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Doxycycline (as Hyclate) 100 mg
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Doxycycline has been found clinically effective in the treatment of a variety of infections
caused by susceptible strains of Gram-positive and Gram-negative bacteria and certain other
microorganisms.

Respiratory tract infections: Pneumonia and other lower respiratory tract infections due to
susceptible strains of Streptococcus pneumoniae, Haemophilus influenzae, Klebsiella
pneumoniae, Moraxella catarrhalis and other organisms. Mycoplasma pneumonia. Treatment
of chronic bronchitis, sinusitis.

Urinary tract infections: Infections caused by susceptible strains of Klebsiella species,
Enterobacter species, Escherichia coli, Streptococcus faecalis and other organisms.

Sexually transmitted diseases: Infections due to Chlamdyia trachomatis including
uncomplicated urethral, endocervical or rectal infections. Non-gonococcal urethritis caused by
Ureaplasma urealiticum (T-mycoplasma). Doxylin 100 is also indicated in infections due to
Calymmatobacterium granulomatis. Doxylin is an alternative drug in the treatment of
gonorrhoea and syphilis.

Since Doxycycline is a member of the tetracycline series of antibiotics, it may be expected to
be useful in the treatment of infections which respond to other tetracyclines, such as:
Ophthalmic infections: Treatment of trachoma, although the infectious agent is not always
eliminated, as judged by immunofluorescence. Inclusion conjunctivitis may be treated with oral

Doxycycline alone or in combination with topical agents.



Rickettsial infections: Rocky Mountain spotted fever, typhus group, Q fever, Coxiella
endocarditis.

Other infections: Psittocosis, brucellosis (in combination with streptomycin), cholera, bubonic
plague, louse and tick-borne relapsing fever including stage 1 and stage 2 Lyme disease,
leptospirosis, tularaemia glanders, chloroquine-resistant falciparum malaria and acute
intestinal amoebiasis (as an adjunct to amoebicides).

Infections due to susceptible strains of Bacteroides species and Listeria species.

Doxylin is an alternative drug in the treatment of leptospirosis, gas gangrene and tetanus.
Doxylin is indicated for prophylaxis in the following conditions: Scrub typhus, traveller's
diarrhoea (enterotoxigenic Escherichia coli), leptospirosis, malaria and cholera.

Anthrax due to Bacillus anthracis, including inhalational anthrax (post exposure): to reduce the

incidence or progression of disease following exposure to aerosolized Bacillus anthracis.
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4.4 Special Warnings and Precautions for Use

General Severe skin reactions, such as exfoliative dermatitis, erythema multiforme, Stevens-
Johnson syndrome, toxic epidermal necrolysis, and drug reaction with eosinophilia and systemic
symptoms (DRESS) have been reported in patients receiving doxycycline (see section 4.8). If
severe skin reactions occur, doxycycline should be discontinued immediately and appropriate
therapy should be instituted.

General Benign intracranial hypertension (pseudotumor cerebri) has been associated with the
use of tetracyclines including doxycycline. Women of childbearing age who are overweight or
have a history of IH are at greater risk for developing tetracycline associated IH. Benign
intracranial hypertension (pseudotumor cerebri) is usually transient, however cases of
permanent visual loss secondary to benign intracranial hypertension (pseudotumor cerebri) have
been reported with tetracyclines including doxycycline.

Jarisch-Herxheimer reaction: Some patients with spirochete infections may experience a
Jarisch-Herxheimer reaction shortly after doxycycline treatment is started. Patients should be
reassured that this is a usually self-limiting consequence of antibiotic treatment of spirochete
infections.

Myasthenia gravis Due to a potential for weak neuromuscular blockade, care should be taken
in administering tetracyclines to patients with myasthenia gravis.



e Doxylin contains the excipient Sunset Yellow FCF Aluminum Lake (E110), which may
cause allergic reactions.

4.8 Undesirable Effects

Immune System Disorders:
Common: Henoch-Schonlein purpura

Rare: Jarisch-Herxheimer reaction® (see section 4.4)

Metabolism and nutrition disorders:
Rare: Decreased appetite

Gastrointestinal Disorders:
Rare: Pancreatitis, Clostridium difficile colitis

Not known: tooth discolouration®

Skin and Subcutaneous Tissue Disorders:

Rare: Skin hyperpigmentation®

b in the setting of spirochete infections treated with doxycycline.

¢ with chronic use of doxycycline.

a Reversible and superficial discolouration of permanent teeth has been reported with the use of
doxycycline but frequency cannot be estimated from available data.
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