MYCOSEPT v X0

REVA PHARMA

Composition:

Each MYCOSEPT 200 ovule contains: Miconazole
Nitrate 200 mg.

Each MYCOSEPT 400 ovule contains: Miconazole
Nitrate 400 mg.

Mechanism of Action:

MYCOSEPT combines in its composition a strong
antifungal effect against dermatophytes and com-
mon yeasts with an antibacterial effect against some
gram-positive bacilli and cocci.

Miconazole inhibits the biosynsthesis of ergosterol
in fungi and changes the composition of other lipid
components in the membrane, resulting in fungal
cell necrosis. In general, miconazole exerts a very
rapid effect on pruritus, a symptom that frequently
accompanies dermatophyte and yeast infections.
Pharmacokinetics:

Miconazole persists in the vagina for up to 72
hours after a single dose. Systemic absorption of
miconazole after intravaginal administration is
limited. Absorbed miconazole is bound to plasma
proteins (88.2%) and red blood cells (10.6%). The
small amount of miconazole that is absorbed is
metabolized in the liver to inactive metabolites.
Miconazole is mostly excreted in the faeces as un-
changed drug and as metabolites. Lower amounts of
the unchanged drug and its metabolites also appear
in the urine.

Indications:

MYCOSEPT ovules are used to treat vaginal fungus
infections (candidiasis).

Contraindications:

MY COSEPT is contraindicated in individuals with
a known hypersensitivity to miconazole, other imid-
azole derivatives or to any of the excipients.
Warnings & Precautions:

- Discontinue drug if sensitization or irritation is
reported during use.

- The excipients contained in the ovule’s formula-
tion may interact with certain latex products, such
as that used in vaginal contraceptive diaphragms.
Concurrent use is not recommended.

- It is not given to ages under 18 years.

Drug Interactions:

Because of the limited bioavailability after vaginal
application, such interactions are clinically rare.

- Caution and monitoring of the anticoagulant effect
should be exercised in patients taking oral anticoag-
ulants, such as warfarin.

- The pharmacological effects and side effects of
other drugs metabolized by CYP2C9 (eg, oral hy-
poglycemics, phenytoin) and by CYP3A4 (eg, sim-
vastatin, dihydropyridine and verapamil), may be
increased when co-administered with miconazole,
therefore caution should be exercised in this case.
Pregnancy & lactation:

Pregnancy: Miconazole is absorbed in small
amounts from the vagina; they should not be used
in the first trimester of pregnancy unless the doctor
considers it necessary for the patient’s condition.
lactation: It is not known whether miconazole is
excreted in mother milk. Therefore, caution should
be exercised when MYCOSEPT is administered to
a nursing woman.

Driving & using machines:

MYCOSEPT does not affect the ability to drive and
use machines.

Side Effects:

In general, the complaints reported with miconazole
nitrate therapy involved vulvovaginal burning,
itching, irritation, pelvic cramping, In addition to
urticaria and skin rash and headache, dysmenorrhea.
Dosage & Administration:

MYCOSEPT 200: One ovule inside the vagina,
once before bedtime, for three consecutive days.
MYCOSEPT 400: One ovule inside the vagina,
once before bedtime, for three consecutive days.
Overdose:

Overdosage of miconazole nitrate in humans has
not been reported to date. In the event of an over-
dose, treatment is symptomatic

Storage:

Keep out of reach of children. Store at a tempera-
ture (15-30)° C.

Packaging:

Each MYCOSEPT 200 carton box contains 3 or 6
ovules in a PVC\PE strip.

Each MYCOSEPT 400 carton box contains 3 or 6
ovules in a PVC\PE strip.

Do no  prescripion without consultng your doctor
AMENTS OUT OF REACH of CHILDREN

KEEP
Council of Arab Health Ministers& Union of Arab Pharmacists

204 /01200d

Reva Pharma for Pharmaceutical Industrics - 1d1ib - Syria



aie Al sl 5 S A8 ey 3al Ay
O iy sl 58300 sl () 5 sl Gl )
‘ v
Ay a0 Al U1 Al sall el 8 038 o S -
«J-ia) CYP2CY daud s LDl oy ) 5 -2Y)
CY- s 52 Ll 5 (0 sl 5 3y gl Sl lamdlas
(el s O o s pd 5 Olislians «J ) P3A4
ol A ey A 55 sSaall e Ll i e
EEINIISTN

gl ¥l Jaadl

gl (e b ppa GlaSy J 5 35S0l i s eall
Joandl (YA He i) B daladiul am Y
LSRN S R PSTRUCUIE N P PR

U3 sSaall 0813 Ls Cag ynall 52 (a splaa Y
ellae) aie 3all A camg el QY Gl 8 5,8)
Aaa pall 3l yall iy Sila

s Y Jlaatia g 5aLAY

Al g sl e sa 8l ey wSile S 3 Y
LYY

P W PR ]

Jleriul 2 Lgie § Y1 o 5 Sl cole IS 2
[N U B PN FY S VO JENEJVES. JUA [P ) P I X0
) ALLYL (pasall (8 s et ASa gl
ek e gliay gals mihy 5 0

e g A all

by cdmgall Jalysaalydm g Y e G Sl -
Al Al A 52 ca sl JdBaal s

b gl Jalysaalydmp rf ey G Sl -
Al Al A 52 ca sl JdBaal s

e ali b b

Jsolise g sailjie ja C¥La Ge g3 At a ]
OS5 3l de jall Jla 8 V1 ia el e <l
) e Aalladl

sBdal) b gyl

a0 o lasas JUAlY) ool Joliie e oy ainy
) Aoseda n(Yea10) 5,0 e
sl

T e i Yo G Sile A S ye S
PVC\PE L i e Sy s

T Y e gsini fe e G w Sl Ay S e S
PVC\PE L i e Sy s

p00210 / RO2

(YRR T PR Y S-7yY

12x16

5

[Ny
L

lge Sy s %“JS.‘.LA

S A

e I Y i Sile Ay 0 S

Ae Yol J s 3l s

ile T e G Sle Ay 5y S

e gl Js 5l sSe

2l 4

Al (55l ) o A€ 5 8 s Sile ey
Crp Al 5 Slaall g A alal ) dadll auzm ellhy 5 hadll
Gl 5 Sall 5 Slpanll (e slad o) jall sliadll o5l
Gl glibal) iy 55U Sl o s ol 3l Ala)
S s Ll st s el (8 s i st 20
LA 5am ) g5 Laa csliall 1agd (g a1 dgial)
Akl

ASall e Tas g s 5l 0550 Sl ale IS5
e PVl e S 8 oaliay (e Ay
Bl s Aalal) iy ladl)

24 gal) &li) ol

VY (A daaisaad dogall (8 J5 50 sSaal) 0 gan s ey
oleall palaiay) 3aalsic ja sldae) daydeln
g5 me Jogall dals sllae Yl oy 5 30 Sl
(AN Ay L 33 i sy i) J 31 sS0al)
Al 8 yoprall A€l (7)) +,1) o) smanll aa I LSA
o bl e ) 2 i 5 sl
Gk e e (8 055l sSad) ) ) oy Adlad
e Ll e IS e s pite st o) g2 S 51,
o bl s soriall e ol sl e J81 S Ll
s

sbbiuy)

Al Y 2] G Sl (s i
(Sloandl el e

bkl ciiliaa

PPN I | VO ] PRV U X S0 B WCS PGV Y
Js el i fie 5 J5 38l A5 jae dpuliaa
o) o) e Y Sl s aY)

sctdalial) g < udal)

Gsaa dla delpadl ol e il oy -
JPUECGI R [ VS I [ IR IVEN

g sl A 5 B8 g sl e sl Jelim a6
Gl 5 8 Readisall ALl e ¢ e S Claiie ey
Ol el iVl maly W gl y A ligall Jeal)
ADAD gl e e Y -

245 gal) Al

O gl opdaill a3 s adll (g sl 80 gl iy
) L Capaalls ol cdlalall oha Jia




