Lecotrim

Co-trimoxazole Preparations

COMPOSITION:
Lecelrim® Pasdiatric Tablels {Each lablel contains: 100mp Sulprameshaazale BP
and 20mg Trisnethopdm BP {120mg COTRIMOXAZOLE)

Lecotrim® Tablets ‘Each tablet coatains: 400my Sulphamethaazole
BP end 80mg Trimethopem BF
[480mg GOTRIMOXAZOLE)

Losotrim® Forte Tablets :Each tablel contains: 800mg Sulphamathoxazols

BF and 160my Trimethoprim 8P

(360mg COTRIMOXAZOLE)
Lecotrim® Padialric Suspansion :Each Smi contains: 200mg Suihamethoxazale BF

and thrloanMMprkn BP (24Dmg COTRIMOXAZOLE)
PHARMACEUTICAL FORM:
Lacotrim® Pasdiatrle Tehigts: White Fiat Facud Bevel Edged scored on one side and piain on the reverse.
Lecatrim® Tablats: While, circular FFBE tablets embossad “LECOTRIM” on one side and plain oa the reverss,
Legelrim® Farts Tablels: White cbilong shaped, scared on one side and plain on roverse. Lecalrim® Pagdiatrie

Pink, viscaus,

Lecotrim® i far the i i wibe

ative organism is sensitive

® Urinary i urethritis, cystitis, pyefitis, 'y i it ]

» Aoiteexacerbations of cheaal bronchitis
i by " dineriwa

- il AR Stalie o £.00k, Shijedivers

and saimonediosis.

» Preumania caused by Prsumacystis camil.

® Jnint and boae

DOSAGE AND ADMINISTRATION:

Lisuad dozage in adult is 960mg evary 12hours which may be increased ta 1.44meg every 12 hours In case of

severs Infections. I treatment courses lasting mare than 14 dsys the dosage i 430mg avery 12 hours in
prophylaxis of re-current urinary bract infections, dosage is 480mg avery night. In the treatmant of gonarrhia,

WARNINGS AND Pﬁ!clll‘mlt:
should

Dapanding an tosage and duration af mmsm thers is an mm risk of severe adverse reackions in eidery

patients, in patients with wnuﬂwmn cumlmms such as renal andfor hepatic impairment, and in patients

Fatal outoome, mnuw raee, has Nenuwrmdl\ connectian with adverse reactions such as blood dyscrasias,
Stevans-Jahnson syndrome, toxde epideemal necrolysic (Lyell's syndrome], drg rash wilh easinophilla and
nRcrasis,
{ther than in exceplional cases, Lesstrim™ ehould rict be givan to patients with serious blood dyscrasias. The
product has occasionally baen adminisiered to patients receiving cylotoad; agents for the treatment of leukeméa,
i i bload.

Latatrim® possile, pati
dur ek i ik reol
immeiate treatment, |n such cases, uuﬁ!n
. oral daily)

Antiperistallie drisgs are contraingicated. If Lecatrim® is given mu‘ a prolanged period, regular blood counts are
required, 1f a significant reduction in the count of any formed blood elament te balow narmal levels is noted,
Lecotrim® should ba discontinued.

Urine and renal funcsion should be monitorsd during lang-tesm treatment, especially In patients with renal
impairment. An adequate fluid intake and diuresis should ba ensured during treatment in ofder o pravent
crystaliuria.

Since Lesalrim®, ke oiher anfibiotics, can reduce the shinct of oral contraceptives, famala patients should be

dvised o ™ trentmunt.

Prolonged treament wiih Lecotri can fead 10 avergrowh o ron-sensiive orgasisnis and fungl. Approgriata

i

In eiderly patiants or patients with renal hanges ind deficiancy may
oucur. Thase can b reversed by folinic acid tharapy.

Cat in patients far pherrytoin or
other folic acid i Casas of mmummmmhm«m:

1820mg to be taken avery 12 hours for 2 days or another 8hours,

[
Trimethaprim has been found to have an adversa effect on phenytalaning matahalise, However, ihis has ao
relpvance to patients wath phenylketonuria who sdhere to an appropriate digt. “Slow acetylzlors™ may be al

INTERACTIONS:

F
Increased digoxin blaod levets can Decur with concomitant co-trimoxazo therapy, especially n elderly patlents.
Co-trimexazobs can inhibit the mm mmbn&mumvwhmnl’.iﬂ incruase in hatf-Ff and & 27%
decrezsa in the matahglic cleasance of have bean observed following adminisiration of co-
trimaxazote at narral clinicsl du!anea_ ] mamwus are given concurrantly, ihe passibdlity of an uncesirably
Increased

Phanytoin eflect should be barme in mind Tha efficacy of tricyclic anlidepressants may be reduced if thase ars

can desplace from plasma protein tending sites and
lﬂmlr the mli mnn of Methoirexate. (hus incroasing 1ree methotrexate concentration and efiect. Co-

GweskstoSmonth  : 2.5miof one Paediatric ablets
Gmonths ta 5 + Smlortw
Bta12years © 10ml ar four Pasdigtric tabdats:
In the treatmant of F inii course is 120mg for every kp body weight daily
individed doses for 34 days.
SIDE-EFFECTS:
Gastrointestingl disturbiances, glossitis, rashes, erhema multitorme, episarma’ nesrosis, tWond dyscrasias,
Aundice, i i
WITHHIMHTNIIS
to 1N actve o ar ar 1o any of the
exciphents,
® Marked parenchyrmal liver disease.
® Savore renal impairment (Creatinine elearance <15 miimin) unless h and

® lss in pramaturg iafants: or neonates during te first 6 weeks of fife, as this may increasa th risk of
kemictens,
® Usginthe st trimester {:

Like piher antibiatics, Lecatrim can reduca me efficacy of aral
mmmhmamucmmlmm durn-n Lacotrim treatment. l:n—mmilnndlmnmum
Observed inleractions

An increasad incidence of thrombocytopania with purpura hias bean observed In eiderly pabisnts concurrently
receiving certain diuratics, primarily thiazides.
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1t has been reported that co-trimaxazote may prolong prothrambin time in patients racaiving the anl
warfarin. This interaction should be borne in mind when Lecol Is given to galients already receiving
anticanguiants. |n such cases, the prothromibin time stoult be reetenminad. Reversibla delerioration of ranal
function, a5 detgcled by raised serum Creatining levals, has been observad i patients traated with co-
and ch tollowing renal This interaction Is thought 1o be due ta the
i il 565 of Nave boen reported in patients given the combination of
trimethoptim and methatrexate {s&¢ Warnings and precautions), Trimathoprim has a low afinity for human

roparfias.

Absarplon
Lesatrim® is absorbed rapidly and y - B0=100 %) i the upger inal tract
atee o, F 1160 mg im+ 800 mg o

cencantrations of 1.5-3 g for Trimethoprim and 40-80 mgd for Sultamethoxazale are reached in 1-4 hours. 1
adminstration is rapasted every 12 hours, the steady-state pask plasma cancentrations of Sulfamethexazols and

difydrofolate reductase. bul can potentiate the side effacts of and lead 1o

with in # athar rigk fi
ape. hypoatbumingmia, renal impairment and reducad ‘bane marrow resetve. Such atvarse druy reactions can

ly 50-100% than attes a single oral dose. W s takan
an @ fel stomach, the axtent of absorption & |6s% than when taken on an ampty stomach. thatgh the mte of

P

b treated with folic

oecr o
Baid or (rescag). of ian of Tri im and 1:2-15 kg and 0.15-9.56
PREGNANCY AND LACTATION: g, Alth 2-40% of o
Fragi asma protaing. S1udses in both animals and man have shown that difusion of ca-trimasazole into e Hssues (-3
me should ot be used in pregrancy umless i Is cloarly necessary, since bath Trimemoprim ang  000d. Largs amaints af Trimethogrim and smaller amoats of Pass {rom the ity
and may B witr Jatal Tolic acid In animal Uit and ather ‘Bady fiids. I

Ve ich Hosss of A typealf nay i s i Sl vt b detacted in e eial placents,

O the basis o studies in pregnant women, iterature reviews and spontanecus reports of malformations, co- S0 BIond, ammionc fluid and fetal fessues firver. bungs), thegianantal sarioe

trimaazols appears to prasent no significant risk of teratogenicity in humans, Supplementary folic acld (5
rirgiday) is recommendad for pregnant wornen wha require Lecotrim® treatment, Lecotrim® should ba avaided
asfards Trimester, s it i

Lastation

Both Trimethaprim and Sulphamethoxazode pass ino breast milk. Although the amount of drug Ingested by a
brsasl-fed Infant is extramely small, the benefit 1o he mather shouid ba carefissly weighed against the risk 1o fha
indant i i

Etlects an abilityto drive and use machine

Lecotrim® has no direct efiects on the gﬂlwm drive or operale machinery. However, undesirable effects are

Undezirable affects

The maln undesirable effects are skin mactions and mild gastrointesting upsels, which occurred in
apgraximatety 5% of Iresiment periods, Lo

OVERDOSAGE

Symptams

In acute overdasage the folowing signs and symptoms may occur: nawses, vamiting, headachs, vartipa,

#s 0 rule, fetal Temathoprim concentrations are simitar ta those in the maternal circutation, whils Tetal levels of

Tawer, Bath 800 exreted in breast milk. Goncentrations in breast milk are simitar
1o Tris Inwer J
Meiabolism
Saonie 50-70% af and 10-30% of Sulk eliminated in the uring in unchanged form,

The principal frIm_IhnprIm nwmulilﬁ_m 1= and S-pr:ida: ang 3 amf Aty derivatives: some of the

Elimination
Wp!h nermal ranal function, the haf-fives of the two components are very similar (mean of 50 hows for

and 11 hours for Total clearance levels are sround 100 mlimin for Trimethaprim
and 20 miimin for Sulfamethoazole.
The afimi habt-lite of n ehildren is sl that in adusts, while no correspanding
significant differenca applies to S Bath ang iheir are eliminated

Rradaminantly vid e kidneys bath by glomerutar itration and by tubuler secration. Tha concemrations of
Trimethoprim and Suliamathaxazole i the urine are same 100 and 5 tmes higher, rospectively, than the

dizzingss.
In cheonic boae mamaw
yserasias due to folicaniddeficiency.

a5 Ieuknpania or dther blood

Managamant
Uepending o1 te signs and symptors, the following messures should ba considerd: aveidance of further
absarptian, accaleration af renal efimination by fared diaresis, hemodiatysis, monitaring of bibod count and
elegiralytes. |1 & sighificant blocd dystrasia of jaundics occurs, spacific tharapy should be instituted far thegs
complications. Calciym folinate, 3-8 mg Lm. for 57 days, may be given to counteract the sftect of TH on
hematepaissis,
PHARMACOLDGICAL PROPERTIES:
& Proparties
The ingrediants of Co-trimaxazts (Lecatrim®); S v Tr andl-microbial
actiity synergistically by interfering with the synifesis of nucielc acids. They cause blockads thought to e of
Wihemitah Z

g i top i (PAGRA), IDCKs the PABA to
the co-anzyme ditydralolic acid whichis the raduced form of folic acid. Trimethoprim on ather hand inhibits
difydratalic acid to tetrahydrofolate wductase, the snzyme that convens bacter@l dibytroloiic acid (o
tetranydofolic ackl.

Tetrafydolalic acéd is necessary for e synthesis of certaln aminoacids, purines, tymiding and ultmatsly DNA
synthisis.

Antimlerabial spectrum:

Lecotrim™ taiilets 4re dcivis against awide range of organisms. Among these sro the Gram-positive and Gram-
negative bacteria, Actinomyces and Nocardia spacies, Clamydia trachomatis, and some fungi including
Prgumocystis canni, some protozos of which the Plasmodiam spacies and Towopiasme pondii are included.
Amang the G. i isms, straing of most En sensitive and these include £ coll,
Hebsiella, and shigalla. Proteus and Saimonesia spacies,

s duccayi, H infh
i marganil, N
Ameag the Gram-pasitive organisms are Listeria monocylopenss, Glostridium pertringani and some of
Staphylococoiand Streptococcus,

piasma levess. Renal clearance levels are 20-B0 miimin for trimethoprim and 1-5 mimsin for

thie loacss,

LEGAL CATEGORY: Prescription Diiky Medicines (POM),

THERAPEUTIC CATEBORY: ATC JO3B (Systemic Ghemotherapeutics — Sulfonamide and anti- infactive
combination).

STORAGE GONDITIONS: Store b a dry place below 30°C. Protact from light. Keep all metficines out of resch of
chidren

SHELF LIFE: As por the product label.
PRESENTATION:
Locoltim® Paodiatric Teblets : fuaabis in biister packs o 10 & 10 and in potythen bags packsd In high

density mastic containers af 1000's

Lecatrim® Tablets + Auailabla in bitster packs af 10 % 107 and in polythane bags packed in high
dengity plastic containers of 500's and 1000's
Lecalrim® Forta Tabiats + Available in blister packs of 10 x 10's and in polythene bags packed in high

density plastic containers of 1000's
Localrim® Paediatriz Suspension : Available in 50mi and 100mi amber colourad battias and in plastic
contalritrs of & fitres '

[DATE OF LAST REVIEW: August 2017

LICENSE HOLDER; LABORATORY & ALLIED LTD,
Manufactured by:
Laboratory & Allied Ltd.

Plot No. 209/10349, Mombasa Road,
P.0. Box 42875, Nairobi, Kenya
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