Dentyl - Dentyl Fort
Film coated Tablets

Reva Pharma

Composition:

Each Dentyl Film coated Tablet contains:
Spiramycin 750.000 iu & Metronidazole 125 mg .
Each Dentyl Fort Film coated Tablet contains:
Spiramycin 1.500.000 iu & Metronidazole 250 mg.
Mechanism of Action:

Spiramycin is a macrolide antibiotic and its bacteriostatic effect is due
to the inhibition of protein synthesis by binding to the 508 subunit of
bacterial ribosomes.

Metronidazole belongs to the imidazole group, The nitrate group in
metronidazole acts as an electron acceptor, forming cytotoxic reducing
complexes that bind with proteins and DNA, causing cell death. Metro-
nidazole is active against vanous anderoblc bdc&ena and protozoa. The
combination of Sp and \ shows synergism in buc-
codental infections.

Pharmacokinetics:

Spiramycin is rapidly but incompletely absorbed after oral administra-
tion, with an oral bioavailability of 33 to 39%. Plasma protein bmdmg is
low. It is metabolised in the liver with the formation of active

Preg) &L

Pregnancy: Dentyl- Dentyl Fort should not be used in the first trimester

of pregnancy.

Lactation: breast-feeding is not recommended to women taking Dentyl-

Dentyl Fort

Driving and using machines:

Patients should be warned of the potential risk of dizziness or confusion,

and advised not to drive vehicles or use machinery in the event of these

disturbances.

Drug Interactions:

- Speramycin has been reported to inhibit the absorption of carbidopa and
decrease Levodopa plasma levels. When necessary, patients should be
closely monitored and the lemdnpu dosage lcvula adjusted.

- Drugs that may be affected by include Anti
Disulfiram, Hydantoins and Luluum.

- Spiramycin may increase serum Theophylline concentration.

- Dentyl- Dentyl Fort can increase the effects of oral Anticoagulants
and Digoxin.

Side Effects:

Common: Mild gastrointestinal disturbances as nausea,vomiting, diar-

thea, unpleasant taste and darkening of urine may oceur.

Rare: case of rash, urticaria, vertigo, ataxia and leukopoenia.

Very rare: cases of pseudo- -membranous colitis. cases of liver tests func-

tion abnormalities. acute hemolysis angioedema and anaphylactic shocks.

Over 80% of an administered dose excreted in the bile. Urinary excretion
accounts for only 4 to 14% of an administered dose.
Metronidazole is readily absorbed after oral ad; and bioavail-

Dosage & Administration:
Adults: 4-6 tablets of Dentyl or 2-3 tablets of Dentyl Fort daily in two or
three doses during meals. for treatment in severe cases, the dose may be

ability approaches 100%, and has a large volume of distribution in the

body and it is bolized in the liver. the elimi half life is about 8

hours and is longer in neonates and in patients with severe liver disease.

The majority of a dose of Metronidazole is_excreted in the urine mainly

as metabolites; a small amount appears in the faeces.

Indications:

Dentyl- Dentyl Fort is highly effective in the treatment of acute, chronic

and relapsing stomatologic infections such as:

- Buccodental infections due to acrobic and anaerobic germs sensitive to
Spiramycin and Metronidazole.

- Dental infections as in dental abscesses, stomatitis, aphthous ulcer, peri-
maxillar_cellulites, periodonitis and penodomal infection.

- Parotiditis, gingivitis and submaxillaritis.

- Pre and post-operative prophylaxis in odontostomatologic surgery.

Contraindication:

-H ivity to Sp and/or \

- It is generally not recommended to use the product in combination
with disulfiram, alcohol, and medicinal products containing alcohol.

- Dentwl- Dentyl Fort is not recommended for use in patients with glu-

kb dehyd due to the risk of hemo-

Iytic anemia.

‘Warning and Precaution:

- The treatment should be discontinued in case of ataxia and vertigo.

- Dentyl- Dentyl Fort should be used with caution in patients with blood
dyscrasias or with active diseases of the central nervous system.

- Dentyl- Dentyl Fort should be used with caution in patients with he-
patic dysfunction.

d to 8 tablets of Dentyl or 4 tablets of Dentyl Forte.

Children 10-15 years: one Dentyl tablet three times daily.

Children 6-10 years: one Dentyl tablet twice daily.

Overdose:

Symptoms:

Spirmycin: No case of accidental overdosage has been reported. In oral
doses over 4g per day, abdominal discomfort, nausea or diarrhea may
occur.

In 1 overdose

limited to vomitin; axia, and disorientation.
Treatment: No specific treatment has been proposed. Management should
be symptomatic.

Storage: Keep this medicine out of the sight and reach of children. Store
below 30°C. Store in the original package.

Packagin
Dentyl: Eac
strips.
Dentyl Forte: Each carton box contains 10 film coated tablets in one
blister strips.

the symptoms were

carton box contains 20 film coated tablets in Two blister

-A medicament is a product which affects your health, and its

consumption c
Follow srikly the doctors prescription, the method of use and the
fructions harmacist who'
- The doctor and the pharmacist experts in medicne, s benefts nd isks
o not repeat the same prs
“KEEP THE MEDICAMEN
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