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QUALITATIVE AND QUANTITATIVE COMPOSITION
Phylin® Tablets 400mg

Each tablet contains:

Doxofylline.....400mg

Innovator's Specification

Phylin® Syrup 100mg/5mL
Each 5mL contains:
Doxofylline.....100mg
Innovator's Specification

DESCRIPTION
Doxofylline is a novel bronchodilator xanthine that differs from theophyl-
line for the presence of a dioxalane group in position 7.

CLINICAL PHARMACOLOGY

Mechanism of action: Doxofylline is a theophylline derivative. Similarly,
Its mechanism of action is related to the inhibition of phosphodiesterase
activities, resulting in bronchodilating activities.

Pharmacodynamics: Like theophylline, doxofylline's mechanism of
action is related to the inhibition of phosphodiesterase activities. Howev-
er, differently from theophylline, doxofylline appears to have decreased
affinities toward adenosine A1 and A2 receptors which may account for
the better safety profile of the drug.

Pharmacokinetics: The half-life of doxofylline is greater than six hours;
so as to allow effective constant plasma levels with a t.i.d. dose regimen.
Single dose pharmacokinetic studies in man after oral and intravenous
administration defined distribution and absorption of the drug. After oral
administration (tablets), peak plasma levels were reached after one hour.
Absolute bioavailability is about 62.6%; at pH 7.4 plasma proteins binding
the compound is about 48%. Less than 4% of an orally administered dose
IS excreted unchanged in the urine. Doxofylline is almost completely me-
tabolized in the liver (90% of the total drug clearance). Hydroxyethyltheo
phylline is the only detectable circulating metabolite of doxofylline. After
repeated administrations doxofylline reaches the steady-state in about 4
days; the elimination half-life during long-term treatment is 8-10 hours:
this allows a twice daily dose regimen. No accumulation of the drug was
noted after one week of treatment.

INDICATIONS AND USAGE

For the treatment of COPD (Chronic obstructive pulmonary disease),
Bronchial asthma and pulmonary disease with spastic bronchial compo-
nent.

CONTRAINDICATIONS

This product is contraindicated in individuals who have shown hypersen-
sitivity to its components. It is also contraindicated in patients with acute
myocardial infarction, hypotension and in lactating women.




INTERACTIONS

Doxofylline should not be administered together with other xanthine de-
rivatives, including beverages and foods containing caffeine. Toxic syner-
gism with ephedrine has been documented for xanthines. Concomitant
therapy with erythromycin, troleandomycin, lincomycin, clindamycin, allo-
purinol, cimetidine, propranolol and anti-flu vaccine may decrease the he-
patic clearance of xanthines causing an increase in blood levels.

USE IN SPECIFIC POPULATION

Use in Pregnancy and Lactation: Animal reproduction studies indicate
that Doxofylline does not cause fetal harm when administered to preg-
nant animals nor can affect reproduction capacity. However, since there
Is limited experience in humans during pregnancy, xanthines should be
given to a pregnant woman only if clearly needed. Doxofylline is contrain-
dicated in nursing mothers.

PRECAUTIONS

The half-life of xanthine derivatives is influenced by a number of known
variables. It may be prolonged in patients with liver disease, in patients
with congestive heart failure, in those affected with chronic obstructive
lung disease or concomitant infections, and in those patients taking cer-
tain other drugs (erythromycin, troleandomycin, lincomycin, and other an-
tibiotics of the same group, allopurinol, cimetidine, propranolol, and an-
ti-flu vaccine). In these cases, a lower dose of Doxofylline may be
needed. Phenytoins, other anti-convulsants and smoking may cause an
increase in clearance with a shorter mean half-life: in these cases higher
doses of Doxofylline may be needed. Use with caution in patients with hy-
poxemia, hyperthyroidism, liver disease, renal disease, in those with his-
tory of peptic ulcer and in elderly. Frequently, patients with congestive
heart failure have markedly prolonged drug serum levels following dis-
continuation of the drug.

ADVERSE REACTIONS

After xanthine administration, nausea, vomiting, epigastric pain, cepha-
lalgia, irritability, insomnia, tachycardia, extrasystole, tachypnea, and oc-
casionally hyperglycemia and albuminuria, may occur. If a potential oral
overdose is established, the patient may present with severe arrhythnmias
and seizure; these symptoms could be the first sign of intoxication. Ad-
verse reactions may cause the withdrawal from treatment; a lower dose
rechallenge may start only after the advice of physician.

DOSAGE AND ADMINISTRATION

Tablets: Elderly Patients: 1/2 tablet two or three times daily.

Adults: 1 tablet two or three times daily or as prescribed by the physi-
cian.

Syrup: Elderly Patients: 10mL (2 teaspoonful) two or three times daily.
Children less than 12 years old: 6-9mg/kg twice daily or as directed by
the physician.

DOSAGE: As directed by the physician.

INSTRUCTIONS

Store at 25°C, excursions permitted to 15°C - 30°C.
For Tablets: Protect from sunlight and moisture.
For Syrup: Protect from sunlight.

Keep all medicines out of the reach of children.



PRESENTATION

Phylin® (Doxofylline) tablets 400mg are available in Alu-Alu blister pack of
1 x10'sand 3 x 10's.

Phylin® (Doxofylline) syrup 100mg/5mL are available in 60mL and
120mL PET bottle.

JE1 Pl

Y LT 9 ik} i i

AP s 1571y 136 ol B S35
e E AL e SIS

::J}.'lj‘/
_L’lgﬂ.;Lfo'U’:/D/Jgfjdidﬂ,w/cJg‘gc.&/ffx&’cu/w}fc b fc(j}
AP

LIP3 s e B
A I L Sssle s S
LU 1sd S5
oK B SIAE Mo G I L 2 e
—e LU

J$

S AL e ST

el

cut{/?é/&:‘d/? O

_‘Lé/ L?“U/@ oo 1040 SZ 55
_J{M@_u’;ﬂﬁ/‘f@m:uﬁg
_u'fjb‘ﬁ}.g}%/‘f@ﬂyj

Fme FEuE S ot

For detailed information:

GENIK Genix Pharma (Pvt.) Ltd.

44,45-B, Korangi Creek Road, Karachi-75190, Pakistan. IS09001:2015  1S014001:2015 IS0 45001:2018
UAN: +92-21-111-10-10-11, Email: info@genixpharma.com Www.genixpharma.com




