less commonly 
octoxinol-9, are polymers of substituted phenoxy¬ 
ethyl alcohol with surfactant properties. 

The agency has evidence that some of these 
formulations may rapidly lose effectiveness in situ, 
and that they sometimes cause vaginal irritation 
which may facilitate transmission of infections. 
Manufacturers have been asked to collect infor
mation on the occurrence of vaginal irritation in the 
course of the required clinical studies. 

Conversely, these products have also been shown 
to possess antimicrobial activity in vitro which may 
provide a tangible degree of protection in normal 
use against sexually transmitted diseases, 
including, perhaps, HIV infection. In addition to the 
requirements imposed by its formal proposal, the 

FDA is encouraging companies to evaluate this 
antimicrobial potential in separate clinical trials. 

The marketing status of existing products will not be 
immediately affected by the proposed rule but, to 
assure continued availability of these products once 
the rule is adopted, the FDA is encouraging 
companies to conduct the required clinical studies 
as quickly as possible. Products that fail to meet the 
requirements of the final rule will be subject to 
regulatory action. 

Source: United States Federal Register, 3 February 1995. 

Towards one strength 
of insulin (IU100) 
The International Diabetes Federation (IDF), 
representing 130 diabetes associations in 108 
countries, recommends that all countries change to 
IU100 insulin before the end of the century. This 
target is proposed in the knowledge that major 
insulin-consuming countries of the world have 
either already changed to one common insulin 
concentration of 100 u/ml (11)100) or will do so 
within the next 24 months. Continuing availability of 
other strengths (IU40 and IU80) is claimed to be 
confusing, costly and potentially dangerous. 

Experience in many countries over the past two 
decades has shown that the withdrawal of 
redundant strengths of insulin and injection 
equipment can be undertaken safely, and without 
arousing significant concern among persons with 
diabetes. However, the IDF stresses that these 
changes have to be carefully planned at all levels to 
ensure that both patients and health professionals 
are adequately informed of their nature and timing. 

IDF has consulted with the World Health Organiza
tion and the major insulin manufacturers who agree 
that other strengths, including IU40 and IU80, 
should be removed from the market before 31 
December 1999. 

Source: Statement from International Diabetes 
Federation transmitted to WHO, dated 23 May 1995. 



Recent Publications 

Tropical disease research: 
twenty years of collaboration 
The twelfth programme report of the UN inter
agency programme on Tropical Disease Research 
is a celebration of 20 years of productive and 
coordinated effort to engage science in combat 
against the transmissible and infectious diseases 
which thrive in the poverty of the developing world. 

The objectives of the programme, for which WHO 
acts as the executive agency, are twofold: to 
develop new tools to control tropical diseases, and 
to train individuals and strengthen institutions to 
increase the relevant research capability of less 
developed tropical countries. The focus of activity is 
directed to six diseases — malaria, schisto
somiasis, the filariases, African and American 
trypanosomiasis, the leishmaniases and leprosy — 
which were selected having regard to their impact 
as public health problems, the absence of satis
factory methods of control, and the scientific 
potential for developing such methods. 

The donations generously contributed by govern
ments, intergovernmental, and nongovernmental 
organizations and foundations, has enabled the 
secretariat in Geneva to develop a partnership with 
some 5000 scientists from 160 countries who 
collaborate in its activities. Relevant research of 
every nature is accommodated in the programme, 
from basic biomedical research — encompassing 
immunology, cell biology and biochemistry — to 
community-based field research. The current 
director of the programme, Dr Tore Godal, 
attributes the atmosphere of confidence and the 
track record of collaborative innovation — which are 
the hallmarks of the success of the programme — 
to four fundamental abilities: 

• the ability to take risks and identify new 
opportunities; 

• the ability to maintain research on a promising 
lead long enough to develop a useful product; 

• the ability to invest truly in and around talented 
individuals; 

• the ability to allow researchers to come up with 
their own solutions. 

The last of these abilities has been fostered by 
inviting, though advertisement to the research 
community, applications to resolve problems which 
are often defined in very specific and narrow terms. 
This, experience has shown, has been of particular 
value in field research: 

• it elicits excellent proposals from scientific groups 
previously unknown to have an interest in a 
specific area; 

• it stimulates and facilitates further development of 
the initially proposed design, execution and 
analysis of the work, often within the context of a 
research capability strengthening exercise; and 

• in the case of research focused on precise field 
activities, it enables the programme to inform 
interested governments and institutions of 
proposed projects before they have been funded, 
to obtain their approval, and to ensure their 
receptivity to the ultimate conclusions. 

This issue of WHO Drug Information contains much 
that is of primary interest to less developed 
countries. Immense problems clearly remain to be 
tackled, but much that is encouraging is being 
achieved. The Tropical Disease Research Pro
gramme has been directly involved in many impor
tant aspects of the work that is reported. Where it 
has not been involved, its influence has had a 
pervasive catalytic effect in stimulating research 
and funding for research in those countries most in 
need of international support. 

UNDP/World Bank/WHO Special Programme for 
Research and Training in Tropical Diseases. Tropical 
disease research: progress 1975-1994: highlights 1993-
1994. Twelfth programme report. WHO, Geneva, 1995. 
ISBN 92 4 156179 3 (NLM Classification: WC 680). 



International Nonproprietary Names for 
Pharmaceutical Substances (INN) 

Recommended International Nonproprietary Names (Rec. INN): 
List 35 
Notice is hereby given that, in accordance with paragraph 7 of the Procedure for the Selection of Recommended 
International Nonproprietary Names for Pharmaceutical Substances [Off. Rec. Wld Health Org., 1955, 60, 3 
(Resolution EB15.R7); 1969, 173, 10 (Resolution EB43.R9)], the following names are selected as Recommended 
International Nonproprietary Names. The inclusion of a name in the lists of Recommended International Nonproprietary 
Names does not imply any recommendation of the use of the substance in medicine or pharmacy. 
Lists of Proposed (1-65) and Recommended (1-31) International Nonproprietary Names can be found in Cumulative 
List No. 8, 1992. 

Dénominations communes internationales 
des Substances pharmaceutiques (DCI) 

Dénominations communes internationales recommandées (DCI Rec): 
Liste 35 
Il est notifié que, conformément aux dispositions du paragraphe 7 de la Procédure à suivre en vue du choix de 
Dénominations communes internationales recommandées pour les Substances pharmaceutiques [Actes off. Org. 
mond. Santé, 1955, 60, 3 (résolution EB15.R7); 1969,173, 10 (résolution EB43.R9)] les dénominations ci-dessous 
sont mises à l'étude par l'Organisation mondiale de la Santé en tant que dénominations communes internationales 
proposées. L'inclusion d'une dénomination dans les listes de DCI proposées n'implique aucune recommandation en 
vue de l'utilisation de la substance correspondante en médecine ou en pharmacie. 
On trouvera d'autres listes de Dénominations communes internationales proposées (1-65) et recommandées 
(1-31) dans la Liste récapitulative No. 8, 1992. 

Denominaciones Comunes Internacionales 
para las Sustancias Farmacéuticas (DCI) 

Denominaciones Comunes Internacionales Recomendadas (DCI Rec): 
Lista 35 
De conformidad con lo que dispone el párrafo 7 del Procedimiento de Selección de Denominaciones Comunes 
Internacionales Recomendadas para las Sustancias Farmacéuticas [Act. Of. Mund. Salud, 1955, 60, 3 (Resolución 
EB15.R7); 1969, 173, 10 (Resolución EB43.R9)], se comunica por el presente anuncio que las denominaciones que 
a continuación se expresan han sido seleccionadas como Denominaciones Comunes Internacionales Recomendadas. 
La inclusión de una denominación en las listas de las Denominaciones Comunes Recomendadas no supone recomendación 
alguna en favor del empleo de la sustancia respectiva en medicina o en farmacia. 
Las listas de Denominaciones Comunes Internacionales Propuestas (1-65) y Recomendadas (1-31 ) se encuentran 
reunidas en Cumulative List No. 8, 1992. 



Recommended INN 
(Latin, English, French, Spanish) 
DCI Recommandée 
DCI Recomendada 

Chemical name or description and Molecular formula 

Nom chimique ou description et Formule brute 
Nombre químico o descripción y Fórmula empírica 

acidum gadoxeticum 

gadoxetic acid 

acide gadoxétique 

ácido gadoxetico 

acidum ibandronicum 

ibandronic acid 

acide ibandronique 

ácido ibandrónico 

acidum olpadronicum 

olpadronic acid 

acide olpadronique 

ácido olpadrónico 

acidum zoledronicum 

zoledronic acid 

acide zolédronique 

ácido zoledrónico 

acitazanolastum 

acitazanolast 

acitazanolast 

acitazanolast 

dihydrogen [N-[(2S)-2-[b¡s(carboxymethyl)amino]-3-(p-ethoxyphenyl)propyl]-
A/-[2-[bis(carboxymethyl)amino]ethyl]glycinato(5-)]gadolinate(2-) 

dihydrogéno[N-[(2S)-2-[bis(carboxyméthyl)amino]-3-(4-éthoxyphényl)propyl]-
N-[2-[bis(carboxyméthyl)amino]éthyl]glycinato(5-)]gadolinate(2-) 

dihidrógeno [N-[(2S)-2-[bis(carboximetil)amino]-3-(p-etoxifenil)propil]-A/-[2-
[bis(carboximetil)amino]etil]glicinato(5-)]gadolinato(2-) 

C23H30GdN3O11 

[1 -hydroxy-3-(methylpentylamino)propylidene]diphosphonic acid 

acide [1-hydroxy-3-[móthyl(pentyl)am¡no]propylidene]bisphosphonique 

ácido [1 -hidroxi-3-(metilpentilamino)propilideno]difosfón¡co 

C9H23NO7P2 

[3-(dimethylamino)-1 -hydroxypropylidene]diphosphonic acid 

acide [3-(diméthylamino)-1 -hydroxypropylidènejbispriosphonique 

ácido [3-(dimetilamino)-1 -hidroxipropilideno]difosfónico 

C5H15NO7P2 

(1 -hydroxy-2-imidazol-1 -ylethylidene)diphosphonic acid 

acide [1 -hydroxy-2-(1 H-imidazol-1-yl)éthylidène]bisphosphonique 

ácido (1-hidroxi-2-imidazol-1-iletiliden)difosfónico 

C5H10N2O7P2 

3'-(1H-tetrazol-5-yl)oxanilic acid 

acide N-[3-(1 H-tétrazol-5-yl)phényl]oxamique 

ácido 3'-(1H-tetrazol-5-il)oxanílico 

C9H7N5O3 



adefovirum 

adefovir 

adéfovir 

adefovir 

afelimomabum 
afelimomab 

afélimomab 

afelimomab 

alniditanum 

alniditan 

alniditan 

alniditan 

anakinrum 
anakinra 

anakinra 

anakinra 

anastrozolum 
anastrozole 

anastrozole 

anastrozol 

apaxifyllinum 

apaxifylline 

apaxifylline 

apaxifilina 

[[2-(6-amino-9H-purin-9-yl)ethoxy]methyl]phosphonic acid 

acide [[2-(6-amino-9H-purin-9-yl)éthoxy]méthyl]phosphonique 

àcido [[2-(6-amino-9H-purin-9-il)etoxi]met¡l]fosfónico 

C8H12N5O4P 

immunoglobulin G 3 (mouse monoclonal LU54107 Fab' fragment γ-chain 
anti-human tumor necrosis factor a), disulfide with mouse monoclonal 
LU54107 K-chain, dimer 

immunoglobuline G 3 (chaîne y du fragment Fab' de l'anticorps monoclonal 
de souris LU54107 anti-facteur de nécrose tumorale a humain), dimère du 
disulfure avec la chaîne K de l'anticorps monoclonal de souris LU54107 

inmunoglobulina G 3 (cadena y del fragmento Fab' del anticuerpo monoclonal 
de ratón LU54107 anti-factor de necrosis tumoral a humano), dímero del 
disulfuro con la cadena K del anticuerpo monoclonal de ratón LU54107 

2-[[3-[[(R)-2-chromanylmethyl]amino]propyl]amino]-1,4,5,6-
tetrahydropyrimidine 

N-[[(2R)-3,4-dihydro-2H-chromén-2-yl]méthyl]-A/'-(1,4,5,6-tétrahydropyrimidin-
2-yl)propan-1,3-diyldiamine 

2-[[3-[[(R)-2-croman¡lmetil]amino]propil]amino]-1,4,5,6-tetrah¡dropirimid¡na 

C 1 7 H 2 6 N 4 O 

N2-L-methionylinterleukin 1 receptor antagonist (human isoform x reduced) 

N2-L-méthionylantagoniste du récepteur de l'interleukine-1 (isoforme x 
humaine réduite) 

N2-L-metionil antagonista del receptor de interleukina 1 (isoforma x reducida, 
humana) 

C 7 5 9 H 1 1 8 6 N 2 0 8 O 2 3 2 S 1 0 

α, α, α', α'-tetramethyl-5-(1 H-1,2,4-triazol-1 -ylmethyl)-m-benzenediacetonitrile 

2,2'-diméthyl-2,2'-[5-[(1H-1,2,4-triazol-1-yl)méthyl]benzène-1,3-diyl]= 
dipropanenitrile 

α,α,α',α'-tetrametil-5-(1H-1,2,4-triazol-1-ilmetil)-m-bencendiacetonitrilo 

C17H19N5 

(-)-(S)-8-(3-oxocyclopentyl)-1,3-dipropylxanthine 

(-)-(S)-8-(-3-oxocyclopentyl)-1,3-dipropyl-3,7-d¡hydro-1H-purine-2,6-dione 

(-)-(S)-8-(3-oxociclopentil)-1,3-dipropilxantina 

C 1 6 H 2 2 N 4 O 3 



bivalirudinum 
bivalirudin 

bivalirudine 

bivalirudina 

candesartanum 

candesartan 

candésartan 

candesartan 

capecitabinum 
capecitabine 

capécitabine 

capecitabina 

cartasteinum 
cartasteine 

cartastéine 

cartasteina 

cefluprenamum 
cefluprenam 

céfluprénam 

cefluprenam 

D-phenylalanyl-L-prolyl-L-arginyl-L-prolylglycylglycylglycylglycyl-
L-asparaginylglycyl-L-a-aspartyl-L-phenylalanyl-L-a-glutamyl-L-a-glutamyl-
L-isoleucyl-L-prolyl-L-a-glutamyl-L-a-glutamyl-L-tyrosyl-L-leucine 

D-phénylalanyl-L-prolyl-L-arg¡nyl-L-prolyl-glycyl-glycyl-glycyl-glycyl-
L-asparaginyl-glycyl-L-α-aspartyl-L-phénylalanyl-L-α-glutamyl-L-α-glutamyl-
L-isoleucyl-L-prolyl-L-α-glutamyl-L-α-glutamyl-L-tyrosyl-L-leucine 

D-fenilalanil-L-prolil-L-arginil-L-prolilglicilglicilglicilglicil-L-asparraginilglicil-
L-α-aspartil-L-fenilalanil-L-α-glutamil-L-α-glutamil-L-isoleucil-L-prolil-
L-α-glutamil-L-α-glutamil-L-tirosil-L-leucina 

C 9 8 H 1 3 8 N 2 4 O 3 3 

2-ethoxy-1 -[p-(o-1 H-tetrazol-5-ylphenyl)benzyl]-7-benzimidazolecarboxylic 
acid 

acide 2-éthoxy-1-[4-[2-(1 H-tétrazol-5-yl)phényl]benzyl]-1 H-benzimidazole-
7-carboxylique 

ácido 2-etoxi-1 -[p-(o-1 H-tetrazol-5-ilfenil)bencil]-7-bencimidazolcarboxilico 

C24H20N6O3 

pentyl 1-(5-deoxy-β-D-ribofuranosyl)-5-fluoro-1,2-dihydro-2-oxo-
4-pyrimidinecarbamate 

[1-(5-désoxy-β-D-ribofuranosyl)-5-fluoro-2-oxo-1,2-dihydropyrimidin-
4-yl]carbamate de pentyle 

1-(5-desoxi-β-D-ribofuranosil)-5-fluoro-1,2-dihidro-2-oxo-4-pirimidincarbamato 
de pentilo 

C15H22FN3O6 

(S)-3-[N-[(H)-2-mercaptopropionyl]glycyl]-4-thiazolidinecarboxylic acid 

acide (4S)-3-[2-[[(2R)-2-mercaptopropanoyl]amino]acétyl]thiazolidine-
4-carboxylique 

ácido (S)-3-[N-[(H)-2-mercaptopropionil]glicil]-4-tiazolidinecarboxíl¡co 

C 9 H 1 4 N 2 O 4 S 2 

(-)-[(E)-3-[(6R,7R)-7-[2-(5-amino-1,2,4-thiadiazol-3-yi)glyoxylamido]-
2-carboxy-8-oxo-5-thia-1-azabicyclo [4.2.0]oct-2-en-3-yl]allyl](carbamoyl= 
methyl)ethylmethylammonium hydroxide, inner salt, 72-(Z)-[O- (fluoromethyl)= 
oxime] 

(-)-(2-amino-2-oxoéthyl)[(E)-3-[(6R,7R)-7-[[(Z)-2-(5-amino-1,2,4-thiadiazol-
3-yl)-2-[(fluorométhoxy)imino]acétyl]amino]-2-carboxylato-8-oxo-5-th¡a-
1-azabicyclo[4.2.0]oct-2-én-3-yl]prop-2-ényl]éthylméthylammonium 

hidróxido de (-)-[(E)-3-[(6R,7R)-7-[2-(5-amino-1,2,4-tiadiazol-3-il)glioxilamido]-
2-carboxi-8-oxo-5-tia-1-azabiciclo [4.2.0]oct-2-en-3-il]alil](carbamoilmetil)= 
etilmetilamonio, sal interna, 72-(Z)-[O-(fluorometil)oxima 

C20H25FN8O6S2 



cefoselisum 
cefoselis 

céfosélis 

cefoselis 

cidofovirum 

cidofovir 

cidofovir 

cidofovir 

cilmostimum 
cilmostim 

cilmostime 

cilmostim 

cipamfylline 

cipamfylline 

cipamfylline 

cipamfilina 

cromogiicas lisetilum 

cromoglicate lisetil 

cromoglicate lisétil 

cromoglicato lisetil 

(-)-5-amino-2-[[(6R,7R)-7-[2-(2-amino-4-thiazolyl)glyoxylamido]-2-carboxy-f 
oxo-5-thia-1-azabicyclo[4.2.0]oct-2-en-3-yl]methyl]-1-(2-hydroxyethyl)= 
pyrazolium hydroxide, inner salt, 72-(2)-(O-methyloxime) 

(-)-5-amino-2-[[(6R,7R)-7-[[(2)-2-(2-aminothiazol-4-yl)-2-(méthoxyimino)= 
acétyl]amino]-2-carboxylato-8-oxo-5-thia-1-azabicyclo[4.2.0]oct-2-én-3-yl]= 
méthyl]-1-(2-hydroxyéthyl)-1H-pyrazolium 

(-)-5-amino-2-[[(6R,7R)-7-[[(2)-2-(2-aminotiazol-4-il)-2-(metoxiimino)acetil]= 
amino]-2-carboxilato-8-oxo-5-tia-1- azabiciclo[4.2.0]oct-2-en-3-ll]metil]-
1-(2 hidroxietil)-1H-pirazolio 

C 1 9 H 2 2 N 8 O 6 S 2 

[[(S)-2-(4-amino-2-oxo-1(2H)-pyrimidinyl)-1-(hydroxymethyl)ethoxy]methyl]= 
phosphonic acid 

acide [[(1 S)-2-(4-amino-2-oxopyrimidin-1 (2H)-yl)-1 -(hydroxyméthyl)éthoxy]= 
méthyljphosphonique 

àcido [[(S)-2-(4-amino-2-oxo-1(2H)-pirimidinil)-1-(hidroximetil)etoxi]metil]= 
fosfónico 

C8H14N3O6P 

1 -223-colony-stimulating factor 1 (human clone p3ACSF-69 protein moiety 
reduced) dimer, cyclic (7-90), (7 '- 90' ), (31-3V ), (48-139), (48'- 139'), 
(102-146), (102'-146')-heptakis(disulfide) 

(7-90), ( 7 ' - 9 0 ' ) , (31 -3V) , (48-139), (48 ' -139 ' ) , (102-146), (102'-
146' )-heptakis(disulfure cyclique) du dimère de 1-223-facteur 1 de stimula
tion des colonies (partie protéique réduite du clone humain p3ACSF-69) 

(7-90), (7'- 90 ), (31-31 ' ) , (48-139), (48 ' -139 ' ) , ( 1 0 2 - 1 4 6 ) , (102'-
146' )-heptakis(disulfuro cíclico) del dímero de 1- 223-factor 1 de 
estimulación de colonias (fracción proteica reducida del clon humano 
p3ACSF-69) 

C 2 1 9 8 H 3 4 3 0 N 5 8 8 O 7 0 4 S 2 8 

8-amino-1,3-bis(cyclopropylmethyl)xanthine 

8-amino-1,3-bis(cyclopropylméthyl)-3,7-dihydro-1H-purine-2,6-d¡one 

8-amino-1,3-bis(ciclopropilmetil)xantina 

C 1 3 H 1 7 N 5 O 2 

diethyl 5,5'-[(2-hydroxytrimethylene)dioxy]bis[4-oxo-4H-1-benzopyran-
2-carboxylate), ester with L-lysine 

(+)-5,5'-[[2-[[(2S)-2,6-diaminohexanoyl]oxy]propane-1,3-diyl]dioxy]bis(4-oxo-
4H-chromène-2-carboxylate d'éthyle) 

5,5'-[(2-hidroxitrimetileno)dioxi]bis[4-oxo-4H-1-benzopirano-
2-carboxilato] de dietilo, éster con L-lisina 

C 3 3 H 3 6 N 2 O 1 2 



dacliximabum 
dacliximab 

dacliximab 

dacliximab 

delavirdinum 

delavirdine 

délavirdine 

delavirdina 

immunoglobulin G 1 (human-mouse monoclonal clone 1H4 γ-chain anti-
human interleukin 2 receptor), disulfide with human-mouse monoclonal 
clone 1H4 light chain, dimer 

immunoglobulins G 1 (chaîne y de l'anticorps monoclonal du clone homme-
souris 1H4 dirigé contre le récepteur de l'interleukine 2 humain), dimère du 
disulfure avec la chaîne légère de l'anticorps monoclonal du clone homme-
souris 1H4 

inmunoglobulina G 1 (cadena y del anticuerpo monoclonal del clon humano-
murino 1H4 anti-receptor de la interleukina 2 humano), dimero del disulfuro 
con la cadena ligera del anticuerpo monoclonal del clon humano-muríno 

C 6 3 9 4 H 9 8 8 8 N 1 6 9 6 O 2 0 1 2 S 4 4 

1-[3-(isopropylamino)-2-pyridyl]-4-[(5-methanesulfonamidoindol-2-yl)= 
carbonyl]piperazine 

1 -[3-[(1 -méthyléthyl)amino]pyridin-2-yl]-4-[[5-[(méthylsulfonyl)amino]-1 H-indol-
2-yl]carbonyl]pipérazine 

1-[3-(isopropilamino)-2-piridil]-4-[(5-metanosulfonamidoindol-2-il)carbonil]= 
piperazina 

C22H28N6O3S 

dexpemedolacum 
dexpemedolac 

dexpémédolac 

dexpemedolaco 

docetaxelum 
docetaxel 

docétaxel 

docetaxel 

(1S,4R)-4-benzyl-1-ethyl-1,3,4,9-tetrahydropyrano[3,4-6]indole-1 -acetic acid 

acide 2-[(1S,4R)-4-benzyl-1-éthyl-1,3,4,9-tétrahydropyrano[3,4-b]indol-1-yl]= 
acétique 

ácido (1S,4R)-4-bencil-1-etil-1,3,4,9-tetrahidropirano[3,4-b]indol-1 -acético 

C22H23NO3 

(2R,3S)-N-carboxy-3-phenylisoserine, N-tert-butyl ester, 13-ester with 5p-20-
epoxy-1,2α,4,7β,10β,13α-hexahydroxytax-11-en-9-one 4-acetate 2-benzoate 

(2R,3S)-3-[[(1,1-d¡méthyléthoxy)carbonyl]amino]-2-hydroxy-
3-phénylpropanoate de 4-(acétyloxy)-2α-(benzoyloxy)-5p,20-époxy-1,7p,1 Op-
trihydroxy-9-oxotax-11-én-13α-yle 

(2R,3S)-N-carboxi-3-fenilisoserina, N-terc-butil éster, 13-éster con 5β-20-
epoxi-1,2α,4,7β,10β,13α-hexahidroxitax-11-en-9-ona 4-acetato 2-benzoato 

C 4 3 H 5 3 N O 1 4 

ebalzotanum 
ebalzotan 

ébalzotan 

ebalzotan 

(R)-N-isopropyl-3-(isopropylpropylamino)-5-chromancarboxamide 

(3R)-N-(1-méthyléthyl)-3-[(1-méthyléthyl)propylamino]-3,4-dihydro-
2H-chromène-5-carboxamide 

(R)-N-isopropil-3-(isopropilpropilamino)-5-cromancarboxamida 

C 1 9 H 3 0 N 2 O 2 



efegatranum 
efegatran 

éfégatran 

efegatran 

efletirizinum 

efletirizine 

éflétirizine 

efletirizina 

elisartanum 

elisartan 

élisartan 

elisartan 

epoetinum epsilonum 
epoetin epsilon 

époétine epsilon 

epoetina epsilon 

eprosartanum 
eprosartan 

éprosartan 

eprosartan 

eptacogum alfa (activatum) 
eptacog alfa (activated) 

eptacog alfa (activé) 

eptacog alfa (activado) 

N-methyl-D-phenylalanyl-N-[(1S)-1-formyl-4-guanidinobutyl]-L-prolinamide 

(2S)-N-[(1S)-1-formyl-4-guanidinobutyl]-1-[(2ñ)-2-(méthylamino)-
3-phénylpropanoyl]pyrrolidine-2-carboxamide 

N-metil-D-fenilalanil-N-[(1S)-1-formil-4-guanidinobutil]-L-prolinamida 

C 2 1 H 3 2 N 6 O 3 

[2-[4-[bis(p-fluorophenyl)methyl]-1-piperazinyl]ethoxy]acetic acid 

acide 2-[2-[4-[bis(4-fluorophényl)méthyl]pipérazin-1-yl]éthoxy]acétique 

ácido [2-[4-[bis(p-fluorofenil)metil]-1-piperazinil]etoxi]acético 

C 2 1 H 2 4 F 2 N 2 O 3 

(±)-1 -hydroxyethyl 2-butyl-4-chloro-1 -[p-(o-1 H-tetrazol-5-ylphenyl)benzyl]= 
imidazole-5-carboxylate, ethyl carbonate (ester) 

2-butyl-4-chloro-1-[4-[2-(1H-tétrazol-5-yl)phényl]benzyl]-1H-imidazol-
5-carboxylate de (RS)-1-[(éthoxycarbonyl)oxy]éthyle 

(±)-2-butil-4-cloro-1-[p-(o-1H-tetrazol-5-ilfenil)bencil]imidazol-
5-carboxílato,etil carbonato de 1-hidroxietilo (éster) 

C 2 7 H 2 9 CIN 6 O 5 

1-165-erythropoietin (human clone λHEPOFL13 protein moiety), glycoform E 

1-165-érythropoïétine (partie protéique du clone humain λHEPOFL13), forme 
glycosylée ε 

1-165-eritropoietina (fracción proteica del clon humano λHEPOFL13), forma 
glicosilada ε 

C 8 0 9 H 1 3 0 1 N 2 2 9 O 2 4 0 S 5 

(for non-glycosylated protein) 
(pour la protéine non glycosylée) 
(fracción proteica no glicosilada) 

(E)-2-butyl-1-(p-carboxybenzyl)-α-2-thienylimidazole-5-acrylic acid 

acide (E)-3-[2-butyl-1 -(4-carboxybenzyl)-1 H-imidazol-5-yl]-2-[(2-thiényl)= 
méthyl]prop-2-énoïque 

ácido (E)-2-butil-1-(p-carboxibencil)-α-2-tienilimidazol-5-acrílico 

C 2 3 H 2 4 N 2 O 4 S 

blood-coagulation factor VII (human clone λHVII2463 protein moiety) 

facteur VII de coagulation sanguine (partie protéique de la substance issue 
du clone humain λHVII2463) 

factor de coagulación VIl (fracción proteica del clon humano λHVII2463) 

C 2 6 2 1 H 4 0 5 6 N 7 2 8 O 8 1 2 S 3 6 



ersentilidum 

ersentilide 

ersentilide 

ersentilida 

examorelinum 

examorelin 

examoréline 

examorelina 

fampridinum 

fampridine 

fampridine 

fampridina 

faropenemum 

faropenem 

faropénem 

faropenem 

fenleutonum 
fenleuton 

fenleuton 

fenleuton 

fodipirum 
fodipir 

fodipir 

fodipir 

4'-[(2S)-2-hydroxy-3-[[2-(p-imidazol-1-ylphenoxy)ethyl]amino]propoxy]= 
methanesulfonanilide 

N-[4-[[(S)-2-hydroxy-3-[[2-[4-(1H-imidazol-1-yl)phénoxy]éthyl]amino]propyl]= 
oxy]phényl]méthanesulfonamide 

4'-[(2S)-2-hidroxi-3-[[2-(p-imidazol-1-ilfenoxi)etil]amino]propoxi]= 
metansulfonanilida 

C21H26N4O5S 

L-histidyl-2-methyl-D-tryptophyl-L-alanyl-L-trypfophyl-D-phenylalanyl-
L-lysinamide 

L-histidyl-(2-méthyl-D-tryptophyl)-L-alanyl-L-tryptophyl-D-phénylalanyl-
L-lysinamide 

L-histidil-2-metil-D-triptofil-L-alanil-L-triptofil-D-fenilalanil-L-lisinamida 

C47H58N12O6 

4-aminopyridine 

pyridin-4-ylamine 

4-aminopiridina 

C5H6N2 

(+)-(5R,6S)-6-[(1R)-1-hydroxyethyl]-7-oxo-3-[(2R)-tetrahydro-2-furyl]-
4-thia-1 -azabicyclo[3.2.0]hept-2-ene-2-carboxylic acid 

acide (+)-(5a6S)-6-[(1R)-1-hydroxyéthyl]-7-oxo-3-[(2R)-tétrahydrofuran-2-yl¡-
4-thia-1-azabicyclo[3.2.0]hepf-2-ène-2-carboxylique 

ácido (+)-(5R,6S)-6-[(1R)-1 -hidroxietil]-7-oxo-3-[(2R)-tetrahidro-2-furil]-
4-tia-1-azabiciclo[3.2.0]hept-2-en-2-carboxílico 

C12H15NO5S 

(±)-1-[3-[m-(p-fluorophenoxy)phenyl]-1-methyl-2-propynyl]-1-hydroxyurea 

(±)-1 -[(1RS)-3-[3-(4-fluorophénoxy)phényl]-1 -méthylprop-2-ynyl]-
1 -hydroxyurée 

(±)-1-[3-[m-(p-fluorofenoxi)fenil]-1-metil-2-propinil]-1-hidroxiurea 

C17H15FN2O3 

N,N-ethylenebis[N-[[3-hydroxy-5-(hydroxymethyl)-2-methyl-4-pyridyl]= 
methyl]glycine] 5,5'-bis(dihydrogenphosphate) 

N,N'-éfhane-1,2-diylbis[N-[[3-hydroxy-2-méthyl-5-[(phosphonooxy)méthyl]= 
pyridin-4-yl]méthyl]glycine] 

N,N'-etilenbis[N-[[3-hidroxi-5-(hidroximetil)-2-metil-4-piridil]metil]glicina] 
5,5'-bis(dihidrógenofosfato) 

C22H32N4O14P2 



follitropinum alfa 
follitropin alfa 

follitropine alfa 

folitropína alfa 

fradafibanum 

fradafiban 

fradafiban 

fradafiban 

follicle-stimulating hormone, glycoform α 
α-subunit: 
chorionic gonadotropin (human α-subunit protein moiety reduced) 
β-subunit: 
follicle-stimulating hormone (human clone λ 15B β-subunit protein moiety 
reduced) 

hormone folliculo-stimulante, forme glycosylée α 
Sous-unité a : 
gonadotropins chorionique (partie protéique réduite de la sous-unité α 
humaine) 
Sous-unité β : 
hormone folliculo-stimulante (partie protéique réduite de la sous-unité β du 
clone humain λ 15B) 

hormona estimulante del folículo, glicoforma α 
subunidad α : 
gonadotropina coriónica (fracción proteica reducida de la subunidad α 
humana) 
subunidad β: 
hormona estimulante del folículo (fracción proteica reducida de la subunidad 
β del clon humano humane λ 15B) 

α : C 4 3 7 H 6 8 2 N 1 2 2 O 1 3 4 S 1 3  

β : C 5 3 8 H 8 3 3 N 1 4 5 O 1 7 1 S 1 3 

(3S,5S)-5-[[(4'-amídino-4-biphenylyl)oxy]methyl]-2-oxo-3-pyrrolidineacetic 
acid 

acide 2-[(3S,5S)-5-[[(4'-amidinobiphényl-4-yl)oxy]méthyl]-2-oxopyrrolidin-
3-yl]acétique 

acido (3S,5S)-5-[[(4'-amidino-4-bifenilil)oxi]metil]-2-oxo-3-pirrolidínacético 

C 2 0 H 2 1 N 3 O 4 

fuladectinum 
fuladectin a mixture of components A4 and A3, 

component A4 (major component): 
4'-[2-[[(2ae,4e,5'S,6S,6'R,7O,8E,11R,13R,15S,17aR,20R,20aR,20bS)-6'-
ethyl-3', 4', 5', 6, 6', 7, 10, 11, 14, 15, 17a,20,20a,20b-tetradecahydro-20,20b-
dihydroxy-5',6,8,19-tetramethyl-17-oxospiro[11,15-methano-2H, 13H, 17H-
furo[4,3,2-pq][2,6]benzodioxacyclooctadecin-13,2'-[2H]pyran]-7-yl]oxy]ethyl]-
N-methylmethanesulfonanilide 
component A3 (minor component): 
4'-[2-[[(2aE,4E,5'S,6S,6'R,7R,8E,11R,13R,15S,17aR,20R,20aR,20bS)-
3',4',5',6,6',7,10,11,14,15,17a,20,20a,20b-tetradecahydro-20,20b-dihydroxy-
5',6,6',8,19-pentamethyl-17-oxosp¡ro[11,15-methano-2H, 13H, 17H-furo[4,3,2-
pq][2,6]benzodioxacyclooctadecin-13,2'-[2H]pyran]-7-yl]oxy]ethyl]-W-
methylmethanesulfonanilide 



fuladectine 

fuladectina 

mélange des constituants A4 et A3, 
constituant A4 (constituant principal): 
N-[4-[2-[[(2aE,4E,8E)-(2'R,5'S,6S,6'R,7R, 11R,15S, 17aR,20R,20aR,20bS)-6'-
éthyl-20,20b-dihydroxy-5',6,8,19-tétraméthyl-7-oxo-3',4',5',6,6',7,10,11,14,15, 
17a,20,20a,20b-tétradécahydrospiro[11,15-méthano-2H,13H,17H-furo[4,3,2-
pq][2,6]benzodioxacyclooctadécène-13,2'-[2/-/Ipyran]-7-yl]oxy]éthyl]phényl]-
N-méthylméthanesulfonamide 
constituant A3 (constituant secondaire): 
N-[4-[2-[[(2aE,4E,8E)-(2'R,5'S,6S,6'R,7R,11R,15S,17aR,20R,20aR,20bS)-
20,20b-dihydroxy-5',6,6',8,19-pentaméthyl-7-oxo-3',4',5',6,6',7,10,11,14,15, 
17a,20,20a,20b-tétradécahydrospiro[11,15-méthano-2H,13H,17H-furo[4,3,2-
pq][2,6]benzodioxacyclooctadécène-13,2'-[2/-flpyran]-7-yl]oxy]éthyl]phényl]-
N-méthylméthanesulfonamide 

mezcla de los componentes A4 y A3, 
componente A4 (constituyente principal): 
4'-[2-[[(2aE,4E,5'S,6S,6'R,7R,8E,11R,13R,15S,17aR,20R,20aR,20bS)-6'-etil-
3',4',5',6,6',7,10,11,14,15,17a,20,20a,20b-tetradecahidro-20,20b-dihidroxi-
5',6,8,19-tetrametil-17-oxospiro[11,15-metano-2H,13H,17H-furo[4,3,2-
pq][2,6]benzodioxaciclooctadecin-13,2'-[2Hlpiran]-7-il]oxi]etil]-A/-
metilmetanesulfonanilida 
componente A3 (constituyente segundario): 
4'-[2-[[(2aE,4E,5'S,6S,6'R,7R,8E,11R,13R,15S,17aR,20R,20aR,20bS)-
3',4',5',6,6',7,10,11,14,15,17a,20,20a,20b-tetradecahidro-20,20b-dihidroxi-
5',6,6',8,19-pentametil-17-oxospiro[11,15-metano-2H,13H,17H-furo[4,3,2-
pq][2,6]benzodioxaciclooctadecin-13,2'-[2 H]piran]-7-il]oxi]et¡l]- N-
metilmetanesulfonanilida 

A4 : C42H59NO10S A3 : C41H57NO10S 

gadoversetamidum 

gadoversetamide 

gadoversétamide 

gadoversetamida 

[N,N-bis[2-[[(carboxymethyl)[(2-methoxyethyl)carbamoyl]methyl]amino]ethyl]= 
glycinato(3-)]gadolinium 

[N,N-bis[2-[(carboxyméthyl)[2-[(2-méthoxyéthyl)amlno]-2-oxoéthyl]amino]= 
éthyl]glycinato(3-)]gadolinium 

[N,N-bis[2-[[(carboximetil)[(2-metoxietil)carbamoil]metil]amino]etil]= 
glicinato(3-)]gadolinio 

C2 0H3 4GdN5O1 0 

galdansetronum 

galdansetron 

galdansétron 

galdansetron 

goralatidum 

goralatide 

goralatide 

goralatida 

(+)-(3R)-2,3-dihydro-9-methyl-3-[(5-methylimidazol-4-yl)methyl]carbazol-
4(1H)-one 

(+)-(3R)-9-méthyl-3-[(5-méthyl-1H-imidazol-4-yl)méthyl]-1,2,3,9-tétrahydro-
4H-carbazol-4-one 

(+)-(3R)-2,3-dihidro-9-metil-3-[(5-metilimidazol- 4-il)metil]carbazol-4(1H)-ona 

C18H19N3O 

1-[N2-[N-(N-acetyl-L-seryl)-L-α-aspartyl]-L-lysyl]-L-proline 

(N-acétyl-L-séryl)-L-α-aspartyl-L-lysyl-L-proline 

1-[N2-[N-(N-acetil-L-seril)-L-α-aspartill-L-lisilJ-L-prolina 

C20H33N5O9 



idramantonum 

idramantone 

idramantone 

idramantona 

ifetrobanum 

ifetroban 

ifétroban 

ifelroban 

imidaprilatum 

imidaprilat 

imidaprilate 

imidaprilat 

imiglucerasum 

imiglucerase 

imiglucérase 

imiglucerasa 

inogatranum 

inogatran 

inogatran 

inogatran 

inolimomabum 
inolimomab 

inolimomab 

5-hydroxy-2-adamantanone 

5-hydroxytricyclo[3.3.1.13,7]décan-2-one 

5-hidroxi-2-adamantanona 

C 1 0 H 1 4 O 2 

o-[[(1S,2R,3S,4R)-3-[4-(pentylcarbamoyl)-2-oxazolyl]-7-oxabicyclo= 
[2.2.1 ]hept-2-yI]methyI]hydrocinnamic acid 

acide 3-[2-[[(1S,2R,3S,4R)-3-[4-[(pentylamino)carbonyl]oxazol-2-yl]-7-oxa= 
bicyclo[2.2.1]hept-2-yl]méthyl]phényl]propanoïque 

ácido o-[[(1S,2R,3S,4R)-3-[4-(pentilcarbamoil)-2-oxazolil]-7-oxabiciclo= 
[2.2.1]hept-2-il]metil]hidrocinámico 

C 2 5 H 3 2 N 2 O 5 

(4S)-3-[(2S)-N-[(1S)-1-carboxy-3-phenylpropyl]alanyl]-1-methyl-2-oxo-
4-imidazolidinecarboxylic acid 

acide (S)-3-[(S)-2-[[(S)-1 -carboxy-3-phénylpropyl]amino]propanoyl]-1 -méthyl-
2-oxo-imidazolid¡ne-4-carboxylique 

ácido (4S)-3-[(2S)-N-[(1S)-1-carboxi-3-fenilpropil]alanil]-1-met¡l-2-oxo-
4-¡m¡dazolid¡ncarboxíl¡co 

C 1 8 H 2 3 N 3 O 6 

495-L-hist¡dineglucosylceramidase (human placenta isoenzyme protein 
moiety) 

[495-L-histidine]glucosylcéramidase (partie protéique d'isoenzyme de 
placenta humain) 

495-L-histidinaglucosilceramidasa (isoenzima de placenta humana, fracción 
proteica) 

C 2 5 3 2 H 3 8 4 3 N 6 7 1 O 7 1 1 S 1 6 

N-[(1R)-2-cyclohexyl-1-[[(2S)-2-[(3-guanidinopropyl)carbamoyl]piperidino]= 
carbonyl]ethyl]glycine 

acide 2-[[(1R)-1 -(cyclohexylméthyl)-2-[(2S)-2-[[(3-guanidinopropyl)amino]= 
carbonyl]pipéridin-1 -yl]-2-oxoéthyl]amino]acétique 

N-[(1R)-2-cictohexil-1-[[(2S)-2-[(3-guanidinopropil)carbamoil]piperidino]= 
carbonil]etil]glicina 

C 2 1 H 3 8 N 6 O 4 

immunoglobulin G 1 (mouse monoclonal B-B10 γ-chain anti-human 
interleukin-2 receptor α-chain), disulfide with mouse monoclonal B-B10 
K-chain, dinner 

immunoglobuline G 1 (chaîne γ de l'anticorps monoclonal de souris B-B10 
dirigé contre la chaîne a du récepteur de l'interleukine-2 humain), dimère du 
disulfure avec la chaîne K de l'anticorps monoclonal de souris B-B10 



inolimomab 

insulinum lisprum 

insulin lispro 

insuline lispro 

insulina lispro 

ipenoxazonum 

ipenoxazone 

ipénoxazone 

ipenoxazona 

irbesartanum 

irbesartan 

irbésartan 

irbesartan 

itamelinum 

itamellne 

itaméline 

itamelina 

lamifibanum 
lamifiban 

lamiflban 

lamifiban 

lanperisonum 

lanperisone 

lanpérisone 

lanperisona 

inmunoglobulina G 1 (cadena y del anticuerpo monoclonal de ratón B-B10 
anti-cadena a del receptor de interleukina-2 humana), dímero del disulfuro 
con la cadena K del anticuerpo monoclonal de ratón B-B10 

288-L-lysine-29B-L-prolineinsulin (human) 

[28B-L-lysine-29B-L-proline]insuline humaine 

28B-L-lisina-29B-L-prolinainsulina (humana) 

C257H383N65O77S6 

(+)-(4S,5R)-3-[3-(hexahydro-1H-azepin-1-yl)propyl]-4-isobutyl-5-phenyl-
2-oxazolidinone 

(+)-(4S,5R)-3-[3-(hexahydro-1H-azépin-1-yl)propyl]-4-(2-méthylpropyl)-
5-phényloxazolidin-2-one 

(+)-(4S,5R)-3-[3-(hexahidro-1H-azepin-1-il)propil]-4-¡sobutil-5-fenil-
2-oxazolidinona 

C22H34N2O2 

2-butyl-3-[p-(o-1H-tetrazol-5-ylphenyl)benzyl]-1,3- diazaspiro[4.4]non-1-en-
4-one 

2-butyl-3-[4-[2-(1 H-tétrazol-5-yl)phényl]benzyl]-1,3-diazaspiro[4.4]non-1 -én-
4-one 

2-butil-3-[p-(o-1H-tetrazol-5-ilfenil)bencil]-1,3-diazaspiro[4.4]non-1 -en-4-ona 

C25H28N6O 

p-chlorophenyl 3-formyl-5,6-dihydro-1 (2H)-pyridinecarboxylate, 
O-methyloxime 

(E)-3-[(méthoxyimino)méthyl]-5,6-dihydropyridine-1(2H)-carboxylate de 
4-chlorophényle 

p-clorofenil 3-formil-5,6-dihidro-1(2H)-piridinacarboxilato, O-metiloxima 

C14H15CIN2O3 

[[1 -[N-(p-amidinobenzoyl)-t-tyrosyl]-4-piperidyl]oxy]acetic acid 

acide 2-[í1-[(2S)-2-[(4-amidinobenzoyl)amino]-3-(4-hydroxyphényl)= 
propanoyl]pipéridin-4-yl]oxy]acétique 

àcido[[1-[N-(p-amidinobenzoil)-L-tirosil]-4-piperidil]oxi] acético 

C24H28N4O6 

(-)-(R)-2-methyl-3-(1-pyrrolidinyl)-4'-(trifluoromethyl)propiophenone 

(-)-(2R)-2-méthyl-3-(pyrrolidin-1-yl)-1-(4-(trifluorométhyl)phényl]propan-1-one 

(-)-(R)-2-metil-3-(1-pirrolidin¡l)-4'-(tr¡fluoromet¡l)propiofenona 

C15H18F3NO 



lanprostonum 

lanproston 

lanprostone 

lanproston 

lenerceptum 
lenercept 

lénercept 

lenercept 

levosemotiadilum 

levosemotiadil 

lévosémotiadil 

levosemotiadil 

lexacalcitolum 

lexacalcitol 

lexacalcitol 

lexacalcitol 

lirequinilum 

lirequinil 

liréquinil 

lirequinilo 

(2)-7-[(1R,2R,3R,5S)-2-[(E)-2-[2-[(m-chlorophenoxy)methyl]-1,3-dioxolan-
2-yl]vinyl]-3,5-dihydroxycyclopentyl]-5-heptenoic acid 

acide (52)-7-[(1 R,2R,3R,5S)-2-[(1 E)-2-[2-[(3-chlorophénoxy)méthyl]-
1,3-dioxolan-2-yl]éthényl]-3,5-dihydroxycyclopentyl]hept-5-énoïque 

ácido (Z)-7-[(1 R,2R,3R,5S)-2-[(1E)-2-[2-[(m-clorofenoxi)metil]-1,3-dioxolan-
2-il]vinil]-3,5-dihidroxiciclopentil]-5-heptenoico 

C24H31CIO7 

1-182-tumor necrosis factor receptor (human reduced), (182-104')-protein 
with 104-330-immunoglobulin G 1 (human clone pTJ5 C 1 reduced) 

1-182-récepteur du facteur de nécrose tumorale (humain réduit), 
(182-104')-protéine avec la 104-330-immunoglobuline G 1 (clone humain 
pTJ5 Cγ 1 réduit) 

1-182-receptor del factor de necrosis tumoral (humano reducido), 
(182-104')-proteina con la 104-330-inmunoglobulina G 1 (clon humano 
pTJ5 Cγ 1 reducido) 

C 1 9 9 3 H 3 1 1 2 N 5 6 2 O 6 2 4 S 3 4 

(-)-(S)-2-[5-methoxy-2-[3-[methyl[2-[3,4-(methylenedioxy)phenoxy]ethyl]= 
amino]propoxy]phenyl]-4-methyl-2H-1,4-benzothiazin-3(4H)-one 

(-)-(2S)-2-[2-[[3-[[2-(1,3-benzodioxol-5-yloxy)éthyl]méthylamino]propyl]oxy]-
5-méthoxyphényl]-4-méthyl-2W-1,4-benzothiazin-3(4H)-one 

(-)-(S)-2-[5-metoxi-2-[3-[metil[2-[3,4-(metilenodioxi)fenoxi]etil]= 
amino]propoxi]fenil]-4-metil-2H-1,4-benzotiazin-3(4H)-ona 

C29H32N2O6S 

(5Z,7E,20R)-20-[(4-ethyl-4-hydroxyhexyl)oxy]-9,10-secopregna-5,7,10(19)-
triene-1α,3β-diol 

(5Z,7E)-(20R)-20-[(4-éthyl-4-hydroxyhexyl)oxy]-9,10-sécoprégna-5,7,10(19)-
triène-1α,3β-diol 

(5Z,7E,20R)-20-[(4-etil-4-hidrox¡hex¡l)oxi]-9,10-secopregna-5,7,10(19)-tr¡eno-
1α,3β-diol 

C 2 9 H 4 8 O 4 

(3S)-1-[(10-chloro-6,7-dihydro-4-oxo-3-phenyl-4H-benzo[a]quinolizin-1-yl)= 
carbonyl]-3-ethoxypyrrolidine 

(3S)-1 -[(10-chloro-4-oxo-3-phényl-6,7-dihydro-4H-benzo[a]quinolizin-1 -yl)= 
carbonyl]-3-éthoxypyrrolidine 

(3S)-1-[(10-cloro-6,7-dihidro-4-oxo-3-fenil-4H-benzo[a]quinolizin-1-il)= 
carbonil]-3-etoxipirrolidina 

C26H25CIN2O3 



lisofyllinum 

lisofylline 

lisofylline 

lisofilina 

lobucavirum 
lobucavir 

lobucavir 

lobucavir 

lutropinum alfa 
lutropin alfa 

lutropine alfa 

lutropina alfa 

mangafodipirum 
mangafodipir 

mangafodipir 

mangafodipir 

1-[(R)-5-hydroxyhexyl]theobromine 

1-[(5R)-5-hydroxyhexyl]-3,7-diméthyl-3,7-dihydro-1H-purin-2,6-dione 

1 -[(R)-5-hidroxihexil]teobromina 

C 1 3 H 2 0 N 4 O 3 

9-[(1R,2R,3S)-2,3-bis(hydroxymethyl)cyclobutyl]guanine 

2-amino-9-[(1R,2R,3S)-2,3-bis(hydroxyméthyl)cyclobutyl]-1,9-dihydro-6H-
purin-6-one 

9-[(1R,2R,3S)-2,3-bis(hidroximetil)ciclobutil]guanina 

C11H15N5O3 

luteinizing hormone (human α-subunit reduced complex human β-subunit 
reduced), glycoform α 
α-subunit: 
chorionic gonadotropin (human α-subunit protein moiety reduced) 
β-subunit: 
luteinizing homone (human β-subunit protein moiety reduced) 

hormone lutéinisante (complexe de sous-unités a humaine réduite et de 
sous-unité β humaine réduite), forme glyoosylée α 
Sous-unité a : 
gonadotropine chorionique (partie protéique réduite de la sous-unité a 
humaine) 
Sous-unité β: 
hormone lutéinisante (partie protéique réduite de la sous-unité β humaine) 

hormona luteinizante (complejo de los subunidadas α humana reducida y β 
humana reducida), glicoforma α 
subunidad α: 
gonadotropina coriónica (fracción proteica reducida de la subunidad α 
humana) 
subunidad β: 
hormona luteinizante (fracción proteica reducida de la subunidad β humana) 

α: C 4 3 7 H 6 8 2 N 1 2 2 O 1 3 4 S 1 3 β: C 5 7 7 H 9 2 9 N 1 6 5 O 1 6 1 S 1 4 

hexahydrogen (OC-6-13)-[[N,N '-ethylenebis[N-[[3-hydroxy-
5-(hydroxymethyl)-2-methyl-4-pyridyl]methyl]glycine¡ 5,5'-bis(phosphato)](8-)] 
manganate(6-) 

(OC-6-13)-hexahydrogéno[[N,N'-ethane-1,2-diylbis[A/-[[3-hydroxy-2-méthyl-
5-[(phosphonooxy)méthyl]pyridin-4-yl]méthyl]glycinato](8-)]manganate(6-)] 

hexahidrógeno (OC-6-13)-[N,N'-etilenbis[A/-[[3-hidroxi-5-(hidroximetil)-
2-metil-4-piridil]metil]glicina] 5,5'-bis(fosfato)](8-)]manganato(6-) 

C 2 2 H 3 0 M n N 4 O 1 4 P 2 



mapinastinum 

mapinastine 

mapinastine 

mapinastina 

mazapertinum 

mazapertine 

mazapertine 

mazapertina 

mibefradilum 

mibefradil 

mibéfradil 

mibefradil 

mirisetronum 

mirisetron 

mirisétron 

mirisetron 

mobenakinum 

mobenakin 

mobénakine 

mobenakina 

1 -(2-ethoxyethyl)-2-[[4-(4-pyrazol-1 -ylbutyl)-1 -piperazinyl]methyl]= 
benzimidazole 

1-(2-éthoxyéthyl)-2-[[4-[4-(1H-pyrazol-1-yl)butyl]pipérazin-1-yl]méthyl]-
1 H-benzimidazole 

1 -(2-etoxietil)-2-[[4-(4-pirazol-1 -ilbutil)-1 -piperazinil]metil]bencimidazol 

C 2 3 H 3 4 N 6 O 

1-[α-[4-(o-isopropoxyphenyl)-1-piperazinyl]-m-toluoyl]piperidine 

1 -[3-[[4-[2-(1 -méthyléthoxy)phényl]pipérazin-1 -yl]méthyl]benzoyl]pipéridine 

1 -[α-[4-(o-isopropoxifenil)-1 -piperazinil]-m-toluoil]piperidina 

C 2 6 H 3 5 N 3 O 2 

(1S,2S)-2-[2-[[3-(2-benzimidazolyl)propyl]methylamino]ethyl]-6-fluoro-
1,2,3,4-tetrahydro-1- isopropyl-2-naphthyl methoxyacetate 

2-méthoxyacétate de (1 S,2S)-2-[2-[[3-(1 H-benzimidazol-2-y[)propyl]méthyl= 
amino]éthyl]-6-fluoro-1-(1-méthyléthyl)-1,2,3,4-tétrahydronaphtalén-2-yle 

(1S,2S)-2-[2-[[3-(2-bencimidazolil)propii]metilamino]etil]-6-fluoro-
1,2,3,4-tetrahidro-1-isopropil-2-naftil metoxiacetato 

C 2 9 H 3 8 F N 3 O 3 

1 -cyclohexyl-1,4-dihydro-4-oxo-W-1 αH,5αH-tropan-3o-yl-3-quinoline= 
carboxamide 

1-cyclohexyl-N-[(1R,3r,5S)-8-méthyl-8-azabicyclo[3.2.1]oct-3-yl]-4-oxo-
1,4-dihydroquinoléine-3-carboxamide 

1-ciclohexil-1,4-dihidro-4-oxo-N-1αH,5αH-tropan-3a-il-3-quinolina= 
carboxamida 

C 2 4 H 3 1 N 3 O 2 

71-L-serineinterleukin 1β (human clone plL-1-14 reduced) 

[71-L-sérine]interleukine 1(i (clone humain plL-1-14, réduite) 

71-L-serinainterleuquina 1β (clon humano plL-1-14 reducido) 

C 7 7 3 H 1 2 1 9 N 2 0 1 O 2 3 8 S 7 



monteplasum 
monteplase 

montéplase 

monteplasa 

moroctocogum alfa 
moroctocog alfa 

moroctocog alfa 

moroctocog alfa 

84-L-serineplasminogen activator (human tissue-type 2-chain form), cyclic 
(6-36), (32'-48'), (34-43), (40'-109'), (51-73), (56-62), (75-83), 
(92-173), (113-155), (120'-264), (134'-209'), (144-168), (166'-182'), 
(180-261), (199'-227'), (201-243), (232-256)-heptadecakis(disulfide) 

(6-36), (32'-48'), (34-43), (40'-109'), (51-73), (56-62), (75-83), 
(92-173), (113-4155), (120'- 264), (134-209'), (144-168), (166'-182'), 
(180-261), (199'-227'), (201-243), (232-256)-heptadécakis(disulfure 
cyclique) du 84-L-sérine(activateur du plasminogène, humain, de type 
tissulaire, constitué de deux chaînes) 

84-L-serina activador del plasminógeno (tipo tisular humano forma 
bicatenaria), (6-36), (32'-48'), (34-43), (40'-109'), (51-473), (56-62), 
(75-83), (92-173), (113-155), (120'-264), (134'-4209'), (144-168), 
(166-182') (180-261), (199'-227'), (201-243), (232-256)-
heptadecakis(disulfuro cíclico) 

C 2 5 6 9 H 3 8 9 6 N 7 4 6 O 7 8 3 S 3 9 

(1-742)-(1637-1648)-blood-coagulation factor VIII (human reduced) complex 
with 1649-2332-blood-coagulation factor VIII (human reduced) 

complexe du (1-742)-(1637-1648)-facteur VIII de coagulation sanguine 
(humain réduit) avec le 1649-2332-facteur VIII de coagulation sanguine 
(humain réduit) 

(1-742)-(1637-1648)-factor de coagulación VIH (humano reducido) compleso 
con 1649-2332-factor de coagulación VIII (humano reducido) 

C 3 9 5 3 H 6 0 2 0 N 1 0 4 0 O 1 1 5 8 S 2 9 C 3 5 5 3 H 5 4 1 2 N 9 5 6 O 1 0 2 8 S 3 3 

muplestimum 

muplestim 

muplestim 

muplestim 

interleukin 3 (human protein moiety reduced) 

interleukine 3 (partie protéique humaine réduite) 

interleukina 3 (fracción proteica reducida humana) 

C 6 7 0 H 1 0 7 6 N 1 8 6 O 1 9 9 S 5 

nacolomabum tafenatoxum 
nacolomab tafenatox 

nacolomab tafenatox 

nacolomab tafenatox 

20-244-immunoglobulin G 1 (mouse monoclonal r-C242Fab-SEA clone 
pKP941 Fab fragment γ-chain anti-human colorectal tumor antigen C242) 
(244-1')-protein with enterotoxin A (Staphyloccoccus aureus), disulfide with 
mouse monoclonal r-C242Fab-SEA clone pKP941 K-chain 

20-244-immunoglobuline G1 (chaîne y du fragment Fab de l'anticorps 
monoclonal de souris r-C242Fab-SEA, clone pKP941, anti-antigène C242 de 
tumeur colorectale humaine) (244-1')-protéine avec l'entérotoxine A 
[Staphylococcus aureus), disulfure avec la chaîne K de l'anticorps 
monoclonal de souris r-C242Fab-SEA, clone pKP941 

20-244-inmunoglobulina G 1 (cadena 7 del fragmento Fab del anticuerpo 
monoclonal de ratón r-C242Fab-SEA, clon pKP941, antiantígeno C 242 de 
tumor colorrectal humano) (244-1 )-proteina con la enterotoxina A 
(Staphyloccoccus aureus), disulfuro con la cadena K del anticuerpo 
monoclonal de ratón r-C242Fab-SEA, clon pKP941 



napsagatranum 

napsagatran 

napsagatran 

napsagatran 

nemorubicinum 
nemorubicin 

némorubicine 

nemorubicina 

netivudinum 

netivudine 

nétivudine 

netivudina 

nicanartinum 

nicanartine 

nicanartine 

nicanartina 

ocinaplonum 

ocinaplon 

ocinaplone 

ocinaplon 

olopatadinum 

olopatadine 

olopatadine 

olopatadina 

N-[N4-[[(3S)-1-amidino-3-piperidyllmethyll-N2-(2-naphthylsulfonyl)-
L-asparaginyl]-/V-cyclopropylglycine 

acide 2-[[(2S)-4-[[[(3S)-1-amidinopipéridin-3-yl]méthyl]amino]-2-[[(naphtalén-
2-yl)sulfonyl]amino]-4-oxobutanoyl](cyclopropyl)amino]acétique 

N-[N4-[[(3S)-1-amidino-3-piperidil]metil]-N2-(2-naftilsulfonil)-
L-asparraginil]-N-ciclopropilglicina 

C26H34N6O6S 

(1 S,3S)-3-glycoloyl-1,2,3,4,6,11 -hexahydro-3,5,12-trihydroxy-10-methoxy-
6,11-dioxo-1-naphthacenyl 2,3,6-trideoxy-3-[(S)-2-methoxymorpholino]-
a-i_-/yxo-hexopyranoside 

(8S, 10S)-6,8,11 -trihydroxy-8-(2-hydroxyacétyl)-1 -méthoxy-10-[[3-[(2S)-
2-méthoxymorpholin-4-yl]-2,3,6-tridésoxy-a-L-/yxohexopyranosyl]oxy]-
7,8,9,10-tétrahydronaphtacène-5,12-dione 

(1 S,3S)-3-glicoloil-1,2,3,4,6,11-hexahidro-3,5,12-trihidroxi-10-metoxi-6,11-
dioxo-1-naftacenil 2,3,6-tridesoxi-3-[(S)-2-metoximorfolino]-α-L-//xo-hexo-
piranosido 

C32H37NO13 

1 -β-D-arabinofuranosyl-5-(1 -propynyl)uracil 

1 -(β-o-arabinofuranosyl)-5-(prop-1 -ynyl)pyrimidine-2,4(1 H,3H)-dione 

1 -p-D-arabinofuranosil-5-(1 -propinil)uracilo 

C12H14N2O6 

2,6-di-tert-butyl-4-[3-(3-pyridylmethoxy)propyl]phenol 

2,6-bis(1,1-diméthyléthyl)-4-[3-[(pyridin-3-yl)méthoxy]propyl]phénol 

2,6-di-terc-butil-4-[3-(3-piridilmetoxi)propil]fenol 

C23H33NO2 

2-pyridyl 7-(4-pyridyl)pyrazolo[1,5-a]pyrimidin-3-yl ketone 

(pyridin-2-yl)[7-(pyridin-4-yl)pyrazolo[1,5-a]pyrimidin-3-yl]méthanone 

2-piridil 7-(4-piridil)pirazolo[1,5-aJpirimidin-3-il cetona 

C17H11N5O 

11 -[(Z)-3-(dimethylamino)propylidene]-6,11 -dihydrodibenz[b, e]oxepin-
2-acetic acid 

acide 2-[11 -[(1 Z)-3-(diméthylamino)propylidène]-6,11 -dihydrodibenzo= 
[6,e]oxépin-2-yl]acétique 

ácido 11-[(Z)-3-(dimetilamino)propiliden]-6,11-dihidrodibenz[í7,e]oxepin-
2-acético 

C21H23NO3 



ontazolastum 

ontazolast 2-[[(S)-2-cyclohexyl-1 -(2-pyridyl)ethyl]amino]-5-methylbenzoxazole 

ontazolast [(1S)-2-cyclohexyl-1-(pyridin-2-yl)éthyl](5-méthylbenzoxazol-2-yl)amine 

ontazolast 2-[[(S)-2-ciclohexil-1-(2-piridil)etil]amino]-5-metilbenzoxazol 

C21H25N3O 

orientiparcinum 
orientiparcin 

orientiparcine 

a mixture of orienticine A and orienticine D, 
orienticine A (major component): 
(-)-(3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-am¡no-2,3,6-tr¡deoxy-3-C-
methyl-α-L-arabino-hexopyranosyl)oxy]-44-[[2-0(3-amino-2,3,6-trideoxy-3-
C-methyI-a-L-ara&/no-hexopyranosyl)-p-D-gluoopyranosyl]oxy]-3-
(carbamoylmethyl)-19-chloro-2,3,4,5,6,7,23,24,25,26,36,37,38,38a-
tetradecahydro-7,28,30,32-tetrahydroxy-6-[(2R)-4-methyl-2-
(methylamino)valeramido-2,5,24,38,39-pentaoxo-22H-8,11:18,21-dietheno-
23,36-(iminomethano)-13,16:31,35-dimetheno-1 H, 16H-
[1,6,9]oxadiazacyclohexadecino[4,5-m][10,2,16]benzoxadiaza= 
cyclotetracosine-26-carboxylic acid 
orienticine D (minor component) : 
(-)-(3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-amino-2,3,6-trideoxy-3-C-
methyl-α-L-arabino-hexopyranosyl)oxy]-44-[[2-0-(3-amino-2,3,6-trideoxy-3-
C-methyl-α-L-arabino-hexopyranosyl)-p-D-glucopyranosyl]oxy]-3-
(carbamoylmethyl)-19-chloro-6-[(2R)-2-(dimethylamino)-4-
methylvaleramido]-2,3,4,5,6,7,23,24,25,26,36,37,38,38a-tetradecahydro-
7,28,30,32-tetrahydroxy-2,5,24,38,39-pentaoxo-22H-8,11:18,21-dietheno-
23,36-(iminomethano)-13,16:31,35-dimetheno-1H,16H-
[1,6,9]oxadiazacyclohexadecino[4,5-m][ 10,2,16]benzoxadiaza= 
cyclotetracosine-26-carboxylic acid 

mélange d'orienticine A et d'orienticine D, 
orienticine A (constituant principal): 
acide (3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-am¡no-3-C-méthyl-2,3,6-
tridésoxy-a-L-arabino-hexopyranosyl)oxy]-44-[[2-0-(3-amino-3-C-méthyl-
2,3,6-tridésoxy-α-L-arabino-hexopyranosyl)-p-D-glucopyranosyl]oxy]-3-
(carbamoylméthyl)-19-chloro-7,28,30,32-tétrahydroxy-6-[[(R)-4-méthyl-2-
(méthylamino)pentanoyl]amino]-2,5,24,38,39-pentaoxo-
2,3,4,5,6,7,23,24,25,26,36,37,38,38a-tétradécahydro-8,11:18,21-diéthéno-
23,36-(iminométhano)-22H-13,16:31,35-diméthéno-1 H,13H-
[1,6,9]oxadiazacyclohexadécino[4,5-m][10,2,16]benzoxadiaza= 
cyclotétracosène-26-carboxylique 
orienticine D (constituant secondaire): 
acide (3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-amino-3-(>méthyl-2,3,6-
tridésoxy-α-L-arabino-hexopyranosyl)oxy]-44-[[2-0-(3-amino-3-C-méthyl-
2,3,6-tridésoxy-a-L-arabino-hexopyranosyl)-p-D-glucopyranosyl]oxy]-3-
(carbamoylméthyl)-19-chloro-7,28,30,32-tétrahydroxy-6-[[(fí)-2-
(diméthylamino)-4-méthylpentanoyl]amino]-2,5,24,38,39-pentaoxo-
2,3,4,5,6,7,23,24,25,26,36,37,38,38a-tétradécahydro-8,11:18,21-diéthéno-
23,36-(¡minométhano)-22H-13,16:31,35-diméthéno-1H,13H-
[1,6,9]oxadiazacyclohexadécino[4,5-m][10,2,16]benzoxadiaza= 
cyclotétracosène-26-carboxylique 



orientiparcina mezcla de orienticina A y de orienticina D, 
orienticina A (constituyente principal): 
ácido (3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-amino-3-C-metil-2,3,6-
tridesoxi-α-L-arabino-hexopiranos¡l)oxi]-44-[[2-0-(3-amino-3-C-metil-2,3,6-
tridesoxi-a-L-arabino-hexopiranosil)-|3-D-glucopiranosil]ox¡]-3-
(carbamoilmetil)-19-cloro-7,28,30,32-tetrahidroxi-6-[[(R)-4-met¡l-2-
(metilamino)pentanoil]amino]-2,5,24,38,39-pentaoxo-
2,3,4,5,6,7,23,24,25,26,36,37,38,38a-tetradecahidro-8,11:18,21-dieteno-
23,36-(iminometano)-22H-13,16:31,35-dimeteno-1H,13H-
[1,6,9]oxadiazaciclohexadec¡no[4,5-m][10,2,16]= 
benzoxadiazac¡clotetracoseno-26-carboxíl¡co 
orienticina D (constituyente segundario): 
ácido (3S,6R,7R,22R,23S,26S,36R,38aR)-22-[(3-amino-3-C-metil-2,3,6-
tr¡desoxi-α-L-arabino-hexopiranosil)oxi]-44-[[2-0(3-amino-3-C-metil-2,3,6-
tridesoxi-α-L-arabino-hexopiranosil)-p-D-glucopiranosil]oxi]-3-
(carbamoilmetit)-19-cloro-7,28,30,32-tetrah¡droxi-6-[[(R)-2-(dimet¡lamino)-4-
metilpentanoil]amino]-2,5,24,38,39-pentaoxo-
2,3,4,5,6,7,23,24,25,26,36,37,38,38a-tetradecah¡dro-8,11:18,21-dieteno-
23,36-(iminometano)-22H-13,16:31,35-dimeteno-1 H,13H-[1,6,9]oxadiaza= 
ciclohexadecino[4,5-m][10,2,16]benzoxadiazaciclotetracoseno-26-
carboxílico 

A: C73H89CIN10O26 D: C74H91CIN10O26 

paclitaxelum 
paclitaxel 

paclitaxel 

paclitaxel 

(2aR,4S,4aS,6R,9S,11S,12S,12aR,12bS)-1,2a,3,4,4a,6,9,10,11,12,12a,12b-
dodecahydro-4,6,9,11,12,12b-hexahydroxy-4a,8,13,13-tetramethyl-
7,11 -methano-5H-cyclodeca[3,4]benz[1,2-£>]oxet-5-one 6,12b-diacetate, 
12-benzoate, 9-ester with (2R,3S)-N-benzoyl-3-phenylisoserine 

(2R,3S)-3-(benzoylamino)-2-hydroxy-3-phénylpropanoate de 
(2afl,4S,4aS,6R,9S,11S,12S,12aR,12bS)-6,12b-b¡s(acétyloxy)-
12-(benzoyloxy)-4,11-dihydroxy-4a,8,13,13-tétraméthyl-5-oxo-
2a,3,4,4a,5,6,9,10,11,12,12a,12b-dodécahydro-7,11-méthano-
1 H-cyclodéca[3,4]benzo[1,2-b]oxét-9-yle 

(2aR,4S,4aS,6R,9S,11 S,12S,12aR,12bS)-1,2a,3,4,4a,6,9,10,11,12,12a,12b-
dodecahidro-4,6,9,11,12,12b-hexah¡droxi-4a,8,13,13-tetrametil-7,11-metano-
5H-ciclodeca[3,4]benz[1,2-b]oxet-5-ona 6,12b-diacetato, 12-benzoato, 
9-ester con (2R,3S)-N-benzoil-3-fenilisoserina 

C4 7H5 1NO1 4 

pazufloxacinum 

pazufloxacin 

pazufloxacine 

pazufloxacino 

(-)-(3S)-10-(1-am¡nocyclopropyl)-9-fluoro-2,3-dihydro-3-methyl-7 -oxo-7H-
pyrido[1,2,3-cte]-1,4-benzoxazine-6-carboxylic acid 

acide (-)-(3S)-10-(1-aminocyclopropyl)-9-fluoro-3-méthyl-7-oxo-2,3-dihydro-
7H-pyrido[1,2,3-de]-1,4-benzoxazine-6-carboxylique 

ácido (-)-(3S)-10-(1-am¡nociclopropil)-9-tluoro-2,3-dihidro-3-met¡l-7-oxo-7H-
pirido[1,2,3-de]-1,4-benzoxazina-6-carboxílico 

C16H15FN2O4 



pegorgoteinum 
pegorgotein 

pégorgotéine 

pegorgotein 

superoxide dismutase, reaction product with succinic anhydride, esters with 
polyethylene glycol monomethyl ether 

esters du produit de réaction de l'anhydride succinique sur la superoxyde 
dismutase et de monoéther méthylique de polyéthylèneglycol 

esteres del producto de reacción del anhídrido succínico con la superoxido 
dismutasa y del monoeter metílico del polietilenglicol 

perospironum 

perospirone 

pérospirone 

perospirona 

pimilprostum 

pimilprost 

pimilprost 

pimilprost 

premafloxacinum 

premafloxacin 

prémafloxacine 

premafloxacino 

priliximabum 
prilíximab 

priliximab 

prilíximab 

cis-N-[4-[4-(1,2-benzisothiazol-3-yl)-1 -piperazinyl]butyl]-1,2-cyclohexane= 
dicarboximide 

c/'s-2-[4-[4-(1,2-benzisothiazol-3-yl)pipérazin-1-yl]butyl]hexahydro-2H-iso-
indole-1,3-dione 

cis-N-[4-[4-(1,2-bencisotiazol-3-il)-1-piperazinil]butil]-1,2-ciclohexano= 
dicarboximida 

C23H30N4O2S 

(+)-methyl [2-[(2R,3aS,4R,5R,6aS)-octahydro-5-hydroxy-4-[(1E,3S,5S)-3-
hydroxy-5-methyl-1-nonenyl]-2-pentalenyl]ethoxy]acetate 

(+)-2-[2-[(2R,3aS,4R,5R,6aS)-5-hydroxy-4-[(£)-(3S,5S)-3-hydroxy-
5-méthylnon-1 -ényl]octahydropentalén-2-yl]éthoxy]acétate de méthyle 

(+)-2-[2-[(2R,3aS,4R,5R,6aS)-5-hidroxi-4-[(E>(3S,5S)-3-hidroxi-5-metilnon-
1 -enil]octahidropentalen-2-il]etoxi]acetato de metilo 

C23H40O5 

1-cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-[(3R)-3-[(1S)-1-
(methylamino)ethyl]-1-pyrrolidinyl]-4-oxo-3-quinolinecarboxylic acid 

acide 1 -cyclopropyl-6-fluoro-8-méthoxy-7-[(3R)-3-[(1 S)-1-(méthylamino)= 
éthyl]pyrrolidin-1-yl]-4-oxo-1,4-dihydroquinoléine-3-carboxylique 

ácido 1 -ciclopropil-6-fluoro-1,4-dihidro-8-metoxi-7-[(3R)-3-[(1 S)-1 -
(metilamino)etil]-1-pirrolidinil]-4-oxo-3-quinolincarboxílico 

C21H26FN3O4 

immunoglobulin G 1 (human-mouse monoclonal cm-T412 anti-human antigen 
CD 4), disulfide with human-mouse monoclonal cm-T412 K-chain, dimer 

immunoglobuline G1 (anticorps monoclonal homme-souris cm-T412 anti
antigène CD 4 humain), dimère du disulfure avec la chaîne K de l'anticorps 
monoclonal homme-souris cm-T412 

inmunoglobulina G 1 (anticuerpo monoclonal hombre-ratón cm-T412 anti-
antígeno CD 4 humano),dímero del disulfuro con la cadena K del anticuerpo 
monoclonal hombre-ratón cm-T412 



prulifloxacinum 

prulifloxacin 

prulifloxacine 

prulifloxacino 

quiflaponum 

quiflapon 

quiflapon 

quiflapon 

regavirumabum 
regavirumab 

régavirumab 

regavirumab 

rocepafantum 

rocepafant 

rocépafant 

rocepafant 

rofleponidum 

rofleponide 

rofléponide 

rofleponida 

(±)-7-[4-[(.Z)-2,3-dihydroxy-2-butenyl]-1-piperazinyl]-6-fluoro-1-methyl-
4-OXO-1H, 4H-[1,3]thiazeto[3,2-a]quinoline-3-carboxylic acid, cyclic carbonate 

acide (±)-(1 RS)-6-fluoro-1 -méthyl-7-[4-[(5-méthyl-2-oxo-1,3-dioxol-4-yl)= 
méthyl]pipérazin-1-yl]-4-oxo-4H-[1,3]thiazéto[3,2-a]quinoléine-3-carboxylique 

ácido (±)-7-[4-[(Z)-2,3-dihidroxi-2-butenil]-1-piperaz¡nil]-6-fluoro-1-metil-
4-0X0-1 H,4H-[1,3]tiazeto[3,2-a]quinolina-3-carboxílico, carbonato cíclico 

C21H20FN3O6S 

3-(tert-butylthio)-1-(p-chlorobenzyl)-a,a-dimethyl-5-(2-quinolylmethoxy)= 
¡ndole-2-propionic acid 

acide 3-[1-(4-chlorobenzyl)-3-[(1,1-diméthyléthyl)thio]-5-[(quinoléin-2-yl)= 
méthoxy]-1H-indol-2-yl]-2,2-diméthylpropanoïque 

àcido 3-(terc-butiltio)-1-(p-clorobencil)-a,a-dimetil-5-(2-quinolilmetoxi)indol-
2-propiónico 

C34H35CIN2O3S 

immunoglobulin G 1 (human monoclonal 7-chain anti-human cytomegalovirus 
glycoprotein B), disulfide with human monoclonal K-chain, dimer 

immunoglobuline G1 (chaîne y de l'anticorps monoclonal humain anti-
glycoprotéine B de cytomegalovirus humain), dimère du disulfure avec la 
chaîne K de l'anticorps monoclonal humain 

inmunoglobulina G 1 (cadena y del anticuerpo monoclonal humano 
antiglicoprotelna B de Citomegalovirus humano), dímero del disulfuro con la 
cadena K del anticuerpo monoclonal humano 

6-(o-chlorophenyl)-7,10-dihydro-1-methylthio-4H-pyr¡do[4',3':4,5]th¡eno[3,2-r]-
s-triazolo[4,3-a][1,4]diazepine-9(8H)-carboxy-p-anisidide 

6-(2-chlorophényl)-N-(4-méthoxyphényl)-1-méthyl-7,10-dihydro-4H-pyrido= 
[4',3':4,5]thiéno[3,2-f][1,2,4]triazolo[4,3-a][1,4]diazépine-9(8H)-carbothioamide 

6-(o-clorofen¡l)-7,10-dihidro-1-met¡ltio-4H-pirido[4',3' :4,5]tieno[3,2-f]-s-
triazolo[4,3-a][1,4]diazepina-9(8H)-carboxi-p-anisidida 

C26H23CIN6OS2 

6α,9-difluoro-11(3,16 α,17,21-tetrahydroxypregn-4-ene-3,20-dione, cyclic 
(R)-16,17-acetal with butyraldehyde 

16α,17-[(1R)-butylidènedioxy]-6a,9-difluoro-1ip,21-dihydroxyprég-4-ène-
3,20-dione 

6α,9-difluoro-11β, 16α, 17, 21 -tetrahidroxipregn-4-eno-3,20-diona,(R)-16,17-
acetal cíclico con butiraldehído 

C25H34F2O6 



ruzadolanum 
ruzadolane 

ruzadolane 

ruzadolano 

samixogrelum 

samixogrel 

samixogrel 

samixogrel 

sanfetrinemum 

sanfetrinem 

sanfétrinem 

sanfetrinem 

saprisartanum 

saprisartan 

saprisartan 

saprisartan 

seprilosum 

seprilose 

séprilose 

seprilosa 

setipafantum 

setipafant 

sétipafant 

setipafant 

3-[[2-[4-(2,4-difluorophenyl)-1-piperazinyl]ethyl] thio]-s-triazolo[4,3-a]pyridine 

3-[[2-[4-(2,4-difluorophényl)pipérazin-1-yl]éthyl]thio]-1,2,4-triazolo[4,3-
a]pyridine 

3-[[2-[4-(2,4-difluorofenil)-1-piperazinil]etil]tio]-s-triazolo[4,3-a]piridina 

C18H19F2N5S 

(E)-6-[p-[2-(p-chlorobenzenesulfonamido)ethyl]phenyl]-6-(3-pyridyl)-
5-hexenoic acid 

acide (5E)-6-[4-[2-[[(4-chlorophényl)sulfonyl]amino]éthyl]phényl]-6-(pyridin-
3-yl)hex-5-énoïque 

ácido(E)-6-[p-[2-(p-clorobencensulfonamido)etil]fenil]-6-(3-pir¡dil)-
5-hexenoico 

C25H25CIN2O4S 

{1S,5S,8aS,8bR)-1,2,5,6,7,8,8a,8b-octahydro-1-[íñ)-1-hydroxyethyi]-
5-methoxy-2-oxoazeto[2,1 -a]isoindole-4-carboxylic acid 

acide (1 S,5S,8aS,8bR)-1-[(1 R)-1-hydroxyéthyl]-5-méthoxy-2-oxo-
1,2,5,6,7,8,8a, 8b-octahydroazéto[2,1-a]iso-indole-4-carboxylique 

acido(1S,5S,8aS,8bR)-1,2,5,6,7,8,8a,8b-octahidro-1-[(ñ)-1-hidroxietil]-
5-metoxi-2-oxoazeto[2,1 -a]isoindol-4-carboxilico 

C14H19NO5 

1 -[[3-bromo-2-[o-(1,1,1 -trifluoromethanesulfonamido)phenyl]-
5-benzofuranyl)methyl]-4-cyclopropyl-2-ethylimidazole-5-carboxamide 

1-[[3-bromo-2-[2-[[(trifluorométhyl)sulfonyl]amino]phényl]benzofuran-
5-yl]méthyl]-4-cyclopropyl-2-éthyl-1H-imidazole-5-carboxamide 

1 -[[3-bromo-2-[o-(1,1,1 -trifluorometansulfonamido)fenil]-
5-benzofuranil]metil]-4-ciclopropil-2-etil¡midazol-5-carboxamida 

C25H22BrF3N4O4S 

3-O-heptyl-1,2-O-isopropylidene-a-D-glucofuranose 

3-O-heptyl-1,2-O-(1-méthyléthylidène)-a-D-glucofuranose 

3-O-heptil-1,2-O-isopropiliden-a-D-glucofuranosa 

C1 6H3 0O6 

6-(o-chlorophenyl)-7,10-dihydro-1-methyl-4H-pyrido[4',3':4,5]thieno[3,2-/l-s-
triazolo[4,3-a][1,4]diazepine-9(8H)-carbox-p-anisidide 

6-(2-chlorophényl)-N-(4-méthoxyphényl)-1-méthyl-7,10-dihydro-4/-/-pyrido= 
[4',3':4,5]thiéno[3,2-r][1,2,4]triazolo[4,3-a][1,4]diazépine-9(8/-/)-carboxamide 

6-(o-clorofenil)-7,10-dihidro-1-metil-4H-pirido[4',3':4,5]tieno[3,2-r]-s-
triazolo[4,3-a][1,4]diazepina-9(8H)-carboxi-p-anisidida 

C26H23CIN6O2S 



tagorizinum 

tagorizine 

tagorizine 

tagorizina 

talsaclidinum 

talsaclidine 

talsaclidine 

talsaclidina 

tasosartanum 

tasosartan 

tasosartan 

tasosartan 

tazarotenum 
tazarotene 

tazarotène 

tazaroteno 

teverelixum 
teverelix 

tévérélix 

teverelix 

toborinonum 
toborinone 

toborinone 

toborinona 

(E)-N-[4-[4-(diphenylmethyl)-1-piperazinyl]butyl]-6-methyl-3-pyridine= 
acrylamide 

(2E)-N-[4-[4-(diphénylméthyl)pipérazin-1-yl]butyl]-3-(6-méthylpyridin-
3-yl)prop-2-énam¡de 

(E)-N-[4-[4-(difenilmetil)-1-piperazinil]butil]-6-metil-3-piridinacrilamida 

C30H36N4O 

(3R)-3-(2-propynyloxy)quinuclidine 

(3R)-3-(prop-2-ynyloxy)-1-azabicyclo[2.2.2]octane 

(3R)-3-(2-propiniloxi)quinuclidina 

C10H15NO 

5,8-dihydro-2,4-dimethyl-8-[p-(o-1H-tetrazol-5-ylphenyl)benzyl]pyrido= 
[2,3-d]pyrimidin-7(6H)-one 

2,4-d¡méthyl-8-[4-[2-(1H-tétrazol-5-yl)phényl]benzyl]-5,8-dihydro= 
pyrido[2,3-d]pynmidin-7(6H)-one 

5,8-dihidro-2,4-dimetil-8-[p-(o-1H-tetrazol-5-¡lfenil)bencil]p¡rido= 
[2,3-oflpirimidin-7(6W)-ona 

C23H21N7O 

ethyl 6-[(4,4-dimethylthiochroman-6-yl)ethynyl]nicotinate 

6-[2-(4,4-d¡méthyl-3,4-d¡hydro-2H-1-benzothün-6-yl)éthynyl]pyridine-
3-carboxylate d'éthyle 

6-[(4,4-dimetiltlocroman-6-il)etin¡l]n¡cotinato de etilo 

C21H21NO2S 

N-acetyl-3-(2-naphthyl)-D-alanyl-p-chloro-L-phenylalanyl-3-(3-pyridyl)-D-alanyl-
L-seryl-L-tyrosyl-N6-carbamoyl-D-lysyl-L-leucyl-A^-isopropyl-L-lysyl-L-prolyl-
D-alaninamide 

[A/-acétyl-3-(naphtalén-2-yl)-D-alanyl]-(4-chloro-L-phénylalanyl)-[3-(pyridin-3-
yl)-D-alanylH-séryl-L-tyrosyl-[A^-(aminocarbonyl)-D-lysyl]-L-leucyl-[A/S-
(1-méthyléthyl)-L-lysylj-L-prolyl-D-alaninamide 

[N-acetil-3-(naftalen-2-il)-D-alanil]-(4-cloro-L-fenilalanil)-[3-(piridin-3-il)-D-alanil]-
L-seril-L-tirosil-[N6-(aminocarbonil)-D-lisil]-L-leucil-tA^-íl-metiletiO-L-lisilJ-L-prolil-
D-alaninamida 

C74H100CIN15O14 

(±)-6-[2-hydroxy-3-(veratrylamino)propoxy]carbostyril 

(±)-6-[[(2RS)-3-[(3,4-diméthoxybenzyl)amino]-2-hydroxypropyl]oxy]quinolé¡n-
2(1H)-one 

(±)-6-[2-h¡droxi-3-(veratrilam¡no)propoxi]carbostiril 

C21H24N2O5 



vedaprofenum 

vedaprofen 

védaprofène 

vedaprofeno 

versetamidum 

versetamide 

versétamide 

versetamida 

verteporfinum 
verteporfin 

vertéporfine 

verteporfina 

zafirlukastum 

zafirlukast 

zafirlukast 

zafirlukast 

zaleplonum 

zaleplon 

zaléplone 

zaleplon 

(±)-4-cyclohexyl-α-methyl-1 -naphthaleneacetic acid 

acide (RS)-2-(4-cyclohexylnaphtalén-1 -yl)propanoïque 

ácido (±)-4-ciclohexil-α-metil-1 -naftalenacético 

C 1 9 H 2 2 O 2 

N,N-bis[2-[[(carboxymethyl)[(2-methoxyethyl)carbamoyl]methyl]am¡no]ethyl]= 
glycine 

N,N-bis[2-[(carboxyméthyl)[2-[(2-méthoxyéthyl)amino]-2-oxoéthyl]amino]= 
éthyljglycine 

N,N-bis[2-[[(carboximetil)[(2-metoxietil)carbamoil]metil]amino]etil]glicina 

C 2 0 H 3 7 N 5 O 1 0 

a mixture (50:50) of : (±)-trans-3,4-dicarboxy-4,4a-dihydro-4a,8,14,19-
tetramethyl-18-vinyl-23H,25H-benzo[b]porphine-9,13-dipropionic acid, 3,4,9-
trimethyl ester and (±)-trans-3,4-dicarboxy-4,4a-dihydro-4a,8,14,19-
tetramethyl-18-vinyl-23H,25H-benzo[b]porphine-9,13-dipropionic acid, 3,4,13-
trimethyl ester 

mélange sensiblement équimoléculaire : d'acide 3-[(±)-trans-18-éthényl-3,4-
bis(méthoxycarbonyl)-13-[2-(méthoxycarbonyl)éthyl]-4a,8,14,19-tétraméthyl-
4,4a-dihydro-23H,25H-benzo[fc]porphyrin-9-yl]propanoïque et d'acide 3-[(±)-
trans-18-éthényl-3,4-bis(méthoxycarbonyl)-9-[2-(méthoxycarbonyl)éthyl]-
4a,8,14,19-tétraméthyl-4,4a-dihydro-23H,25H-benzo[b]porphyrin-
13-yl]propano'ique 

mezcla (50:50) del : 3,4,9-trimetil ester del ácido (±)-frans-3,4-dicarboxi-4,4a-
dihidro-4a,8,14,19-tetrametil-18-vinil-23H,25H-benzo[b]porfina-9,13-
dipropiónico, con el 3,4,13-trimetil ester del ácido (±)-trans-3,4-dicarbox¡-
4,4a-dihidro-4a,8,14,19-tetrametil-18-vinil-23H,25H-benzo[b]porfina-9,13-
dipropiónico 

C 4 1 H 4 2 N 4 O 8 

cyclopentyl 3-[2-methoxy-4-[(otolylsulfonyl) carbamoyl]benzyl]-
1 -methylindole-5-carbamate 

[3-[2-méthoxy-4-[[[(2-méthylphényl)sulfonyl]amino]carbonyl]benzyl]-1-méthyl-
1 H-indol-5-yljcarbamate de cyclopentyle 

ciclopentil 3-[2-metoxi-4-[(o-tolilsulfonil)carbamoil]bencil]-1-metilindol-5-
carbamato 

C 3 1 H 3 3 N 3 O 6 S 

3'-(3-cyanopyrazolo[1,5-a]pyrimidin-7-yl)-N-ethylacetanilide 

N-[3-(3-cyanopyrazolo[1,5-a]pyrimidin-7-y)phényl]-A/-éthylacétamide 

3'-(3-cianopirazolo[1,5-a]pirimidin-7-il)-N-etilacetanilida 

C 1 7 H 1 5 N 5 O 



zifrosilonum 

zifrosilone 

zifrosilone 

zifrosilona 

ziprasidonum 
ziprasidone 

ziprasidone 

ziprasidona 

zucapsaicinum 

zucapsaicin 

zucapsaïcine 

zucapsaicina 

2,2,2-trifluoro-3'-(trimethylsilyl)acetophenone 

2,2,2-trifluoro-1 -[3-(tr¡mélhylsilyl)phényl]éthanone 

2,2,2-trifluoro-3'-(trimetilsilil)acetofenona 

C11H13F3OSi 

5-[2-[4-(1,2-benzisothiazol-3-yl)-1-piperazinyl]ethyl]-6-chloro-2-indolinone 

5-[2-[4-(1,2-benz¡soth¡azol-3-yl)p¡péraz¡n-1 -yl]éthyl]-6-ch loro-1,3-dihydro-
2H-¡ndol-2-one 

5-[2-[4-(1,2-bencisotiazol-3-¡l)-1-p¡perazinil]et¡l]-6-cloro-2-¡ndolinona 

C21H21CIN4OS 

(Z)-8-methyl-N-vanillyl-6-nonenamide 

(Z)-N-(4-hydroxy-3-méthoxybenzyl)-8-méthylnon-6-énamide 

(Z)-8-metil-N-vanilil-6-nonenam¡da 

C 1 8 H 2 7 N O 3 

AMENDMENTS TO PREVIOUS LISTS 

WHO Drug Information, Vol. 1, No. 4, 1987 
Recommended International Nonproprietary Names (Rec. INN): List 27 
p. 4 ebrotidinum replace the chemical name by the following: 

ebrotidine p-bromo-N-[(E)-[[2-[[[2-[(diaminomethylene)amino]-4-thiazolyl]methyl]= 
thio]ethyl]amino]methylene]benzenesulfonamide 

WHO Drug Information, Vol. 3, No. 3, 1989 
Recommended International Nonproprietary Names (Rec. INN): List 29 
p. 2 alteplasum replace the description and the molecular formula by the following: 

alteplase plasminogen activator (human tissue-type protein moiety), glycoform a 
C 2 5 6 9 H 3 8 9 4 N 7 4 6 O 7 8 1 S 4 0 

WHO Drug Information, Vol. 4, No. 3, 1990 
Recommended International Nonproprietary Names (Rec. INN): List 30 

p. 8 nebivololum replace the chemical name by the following: 
nebivolol [2R*[R*[R*(S*)]]]-α,α'-[iminobis(methylene)]bis[6-fluoro-3,4-dihydro-

2H-1 -benzopyran-2-methanol] 



MODIFICATIONS APPORTÉES AUX LISTES ANTÉRIEURES 

Informations pharmaceutiques OMS, Vol. 1, No. 4,1987 
Dénominations communes internationales recommandées (DCI Rec): Liste 27 

p. 4 ebrotidinum remplacer le nom chimique par: 

ébrotidine 4-bromo-N-[(E)-[[2-[[[2-[(diaminométhylène)amino]thiazol-4-yl]méthyl]= 

sulfanyl]éthyl]amino]méthylène]benzènesulfonamide 

Informations pharmaceutiques OMS, Vol. 3, No. 3, 1989 
Dénominations communes internationales recommandées (DCI Rec.): Liste 29 

p. 2 alteplasum remplacer la description et la formule brute par: 

altéplase activateur du plasminogène (type tissulaire humain, partie protéique), forme 

glycosylée a 
C 2 5 6 9 H 3 8 9 4 N 7 4 6 O 7 8 1 S 4 0 

Informations pharmaceutiques OMS, Vol. 4, No. 3, 1990 
Dénominations communes internationales recommandées (DCI Rec.): Liste 30 
p. 9 nebivololum remplacer le nom chimique par: 

nébivolol (1RS, 1'RSJ-1,1'-[(2RS,2'SR)-bis(6-fluoro-3,4-dihydro-2H-chromén-2-yl)]-

2,2'-iminodiéthanol 

MODIFICACIONES A LAS LISTAS ANTERIORES 

Información Farmacéutica, de la OMS, Vol. 1, No. 4, 1987 
Denominaciones Comunes Internacionales Recomendadas (DCI Rea): Lista 27 

p. 4 ebrotidinum sustituyase el nombre químico por lo siguiente: 
ebrotidina p-bromo-N-[(E)-[[2-[[[2-[(diaminometileno)amino]-4-tiazolil]metil]tio]etil]= 

am¡no]metileno]bencenosulfonamida 

Información Farmacéutica, de la OMS, Vol. 3, No. 3,1989 
Denominaciones Comunes Internacionales Recomendadas (DCI Rea): Lista 29 
p. 2 alteplasum sustituyanse la descripción y la fórmula molecular por las siguientes: 

alteplasa activador del plasminógeno (tipo tisular humano, fracción proteica), forma 

glicosilada α 
C 2 5 6 9 H 3 8 9 4 N 7 4 6 O 7 8 1 S 4 0 

Información Farmacéutica, de la OMS, Vol. 4, No. 3, 1990 
Denominaciones Comunes Internacionales Recomendadas (DCI Rea): Lista 30 
p. 8 nebivololum sustituyase el nombre químico por lo siguiente: 

nebivolol [2R*[R*[R*(S*)]]]-α,α'-[iminobis(metilen)]bis[6-fluoro-3,4-dihidro-
2H-1 -benzopiran-2-metanol] 
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