
INSTRUCTION FOR MEDICAL USE 
DOLGIT GEL® 

Name of the medicinal product: Dolgit® 
Active substance (INN): ibuprofen 
Pharmaceutical form: gel for external use 
Composition: 
100 g of gel contains:  
active substance: ibuprofen 5 g;       
excipients: isopropanol, dimethylhydroxymethyldioxolane (Solketal), poloxamer 407, medium chain 
triglycerides, purified water, lavender oil, orange blossom oil (nerol oil). 
 
Description: transparent gel, colorless to slightly opaque, with a characteristic odor. 
Pharmacotherapeutic group: Non-steroidal antirheumatic agent, propionic acid derivate. 
ATC-Code: М02АА13 
Pharmacological properties 
Ibuprofen is a non-steroidal antiphlogistic/analgesic agent proved to be effective via the inhibition of the 
prostaglandin synthesis in the usual animal experimental inflammation models. In humans, ibuprofen reduces 
aches, swelling and fever caused by inflammation.  
Furthermore, ibuprofen reversibly inhibits the ADP and the collagen induced platelet aggregation. 
Pharmacokinetic properties 
Following oral application, ibuprofen is partly resorbed already in the stomach and finally completely in the small 
intestine. After hepatic metabolisation (hydroxylation, carboxylation) the pharmacologically inactive metabolites 
are eliminated completely mainly renal (90 %) but also biliary. The elimination half-time is 1.8– 3.5 hours in 
healthy persons, hepatopaths and renal patients; the plasma protein binding is about 99 %. 
Following cutaneous application ibuprofen is possibly taken up into a dermal depot and from there emitted slowly 
into the central compartment. The percutaneous resorption rate (bioavailability) of ibuprofen, determined by 
comparative examinations (oral, topical application), is approx. 5 %. 
The observed therapeutic efficacy is explained primarily by the therapeutically relevant tissue concentrations of 
the drug beneath the area of the application. The penetration to the site of action may vary depending in the extent 
and kind of affection as well as the area of application and site of action. 
Preclinical safety data 
The subchronic and chronic toxicity of ibuprofen following systemic administration in animal became apparent 
in the form of lesions and ulcers in the gastrointestinal tract. 
In vitro and in vivo investigations did not reveal any clinically-relevant evidence of mutagenic effects of 
ibuprofen. Studies with rats and mice did not indicate any carcinogenic effects of ibuprofen. 
The systemic administration of ibuprofen resulted in an inhibition of the ovulation in rabbits as well as 
disturbances of implantation in various animal species (rabbit, rat, mouse). Experimental studies with rats and 
rabbits showed that ibuprofen passes the placenta. Following administration of maternally toxic doses to rats, 
malformations (ventricular septal defects) were observed more frequently in the offspring. 
 
Ibuprofen poses a risk to surface water communities.  
Therapeutic indications 
For topical or supporting treatment in case of  
- acute strain, sprain or contusion in the extremities as a result of blunt trauma, e.g.  sport injuries 
- muscular rheumatism 
- arthroses (painful degenerative affections of the joints) 
- inflammatory rheumatic affections of the joints and of the vertebral column  
- swelling and/ or inflammation of the soft tissues adjacent to the joints (e. g. bursae,  tendines, tendon 
sheaths, ligaments and articular capsules), shoulder stiffness, low- back pain, lumbago. 
Posology and method of administration 
Dosage 



Dolgit® Gel is used for adults and adolescents as from 14 years of age. Dolgit® Gel is applied 3-4 times daily. 
Dependent on size of the affected area to be treated, a 4-10 cm long gel-strip, corresponding to 2-5 g of gel (100-250 
mg of ibuprofen) is necessary. The maximum daily dose is 20 g of gel, corresponding to 1 000 mg of ibuprofen. 
Method of administration 
Only for external use! Do not swallow! 
Dolgit® Gel is applied to the skin and rubbed in lightly. The penetration of the active ingredient through the skin can 
be intensified by iontophoresis (a special form of electro- therapy). Dolgit® Gel is to be applied under the cathode 
(negative pole). Current intensity should be 0.1 – 0.5 mA per 5 cm² of electrode surface and the duration of treatment 
up to approx. 10 minutes. 
Duration of treatment 
The duration of treatment is determined by the attending doctor. Generally, application over a period of 1 - 2 weeks 
is sufficient. A therapeutic effect beyond this period is not proven. 
Children and adolescents  
Dolgit® Gel should not be used in children and adolescents under 14 years of age, as there are no sufficient studies 
available for this age group. 
Adverse side effects 
Adverse events associated with the use of the drug Dolgit® gel are presented below. Information in the frequency 
of side effects is based in the following categories: 
Very common: (> 1/10) 
Common :  (> 1/100 to < 1/10)) 
Uncommon: (> 1/1 000 to < 1/100) 
Rare: (> 1/10 000 to < 1/1 000) 
Very rare: (<  1/10 000) 
Not known: (cannot be estimated from the available data) 
Within groups, adverse events are listed in decreasing order of severity. 
Common: local skin reactions such as erythema, itching, burning, exanthema also with postulation or urtication. 
 
Uncommon: hypersensitivity reactions such as local allergic reactions (contact dermatitis). 
Very rare: bronchospastic reactions 
Not known: photosensitivity reactions 
In case Dolgit® Gel is applied on a large skin area and over a longer period, side-effects which affect a certain 
organic system or the whole organism, like they possibly occur after systemic application of medicines containing 
ibuprofen, cannot be excluded. 
Benzyl alcohol, benzyl benzoate, citral, citronellol, coumarin, eugenol, farnesol, geraniol, limonen/d-limonene, 
linalool may cause allergic reactions. 
 
Contraindications 
Dolgit® gel is contraindicated in: 
- in case of hypersensitivity to ibuprofen, benzyl alcohol, benzyl benzoate, citral, citronellol, coumarin, eugenol, 
farnesol, geraniol, limonene/d-limonene, linalool or any of the excipients or other analgesics or rheumatic drugs 
(NSAIDs) 
- a history of asthma attacks or other allergic manifestations associated with the use of acetylsalicylic acid or other 
non-steroidal anti-inflammatory drugs 
- do not apply on damaged skin surfaces (open wounds or skin diseases), mucous membranes and eyes 
- under occlusive dressings 
- in the last trimester of pregnancy 
- children's age up to 14 years 
 
 
 
 
Interaction with other medicinal products  



No clinically significant interactions are known. 
Special warnings and precautions for use 
Dolgit® Gel should not be used for children and adolescents under 14 years as no sufficient data for this age group 
are available. 
Patients who suffer from asthma, hay fever, swelling of the nasal mucosa (so-called rhinopolypi) or chronic 
obstructive pulmonary disease (especially if connected with hay fever-like symptoms) and patients with a 
hypersensitivity to analgesics and antirheumatics of all kinds have a higher risk than other patients of developing 
asthmatic attacks (so-called analgesics intolerance/analgesic asthma), local swellings of skin and mucosa (so-
called Quincke´s oedema) or or urticaria compared to other patients. 
 
Dolgit® Gel may only be administered after appropriate precautions have been taken and only under direct 
medical supervision. The same applies for patients with a hypersensitivity (allergy) to other substances, showing 
e. g. skin reactions, itching or urticaria. 
 
Make sure that children do not touch the skin areas which have been treated with the medicinal product. 
A doctor should be consulted if the complaints last longer than 3 days. 
 
This medicine contains fragrance with benzyl alcohol, benzyl benzoate, citral, citronellol, coumarin, eugenol, 
farnesol, geraniol, limonen/d-limonene, linalool, those may cause allergic reactions. 
 
Fertility, pregnancy and lactation 
Pregnancy 
There present data are not sufficient to assess the safety of the use of ibuprofen for humans during pregnancy. As 
the influence of a prostaglandin-synthesis inhibition on pregnancy is not clarified, Dolgit® Gel should only be 
applied in the first and second trimester of pregnancy after carefully balancing the benefits and risks.  
During the last trimester of pregnancy, Dolgit® Gel is contraindicated. Due to the mode of action, inhibition of 
labour, prolongation of pregnancy and parturition, cardiovascular (premature closure of the ductus arteriosus 
Botalli, pulmonary hypertension) and renal (oliguria,oligoamnion) toxicity in the child,  increased tendency to 
bleedings in mother and child and increased oedema formation in the mother might occur. 
Lactation 
Only small amounts of the active ingredient ibuprofen and its degradation products penetrate into the breast milk. 
Since no negative effects on the infant have been reported so far, interruption of breast-feeding is not necessary 
in case of short-term treatment. However, a daily dose of 3 applications of 4 -10 cm of gel  should not be exceeded, 
and early weaning should be considered in case of a longer treatment. 
 
 
In order to avoid intake by infants, Dolgit® Gel must not be applied on the breast area during lactation. 
 
Effects on ability to drive and use machines 
Not relevant. 
Overdose 
If the recommended dosage for the application on the skin is exceeded, the gel should be removed and washed off 
with water. Contact the doctor if an amount has been applied that is considerably too large or in case of an 
accidental intake of Dolgit® Gel. 
A specific antidote does not exist. 
Форма выпуска 
20 g, 50 g, 100 g of gel are placed in aluminum tubes with a membrane, varnished on the inside and sealed with 
a high-density polyethylene lid. 
1 tube, together with instructions for medical use, is placed in a cardboard box. 
 
Storage conditions 
Store in original packaging at a temperature not exceeding 25°C 



Keep out of the reach of children! 
Shelf life 
30 months  
3 months after first opening of the tube,  
 
This medicinal is not to be used after the expiry date! 
Prescription status / otc 
OTC, pharmacy only. 
Marketing authorisation holder 
Germany  
DOLORGIET GmbH & Co. KG, Otto-von-Guericke-Strasse 1, 53757 Sankt Augustin, Germany  
Manufacturer 
Germany  
DOLORGIET GmbH & Co. KG 
Otto-von-Guericke-Strasse 1 
53757 Sankt Augustin 
Germany   
 
 

 
 


