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Co - Trimoxazole
Tablets-Suspension
Trimethoprim and Sulfamethoxazole

150225096014

: Each tablet contains: A mgrecnems 400 mg, Trimethoprim 80 mg
Povidone K90, . Coliodal Sicon Dioxide,
WWA“WS mgremems Sulanetorazon 20 g, Tineprin 4019
Inactive ingredients: glycern, sorbitol solution 70 %, propylene lycol,propyl paraben, methy| parzben, polysorbate 80, 1NF), banana flavor, purified water
PHARMACOLOGICAL ACTION:
v btin
traton. Peak in 1104 hours, hal are (10-12) hours, and (8~ 11) hours,respeciively.

Co-Trimoxazole is w\dely d\smbuled in body flids, metabolized in th liver and excreted mainly by the Kidheys.

When cultre and svsoepﬂbmly mrormamn are available, thy shouid be considered i In he ) pat y therapy.

Urinary Tract In < betmentofunryvacnfecions e suscopbl stans f e «uumng oganiars:

Esthrts o Katela snemes  Eneroare s, Morgarla mrgan, Prtusmiabis, uncomplicated ated with
Acute Of dia: For th . ntho oment of e physican, Co-Trmozol ofers some aange ve v e of ot anmiroil agens Todte, e s

peated use of two years of age. Co-Tr I for prophylacticor
Acute Exacerbations of Chronic Bronchi n Adulls:
\ the physician,

Travelers’ Diarrhea in Adults: For i diarhea du ol
Shigellosis: For the reatment

Peumocystis Carinil Pneumonia: For preumonia. For preumoria
DOSAGE AND months of age.

unnary Tract Infections and Shigellosis in Adults and Pediatric Patients and Acute Otitis Media in Pediatric Patients:

(OXAZOLE tablets, or ) CO-TRIMOXAZOLE 12 hours for (10-14) da shigelosis.

Pacisint Pasente o sesmmendes e et ptrts vih utnarytact ectons o acte ot meci s & gl inmethopim and 40 gk sufamethoxazole per 24 ours,given i o divideddoses very 12 hurs for 10 days.An denticaldly dosege i used for S days i th st of
shigellosis. The following table is a guidelne for the atiainment of tis dosage:
Pediatric Patients: Two Months of Age or Older

Weight Dose - Every 12 Hours

1b] kg Tablets

210 Tml)

420 2(10ml) 1

6630 3(i5mL) 1172

840 4(20ml) 2
For Patients With Impaired Renal Function: d be employed using the folowing table:

Creatinine Clearance Dosage

Limi Regime:

Above 30 Use Standard Regmen

1530 142 the Usual Regimen

Below 15 Use Not Recommended
Acute Exacerbations of Chronic Bronchitis in Adults:

the teaimen (OXAZOLE tablfs,or (20m) COTRMOXAZOLE Suspension vy t2Hours o 4 days
Travelers’ Diarrh ts: Forthe ! diarthea, TRIMOXAZOLE tablets, or four 1) of CO-TRMOXKZOLE Suspension vy 121wt o dys
Peumocystis Carinii Pneumonia: Tr : Adl rc Patients: 7510
(14-21)days. forthe upper limt ofthis dosage:

Weight Dose ~ Every 6 Hours

b kg Tablets

18 8 1(5ml)

35 16 2(10ml) 1

5 2% 3(15ml) 112

70 2 4(20mL) 2

8 “ 5(25ml) 212

106 % 6(30m) 3

141 & 8(40ml) 4

178 8 10(50ml)
For the lover’ 4 hours) admist

: Adults: [

phyl

Pediatric Patients: For peditic patints, the recommended dose is 150 mg/maiday timethoprim with 750 mgim2/day sufamethoxazole given oraly in equally divided doses twice a day, on 3 consecutive days per week. The total daly dose should not exceed 320 mg trimethoprim and 1,600 mg
sulfamethorazole,

The following tableis @ uidelne or the atiainment ofthis dosage in peditic patiets:

Body Surface Area Dose-every 12 hours
) Teaspoonfur Tablets
0% R2@5m)

053 1(5ml)

106 2(10ml)

ications: Co-Trimoxazole s coniraindicated in patients wih a known hynelsenﬁmwwmmmelhnpnm or suffonamides and in patients with documented megalobiast due o foate deficiency. Co-Trimoxazole in pregnant patiens at term and in nursing mothers,
ik Co-Trimoxazole age.

WARNINGS

FATALITIES  ALTHOUGH RARE, HAVE OCCURRED DUE TO SEVERE REACTIONS, INCLUDING STEVENS~JOHNSON SYNDROME, TOXIC EPIDERMAL NECROLYSIS,

FULMINANT HEPATIC NECROSIS AGRANULOCVTBSIS APLASTIC ANEMIA, , INCLUDING SULFONAMIDE CONTAINING PRODUCTS SUCH AS TRIAETHOPRIMISULFAMETHOXAZOLE,

SHOULD B AT THE FIRST OF SKIN RASH OR ANY SIGN or ADVERSE REACTION. I

serous mwamsmdev (see PRECAUTIONS) Clica signs, such s fash, sore o tevev ar\hva\g\a palor, purpura, orjaundice may be eary inicatons ofserious reactons
Cough, shortness of breath, and pulmonary infiltrates are hypers ions of the respiratory tract that have been reported in association with sulfonamide treatment.
the

o fuding Co-Trmoxazol Treatmentwith difce. C. d DAD.

to occur over two monihs aft

confimed, directed against . protein reatment of C.

i

neral P T I P T )
{0 patets ity mpaied fnal o hepatic fncln, o s i ol defery (e, h ederchoni kool palns oceing anlconwisan eapy pllns i malberpton syome,and ptens i maiton i), an o tose i severe sergy o bronchal astha. In
i, ey maycu T eacion s eaenty o6t sc0 CUNICALPHARUACOLOGY and DOSAGE AND ADMNISTRATON).
Use in the Elderly: I
o patients.In

 function, or drugs. 3 WARNINGS

Use in the Treatment of and Pmpnylam for Pneumocystis car Panenu with Acquired Immunodefi ioney Syndrome (AIDS):
side efec . fever, leukopenia, and elevated ated i beer ine incidence
iththe use of Co-Timorazoe i non-ADS paterts The ncidence of hyperalmia and hyponatenia sppears o be creased i AIDS patents reoewmg Corimoie Adverse effects are generally less severe in patients recelving Co-Trimoxazole_for prophylaxs. A istory of mild intolrance to
Co-Trimoxazole.in AIDS patients does not appear to predict intolerance of subsequent secondary prophylaxis. Howevr, f a patint develops skin rash or any sign of adverse reacton, therapy with Co-Trimoxazole should be re-evaluated (see WARNINGS).The concomitant use of leucovorin with
mortidity

Information for Patients:
although tis common tofeel beter eary in the course of therapy,
willnotbe treatable with Co-Trimoxazole or other
‘Someimes afe staring eament wih antbiots,
Laboratory Tests: T I
be performed for those pat

the future. Patients should

gt
mderm prevent crystalura and stone formation. Diarthea is @ common problem caused by antbifis which usually ends when the antbiotc i discontinued.
the antbiofic. If s

CO-TRIMOXAZOLE

Nursing Mothers: Sce CONTRAIND\CAT\ONS section
Pediatric Use: ger h s of NDL =m

drugs.
(see WARN\NGS and ADVERSE REACTIONS sectons),a specic decrease i pltlts (vih o wihot ). ad hperala ar he o ﬁrequenl\y Topored sovers aherse racios ety patents n Hose concureny eciing g duretcs, il thiaides,an ncreasedincidonce of
thrombocytopenia with purpura has been reported. le therapy, especialy in elderly paients. These effcts
are rversie hy foli acid herapy, Appoptite cosage adjusimens shouldbe ade forpaens it mpaied Kiney funcion and duraion o use shold be s shar s possble o minimize riss of undesied teacios (e DOSAGE AND ADMINISTRATION secton). The trimethoprim component of
s wit inhiitors.

is waranted n these paten's. Tablets contain 1 m per Tablets contain 3.6 mg (0.16 mE) of sodium per tablet. Pharmacokinetics parameters
fo sufomelhoxazol wero st for Gl sujects and younger sl Subjocts.Thmeen e serm smethopt conerlion wes, igher an e fne laance of fimpthopt wos ovr i Gl sucscampred it yourger b sce CLINCAL PHARMACOLOGY Gorac
Phamacokinetcs).

Drug Interactions: I eldery patients concurenty receiving certain s, primary thiazides, an increased incidence of thiombocylopenia wih purpura has been reported. In the fferature, o cases of hyperkalemia in ederl patients have been reported after concomitant ntake of
s been reported that Co-Trimoxazole may pmlnng the prohrombin time in patients who are receiving the anticoaguiant warfain. Thi interaction should be kept in mind when Co-Trimoxazole s given to patents already on

enyloin.

anticoagulant therapy, and the coaguiaton time should be reassessed. may inibit the - venat s comnn il osge nresed e prenjon Halife by 39% and decreased the phenyloin metabolc learance rate by 27%. When

administering ) bincing ses, thus increasin
s DruglLatrtory Test , specically the can e wih aseun netorert a5 s de(e/mmed hy e compeive bindng prein e when as the binding proten. o nerference

s o timet y fo creatinie, 10% nth nnvma\mlues
hand u TALITIE ONAMIDES,
—— 0 SEVERE REACTIONS, NCLUOINGS STE\/ENS -JOHNSON SYNDRONE, TOXC EPDERIAL NECROLYS\S FULMINANT (GRANLLLOCYTOSIS, APLASTIC ANEMIA, OTHER BL( Y OF THE RESPRATORY TRACT (SEE WARNINGS).
leukopenia,neutroperia, eosinophila
Allergic: v angioedema, drug fever, hils, pholosensiiy
prurius, urticaria, and rash. In addion,
Hepaliis, elevation of biirubin, pancreatits, stomais, glossts, nausea, emesis, Garrh
Renal faiure, nd anuria, and crystalluia
Metabolic: Hyperkalenia, hyponatremia
leurologic: Asepic meningts, convisions, peripheralneurts, ataa, vertigo, intus, headache.

Psychiatric: Hallciations, depression, apathy, nervousness.

Endocrin the thiazdes), 5. Cross y these agen's. D el

Musculoskeltal trgaand myoa

Respiratory System: P

Miscellaneous: Weakress, hngue‘ insomnia

OVERDOSAGE

Acute. isether colc nausea, voniing, dziness, headache, dmwsmess and

Pyrexia, ematuri, d u , vomiting, dizziness, headache, mental depression, confusion, and bone marrow depress
s forcng oral fid; and he acmistalon of ntavenous s fuine ulput s ow and el functon s noml, Acidficaton ofthe rne il ncreaserenlminatonof imetoprim, The aten shoud b montored i bood
ifa jaundice occurs, sp )
Chronic thigh d Jor for extended pe leuk
Ifsigns of bone marr 5to by

rug o Jevels and toaguiants, duretics, suphonyl
Storage Conditions: Suspension: Store ata temperalure not excaeding 30°C,
lets: Keep in a iy place ata temperature not exceeding 30° C
Package: - Box of 2 Stips, 10 tablls each. ~Bollles of 60,100 or 120 m each.
Manufactured by: Memca\ Union Phermaceuticals,
n, smaila, Egypt.
Issue date: 432001, Renwsmn e 211217013
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