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Doxycycline Mercypharma  capsuie)

CHEMICAL COMPOSITION:

Each capsule contains:

Doxycycline 100 mg in the form of Doxycycline Monohydrate

Inactive materials: Microcrystalline cellulose, Sodium starch glycolate, Colloidal silicon
dioxide, Magnesium stearate.

Pharmacological Classification: Antibacterials

CLINICAL PHARMACOLOGY

MECHANISM OF ACTION:

Doxycycline inhibits bacterial protein synthesis by binding to the 30S ribosomal subunit.
Doxycycline has bacteriostatic activity against a broad range of Gram-positive and
Gram-negative bacteria. Cross resistance with other tetracyclines is common.
Pharmacokinetics:

Absorption: Tetracyclines are readily absorbed. and are bound to plasma proteins in varying
degrees. Doxyrcycline is virtually completely absorbed after oral administration.

Metabolism: Tetracyclines are concentrated by the liver in the bile and excreted in the urine and
feces at high concentrations in a biologically active form. Doxycycline Half-Life is 16.33 hours.
Elimination: Excretion of Doxycycline by the kidney is about 40%/72 hours in individuals with
normal function (creatinine clearance about 75 mL/min). This percentage excretion may fall
as low as 1 to 5%/72 hours in individuals with severe renal insufficiency (creatinine clearance
below 10 mL/min). Studies have shown no significant difference”in serum half-life of
Doxycycline (range 18 to 22 hours) in individuals with normal and severely impaired renal
function. Hemodialysis does not alter serum half-life.

INDICATIONS AND USAGE:

Doxycycline should be used only to treat or prevent infections that are proven or strongly

suspected to be caused by susceptible bacteria.
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indicated for treatment of | Shigella species
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susceptibility to the drug: | Respiratory tract infections caused by Haemophilus influenzae.

Respiratory tract and urinary fract infections caused by Klebsiella species.

Doxycycline Upper respiratory infections caused by Streptococcus pneumoniae.

indicated for freatment of

infections caused by the

ollowing gram positive
when

Anthrax due to Bacillus anthracis, including inhalational anthrax
(post: to reduce the incidence or progression of disease
following exposure to aerosolized Bacillus anthracis.

bacteriologic testin,
indicates appropriate
susceptibility to the drug;

All tetracyclines form a stable calcium complex in any bone-forming tissue. This reaction was
shown to be reversible when the drug was discontinued.

Tetracyclines cross the placenta, are found in fetal tissues, and can have toxic effects on the
developing fetus. If any tetracycline is used during pregnancy or if the patient becomes pregnant
while taking these drugs, the patient should be apprised of the potential hazard o the fetus. The
antianabolic action of the tetracyclines may cause an increase in BUN. Photosensitivity
manifested by an exaggerated sunburn reaction has been observed in some individuals taking
Ietra%/c\ines. The treatment should be discontinued at the first evidence of skin erythema.
PRECAUTIONS:

As with other antibacterial preparations, use of this drug may result in overgrowth of
non-susceptible organisms, including fungi. If superinfection occurs, Doxycycline should be
discontinued and appropriate therapy instituted.

Intracranial hypertension (IH, pseudotumor cerebri) has been associated with the use of
tetracyclines including Doxycycline. Clinical manifestations of IH include headache, blurred
vision, diplopia, and vision loss; papilledema can be found on fundoscopy. Concomitant use
of isotretinoin and Doxycycline should be avoided because isotretinoin is also known to cause
pseudotumor cerebri.

Although IH typically resolves after discontinuation of treatment, the possibility for
visulal loss exists. If visual disturbance occurs during treatment, prompt ophlhalmologic

- Doxycycline Rocky mountain spotted fever, typhus fever and the typhus group, Q

Mercypharma is fever, rickettsialpox, and tick fevers caused by Ricketisiae.
indicated for the

When penicillin is
contraindicated,
Doxycycline

isan
alternative drug in the
treatment of the following
infections:

Uncomplicated gonorrhea caused by Neisseria gonorrhoeae.

Listeriosis due to Listeria monocytogenes.

Actinomycosis caused by Actinomyces israeli.

Vincent's infection caused by Fusobacterium fusiforme.

Yaws caused by Treponema pertenue.

Syphilis caused by Treponema pallidum.

Infections caused by Clostridium species.

treatment of the following

In acute intestinal amebiasis, Doxycycline may be a useful adjunct to amebicides.

is warranted. Since intracranial pressure can remain elevated for weeks after drug
cessation patients should be monitored until they stabilize.

The absorption of tetracyclines is reduced when taking bismuth subsalicylate.

Diarrhea is a common problem caused by antibiotics which usually ends when the antibiotic
is discontinued. Sometimes after starting treatment with antibiotics, patients can develop
watery and bloody stools (with or without stomach cramps and fever) even as late as two or
more months after having taken the last dose of the antibiotic. If this occurs, patients should
contact their physician as soon as possible.

Patients should be counseled that antibacterial drugs including Doxycycline should only be
used to treatbacterial infections. They do not treat viral infections (e.g., the common cold).
When Doxycycline is prescribed to treat a bacterial infection, patients should be told that
although it is common to feel betterearly in the course of therapy, the medication should be
taken exactly as directed.

Skiﬁping doses or not completing the full course of therapy may (1) decrease the effectiveness
of the immediate treatment and (2) increase the likelihood that bacteria will develop resistance

In severe acne Doxycycline may be useful adjunctive therapy.

This drug is contraindicated in persons who have shown hypersensitivity to any of the tetracyclines.

Due to oral Doxycycline virtually complete absorption, side effects to the lower bowel,
particularly diarrhea, have been infrequent. The following adverse reactions have been

Gastrointestinal: Anorexia, nausea, vomiting, diarrhea, glossitis, dysphagia, enterocolitis,
and inflammatory lesions Hepatotoxicity Rare instances of esophagitis and esophageal

Skin: Maculopapular and erythematous rashes, Stevens-Johnson syndrome, toxic epidermal
necrolysis, erythema multiform and photosensitivity. Exfoliative dermatitis is uncommon.

treatment of infections | Plague due to Yersinia pestis.

caused by the following

gram-negative Tularemia due to Francisella tularensis

Cholera caused by Vibrio cholerae.

Campylobacter fetus infections caused by Campylobacter fetus.

Brucellosis due to Brucella species (in conjunction with streptomycin).

Bartonellosis due to Bartonella bacilliformis.

Hyp y Urticaria, angioneurotic edema, anaphylaxis, anaphylactoid
purpura, serum sickness, pericarditis, and exacerbation of systemic lupus erythematosus.
Blood: Hemolytic anemia, thrombocytopenia, neutropenia, and eosinophilia have been

Other: Intracranial hypertension has been associated with the use of tetracyclines.
When given over prolonged periods, tetracyclines have been reported to produce brown-black
microscopic discoloration of the thyroid gland. No abnormalities of thyroid function are known to occur.
WARNINGS:
The use of drugs of the tetracycline class during tooth development (last half of pregnancy,
infancy, and childhood to the age of 8 years) may cause permanent discoloration of the teeth
(yellow-gray-brown). Enamel hypoplasia has also been reported. Tetracycline drugs, therefore,
should not be used in this age group, except for anthrax, including inhalational anthrax
g)ost»exposurez, unless other drugs are not IikeIS to be effective or are contraindicated.
lostridium difficile associated diarrhea (CDAD) has been reported with use of nearly all
antibacterial agents, including Doxycycline, and may range in severity from mild diarrhea to
fatal colitis. Treatment with antibacterial agents alters the normal flora of the colon leading to
overgrowth of C. difficile.
If CDAD is suspected or confirmed, ongoing antibiotic use not directed against C. difficile may
need to be discontinued. Appropriate fluid and electrolyte management, protein
Suf ion, antibiotic of C. difficile, and surgical evaluation should be

infections: Respiratory tract infections caused by P
Lymphogranuloma venereum caused by Chlamydia trachomatis.
Psittacosis (omithosis) caused by Chlamydophila psittaci. CONTRAINDICATIONS:
Trachoma and Inclusion itis caused by Chalamydi ADVERSE REACTIONS:
observed in patients receiving tetracyclines.
Uncomplicated urethral, endocervical or rectal infections in adults
caused by Chlamydia trachomatis.
ulcerations.
Nongonococcal urethritis caused by Ureaplasma urealyticum. Renal Toxicity: Rise in BUN
H S -
Relapsing fever due to Borrelia recurrentis.
- Doxycycline s Chancroid caused by Haemophilus ducreyi. reported with tetracyclines.
indicated for the

Granuloma inguinale caused by C:

instituted as clinically indicated.

and will not be treatable by Doxycycline or other antibacterial drugs in the future.

DRUG INTERACTIONS:

Because tetracyclines have been shown to depress plasma prothrombin activity, patients who
are on anticoagulant therapy may require downward adjustment of their anticoagulant dosa%e.
Since bacteriostatic drugs may interfere with the bactericidal action of penicillin, it is advisable
to avoid giving tetracyclines in conjunction with penicillin.

Absorption of tetracyclines is impaired by antacids containing aluminum, calcium, or
magnesium, and iron-containing preparations. Barbiturates, carbamazepine, and phenytoin
d the half-life of Doxy The concurrent use of tetracycline and methoxyflurane
has been reported to result in fatal renal toxicity. Concurrent use of tetracycline may render
oral contraceptives less effective.

PREGNANCY & LACTATION:

Pregnancy Category D:

There are no adequate and well-controlled studies on the use of Doxycycline in pregnant
short-term, first trimester exposure. but the data are insufficient to state that there is no risk.
Labor and Delivery:

The effect of tetracyclines on labor and delivery is unknown.

Nursing Mothers:

Tetracyclines are excreted in human milk, Short-term use by lactating women is not
necessarily contraindicated; Because of the potential for adverse reactions in nursing infants
from Doxyclcline, a decision should be made whether to discontinue nursing or to discontinue
the drug, taking into account the importance of the drug to the mother.

DOSAGE AND ADMINISTRATION:

The usual dosage and frequency of administration of Doxycyciine differs from that of the other
tetracyclines. Exceeding the recommended dosage may result in an increased incidence of side effects.
Adults: The usual dose of oral Doxycycline is 200 mg on the first day of treatment
(administered 100 mg every 12 hours or 50 mg every 6 hours) followed by a maintenance
dose of 100 mg/day. The maintenance dose may be administered as a single dose or as 50
mg every 12 hours. In the management of more severe infections (particularly chronic
infections of the urinary tract), 100 mg every 12 hours is recommended.

For pediatric patients above eight years of age: The recommended dosage schedule for
pediatric patients weighing 100 pounds or less is 2 mg/lb of body weight divided into two
doses on the first day of treatment, followed by 1 mg/lb of body weight given as a single dail
dose or divided into two doses, on subsequent days. For more severe infections up to 2 mg/
o{] bolgybweig_jhlt1 may be used. For pediatric patients over 100 pounds the usual adult dose
should be used.

Infection Dose Frequency
N Twice a day for 7 days.
Uncomplicated gonococcal 3
infections in adults (except 100 mg by mouth aﬁ;ﬁﬂs?gf%enfmsgtﬁ ?5;3323%}1
anorectal infections in men): one hour by a secgnd 300 mg dosé
Acute epididymo-orchitis caused by .
N. gonorthoeae / C. trachomatis 100 mg by mouth Twice a day for at least 10 days.
Primary and secondary syphilis 300 mg a day In divided doses for at least 10 days.
Uncomplicated urethral,
endocervical, or rectal infection in
adults caused by Chlamydia
trachomatis: 100 mg by mouth Twice a day for at least 7 days.
Nongonococcal urethritis caused by
C. trachomatis and U. urealyticum:
Adults:
10(le rﬁg by mouth. Twice a day for 60 days.
Children:
- weighing less than
100 pounds (45 kg);
Inhalational anthrax 1 mg/lb (2.2 mg/kg)
(post-exposure): of body weight, by
mouth Twice a day for 60 days.
-weighing 100
pounds or more
should receive the
adult dose

When used in streptococcal infections, 1hera(1fy should be continued for 10 days.
Administration of adequate amounts of fluid along with capsule in the tetracycline class is
recommended to wash down the drugs and reduce the risk of esophageal irritation and
ulceration. If gastric irritation occurs, Doxycycline may be given with food. Ingestion of a high
fat meal has been shown to delay the time to peak plasma concentrations by an average of
one hour and 20 minutes. Food enhanced the average peak concentration by 7.5% and the
area under the curve by 5.7%.

OVERDOSAGE:

In case of overdosage, discontinue medication, treat symptomatically and institute supportive
measures.

Dialysis does not alter serum half-life, and it would not be of benefit in treating cases of
overdosage.

HOW SUPPLIED:

Doxycycline Mercypharma 100 mg: Carton box contains 2 strips, each strip contains 10
capsule.

STORAGE:

Store between 15-30°C, protected from light.

1501915 THIS IS A MEDICAMENT

~ Amedicament is a product but unlike any other products.
~ A medicament is a product which affects your health, and its consumption contrary to

instructions is dangerous for you.

~ Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in

medicine, its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you:

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

M=rcypharma

for Pharmaceutical ndustries

Manufactured by: Mercypharma for pharmaceutical industries, Damascus - Syria,
www.mercypharma.com
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