
120 mm X 385mm

Composition
Cefteria® 400 mg capsule: Each capsule contains Ceftibuten 400 mg as Dihydrate INN.
Cefteria® powder for suspension: After reconstitution each 5 ml contains Ceftibuten 90 mg as 
Dihydrate INN.   

Pharmacology 
Cefteria® is a preparation of Ceftibuten Dihydrate which is a semisynthetic oral cephalosporin. 
Ceftibuten exerts its bactericidal action by binding to essential target proteins of bacterial cell 
wall. This binding leads to inhibition of cell wall synthesis.

Indication 
Ceftibuten is indicated for the treatment of:
• Upper respiratory tract infections, including acute sinusitis, otitis media, pharyngitis, tonsillitis 

and scarlet fever.
• Lower respiratory tract infections including acute bronchitis, acute exacerbations of chronic 

bronchitis and acute pneumonia in patients appropriately considered for oral therapy (e.g., 
those with primary community acquired infections).

• Urinary tract infections: Both complicated and uncomplicated infections.
• Enteritis and gastroenteritis caused by Salmonella, Shigella or E. coli.

Dose and administration
Route of administration: Ceftibuten should be taken in oral route.
As with other oral antibiotics, duration of treatment generally ranges from 5-10 days. For 
treatment of infections due to Streptococcus pyogenes, a therapeutic dose of ceftibuten should 
be administered for at least 10 days.
Adults: Recommended dose is 400 mg daily. Ceftibuten capsules may be taken without regard 
to meal time. For treatment in the following indications, this may be administered as 400 mg 
once daily: acute bacterial sinusitis, acute bronchitis, acute exacerbations of chronic bronchitis 
and complicated or uncomplicated urinary tract infections. For the treatment of community 
acquired pneumonia in patients in whom oral therapy is appropriate, the recommended dose is 
200 mg every 12 hours.
Children: Recommended dose is 9 mg/kg/day (maximum of 400 mg daily) of the oral 
suspension. This may be administered as a single daily dose for treatment in the following 
indications: pharyngitis with or without tonsillitis, acute otitis media with effusion and 
complicated or uncomplicated urinary tract infections.
For the treatment of acute bacterial enteritis in children, the total daily dosage may be 
administered in 2 divided doses of 4.5 mg/kg every 12 hours. Children weighing > 45 kg or > 10 
years may receive the recommended adult dose.
Ceftibuten suspension may be taken approximately 1 or 2 hours before or after meal time. 
Shake bottle well before measuring each dose.
Directions for preparation of suspension
Small bottle contains diluent and large bottle contains powder for suspension. Pour the diluent 
slowly into large bottle. Tighten the cap of large bottle and shake vigorously until it is completely 
mixed. Use measuring cup or dropper to consume reconstituted suspension. The reconstituted 
suspension is stable for 14 days when stored in the refrigerator at 2°C-8°C.
60 ml suspension: Add 40 ml diluent for 60 ml.
120 ml suspension: Add 80 ml diluent for 120 ml.

Contraindication 
Ceftibuten is contraindicated in patients with known history of hypersensitivity to ceftibuten or 
any other components of this product.

Warning and precaution 
Special precaution should be taken before use in penicillin allergic patients, patients with 
impaired renal function, history of complicated GI disease particularly chronic colitis. As with 
other broad-spectrum antibiotics, prolonged treatment may result in the possible emergence 
and overgrowth of resistant organisms. Careful observation of the patient is essential. If super 
infection occurs during therapy, appropriate measures should be taken. The dose of ceftibuten 
may require adjustment in patients with varying degrees of renal insufficiency, particularly in 
patients with creatinine clearance less than 50 ml/min or undergoing hemodialysis. Ceftibuten is 
readily dialyzable. Dialysis patients should be monitored carefully and administration of 
Ceftibuten should occur immediately following dialysis.

Side effects 
The most common side effects include aphasia, jaundice, melena, psychosis, serum sickness 
like reactions, stridor and toxic epidermal necrolysis.  

Use in pregnancy and lactation  
Pregnancy: Ceftibuten is pregnancy category B drug. There are no adequate and 
well-controlled studies in pregnant women. This drug should be used during pregnancy only if 
clearly needed.  
Lactation: It is not known whether ceftibuten is excreted in human milk. Caution should be 
exercised when ceftibuten is administered to a nursing mother, if necessary breastfeeding must 
be discontinued.

Drug interaction
Drug interaction with medication: The effect of increased gastric pH on the bioavailability of 
ceftibuten was evaluated. A single dose of combination of aluminium hydroxide, magnesium 
hydroxide and simethicon did not affect the Cmax or AUC of the ceftibuten. However, 150 mg of 
ranitidine q12h for 3 days increased the ceftibuten Cmax by 23% and ceftibuten AUC by 16%. 
Drug interaction with food and others: Not applicable.
 
Overdose
Overdose of cephalosporin can cause cerebral irritation leading to convulsions. Ceftibuten is 
readily dialyzable and significant quantities can be removed from the circulation by a single 
hemodialysis session. 

Storage 
Store in a cool (below 25°C) and dry place protected from light. Keep away from the reach of 
children.

Packing
Cefteria® 400 mg capsule: Carton of 10 capsules in blister pack in sachet.
Cefteria® powder for suspension: Bottles of 60 ml & 120 ml with diluent.
 

Ceftibuten
Cefteria®

Dcv`vb
‡md‡Uwiqv  ® 400 wgMªv K¨vcmyjt cªwZ K¨vcmy‡j Av‡Q ‡mdwUweD‡Ub 400 wgMªv WvBnvB‡W«U AvBGbGb 
wnmv‡e|
‡md‡Uwiqv  ® mvm‡cbkb ‰Zwii cvDWvit mswgkÖ‡bi ci cªwZ 5 wgwj‡Z Av‡Q ‡mdwUweD‡Ub 90 wgMªv 
WvBnvB‡W«U AvBGbGb wnmv‡e|

dvg©v‡KvjwR
‡md‡Uwiqv  ® n‡”Q ‡mdwUweD‡Ub WvBnvB‡W«U Øviv ‰Zwi hv GKwU ‡mwgwmb‡_wUK Iivj ‡mdv‡jv‡¯úvwib| 
‡mdwUweD‡Ub e¨vK‡Uwiqv‡K aŸsm Kivi Rb¨ e¨vK‡Uwiqvi ‡Kvl cªvPx‡ii ¸iæZ¡c~Y© Uv‡M©U ‡cªvwUb Gi mv‡_ 
mshy³ nq| Gi d‡j e¨vK‡Uwiqvi ‡Kvl cªvPxi ‰Zwi eÜ n‡q hvq|   

wb‡`©kbv
‡mdwUweD‡Ub wb‡gœ D‡jøwLZ ‡¶‡Î wb‡`©wkZt
•   Avcvi ‡imwc‡iUwi Uª̈ v± Bb‡dKkb ‡hgb- GwKDU mvBbymvBwUm, AUvBwUm wgwWqv, d¨vwiÄvBwUm,  UbwmjvBwUm 

Ges ‹̄vi‡jU wdfvi|
•   ‡jvqvi ‡imwc‡iUwi Uª¨v± Bb‡dKkb ‡hgb- GwKDU eª¼vBwUm, GwKDU G·vmvi‡ekb Ad µwbK eª¼vBwUm 

Ges GwKDU wbD‡gvwbqv Gi ‡h mKj ‡¶‡Î Iivj ‡_ivwc ‡`Iqv hvq (‡hgb- cªvBgvix KwgDwbwU GKyqvW© 
wbD‡gvwbqv)|

•   BDwibvwi Uª¨v± Bb‡dKkbt RwUjZvm¤úbœ Ges RwUjZvwenxb Dfq ‡¶‡Î|
•   G‡›UivBwUm Ges M¨v‡÷«vG‡›UivBwUm hv mvj‡gv‡bjv, wk‡Mjv A_ev B.‡KvjvB Øviv msNwUZ nq|  

‡mebgvÎv I cÖ‡qvMwewa
Ilya Mªn‡Yi c_t ‡mdwUweD‡Ub gy‡L MªnY Kiv n‡q _v‡K|

Ab¨vb¨ Iivj A¨vw›Uev‡qvwUK Gi g‡Zv, wPwKrmvKvj mvaviYZ 5-10 w`b n‡q _v‡K| ‡÷«‡ÞvK°vm 
cv‡qv‡Rbm  Øviv msµgY Gi ‡¶‡Î, ‡_ivwcDwUK ‡WvR wnmv‡e Kgc‡¶ 10 w`b ‡mdwUweD‡Ub ‡L‡Z n‡e|

cªvß eq¯‹t wb‡`©wkZ gvÎv n‡”Q 400 wgMªv K‡i w`‡b GKevi| Lvev‡ii mg‡qi mv‡_ ‡Kv‡bv cªKvi mgš^q 
QvovB ‡mdwUweD‡Ub K¨vcmyj LvIqv ‡h‡Z cv‡i| wb‡gœ D‡jøwLZ wb‡`©kbv Gi wPwKrmvq ‰`wbK GKevi 400 
wgMªv K¨vcmyj LvIqv ‡h‡Z cv‡it GwKDU e¨vK‡Uwiqvj mvBbymvBwUm, GwKDU eª¼vBwUm, GwKDU 
G·vmvi‡ekb Ad µwbK eª¼vBwUm Ges RwUjZvm¤úbœ A_ev RwUjZvwenxb BDwibvwi Uª¨v± Bb‡dKkb| 
Iivj ‡_ivwc cvIqv DwPZ GiKg KwgDwbwU GKzqvW© wbD‡gvwbqvi ‡ivMx‡`i ‡¶‡Î wb‡`©wkZ gvÎv n‡”Q cªwZ 
12 N›Uv ci ci 200 wgMªv| 

wkït Iivj mvm‡cbkb Gi wb‡`©wkZ gvÎv ‰`wbK 9 wgMªv/‡KwR (‰`wbK 400 wgMªv m‡e©v”P)| wb‡gœ D‡jøwLZ 
‡¶Îmg~‡n GB gvÎvq ‰`wbK GKevi Ilya ‡`Iqv ‡h‡Z cv‡it UbwmjvBwUm mn ev Qvov d¨vwiÄvBwUm, 
BwdDkbmn GwKDU AUvBwUm wgwWqv Ges RwUjZvm¤úbœ A_ev RwUjZvwenxb BDwibvwi Uª¨v± 
Bb‡dKkbmg~n| 
wkï‡`i GwKDU e¨vK‡Uwiqvj G‡›UivBwUm Gi wPwKrmvq w`‡b `yB evi 12 N›Uv ci ci 4.5 wgMªv/‡KwR 
wnmv‡e Ilya ‡`Iqv ‡h‡Z cv‡i| ‡h mKj ev”Pvi IRb 45 ‡KwR Gi ‡ewk ev ‡h mKj ev”Pvi eqm 10 eQi 
Gi ‡ewk Zv‡`i ‡¶‡Î cªvß eq¯‹‡`i gvÎvq Ilya ‡`Iqv ‡h‡Z cv‡i|
Lvev‡ii 1-2 N›Uv Av‡M A_ev c‡i ‡mdwUweD‡Ub mvm‡cbkb LvIqv ‡h‡Z cv‡i| cªwZevi LvIqvi c~‡e© 
‡evZj fv‡jvfv‡e SvuwK‡q wb‡Z n‡e| 

mvm‡cbkb ‰Zwii wbqg
‡QvU ‡evZ‡j WvBjy‡q›U Ges eo ‡evZ‡j mvm‡cbkb ‰Zwii cvDWvi i‡q‡Q| ‡evZ‡ji WvBjy‡q›U ax‡i ax‡i 
eo ‡evZ‡j Xvj‡Z n‡e| Gevi eo ‡evZjwUi gyL k³ K‡i jvwM‡q m¤ú~Y©iƒ‡c bv ‡gkv chšÍ fv‡jvfv‡e 
SvuKv‡Z n‡e| ‰ZwiK…Z mvm‡cbkb LvIqvi Rb¨ cwigvcK Kvc A_ev Wªcvi e¨envi Ki‡Z n‡e| 
‡iwd«Rv‡iU‡i 20†m.-80†m. ZvcgvÎvq 14 w`b ch©šÍ ‰ZwiK…Z mvm‡cbkbwU fv‡jv _vK‡e| 
60 wgwj mvm‡cbkbt 60 wgwj Gi Rb¨ 40 wgwj WvBjy‡q›U ‡hvM Ki‡Z n‡e| 
120 wgwj mvm‡cbkbt 120 wgwj Gi Rb¨ 80 wgwj WvBjy‡q›U ‡hvM Ki‡Z n‡e|  

cªwZwb‡`©kbv
hv‡`i ‡mdwUweD‡Ub ev GB Ily‡ai Ab¨vb¨ Dcv`v‡bi c«wZ AwZms‡e`bkxjZv i‡q‡Q, Zv‡`i ‡¶‡Î 
‡mdwUweD‡Ub cªwZwb‡`©wkZ| 

mveavbZv I m‡PZbZv
‡cwbwmwj‡bi cªwZ GjvwR©, e„‡°i AKvh©KvwiZv Ges RwUj M¨v‡÷«vB‡›Uw÷bvj ‡ivM, we‡klZ µwbK ‡KvjvBwUm 
Gi ‡ivMx‡`i ‡¶‡Î mveavbZvi mv‡_ ‡mdwUweD‡Ub e¨envi Ki‡Z n‡e| Ab¨vb¨ eªW-‡¯úKUªvg A¨vw›Uev‡qvwUK 
Gi mv‡_ `xN© w`b GK‡Î e¨env‡i cÖwZ‡ivax e¨vK‡Uwiqvi Avwef©ve I AwZe„w× NU‡Z cv‡i| ZvB GmKj 
‡ivMx‡`i mZK©Zvi mv‡_ ch©‡e¶Y Ki‡Z n‡e| wPwKrmv PjvKvjxb mycvi Bb‡dKkb n‡j cª‡qvRbxq e¨e¯’v 
MªnY Ki‡Z n‡e| wewfbœ gvÎvi e„‡°i AKvh©KvwiZvi ‡ivMx‡`i ‡¶‡Î ‡mdwUweD‡Ub Gi gvÎv mgš^‡qi cª‡qvRb 
n‡Z cv‡i, we‡klZ ‡h mKj ‡ivMx‡`i wµ‡qwUwbb wK¬qv‡iÝ 50 wgwj/wgwbU Gi wb‡P A_ev ‡h mKj ‡ivMx    
wn‡gvWvqvjvBwmm cv‡”Q| ‡mdwUweD‡Ub Lye `ªæZ WvqvjvB‡Rej| ‡h mKj ‡ivMx WvqvjvBwmm cv‡”Q, Zv‡`i‡K 
mZK©fv‡e ch©‡e¶Y Ki‡Z n‡e Ges WvqvjvBwmm Gi wVK ci ci ‡mdwUweD‡Ub w`‡Z n‡e| 

cvk¦© cªwZwµqv
‡mdwUweD‡U‡bi mvaviY cvk¦© cªwZwµqv¸‡jv n‡jv A¨vdvwmqv, RwÛm, g¨v‡jbv, mvB‡Kvwmm, ‡mivg wmK‡bm 
Gi gZ cªwZwµqv, ÷«vBWi I Uw·K GwcWvg©vj ‡b‡µvjvBwmm| 

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vqt ‡mdwUweD‡Ub Mf©ve¯’vq K¨vUvMwi we Ilya| Mf©eZx gwnjv‡`i ‡¶‡Î ‡mdwUweD‡Ub e¨env‡ii ‡Kvb 
ch©vß Ges mywbqwš¿Z Z_¨ ‡bB| GKvšÍ `iKvi n‡jB ‡KejgvÎ GB IlyawU Mf©ve¯’vq e¨envi Kiv hv‡e| 

¯Íb¨`vbKv‡jt ‡mdwUweD‡Ub gvZ…`y‡» wbtm„Z nq wKbv Zv Rvbv hvq wb| ¯Íb¨`vbKvix gv‡q‡`i ‡mdwUweD‡Ub 
w`‡Z n‡j mZK©Zv Aej¤^b Ki‡Z n‡e| cª‡qvR‡b ¯Íb¨`vb ‡_‡K weiZ _vK‡Z n‡e| 

Ily‡ai cªwZwµqv
Ab¨ Ily‡ai mv‡_t ‡mdwUweD‡Ub Gi ev‡qvG‡fBwjwewjwUi Dci M¨vw÷«K pH e…w×i cªfve ch©‡e¶Y Kiv 
n‡q‡Q| Gjywgwbqvg nvB‡Wªv·vBW, g¨vM‡bwmqvg nvB‡Wªv·vBW I wm‡gw_Kb Gi Kw¤^‡bk‡bi GKwU ‡WvR 
‡mdwUweD‡Ub Gi Cmax  ev AUC Gi Dci ‡Kv‡bv cªfve ‡d‡jwb| Z‡e, 150 wgMªv ‡iwbwUwWb w`‡b `yB evi 
K‡i 3 w`b ‡`Iqvi ci ‡mdwUweD‡Ub Gi Cmax 23 kZvsk Ges AUC 16 kZvsk e„w× ‡c‡q‡Q| 

Lvevi I Ab¨ wKQyi mv‡_t cª‡hvR¨ bq| 

gvÎvwaK¨
‡mdwUweD‡Ub Gi gvÎvwaK¨ ‡m‡ieªvj Bwi‡Ukb K‡i _v‡K hv wLuPywb‡Z iƒc wb‡Z cv‡i| ‡mdwUweD‡Ub Lye `ªæZ 
WvqvjvB‡Rej Ges gvÎ GKevi wn‡gvWvqvjvBwmm Gi gva¨‡g Ily‡ai A‡bKvsk kixi ‡_‡K mwi‡q ‡bqv ‡h‡Z 
cv‡i| 

msi¶Y
Av‡jv †_‡K `~‡i, VvÐv (250 ‡m. Gi wb‡P) I ï®‹ ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb| 

c¨vwKs
‡md‡Uwiqv  ® 400 wgMªv K¨vcmyjt cªwZ KvU©y‡b 10wU K¨vcmyj weø÷vi c¨vK I m¨v‡k‡Z mieivn Kiv nq|
‡md‡Uwiqv  ® mvm‡cbkb ‰Zwii cvDWvit t WvBjy‡q›U mn 60 wgwj Ges 120 wgwj Gi ‡evZj|     

®‡md‡Uwiqv
‡mdwUweD‡Ub

1. Small bottle contains diluent
(Purified water with methyl paraben
& propyl paraben) and large bottle
contains powder for suspension.

2. Pour the diluent
completely into
large bottle.

3. Tighten the cap of large
bottle and shake the bottle
vigorously until it is 
completely mixed.

4. Use measuring cup or
dropper to consume
reconstituted suspension.
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GWfvÝW †KwgK v̈j

7, nvRxMÄ †ivW, †Mv`bvBj
BÛvw÷ªR wjwg‡UW
bvivqYMÄ, evsjv‡`k

® ‡iwR÷vW© †UªW gvK©

03
03

98
/A

1| ‡QvU ‡evZ‡j WvBjy‡q›U 
Ges eo ‡evZ‡j mvm‡cbkb 
‰Zwii cvDWvi i‡q‡Q

2| ‡evZ‡ji WvBjy‡q›U ax‡i 
ax‡i eo ‡evZ‡j Xvj‡Z n‡e

3| eo ‡evZjwUi gyL k³ 
K‡i jvwM‡q m¤ú~Y©iƒ‡c bv 
‡gkv chšÍ fv‡jvfv‡e SvuKv‡Z 
n‡e

4| ‰ZwiK…Z mvm‡cbkb 
LvIqvi Rb¨ cwigvcK Kvc 
A_ev Wªcvi e¨envi Ki‡Z 
n‡e 


