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DOSAGE AND AD MINISTRATION
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Monicure 400 Vaginal suppositori;s T
Miconazole Nitrate 400 mg \-‘u{) wieoe
N Heaolth Conadar.

. Md—v\o .

221U1720Q

Cach Vaginal suppository contains:
Active ingredient.
Miconazole Nitrate | mj«©)400 mg
[nactive ingredient:
Hard fat

5
Yherapeutic Classification

Antitungal Agent

‘y‘il)lC'A'l‘l()NS AND CLINICAL USE
Tor the relief of particularly severe external itching and irritation associated with vulvovaginal
candidiasis.
Monicure is preferred with 1 or 7 day regimens providing effective alternatives.
MONICURE Vaginal Suppositories are indicated for the local treatment of vulvovaginal
candidiasis (moniliasis).
Although vulvovaginal candidiasis may be more difficult to cure during pregnancy. pregnant
patients can be treated with the same regimen as non-pregnant patients.
No significant difference in therapeutic cure rate (therapeutic cure includes both symptomatic and
‘microbiological cure) was reported between the pregnant and non-pregnant patient groups who
participated in clinical evaluations of the 3-day Suppositories.
Similarly. users and non-users of oral contraceptives who participated in these clinical evaluations
experienced therapeutic cure rates which did not differ significantly.
In addition. no statistically significant differences in therapeutic cure rates were noted between
patients undergoing dosage regimens of varying duration (1, 3. 7. 10. and 14 day).

] :
One 400 mg Suppository administered int ingH an
A course of therapy may be repeated if t éqf%ﬁ'ém remain’i‘qf}n‘
determined by appropriate smears and lng'és that the 1

95 e 9.

susceptible Candida.
i
: N oD
&1" ?«3 M! . ‘:_"2

Patients known to be hypersensitive to thi Mg orany of % ingredients.

PRECAUTIONS G gaan B

7 Patients should not use MONICURE vaginal preparations for self-medication if vaginal pruritus
or discomfort is occurring for the first time. In this instance. a physician must be consulted to
establish the diagnosis of vulvovaginal candidiasis.

at bedtime for 3 consecutive days.
matic and if it has been
gefing @rganism is still miconazole
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If-medication if pain in the back

Patients should not use MONICURE vaginal preparations for s¢
sent, as a condition more

or lower abdomen, fever or malodorous vaginal discharge arc pre

serious than vulvovaginal candidiasis may exist.

Patients should be advised to discontinue medication if sensitization or other signs 0 f irritation

(rash or hives. burning. blistering. redness) not present before therapy occur.

4 Intractable candidiasis may be the presenting symptom of unrecognized diabetes: thus
appropriate urine/blood studies may be indicated in patients not responding to treatment. In any
case. if a patient is unresponsive to therapy appropriate microbiological studies should be
repeated to confirm the diagnosis of vulvovaginal candidiasis and to rule out other pathogens.

s Miconazole nitrate described no complications or adverse effects attributed to this therapeutic
agent. Nevertheless, since miconazole nitrate is absorbed in small amounts from the human
vagina, MONICU RE* vaginal preparations should not be used by pregnant or pursing women

al to the welfare of the patient.

istruct the patient to abstain from intercourse.

he effectiveness of latex condoms and diaphragms.

ber products such as vaginal

(]

e

; unless the physician considers it essenti
«.” 6. During therapy it may be advisable to ir
7. Miconazole nitrate preparations reduce t
Therefore. concurrent use of the suppository with natural rub
diaphragms or condoms 18 not recommended.

| 8. Miconazole administered systemically is known to inhibit CYP3A4/2C9. Due to the limited
availability after vaginal application. clinically relevant interactions oceur very rarely.

| systemic
In patients on oral anticoagulants, such as warfarin, caution should be exercised and the

anticoagulant effect should be monitored.

AXDVERSE REACTIONS
'he standard for defining frequency terms will be based on the Council for International

Organizations of Medical Science (CIOMS) convention. Specifically:
| Very common =1/10

Common =1/100 and <1/10

Uncommon =1/1.000 and <1/100

Rare —1/10.000 and <1/1,000
| — Very rare 21/10.000. including isolated reports
| « Ingeneral. the complaints reported with mi¢

itching. irritation. pelvic cramping and e

Urinary tract infection NOS
Genital pruritis female
Vaginal discharge

PHARMA

alesnutraee therapy involved vulvovaginal burning.
rash and headache.

1.
5
5
3

3

g, R
d to the admigistration of Miconazole that have come
(o light as a result of reports received in reld ia}m&?ﬁﬁ:éﬁation of the marketed product are

his section. Because these reactions are reported voluntarily from a population of
liably estimate their frequency or establish a causal

ostmarketing data
Adverse events which may be causally r

provided in t
| uncertain size. it is not always possible to re
| relationship to drug exposure.
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Allergic conditions. including anaphylactic and anaphylactoid reactions, angioneurotic edema
Skin and subcutaneous tissue disorders

Urticaria, pruritus, rash

Reproductive system and breast disorders

Pelvic pain (cramping), genital burning sensation, genital pruritus female. vaginal irritation. vaginal
discharge

General disorders and administration site conditions
Application site reactions

MONICURE is intended for local application and not for oral use.
the possibility of acute overdosage is remote. :
However. although highly unlikely to occur, in the event of a substantial overdose. anchigs
concomitantly with other drugs (¢.2. coumarin derivatives. oral hypoglycaemics or p.‘
effects and side effects of the other drugs can be increased. PHA

“/CLIN ICAL PHARMACOLOGY

(,4

Depending upon concentration, miconazole nitrate exhibits broad spectrum in vitro fungistatic or
fungicidal activity against species of the genus Candida. Miconazole nitrate also inhibits several
other genera of fungi. including dermatophytes and yeasts, as well as gram positive bacteria.
Miconazole nitrate inhibits the biosynthesis of ergosterol or other sterols, damaging the fungal cell
wall membrane and altering its permeability. In fungi. it also inhibits biosynthesis of triglveerides -
and phospholipids as well as oxidative and peroxidative enzymes. The latter action results in
intracellular buildup of toxic concentrations of hydrogen peroxide, which may contribute to
deterioration of subcellular organelles and cellular necrosis.

Candida albicans cells have been observed to exhibit progressive cytoplasmic deterioration and
prominent shape changes resulting in complete cell necrosis depending on the dose and duration of
exposure to miconazole nitrate, The sequence of morphologic alterations induced by miconazole
nitrate at fungistatic doses (106 M) are lysis of cytoplasmic organelles. focal to complete loss of
cell plasmalemima and irregular thickening of Mfﬂ
Administration ol fungicidal doses ( 10~ KI&}) i o
unaltered cell wall.
In Candida albicans, miconazole nltsatq nhlb‘its the tran&t@rﬁﬁaif
mycelial form. Not all species or straing of; épa&g‘zﬁar*é‘lscdmsnm
nitrate. % % R/
To date, no wild strains or fungal mutan “g;{\uth 5%bsztdn*t1af§’lcq\u’f d resistance to miconazole have
been reported: however. miconazole resiskgmg Candida alblg.gﬁsx nas been isolated from an infant

following bladder irrigation with miconazo vg‘—_‘:@,&m of urinary candidiasis.
Vaginal Absorption Study

A published study which examined the systemic absorption of miconazole nitrate from a 1200mg
Miconazole nitrate vaginal ovule in healthy women found low but measurable serum concentrations

1 of blastospores into invasive
ay be susceptible to miconazole
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which remained steady for about 36 hours and then slowly declined. Mean systemic bioavailability

was about 1.4%.

Miconazole persists in the vagina for up to 72 hours after a single dose.

Plasma concentrations of miconazole are measurable within 2 hours of administration in some

subjects, with maximal levels seen 12 to 24 hours after administration. Plasma concentrations

decline slowly thereafter and were still measurable in most subjects 96 hours post- dose. A second

dose administered 48 hours later resulted in a plasma profile similar to that of the first dose.

'he small amount of miconazole that is absorbed is eliminated predominantly in feces as both

unchanged drug and metabolites over a four-day post-administration period. Smaller amounts of

unchanged drug and metabolites also appear in urine. The mean apparent elimination halflife is 57

hours.

PHARMACEUTICAL INFORMATION

/<mh;|m and Storage Recommendations:

de”  To be stored at a temperature not exceeding 3

N
shelf life
3 Yeais y
Packing :.i
Carton box containipg Opaque (PV (\%B‘PE'? trip of 3 vaginal suppositories + inner pamphlet
h)
X, 75" "
Produced by: R{”"i k- _ il
“Pharaonia pharmaceuticafs -Ph;up‘ilhgpmd -
New Borg El Arab city — 3rd Industrial zone — block no. 16 — Part (1) - Alexandria — Egypt.
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Administration & Factory : New Borg El-ArabCity - Third Industrial Zone - Block 16 - Part (1)
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