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Composition:

Duracel 200 Capsil: Each capsule conains Cafiime Tritwdeate BF egquivalent 1o
Cafixima 200 mg.

Duracel -4 Capsule Each capsule conaing Cefime Tritwdrate BF equivalen) fo
Cefizime 400 mg,

Durace! 206 Tabset: Each fitm coated 1ablet containg Celgime Trnydrale BP equivalent
0 Cafime 200 M.

Duracef™ DS PFS (50 mi} Each 5 ml reconstituted suspension confains Cefiome
Tnhydrala BF egulvalent to Cafixima 200 mg.

Duracef™ PFS (S0 mi; Each 5 mé reconstitsted suspension conlains Cefirime Trihydrate
BF equivaiant o Cafbdme 190 mg.

Duracef'™ PFS {30 mi) £ach & mi reconstituted suspension conlains Cefikime Trihydrets
BF equivaient o Cefixime 100 myj.

Duracef' Paedialric Drops {21 mi). Each ml raconstilited suspension conieine Cafixime
Tritnedrate BF equivalen b Celixme 25 mg,

Duracef™ Max PFS (10 mélc Each & mil reconstituted suspension containe Cafixime
Tritnydrale BF egqulvalind to Ceflxima 500 mg,

Duracef™ Max PFS (20 méc Each 5 mi reconstituted suspensicn contsing Cefixime
Trnydrate BF equivalent to Céllame 500 mg

Pharmacology:

Az owith olher cephalosponns, the backericidal sclion of celeome masulls from inhibilon of
cell wall syrhesis. Cafiwime is stable in the presence of cerain betalactamase enzymas.

A5 a resull, carfain organisms resistant to parciling ardt some cephalosponing dug to the
prasanca of betalaciamases may ba suscaplible o cafixime.

Indications:

Odilis madie- caused by Sheplococcus pnewmomae {noluding Pencillinase resistant
stralng). Streplococous pyagenss, Haamophivs milienzas (including bela-lactamase
producing straing), Moraxalia catarmaakis (ncuding beta-lactamasa producing sirains).
Pharynfiz Tengillts- caused by Stepfcorcls progenes.

Uncompiicated Urmary Tract infleckan- Caused by E, cali, Profeus miabilis,
Uncompicated Gonomhoea- Caused by N, gonorrhossa (including Penicillingse & nan-
Panicillinaze rezislant sirans)

Dosage and Adminlstration:

Adults: The recommandad dosa is given a5 a singla dosa of 400 mg or 200 mg baice dady
for T-14 days according o the saventy of nfeclions,

Uncomplcated Gonorhosa. 400 mg single dosa

Chidrin:

> fi manths: B mg kg day in 1-2 deided doses

& moniba-1 yesr 75 myg daily

14 years: 100 mg dady

510 years: 200 mg daily

> 40 years: As same a5 adul dose or a5 directed by the physiclan,

Contraindications:
Coliglme is confraindicaled in patiants with & known nllergy 1o Cofikime of 10 1he
Cephalosporin group of antibactic.

Wariing & Precaution:

Hypersensdivity reestions schuding shock end fetaliies hawve bean reparied with celtmms:
Digconlinug s il b reaion GoouEs,

Ciostridium dificie-Assooiated Drarrheas Clostndivm difiole associated diarmea (CDAD)
has been reported with use of reay all antbacterial agents, inchating Cafime, and may
ranpe in savarity from mild diamhea o alal colitis.

Dose Adjesiment in Renal Impairment: Dose should be redeced in case of gecreased
kidnay luncban,

Side Effects:

Digrhes or loose slools, nawses, aodominal pan, headschs, vomiling, Syspepsia, dry
mouth, falulerce, loss of Bppetite, cral lesions, dizziness, nsomnig, conlusion, lngal
mlealion, ancety, cowsgh, urbicaria, rash, dry skan. sun burn may ootur. Othar side effects
repored ecsinaphia and bibad disordss, revarsible Inferabtial nephiits, nenoausness

Usa In Pregnancy and Lactationt

Use In pregmancy:

Pragrancy Category B. Thare are no adequabe and wel cantrolled sludies in pragnant
woman Sothis drug showsd be used during pregnancy onfy if cleary reeded.

Use in Lactation:

Cefizime is excreled n human milk, Because of fhe patzniial for sedous resclions in
nursing infants, a decision should be made whether § dgcontinue nursing o o
discontirua the drug.

Us# in Childran & Adolescents:
Bafely and sffecliveness of Cefioma in children aped lass than alx manths old heve not
bazn established

Dirueg imteraction:
Elgvaled carbamazopine bevels have boen reporied when cofixime s adminstered
concomitanty.

Overdose:

Gasiric lavage may be Indiceied, othenwise, no specific anlidale exists. Cefme |s not
removed n significant quanties fram the circolaticn by hemodishes or perilonas
dialysis. Adverse reactions in small numbers of heatthy adult valunteers receiving sngle
doses up 0 2 g of cefisime did nol differ from the proflle seen in patlents: ireated at the
recommeanded doses,

Storage:
Stom betow 30°C., ewsy from light &nd in-a dry place. Kesp & madicing o of the resch
of ehiildren

Packing
Dumﬂ 20 Capsule: Each box contens 2 x B capsubes in Alu-dlu Blister pack with an

insert,
!:Ium:!"‘-#[ﬂ Capsuli; Each box contans 2 x B capsules In Alu-All Wister pack with an

inzeri.
Duracef-200 Tahlel Each box comains 2 « 6 1abiess in Alu-Alu bisler pack wilh an
insert.
Duracef™ 0% PFS (50 mi) Each boltle contalng pewder for 50 mi susgension with an

insart.

Duracef™ PFS {50 mi); Esch botlle containa powder for 50 ml sespension with an insart.
Duracef™ PES (30 mi}: Each botlle contains powder for 30 ml suspansion with an nsart.
Duracef™ Pasdiatric Dropa (21 ml) Esch toflle conteine pawder for 21 mi pasdiatric
draps with an Irserl.

Duracef™ Max PFS (10 mi) Esch botle containe powder for 10 ml-susgansion with an
inser.

Duracef™ Max PFS (20 miy Ezch botte containg powder for 20 mi suspansion with an
insert,

Manifaciured by |

Navana Pharmaceuticals Ltd,
Rupshi, Marpyangan], Banglagesh,
WCLTOSTY_12.20
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