
INFORIN

Trade name: Inforin.
Interna�onal Nonproprietary Name: Ibuprofen.
Dosage form: Film coated tablet.
Composi�on: Each film coated tablet contains:
Ac�ve substance: 
Ibuprofen 400 mg;
Excipients: lactose monohydrate, maize starch, povidone, cellulose 
microcrystalline, dime�cone, crosscarmellose sodium, silica 
colloidal anhydrous, talc, hypromellose, 
macrogol 6000, �tanium dioxide, color Azorubine 85E 122, color 
Coch. Rot 80E 124.
Pharmacotherapeu�c group: NSAID. 
 ATCClassifica�on : М01АЕ01.
Pharmacologic property:
Pharmacodynamics:
Ibuprofen is a propionic acid deriva�ve with analgesic, an�-
inflammatory and an�-pyre�c ac�vity. The drug's therapeu�c 
effect as an NSAID is thought to result from its inhibitory effect on 
the enzyme cyclo-oxygenase, which results in a marked reduc�on 
in prostaglandin synthesis.
Experimental data suggest that ibuprofen may inhibit the effect of 
low dose aspirin on platelet aggrega�on when they are dosed 
concomitantly. In one study, when a single dose of ibuprofen 
400mg was taken within 8 hours before or within 30 minutes a�er 
immediate release aspirin dosing (81mg), a decreased effect of 
aspirin on the forma�on of thromboxane or platelet aggrega�on 
occurred. However, the limita�ons of these data and the 
uncertain�es regarding extrapola�on of ex vivo data to the clinical 
situa�on imply that no firm conclusions can be made for regular 
ibuprofen use, and no clinically relevant effect is considered to be 
likely for occasional ibuprofen use.
Pharmacokine�cs:
Ibuprofen is rapidly absorbed from the gastrointes�nal tract, peak 
serum concentra�ons occurring 1-2 hours a�er administra�on. 
The elimina�on half-life is approximately 2 hours.
Ibuprofen is metabolised in the liver to two inac�ve metabolites 
and these, together with unchanged ibuprofen, are excreted by the 
kidney either as such or as conjugates. Excre�on by the kidney is 
both rapid and complete. Ibuprofen is extensively bound to plasma 
proteins.
Indica�ons for use:
џ Inforin is indicated for its analgesic and an�-inflammatory 

effects in the treatment of rheumatoid arthri�s (including 
juvenile rheumatoid arthri�s or S�ll's disease), ankylosing 
spondyli�s, osteoarthri�s and other non-rheumatoid 
(seronega�ve) arthropathies.

џ In the treatment of non-ar�cular rheuma�c condi�ons, Inforin 
is indicated in periar�cular condi�ons such as frozen shoulder 
(capsuli�s), bursi�s, tendoni�s, tenosynovi�s and low back 
pain; Inforin can also be used in so� �ssue injuries such as 
sprains and strains.

џ Inforin is also indicated for its analgesic effect in the relief of 
mild to moderate pain such as dysmenorrhoea, dental and 
post-opera�ve pain and for symptoma�c relief of headache, 
including migraine headache.

Contraindica�ons:
џ Pa�ents with hypersensi�vity to the ac�ve substance or to any 

of the excipients;
џ Pa�ents who have previously shown hypersensi�vity reac�ons 

(e.g. asthma, ur�caria, angioedema or rhini�s) a�er taking 
Inforin, aspirin or other NSAIDs;

џ Pa�ents with a history of gastrointes�nal bleeding or 
perfora�on, related to previous NSAID therapy; 

џ Pa�ents with ac�ve, or history of, recurrent pep�c ulcer or 
gastrointes�nal haemorrhage (two or more dis�nct episodes 
of proven ulcera�on or bleeding);

џ Pa�ents with condi�ons involving an increased tendency to 
bleeding;

џ Pa�ents with severe heart failure, hepa�c failure and renal 
failure;

џ Inforin is contraindicated during the last trimester of 
pregnancy.

Precau�ons: As with other NSAIDs, ibuprofen may mask the signs 
of infec�on.
The use of Ibuprofen with concomitant NSAIDs, including 
cyclooxygenase-2 selec�ve inhibitors, should be avoided due to 
the increased risk of ulcera�on or bleeding.
Pregnancy and Nursing Mother:
Inhibi�on of prostaglandin synthesis may adversely affect the 
pregnancy and/or embryo/foetal development.
During the first and second trimester of pregnancy, Ibuprofen 
should not be given unless clearly necessary. If Ibuprofen is used by 

a woman a�emp�ng to conceive, or during the first or second 
trimester of pregnancy, the dose should be kept as low and 
dura�on of treatment as short as possible.
Ibuprofen is contraindicated during the third trimester of 
pregnancy.
In the limited studies so far available, NSAIDs can appear in the 
breast milk in very low concentra�ons. NSAIDs should, if possible, 
be avoided when breas�eeding.

Dosage and direc�ons for use:

Undesirable effects may be minimised by using the lowest effec�ve 
dose for the shortest dura�on necessary to control symptoms. 

Adults: The recommended dosage of Ibuprofen is 1200-1800 mg 
daily in divided doses. Some pa�ents can be maintained on 600-
1200 mg daily. In severe or acute condi�ons, it can be 
advantageous to increase the dosage un�l the acute phase is 
brought under control, provided that the total daily dose does not 
exceed 2400 mg in divided doses.

Children: The daily dosage of Ibuprofen is 20 mg/kg of body weight 
in divided doses. 

In Juvenile Rheumatoid Arthri�s, up to 40 mg/kg of body weight 
daily in divided doses may be taken.

Not recommended for children weighing less than 7 kg.

Elderly: The elderly are at increased risk of serious consequences of 
adverse reac�ons. If an NSAID is considered necessary, the lowest 
effec�ve dose should be used and for the shortest possible 
dura�on. The pa�ent should be monitored regularly for GI 
bleeding during NSAID therapy. If renal or hepa�c func�on is 
impaired, dosage should be assessed individually.

For oral administra�on. To be taken preferably with or a�er food.
Side-effects:
Gastrointes�nal disorders: The most commonly observed adverse 
events are gastrointes�nal in nature. Pep�c ulcers, perfora�on or 
GI bleeding, some�mes fatal, par�cularly in the elderly, may occur.
Nausea, vomi�ng, diarrhoea, flatulence, cons�pa�on, dyspepsia, 
abdominal pain, melaena, haematemesis, ulcera�ve stoma��s, 
exacerba�on of coli�s and Crohn's disease have been reported 
following ibuprofen administra�on. Less frequently, gastri�s has 
been observed. Gastrointes�nal perfora�on has been rarely 
reported with ibuprofen use. Pancrea��s has also been reported 
very rarely.
Immune system disorders: Hypersensi�vity reac�ons have been 
reported following treatment with NSAIDs. These may consist of 
(a) non-specific allergic reac�on and anaphylaxis, (b) respiratory 
tract reac�vity comprising asthma, aggravated asthma, 
bronchospasm or dyspnoea, or (c) assorted skin disorders, 
including rashes of various types, pruritus, ur�caria, purpura, 
angioedema and, more rarely, exfolia�ve and bullous dermatoses 
(including Stevens- Johnson syndrome, toxic epidermal necrolysis 
and erythema mul�forme).
Cardiac disorders and vascular disorders: Oedema, hypertension 
and cardiac failure have been reported in associa�on with NSAID 
treatment. Epidemiological data suggest that use of ibuprofen, 
par�cularly at high dose (2400 mg/ daily), and in long term 
treatment, may be associated with a small increased risk of arterial 
thrombo�c events such as myocardial infarc�on or stroke.
Other adverse events reported less commonly and for which 
causality has not necessarily been established includes:
Blood  and  lympha�c  system d isorders :  Leukopenia , 
thrombocytopenia, neutropenia, agranulocytosis, aplas�c 
anaemia and haemoly�c anaemia.
Psychiatric disorders: Insomnia, anxiety, depression, confusional 
state, hallucina�on.
Nervous system disorders: Op�c neuri�s, headache, paraesthesia, 
dizziness, somnolence.
Infec�ons and infesta�ons: Rhini�s and asep�c meningi�s 
(especially in pa�ents with exis�ng autoimmune disorders, such as 
systemic lupus erythematosus and mixed connec�ve �ssue 
disease) with symptoms of s�ff neck, headache, nausea, vomi�ng, 
fever or disorienta�on.
Eye disorders: Visual impairment and toxic op�c neuropathy.
Ear and labyrinth disorders: Hearing impaired, �nnitus and ver�go.
Hepatobiliary disorders: Abnormal liver func�on, hepa�c failure, 
hepa��s and jaundice.
Skin and subcutaneous �ssue disorders: Bullous reac�ons, 
including Stevens-Johnson syndrome and toxic epidermal 
necrolysis (very rare), and photosensi�vity reac�on.
Renal and urinary disorders: Impaired renal func�on and toxic 
nephropathy in various forms, including inters��al nephri�s, 
nephro�c syndrome and renal failure.

INSTRUCTIONS FOR THE MEDICINAL PRODUCT



General disorders and administra�on site condi�ons: Malaise, 
fa�gue.
Overdose:
Symptoms: nausea, vomi�ng, abdominal pain, lethargy and 
drowsiness. Central nervous system (CNS) effects include 
headache, �nnitus, dizziness, convulsion, and loss of 
consciousness. Nystagmus, metabolic acidosis, hypothermia, renal 
effects, gastrointes�nal bleeding, coma, apnoea, diarrhoea and 
depression of the CNS and respiratory system have also been rarely 
reported. Disorienta�on, excita�on, fain�ng and cardiovascular 
toxicity, including hypotension, bradycardia and tachycardia have 
been reported. In cases of significant overdose, renal failure and 
liver damage are possible. Large overdoses are generally well 
tolerated when no other drugs are being taken.
Treatment: Pa�ents should be treated symptoma�cally as 
required. Within one hour of inges�on of a poten�ally toxic 
amount, ac�vated charcoal should be considered. Alterna�vely, in 
adults, gastric lavage should be considered within one hour of 
inges�on of a poten�ally life-threatening overdose.
Drug interac�ons:
Care should be taken in pa�ents treated with any of the following 
drugs as interac�ons have been reported in some pa�ents.
An�hypertensives, beta-blockers and diure�cs: NSAIDs may 
reduce the effect of an�-hypertensives, such as ACE inhibitors, 
beta-blockers and diure�cs.
Diure�cs can also increase the risk of nephrotoxicity of NSAIDs.
Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce 
GFR and increase plasma cardiac glycoside levels.
Cholestyramine: The concomitant administra�on of ibuprofen and 
cholestyramine may reduce the absorp�on of ibuprofen in the 
gastrointes�nal tract. However, the clinical significance is 
unknown.
Lithium: Decreased elimina�on of lithium.
Methotrexate: NSAIDs may inhibit the tubular secre�on of 
methotrexate and reduce clearance of methotrexate.
Ciclosporin: Increased risk of nephrotoxicity.
Mifepristone: A decrease in the efficacy of the medicinal product 
can theore�cally occur due to the an�prostaglandin proper�es of 
NSAIDs. Limited evidence suggests that coadministra�on of 
NSAIDs on the day of prostaglandin administra�on does not 
adversely influence the effects of mifepristone or the 
prostaglandin on cervical ripening or uterine contrac�lity and does 
not reduce the clinical efficacy of medicinal termina�on of 
pregnancy.
Other analgesics and cyclooxygenase-2 selec�ve inhibitors: Avoid 
concomitant use of two or more NSAIDs, including Cox-2 
inhibitors, as this may increase the risk of adverse effects.
Aspirin: As with other products containing NSAIDs, concomitant 
administra�on of ibuprofen and aspirin is not generally 
recommended because of the poten�al of increased adverse 
effects.
An�coagulants: NSAIDs may enhance the effects of an�co-
agulants, such as warfarin.
Quinolone an�bio�cs:  NSAIDs can increase the risk of convulsions 
associated with quinolone an�bio�cs. Pa�ents taking NSAIDs and 
quinolones may have an increased risk of developing convulsions.
Sulfonylureas: NSAIDs may poten�ate the effects of sulfonylurea 
medica�ons. There have been rare reports of hypoglycaemia in 
pa�ents on sulfonylurea medica�ons receiving ibuprofen.
An�-platelet agents and selec�ve serotonin reuptake inhibitors 
(SSRIs): Increased risk of gastrointes�nal bleeding with NSAIDs.
Tacrolimus: Possible increased risk of nephrotoxicity when NSAIDs 
are given with tacrolimus.
Zidovudine: Increased risk of haematological toxicity when NSAIDs 
are given with zidovudine. There is evidence of an increased risk of 
haemarthroses and haematoma in HIV(+) haemophiliacs receiving 
concurrent treatment with zidovudine and ibuprofen.
Aminoglycosides: NSAIDs may decrease the excre�on of 
aminoglycosides.
Herbal extracts: Ginkgo biloba may poten�ate the risk of bleeding 
with NSAIDs.
CYP2C9 Inhibitors: Concomitant administra�on of ibuprofen with 
CYP2C9 inhibitors may increase the exposure to ibuprofen 
(CYP2C9 substrate). Reduc�on of the ibuprofen dose should be 
considered when potent CYP2C9 inhibitors are administered 
concomitantly, par�cularly when high-dose ibuprofen is 
administered with either voriconazole or fluconazole.
Cau�ons:
Pa�ents with rare hereditary problems of galactose intolerance, 
the Lapp lactose deficiency or glucose-galactose malabsorp�on 
should not take this medica�on.
The elderly have an increased frequency of adverse reac�ons to 

NSAIDs, especially gastrointes�nal bleeding and perfora�on, 
which may be fatal.
Cau�on should be advised in pa�ents receiving concomitant 
medica�ons which could increase the risk of ulcera�on or 
bleeding, such as oral cor�costeroids, an�coagulants such as 
warfarin, selec�ve serotonin-reuptake inhibitors or an�-platelet 
agents such as aspirin.
When GI bleeding or ulcera�on occurs in pa�ents receiving 
Ibuprofen, the treatment should be withdrawn.
NSAIDs should be given with care to pa�ents with a history of 
ulcera�ve coli�s or Crohn's disease as these condi�ons may be 
exacerbated.
Cau�on is required if Ibuprofen is administered to pa�ents 
suffering from, or with a previous history of, bronchial asthma since 
NSAIDs have been reported to precipitate bronchospasm in such 
pa�ents.
The administra�on of an NSAID may cause a dose dependent 
reduc�on in prostaglandin forma�on and precipitate renal failure. 
Pa�ents at greatest risk of this reac�on are those with impaired 
renal func�on, cardiac impairment, liver dysfunc�on, those taking 
diure�cs and the elderly. Renal func�on should be monitored in 
these pa�ents.
Cau�on should be used when ini�a�ng treatment with ibuprofen 
in pa�ents with considerable dehydra�on.
As with other NSAIDs, long-term administra�on of ibuprofen has 
resulted in renal papillary necrosis and other renal pathologic 
changes. 
In pa�ents with systemic lupus erythematosus (SLE) and mixed 
connec�ve �ssue disorders there may be an increased risk of 
asep�c meningi�s.
Serious skin reac�ons, some of them fatal, including exfolia�ve 
derma��s, Stevens-Johnson syndrome, and toxic epidermal 
necrolysis, have been reported very rarely in associa�on with the 
use of NSAIDs.
Ibuprofen, like other NSAIDs, can interfere with platelet 
aggrega�on and has been shown to prolong bleeding �me in 
normal subjects.
Asep�c meningi�s has been observed on rare occasions in pa�ents 
on ibuprofen therapy. Although it is probably more likely to occur in 
pa�ents with systemic lupus erythematosus and related 
connec�ve �ssue diseases, it has been reported in pa�ents who do 
not have an underlying chronic disease.
Effects on ability to drive and use machines:
Undesirable effects such as dizziness, drowsiness, fa�gue and 
visual disturbances are possible a�er taking NSAIDs. If affected, 
pa�ents should not drive or operate machinery.
Presenta�on:
Box of 10 film coated tablets of 400 mg (1 blister x 10 film coated 
tablets) with instruc�on for use.
Storage:
Keep in dry place, protected from light at a temperature below 
25°C. 
Keep out of reach of children.
Shelf life:
Labeled. Do not use a�er expiry date.
Distribu�on Condi�on:
Non-prescribed medicine.
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