CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

Product Name : MYCOREN TABLETS

(Nystatin Tablets 500,000 1.U)

Pack Insert:

MYCOREN ORAL TABLETS (NYSTATIN)

Pharmaceutical information:

Fach taniet cantans

Nystatin BP .......................... 500CCC LU

Introduction:

Myccrenis a brand of Nystalin 3P a polyene antifungal dnllblollc oblained from
Streplomyces Nnourssi

Microbiological action:

Iiycorenis bath fungicidal snd fungisatic "invitro: against a wade variely of yeasi and
other fungi like yeasl.ltis effzctive againsl a variely of both pathogenic and non
pathogenic specias of candida, espatially candida albicans. It ,however, exhibils no
aclivily againsl protozos, b'.-;-::ler al.trichomands and viruses,

Mechanism of action:

il acls by binding thz sterols in the cell mambars of suscepliblz fungi which "esults in
a changa of the permeability of the cell membrans, allowing lhereby, lzakzge of
intracellular componenls.

Indications:

Mycoren is indicated for the treatment of muccculareous mycotic infections
(Candidiasis) of the mouth and e alimenlary tract, caused oy Candida {Monilia)
albicans and olar species candida.

Cantraindications; Hypersen sm*uu,- [o Nystatin.

Precauticn:

Should & hypersensitiv ly reaction occur, administration of the drug should be
immediatsiy wichdrawn and appropriate measures lakan

Adverse effect:

Mycoren being virualiy ran-lozic and sEnsitizing, is well tolerated by all ags groups
inclucing debiliztasd infanls cvan or prolonged administration.
Pharmacokinetics:

Mycoren is nol absorbed from intact skin. Waen taken orally. Gastrointeslinal absorption
is insignificant.

No detectzble blooZ lavals are szen when agminisiered ir Ihe recommznded doses.Mosi
of the drug is passed unchanged inthe stocls

Dosage:

The recommendsd dose of mycoren should be taken 4 to 5 times daily, for as long as
14 days, if nccessary, Tha dosags rEgimen should oa cantinaed for atleast 48 hours
aflar the complete ilsappeara ace of s-*mp‘on‘ s. To Ireal Lhe infected mucesa in the
esapnagus or the oosterior pl\arnx

Usuzl dosage - 5C0,C00 1o 1 million unils (* to 2 {=blets or capsiles) three times daily.
Treziment should gererally be conlinusd for at l2ast 48 nours zfier clinical cure 1o
pravent arelanss,

Storage:

Mycoren Orzl Tzo'zts should oe stored in cool ary slace, prolectza from light

Kzep oul of reach of childran.

Presentation:

Blister oack of 10x10's Tablets

MANUFACTURED BY:-

1T~ RENE INDUSTRIES LIMITED
RENE|]  Plct 630 Kamuli. Kire<a
I~ P.C CBex8034. Kamgala Uganda
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Page 54 of 756




