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Miconaz-H

Topical emulgel

1. Name of the medicinal product
Mlcona
and
Each 100gm emuigel contain Mlccnazo\e nitrate (micronized) 2gm and
hydrocortisone (micronized) 1g
3. Pharmaceutical form
Topical emulgel
White homogenous emu\gel easily spreaded, free from foreign matters.
4. Clinical particulars
4.1 Therapeutic indications
For the topical treatment of inflamed dermatoses where infection by

Breastfeeding
There are no adequate and well-controlled studies on the topical administration
of nitrate/ emulgel during Itis not

known whether concomitant topical administration of Miconaz-H Emulgel to the
skin could result in sufficient systemic absorption to produce detectable
quantities of hydrocortisone and miconazole in breast milk in humans.
Arisk to the newborn child cannot be excluded.
A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from Miconaz-H therapy taking into account the benefit of
breast feeding for the child and the benefit of therapy for the woman. Treatment
of large surfaces and the application under occlusive dressing is not
recommended
4.7 Effects on ability to drive and use machines
None known
4.8 Undesirable effects
Adverse Reactions in Adult and Paediatric Patients Treated with

i nitrate/ i emul

organisms and inflammation co-exist, eg intertrigo and infected eczema.
Moist or dry eczema or dermatitis including atopic eczema, primary irrtant or
contact allergic eczema or seborrhoeic eczema including that associated with
acne.

Intertriginous eczema including inflammatory intertrigo, perianal and genital
dermatitis.
Organisms which are are and
pathogenic yeasts (eg Candida spp ). Also many Gram-positive bacteria
including most strains of Streptococcus and Staphylococcus.

4.2 Posology and method of administration

For topical administration.

Apply the emulgel two or three times a day to the affected area, rubbing in
gently until the emulgel has been absorbed by the skin

The properties of Miconaz-H indicate it particularly for the initial stages of
treatment. Because of its corticosteroid content avoid long-term treatment with
Miconaz-H. Once the inflammatory symptoms have disappeared (after about 7
days), treatment can be continued where necessary with miconazole nitrate 20
mglg cream or miconazole nitrate 20 mg/g powder. Treatment should be

gel

Ad ti
System Organ Class verse reactions

Frequency Category

Uncommon Not Known

(21/1,000 to <1/100)

Immune System
Disorders

Anaphylactic reaction,
Hypersensitivity

Angioedema, Rash,
Contact dermatitis,
Erythema, Skin
inflammation, Skin
hypopigmentation,
Application site reaction

Skin iritation, Skin
burning sensation,
Utticaria, Pruritus

Skin and Subcutaneous
Tissue Disorders

General Disorders and | |ritability
Administration Site
Conditions

continued without interruption until the lesion has completely
(usually after 2 to 5 weeks).

If after about 7 days' application, no improvement has occurred, cultural
isolation of the offending organism should be followed by appropriate local or
systemic antimicrobial therapy.

The same dosage applies to both adults and children.

Elderly

Natural thinning of the skin occurs in the elderly, hence corticosteroids should
be used sparingly and for short periods of time.

Paediatrics

In infants and children, caution is advised when Miconaz-H is applied to
extensive surface areas or under occlusive dressings including baby napkins
(diapers). In infants, long term continuous topical corticosteroid therapy should
be avoided (see Section 4.4,

4.3 Contraindications

True hypersensitivity to miconazole/miconazole nitrate, other imidazole
derivatives, and hydrocortisone or to any of the excipients listed in section 6.1.
Tubercular or viral infections of the skin or those caused by Gram-negative
bacteria.

4.4 Special warnings and precautions for use

When Miconaz-H is used by patients taking oral anticoagulants, the
anticoagulant effect should be carefully monitored.

Severe hypersensilivity reactions, including anaphylaxls and angloedema have
been reported during treatment with rate/

Vision, blurred (see also

Eye disorders
section 4.4)

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal
product is important. It allows continued monitoring of the benefitirisk balance of
the medicinal product. Healthcare professionals are asked to report any
suspected adverse reactions via:
The Egyptian Pharmacovigilance Center (EPVC) at:
py.followup@edaegypt.oveg
MUP Pharmacovigilance department at:
pv@mupeg.com
4.9 Overdose
Prolonged and excessive use can result in skin irritation, which usually
disappears after discontinuation of therapy. Topically applied corticosteroids can
be absorbed in sufficient amounts to produce systemic effects.
5. Pharmacological properties
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: Imidazole and triazole derivatives.
Miconazole nitrate is active against dermatophytes and pathogenic yeasts, and
many Gram-positive bacteria

is an anti steroid. Its anti action is
lue to reducion in the vascular component of the inflammatory response,

and with other miconazole topical formulations (see eecton 48).Ifa reacton
suggesting hypersensitivity or irritation should occur, the treatment should be
discontinued. Miconaz-H must not come into contact with the mucosa of the

eyes.
As with any topical corticosteroid, caution is advised with infants and children
when Miconaz-H is to be applied to extensive surface areas o under occlusive
dressings including baby napkins; similarly, application to the face should be
avoided.

In infants, long term continuous topical corticosteroid therapy should be
avoided. Adrenal suppression can occur even without occlusion.

Because of its corticosteroid content avoid long-term treatment with Miconaz-H
Once the y symptoms have treatment may be
continued with miconazole nitrate 20mg/g cream or powder. (See Section 4.1)
Miconaz-H can damage certain synthetic materials. Therefore, it is
recommended to wear cotton underwear f this clothing comes into contact with
the affected area.

of migration of po\ymorphor\uc\ear leukocytes, and reversal of

increased capillary action of

may also contribute to its anti- mﬂammalory activity.

5.2 Pharmacokinetic properties

Absorption

Miconazole remains in the skin after topical application for up to 4 days.

Systemic absorption of miconazole is limited, with a bioavailabilty of less than

1% following topical of Plasma of
ndfor its were 24 and 48 hours after

application. Approximately 3% of the dose of hydrocortisone is absorbed after

application on the skin.

Distribution

Absorbed miconazole is bound to plasma proteins (88.2%) and red blood cells

(10.6%). More than 90% of hydrocortisone is bound to plasma proteins

Metabolism and elimination

The small amount of miconazole that is absorbed is eliminated predominantly in

faeces as both unchanged drug and metabolites over a four-da

The concurrent use of latex condoms or with vaginal anti-infect

preparations may decrease the effectiveness of latex contraceptive agents.

Therefore Miconaz-H should not be used concurrently with a latex condom or

latex diaphragm.

Visual disturbance

Visual disturbance may be reported with systemic and topical corticosteroid

use. If a patient presents with symptoms such as blurred vision or other visual

disturbances, the patient should be considered for referral to an

ophthalmologist for evaluation of possible causes which may include cataract,

glaucoma or rare diseases such as central serous chorioretinopathy (CSCR)

which have been reported after use of systemic and topical corticosteroids.

4.5 Interaction with other medicinal products and other forms of

interaction

Miconazole administered systemically is known to inhibit CYP3A4/2C9. Due to

the limited systemic availabilty after topical application (see Section 5.2

Pharmacokinetic properties), clinically relevant interactions are rare. However,

in patients on oral anticoagulants, such as warfarin, caution should be

exercised and anticoagulant effect should be monitored.

Miconazole is a CYP3A4 inhibitor that can decrease the rate of metabolism of
Serum of may be higher with the

use of Miconaz-H compared with topical preparations containing hydrocortisone

alone.

4.6 Fertility, pregnancy and lactation

Pregnancy

Clinical data on the use of (Miconazole nitratef hydrocortisone) emulgel in
pregnancy are limited

As a precautionary measure, itis preferable to avoid the use of Miconaz-H
during pregnancy. Treatment of large surfaces and the application under
occlusive dressing is not recommended.

period. Smaller amounts of unchanged drug and
metabolites also appear in urine.

The half-ife of hydrocortisone is about 100 minutes. Metabolism takes place in
the liver and tissues and the metabolites are excreted with the urine, mostly

6. Pharmaceutical particulars

6.1 List of excipients

Xanthan Gum, Hypromellose (Hydroxyl Propyl methyl cellulose), Sorbitan
laurate, Polysorbate 20, Mineral Oil, Methyl Paraben, Propyl Paraben, Edetate
disodium, Citric acid monohydrate, Disodium phosphate and Purified water.
6.2 Incompatibilities

Contact should be avoided between latex products such as contraceptive
diaphragms or condoms and Miconaz-H since the constituents of Miconaz-H
may damage the latex

6.3 Shelf life

2 years

6.4 Special precautions for storage

Store at a temperature (2-8°C)

6.5 Nature and contents of container

Carton box containing aluminum tube of 20gm gel covered with white screw
HDPE

Cap + insert leaflet

6.6 Special precautions for disposal and other handling

None.

7. Marketing authorisation holder
Medical Union Pharmaceuticals
Abu- Sultan, Ismailia, Egypt
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Miconaz oral Gel

1. Name of the medicinal product
Miconaz Oral Gel

2. Qualitative and quantitative composition

Each gram of Miconaz Oral Gel contains 20 mg of miconazoe.

Forthe ful st of excipients, see 6.1.

3. Pharmaceutical form

Oral gel.

White to almost white, viscous gel, homogenous, smooth, easily spreaded with palatable sweet taste.
4, Clinical particulars

4 Therapeutic indications

Oral treatment of fungal infections of the oropharynx and gastrointestinal trct.

Miconaz gel s for use in adult, chidren and infants 4 months and older.

4.2 Posology and method of administration

For oral administration.

1 plastic spoon (provided) is equivalent to 124 mg miconazole per § mL gel.

Oropharyngeal candidosis

Infants: 4-24 months: 1.25 mL (1/4 plastic spoon) of gel, appled four times a day after meals.

Each dose should be divided into smaller portions and the gel should be applied to the affected
area(s) with a clean finger. The gel should not be applied to the back of the throat due to possible
choking. The gel should not be swallowed immediately, but kept in the mouth as long as possible.
Adults and chidren 2 years of age and older: 25 mL (112 plastic spoon) of gel, applied four imes a
day after meals.

The gel should not be swallowed immediately, but kept i the motth as long as possible.

The treatment should be continued for at east a week afte the symptoms have disappeared.

For oral candidosis, dental prostheses should be removed at night and brushed with the gel,
Gastrointestinal tract candidosis

‘The gel may be used for nfants (= 4 months of age), chidren, and adults who have dificulty
swallowing tablets. The dosage is 20 mg per kg body weight per day, administered in four divided
doses. The daily dose should not exceed 250 mg (10 mL Oral Gel) four times a day.

‘The treatment shouid be continued for at east a week afterthe symptoms have disappeared

43 Contraindications

Known hypersensitity to miconazole, other imidazole derivatives o to any o the excipients lsted in
section 6.1

In inants less than 4 months of age orin those whose swallowing refex s ot yet sufficently
developed (see section 4.4)

In patients with liver dysfunction.

Coadministration of the folowing drugs that are subject to metabolism by CYP3A4: (See Section 4.5
Interactions with Other Medicinal Products and Other Forms of Interaciion)

- Substrates known to prolong the QT-interval e.g, astemizole, cisapride, dofetide, mizolastine,
pimozide, quinidine, sertindole and terfenadine

- Ergot alkloids

- HMG-CoA reductase infibitors such as simvastatin and lovastatin

- Triazolam and oral midazolam

4.4 Special warnings and precautions for use

Miconazole is systemically absorbed and is known to nhibit CYP2C9 and CYP3A4 (see Section 5.2
Phamacokinetic Propertes) which can lead to prolonged effects of warfarn. Bleeding events, some
with fatal outcomes, have been reported with concurrent use of miconazole oral gel and warfarn (see
Section 45 Interaction with Other Medicinal Products and Other Forms of nteraction and section 4.8
Undesirable effects).If the concomitant use of Miconaz Oral Gel with an oral anticoagulant such as
wartarin is planned, caution should be excercised and the anticoagulant effect must be carefully
monitored and tirated (see section 4.5)

Patients should be advised that i they experience unexpected bleeding or bruising. nosebleeds,

the possible benefis.
Itis not known whether miconazole s excreted in human mik. Caution should be exercised when
prescribing Miconaz Oral Gel o nursing mothers.

47 Effects on ability to drive and use machines

Miconaz should not affect lertness or diving abilty.

48 Undesirable effects

Nausea, product taste abnormal, vomiting, oral discomfort, regurgitation, dry mouth, and dysgeusia
Adult Patients

Based on the pooled safety data, common adverse reactions reported included nause, product taste
abnorm, oral discomor, ry mouth, dysgeusia, and vomiting.

Paediatric Patients

Nausea and vomiting were very common, and regurgitation was common. As identied through
post-marketing experience, choking may occur in infants and young children (See Section 4.3
Contraindications and Section 4.4 Special Warings and Special Precautions). The frequency,type,
and severlly o other adverse reactions in children are expected to be similr to that n aduls.
Descripton of selected adverse reactions

Increases in INR and bleeding events such as epistaxis, contusion, haematuria, melaena,
haematemesis, haematoma and haemorrhages have been reported i patients treated with oral
anticoagulants such as warfarin i association with miconazole oral gel (see sections 4.4 and 4.5)
Some events had fatal outcomes,

Table Aincludes al identifed adverse reactions, incuding those that that have been reported from
post-marketing experience.

The frequency categories use the follwing convention: very common (21/10); common (21/100to
<1/10); uncommon (21/1,000 to <1/100); are (21/10,000 o <1/1,000); very rare (<1/10,000); and not
known (cannot be estimated from the available clinical trial data),

Table A: Adverse Drug Reactions in Patients Treated with MICONAZOLE Oral Gel

Adverse Drug Reactions
Frequency Category

Syste Organ Class

Common Uncommon
(1100t <1/10) | (21/1000t0<tiigo) |  NOLKnown
Anaphylactc reaction,
Immune System Disorders iy p‘e‘ iy ity
Nervous System Disorders Dysgeusa
Respralory, Thoracic and Choking

Mediastinal Disorders
Gastrointestinal Disorders | Dry mouth, Nausea,

Diarrhoea, Stomatits,

Oral discomfort, Tongue discoloration
Vomiting, Regurgitation

Hepatobiliary Disorders Hepaitis

Skin and Subcutaneous ‘Angioedema, Toxic epidermal

necrosis, Stevens-Johnson
syndrome, Urlicaria, Rash,
Acute generaiised
exanthematous pustulosis,
Drug reaction with eosinophiia
and systemic symptoms

Tissue Disorders

General Disorders and
[Administation Site Conditions

Product taste abnormal

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal product s importan.
It allows continued monitoring of the benefitisk balance of the medicinal product.

coughing up biood. blood i the urine, black arry stools or cof vomi,to stop

miconazole and seek medical advie.

Severe hypersensiiviy reactions, including anaphylaxis and angioedema, have been reported during
treatment with Miconazole and with other miconazole formulations (see section 4.8). I reaction
suggesting hypersensitiy or iritation should occur,the treatment should be discontinued.

1 adisabe to monior micanazoleand henyti s f tess o crug re used concomitanty.

Healthcare profe I ked to report any xdverse reactions via:
The Egyptian enter (EPVC) at qoveq
MUP Fham\acuvlgﬂanw department at: pv@mupeq.com
49 Overdos
ms:
In the event of accidental overdose, vomiing and diarhoea may occur
Treatment:
Treatment Aspecific antidote is not available.

tients has an enhanced

leading to hypoglycaemia may occur during concomitant reatment with miconazole and apprnpna(e

measures should be considered (See Section 4.5 Interactions with Other Medicinal Products and

Other Forms of Interaction).

Choking in infants and young children

Partcularly in infants and young chidren (aged 4 months — 2 years), caution i required, to ensure that

the gel does not obstruct the throat. Hence, the gel should not be applied to the back of the throat.

Each dose should be divided ino smaller portions and applied ifo the mouth with a clean finger.

Observe the patient for possible choking. Also due to the isk of choking, the gel must not be applied

tothe nipple of a breast-feeding woman for administration to an infant.

Itis important to take ideration the variabiy of th ing function in

infants, especially when giving miconazole gel to infants between the ages of 4-6 months. The lower

age imit should be increased to 5.6 months of age for nfants who re pre-term, or infants exhibiing

slow neuromuscular development.

Serious skin reactions (e.g lysis and Stevens-Joh drome) have been

reported in Miconazole Oral Gel tion 4.8). I that patients

be informed about the signs of serious skin reactions, and that use of Miconaz Oral Gel be

discontinued at the first appearance of skin rash.

45 Interaction with other medicinal products and other forms of interaction

When using ay concitant medcation th coresponding abel houl b consuled o rformaton
inhibit

5. Pharmacological properties
5.1 Pharmacodynamic properties

ATC Code: A01ABO9 and AD7A CO1

Miconazole possesses an antitungal activity against the common dermatophytes and yeasts as well
as an antibacterial actviy against certain gram-posiive bacili and coci,

s actvityis based on the inhibiion of the ergosterol biosynthesis in fungi and the change in the
composition of the lipid components in the membrane, resulting n fungal el necrosis.

5.2 Pharmacokinetic properties

Absorption:

Miconazole e ion as the oral gel ofa60mg
dose of miconazole as the ol gel results in peak plasma concentrations of 31 to 49 ngimL. occurting
‘approximately two hours post-dose.

Distribution:

Absorbed miconazole is bound to plasma proteins (88.2%), primriy o serum albumin and red blood
el (10.6%).

Metabolism and Elimination:

The absorbed porton of miconazole i largely metabolized; less than 1% of an administered dose is
excreted unchanged in the urine. The teminal haif-ife of plasma miconazole s 20 to 25 hours in most
patnts. Thegimineton hafif of miconzol s siririnrnalimpaird ptrts. Piasna

on the route of metabolism. M it boll

CYP3A4 and CYP2C9 enzyme systems. This can resultin an increase and/or prolongation of their
effects, including adverse effects.

Oral miconazole the the

that are subject to

Iﬂ

metabolism by CYP3A4 430

- Substrates known to prolong the Q-interval e.g, astemizole, cisapride, dofetide, mizolastine,
pimozide, quinidine, sertindole and terfenadine

- Ergot alkaloids

- HMG-CoA reductase infibitors such as simvastatin and lovastatin

- Triazolam and oral midazolam

When coadministered with oral miconazole the folowing drugs should be used with caution because
of a possible increase or prolongation of the therapeutic outcome andjor adverse events:

I necessary,their dosage should be reduced and, where appropriate, plasma levels montored:
Drugs subject to metaboiism by CYP2C (see Section 4.4 Special Warnings and Precautions for Use);
- Oral anticoagulants such as warfarin

- Oral hypoglycaermics such as sulphonylureas

- Phenytoin

Other drugs subject to metabolism by CYP3A4;

~HIV Protease Inhibitors such as saquinavir;

- Certain antineoplastic agents such as vinca alkaloids, busuifan and docetaxel;

- Certain calcium channel blockers such as dihydropyridines and verapari;

- Certain immunosuppressive agents: cyclosporin,tacrolimus, sirlimus (= rapamycin)

- Others: carbamazepine, cilostazol, disopyramide, buspirone, affentani, sildenafi, aprazolam,
brotizolam, midazolam IV, rifabutin, methylprechisolone, timetrexate, ebastine and reboxetine.

46 Pregnancy and lactation

I animals, miconazole has shown no teratogenic effects but i foetotoxic at high oral doses.

‘The significance of this to man is unknown. However, as with other imidazoles, Miconaz Oral Gel
should be avoided in pregnant women if possible. The potential hazards should be balanced against

Aoout 50% of an el dose may b excrted n hefacce party meabalized and party unchanged
6. Pharmaceutical particulars

6.1 List of excipients

Somllo\ solution (70%)

Cavboxy methyl cellulose sodium
Sodium benzoate

Orange oi

Citic acid monohydrate
Polysorbate 80

Purifed water

6.2 Incompatibilities

None known.

6.3 Shelf lfe

rs.
6.4 Special precautions for storage

Store at a temperature not exceeding 30°C.

6.5 Nature and contents of container

Carton box containing aluminum tube of 20 gm or 40 g gel covered wih high density polyethylene
screw cap covered with aluminum layer a the top and plastic spoon + insert eafiet

6.6 Special precautions for disposal and other handling

Not applicable.

7. Marketing authorisation holder

Medical Union Pharmaceuticals, f \
Abu - Sultan, Ismaila, Eqypt

8. Date of revision of the text MUP
25 Sep. 2018 \ ‘
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MICONAZ Vaginal Ovules
COMPOSITION: Each vaginal ovule contains:
Active ingredient: 400 mg Miconazole nitrate
Inactive ingredient: Mineral oil, white petrolatum, (gel & color: gelatin, Anidrisorb, glycerol, ethyl paraben sodium,
propyl paraben sodium, titanium dioxide, FDC Yellow, purified water.
DESCRIPTION: Miconaz vaginal ovules are off-white ovules, each containing the antifungal agent, Miconazole
nitrate 400 mg belonging to the imidazole class of compounds. The Chemical Name of Miconazole nitrate is
1-[2,4-dichloro-B-[(2,4-dichlorobenzyl)oxy] phenethyl] imidazole mononitrate.
CLINICAL PHARMACOLOGY Miconazole nitrate exhibits fungicidal activity in vitro against species of the
genus Candida. The pharmacologic mode of action is unknown. Following intravaginal administration of
miconazole nitrate, small amounts are absorbed. Administration of a single dose of miconazole nitrate supposito-
ries (100 mg) to healthy subjects resulted in a total recovery from the urine and feces of 0.85% (+ 0.43%) of the
administered dose. Animal studies indicate that the drug crossed the placenta and doses above those used in
humans result in embryo- and fetotoxicity (80 mg/kg, orally), although this has not been reported in human
subjects (See Precautions)
INDICATIONS AND USAGE Miconaz Vaginal Ovule Vaginal Suppositories are indicated for the local treatment
of vulvovaginal candidiasis (moniliasis). Effectiveness in pregnancy and in diabetic patients has not been
established. As Miconaz Vaginal Ovule is effective only for candidal vulvovaginitis, the diagnosis should be
confirmed by KOH smear and/or cultures. Other pathogens commonly associated with vulvovaginitis
(Trichomonas and Haemophilus vaginalis [Gardnerella]) should be ruled out by appropriate laboratory methods.
CONTRAINDICATIONS Patients known to be hypersensitive to this drug.
PRECAUTIONS General
Discontinue drug if sensitization or irritation is reported during use. The base contained in the suppository
formulation may interact with certain latex products, such as that used in vaginal contraceptive diaphragms.
Concurrent use is not recommended.
Laboratory Tests If there is a lack of response to Miconaz Vaginal Ovules, appropriate microbiological studies
(standard KOH smear andfor cultures) should be repeated to confirm the diagnosis and rule out other
pathogens.
Fertility (Reproduction) Oral administration of miconazole nitrate in rats has been reported to produce
prolonged gestation. However, this effect was not observed in oral rabbit studies. In addition, signs of fetal and
embryo toxicity were reported in rat and rabbit studies, and dystocia was reported in rat studies after oral doses
at and above 80 mg per kg. Intravaginal administration did not produce these effects in rats.
Pregnancy Since imidazoles are absorbed in small amounts from the human vagina, they should not be used
in the first trimester of pregnancy unless the physician considers it essential to the welfare of the patient.
Clinical studies, during which miconazole nitrate vaginal cream and suppositories were used for up to 14 days,
were reported to include 514 pregnant patients. Follow-up reports available in 471 of these patients reveal no
adverse effects or complications attributable to miconazole nitrate therapy in infants born to these women.
Nursing Mothers It is not known whether miconazole nitrate is excreted in human milk. Because many drugs
are excreted in human milk, caution should be exercised when miconazole nitrate is administered to a nursing
woman.
Adverse Reactions During clinical studies, the incidence of vulvovaginal burning, itching or irritation was 2%.
Complaints of cramping (2%) and headaches (1.3%) were also reported. Other complaints (hives, skin rash)
occurred with less than a 0.5% incidence.
DOSAGE AND ADMINISTRATION In most cases, the duration of treatment is 3 days: inserted deep into the
vagina an ovule at bedtime, preferably lying down.
Hints:
+ Wash hands thoroughly before and after drug administration;
+ Use after toilet soap with a neutral or alkaline pH;
+ The treatment will be accompanied by advice on hygiene, and as far as possible, the suppression of the
supporting factors; (wearing cotton underwear, avoid douching or wearing tampon during treatment.);
« For treating vulval or perianal spreading of the fungus, it is recommended to combine ovules with anti-fungal
cream to be applied locally (example: Miconaz Cream);
« Treatment of the partner is discussed according to each case;
Do not stop treatment during menstruation.
Presentation Carton box containing one strip with three ovules
Storage - Store at a temperature not exceeding 30°C. - Keep in a dry place.

- Avoid freezing. - Keep away from children
Manufactured by: Safe Pharma
for: Medical Union Pharmaceuticals,

Abo Sultan- Ismalia -Egypt

Isse Date: 10/8/ 1999, Revision Date: 18 /2 /2013.
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Miconaz
Spray

Composition:
Each 60 ml of Miconaz spray powder contains:
Active Ingredients: Miconazole nitrate 2%
Inactive Ingredients:, Isopropyl myristate, Lecithin, Colloidal Silicon Dioxide, Gardenia Oil, Aluminum starch octenyl succinate, Zinc
oxide, Talc, n-Pentane Propellant (Butane/ Propane mixture)
Each 60 ml of Miconaz liquid spray contains:
Active Ingredients: Miconazole nitrate 2%
Inactive Ingredients: Isopropyl myristate, Propylene Glycol, Gardenia Oil, Cocamide diethanolamine, Isopropyl Alcohol,
Propellant (Butane/ Propane mixture)
Pharmaceutical Form:
Miconaz spray powder : Cutaneous spray powder, spray leaving a white powdery residue.
Miconaz liquid spray : Cutaneous liquid spray, spray leaving a clear solution on skin.
Therapeutic Indications: Cutaneous administration for the treatment and prevention of athlete's foot.
Posology and method of administration: Apply to infected area twice daily until the lesions are healed.
Melhod of administration: Cutaneous use
i : Known hyj itivity to miconazole or any other component of this product.

Not to be used on hair mfecncns nail infections or broken skin.
Special warnings and precautions for use: The spray should be kept away from the eyes and mucous membranes. If a reaction
suggesting sensitivity or irritation should occur, the treatment should be discontinued. Miconaz Spray Powder contains talc. Avoid
inhalation of the powder to prevent irritation of the airways. In particular, when treating infants and children, careful application should
be used to prevent inhalation by the child.

ion with other i and other forms of interaction:
Miconazole administered syslemlcally is known to inhibit CYP3A4/2C9. Due to the limited systemic availability after topical
application, clinically relevant interactions are rare. However, patients who use oral anticoagulants, such as warfarin, caution should
be exercised and anticoagulant effect should be monitored.
Pregnancy and lactation
Pregnancy
In animals, miconazole nitrate has shown no teratogenic effects but is foetotoxic at high oral doses. Only small amounts of
miconazole nitrate are absorbed following topical administration. However, as with other imidazoles, miconazole nitrate should be
used with caution during pregnancy.
Lactation
Topically applied miconazole is minimally absorbed into the systemic circulation and it is not known whether miconazole is excreted in
human breast milk. Caution should be exercised when using topically applied miconazole products during lactation.
Effects on ability to drive and use machines: Not applicable.
Undesirable effects:
Adverse drug reactions from spontaneous reports during the worldwide postmarketing experience with Miconaz that meet threshold
criteria are included. The adverse drug reactions are ranked by frequency, using the following convention:
Very common 2 1/10 Common 2 1/100 and < 1/10 Uncommon = 1/1,000 and <1/100
Rare = 1/10,000, < 1/1,000 Very rare < 1/10,000, including isolated reports.
The frequencies provided below reflect reporting rates for adverse drug reactions from spontaneous reports, and do not represent
more precise estimates of incidence that might be obtained in clinical or epidemiological studies.
Immune system disorders
Very rare: anaphylactic reaction, hypersensitivity, angioneurotic edema.
Skin and subcutaneous tissue disorders
Very rare: urticaria, contact dermamls rash, ery(hema pruritus, skin burning sensation.
General di: and ion site
Rare: application site reactions, including application site irritation.
Overdose: Symptoms: Cutaneous use: Excessive use can result in skin irritation, which usually disappears after discontinuation of
therapy.
Treatment: Miconaz Spray is intended for cutaneous use, not for oral use. If accidental ingestion of large quantities of the product
occurs, an appropriate method of gastric emptying may be used if considered desirable.
Accidental inhalation of talc-containing powder: Massive accidental aspiration of Miconaz Spray may cause impaction blockage of
airways. Respiratory arrest should be treated with intensive supportive therapy and oxygen. If respiration is compromised,
endotracheal intubation, removal of impacted material, and assisted breathing should be considered.
Pharmacodynamic properties: Pharmacott itic i ion: Antifungals for dermatological topical use; imidazole derivative
ATC code: DO1A C02.
Miconazole is an imidazole antifungal agent and may act by interfering with the permeability of the fungal cell membrane. It
possesses a wide antifungal spectrum and has some antibacterial activity.
Pharmacokinetic properties
Absorption: There is little absorption through skin or mucous membranes when miconazole nitrate is applied topically.
Distribution: Absorbed miconazole is bound to plasma proteins (88.2%) and red blood cells (10.6%).
Metabolism and Excretion: The small amount of miconazole that is absorbed is eliminated predominantly in feces as both unchanged
drug and metabolites. Preclinical safety data: Preclinical data reveal no special hazard for humans based on conventional studies of
local irritation, single and repeated dose toxicity, genotoxicity, and toxicity to reproduction.
Special precautions for storage: Keep out of reach and sight of children.
Caution Flammable Pressurised container Protect from light.
Do not expose to temperatures exceeding 30°C.
Nature and contents of container:
Miconaz Spray powder : Carton box containing aluminium can of 60 ml powder spray + inner leaflet.
Miconaz liquid spray Car\cn box containing aluminium can of 60 ml liquid spray + inner leaflet.
Special pr for and other i Shake well. Hold can three inches from skin, then generously
spray affected area.
Pressurised container: Protect from sunlight and do not expose to temperatures exceeding 30°C.
Do not pierce or burn, even after use. Do not spray on or near a naked flame or any incandescent material.
Do not spray near on polished or painted spray. Keep away from sources of ignition - No smoking.

Manufactured by:

n-Pentane,

Medical Union Pharmaceuticals,
Abu-Sultan, Ismailia, Egypt.
Issue Date: 23 /7 /2015
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Miconaz

Miconazole Nitrate(Micronized) 2 gm/100 gm
Topical Cream

1. NAME OF THE MEDICINAL PRODUCT
Miconaz
2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each 100 gm contains:
Miconazole Nitrate (Micronized)
For the full list of excipients, see section 6.1.
3. PHARMACEUTICAL FORM
Topical cream
White smooth homogenous odorless easily spreadable cream free
from foreign matters.
4. CLINICAL PARTICULARS
4.1 Therapeutic indications
For the treatment of mycotic infections of the skin and nails and
superinfections due to Gram-positive bacteria.
4.2 Posology and method of administration
Route of administration:
Cutaneous use.
Recommended dosage:
For all ages:
Fungal infections of the skin: Apply some cream to the lesions two
times daily. Rub the cream into the skin with your finger until it has
fully penetrated. If the powder is used with the cream, a once daily
application of both formulations is recommended. The duration of
therapy varies from 2 to 6 weeks depending on the localization and
the severity of the lesion. Treatment should be continued at least
one week after disappearance of all signs and symptoms.
Nail infections: Apply the cream once or twice daily to the lesions.
Treatment should be prolonged for 10 days after all lesions have
disappeared to prevent relapse.
4.3 Contraindications
Miconaz cream is contraindicated in individuals with a known

ivity to micc iconazole nitrate, other i

or to any of the excipients listed in section 6.1.
4.4 Special warnings and precautions for use
Severe hypersensitivity reactions, including anaphylaxis and
angioedema, have been reported during treatment with Miconaz
Cream and with other miconazole topical formulations (see section
4.8). If a reaction suggesting hypersensitivity or irritation should
oceur, the treatment should be discontinued. Miconaz cream must
not come into contact with the mucosa of the eyes.

ion with other icinal p and other forms
of interaction

is known to inhibit
CYP3A4/2C9. Due to the limited systemic availability after topical
application, clinically relevant interactions are rare. However, in
patients on oral anticoagulants, such as warfarin, caution should be
exercised and anticoagulant effect should be monitored.

4.6 Fertility, pregnancy and lactation

Pregnancy

In animals, miconazole nitrate has shown no teratogenic effects but
is foetotoxic at high oral doses. Only small amounts of miconazole
nitrate are absorbed following topical administration. However, as
with other imidazoles, miconazole nitrate should be used with
caution during pregnancy.

Lactation

Topically applied miconazole is minimally absorbed into the
systemic circulation, and it is not known whether miconazole is
excreted in human breast milk. Caution should be exercised when
using topically applied miconazole products during lactation.

4.7 Effects on ability to drive and use machines

Not applicable.

4.8 Undesirable effects

Adverse reactions reported among 426 patients who received
miconazole 2% cream base in 21 double-blind clinical trials are
presented in Table A below.

Based on pooled safety data from these clinical trials, the most
commonly reported adverse reaction was Application site irritation
(0.7%).

Including the above-mentioned adverse reaction, Table A displays
adverse reactions that have been reported with the use of topical,
non-gyr i i from either
clinical trial or postmarketing experiences.

The displayed frequency categories use the following convention:
very common (21/10); common (21/100 to <1/10); uncommon (=
1/1,000 to <1/100); rare (21/10,000 to <1/1,000); and very rare (<
1/10,000, including isolated reports) and Not Known (cannot be

estimated from the available data).
Table A: Adverse Reactions Reported in Clinical Trials and
Post-marketing Experience

Adverse Reactions
Frequency Category

Uncommon
(21/1,000 to <1/100)

System Organ Class

Not Known

Immune System
Disorders

Anaphylactic reaction
Hypersensitivity
Angioedema
Urticaria

Skin burning sensation | Contact dermatitis
Skin inflammation Rash

Erythema
Pruritus

Skin and Subcutaneous
Tissue Disorders

Application site
reactions (including
application site irritation,
burning, pruritus,
reaction NOS and
warmth)

General Disorders and
Administration Site
Conditions

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the
medicinal product is important. It allows continued monitoring of the
benefit/risk balance of the medicinal product.

Healthcare professionals are asked to report any suspected
adverse reactions via:

1. The Egyptian Pharmacovigilance Center (EPVC):
pv.report@edaegypt.gov.eq

2. MUP Pharmacovigil P it

4.9 Overdose

Symptoms

Cutaneous use: Excessive use can result in skin irritation, which
usually disappears after discontinuation of therapy.

Accidental ingestion: Stomach irritation may occur.

Treatment

Miconaz cream is intended for cutaneous use, not for oral use.

If accidental ingestion of large quantities of the product occurs, use
appropriate supportive care.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic classification: (Antifungals for

ivative) ATC code: DO1A

topical use; i

Co02.

Miconazole nitrate is an imidazole antifungal agent and may act by
interfering with the permeability of the fungal cell membrane.

It possesses a wide antifungal spectrum and has some antibacterial
activity.

5.2 Pharmacokinetic properties

Absorption: There is little absorption through skin or mucous
membranes when miconazole nitrate is applied topically.
Distribution: Absorbed miconazole is bound to plasma proteins
(88.2%) and red blood cells (10.6%).

Metabolism and Excretion: The small amount of miconazole that
is absorbed is eliminated predominantly in faeces as both
unchanged drug and metabolites.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

+ Cetomacrogol 1000

(Macrogol cetostearyl Ether)

« Cetostearyl alcohol

* Mineral Oil (Liquid Paraffin)

+ White Petrolatum (White Soft Paraffin)

+ Methyl Paraben

« Propyl Paraben

« Purified water

6.2 Incompatibilities

None known.

6.3 Shelf life

4 years

6.4 Special precautions for storage

store at temperature not exceeding 30°C.

6.5 Nature and contents of container

Carton box containing an AL tube contains 20 gm cream with HDPE
plastic screw cap + an inner leaflet.

6.6 Special precautions for disposal and other handling

Not applicable.

7. MARKETING AUTHORISATION HOLDER

Medical Union Pharmaceuticals,

Abu-Sultan, Ismailia, Egypt. ( \
8. Date of revision of the text MUP,
25/1/2021 \ J
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MICONAZ

Cream & Powder

COMPANY NAME: Medical Union Pharmaceuticals
TRADE NAME: MICONAZ
FORMS: Cream & Powder

COMPOSITION:

Miconaz cream contains:

Active ingredient: Miconazole nitrate (micronised)2 %.
Excipients: cetomacrogol 1000,

cetostearyl alc., liquid paraffin, white soft paraffin,
methyl paraben, propyl paraben, purified water.

Miconaz powder contains:
Active Ingredient; Miconazole nitrate 2 %.
Excipient: Talc powder.

DESCRIPTION:

Miconaz cream and powder contain the bactericidal and
fungicidal broad-spectrum antifungal agent, miconazole
nitrate 2 %, chemically identified as () 1-[2,4-dichloro-B-
[(2,4-dichlorobenzyl) oxy]phenethyl] imidazole nitrate
with amolecular weight of 479.14

PHARMACOLOGICAL PROPERTIES:

Miconaz combines an antifungal activity against the
common dermatophytes, yeasts and various other fungi
with an antibacterial activity against certain gram-positive
bacilliand cocci. Miconaz inhibits the biosynthesis of
ergosterol in fungi and changes the composition of other
lipid components in the membrane, resulting in fungal

cell necrosis. Miconaz has also been proven to be
effective in secondary infected mycoses.

Usually, Miconaz acts very rapidly on pruritus, which
frequently accompanies dermatophyte and yeast
infections. This symptomatic improvement is seen before
the first signs of healing are observed.

Miconaz cream does not produce detectable blood levels
after topical application.

Miconaz cream does not stain skin or clothes.

INDICATIONS:

Fortopical application in the treatment of tinea pedis
(athlete's foot), tinea cruris, and tinea corporis caused

by Trichophyton rubrum, Trichophyton mentagrophytes,
and Epidermophyton floccosum, in the treatment of
cutaeous candidiasis ( moniliasis ), and in the treatment of
Tinea versicolor.

CONTRAINDICATIONS:

Miconaz cream is contraindicated in individuals who have
shown hypersensitivity to miconazole or another
ingredient of Miconaz cream or powder.

ADVERSE REACTIONS:

There have been isolated reports of irritation, burning,
maceration, and allergic contact dermatitis associated
with miconazole.

PRECAUTIONS:

Before using Miconaz,

"Tell your doctor and pharmacist if you are allergic to
Miconazole or any other drugs.

"Tellyour doctor and pharmacist what prescription and
nonprescription medications you are taking, including
vitamins.

"Tellyour doctor if you are pregnant, plan to become
pregnant, or are breast-feeding. If you become pregnant
while taking miconazole, call your doctor.

Before using miconazole, tell your doctor if you are using a
diaphragm or condom for birth control and if you are being
treated for a vaginal infection.

Miconazole cream can interact with the latex in
diaphragms and condoms,so use another method of
birth control.

USEDURING PREGNANCY AND LACTATION:
Miconaz cream applied topically is not systemically
absorbed and can be used during pregnancy and
Lactation.

DOSAGE AND ADMINISTRATION:

Cream:

-Toopen the tube unscrew the cap. Then pierce the seal of
the tube by means of the pin on the top of the cap.

-Apply some cream to the lesions twice daily.

Rub the cream with your finger into the skin until it has fully
penetrated.

-The duration of therapy varies from 2 to 6 weeks
depending on the localization and the severity of the
lesion.

-Treatment should be continued at least one week after
disappearance of all signs and symptoms.

Powder:

-The powder is sprinkled liberally over the affected areas
twice daily.

OVERDOSAGE:

-Excessive use can result in skin irritation, which usually
disappears after discontinuation of therapy.

-Inthe event of accidental ingestion an appropriate
method of gastric emptying may be used if considered
appropriate.

AVAILABILITY:

Cream: Tubesof20g.

Powder: Containers of 20g.

STORAGE INSTRUCTIONS:

Storeinasafe place,

Cream: store atatemperature notexceeding 30°C
Powder: store ata temperature not exceeding 30°C
Indry place.

INSTRUCTIONS TO THE PATIENT:

- Store in a safe place out of the reach of children

- Do not take the medicine after the expiry date printed
on the pack.

Produced by:

Medical Union Pharmaceuticals,

Abu-Sultan, Ismailia, Egypt.

Issue Date: 11/6 /2000, RerevingPDale. 20/6/2016 EUE
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