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Rifaximin
Rifax

Composition
Rifax (200) Tablet: Each film coated tablet contains Rifaximin BP 200 mg.
Rifax (550) Tablet: Each film coated tablet contains Rifaximin BP 550 mg.
Therapeutic indications
Rifax is indicated for the treatment of traveler’s diarrhea (TD) caused by noninvasive 
strains of E. coli in adults & pediatric patients 12 years of age and older, irritable bowel 
syndrome with diarrhea in adults & reduction in risk of overt hepatic encephalopathy 
(HE) recurrence in adults.
Mechanism of Action
Rifax acts by binding to the beta-subunit of bacterial DNA-dependent RNA polymerase 
resulting in inhibition of bacterial RNA synthesis.
Dosage and Administration
Dosage for Travelers’ Diarrhea
The recommended dose of Rifax is one 200 mg tablet taken orally three times a day for 
3 days.
Dosage for Hepatic Encephalopathy
The recommended dose of Rifax is one 550 mg tablet taken orally two times a day. 
Dosage for IBS-D
The recommended dose of Rifax is one 550 mg tablet taken orally three times a day for 
14 days. Patients who experience a recurrence of symptoms can be retreated up to two 
times with the same dosage regimen. 
Administration
Rifax should be taken orally with or without food.
Contraindications
Rifax is contraindicated in patients with a hypersensitivity to Rifaximin, any of the 
rifamycin antimicrobial agents, or any of the components in Rifax. Hypersensitivity 
reactions have included exfoliative dermatitis, angioneurotic edema, and anaphylaxis.
Precautions
Travelers’ Diarrhea Not Caused by Escherichia coli: Rifax was not found to be effective 
in patients with diarrhea complicated by fever and/or blood in the stool or diarrhea due to 
pathogens other than Escherichia coli. Discontinue Rifax if diarrhea symptoms get worse 
or persist more than 24 to 48 hours and alternative antibiotic therapy should be considered. 
Clostridium difficile-Associated Diarrhea: Clostridium difficile-associated diarrhea 
(CDAD) has been reported with use of nearly all antibacterial agents, including Rifax, 
and may range in severity from mild diarrhea to fatal colitis. 
Development of Drug-Resistant Bacteria: Prescribing Rifax for travelers’ diarrhea in 
the absence of a proven or strongly suspected bacterial infection or a prophylactic 
indication is unlikely to provide benefit to the patient and increases the risk of the 
development of drug-resistant bacteria. 
Severe Hepatic Impairment: Caution should be exercised when administering 
Rifaximin to patients with severe hepatic impairment.
Concomitant use with P-glycoprotein Inhibitors: Concomitant administration of drugs 
that are P-glycoprotein inhibitors with Rifaximin can substantially increase the systemic 
exposure to Rifaximin. Caution should be exercised when concomitant use of Rifaximin 
and a P-glycoprotein inhibitor such as cyclosporine is needed.
Adverse Reactions
Discontinuations due to adverse reactions occurred in 0.4% of patients. The adverse 
reactions leading to discontinuation were taste loss, dysentery, weight decrease, 
anorexia, nausea and nasal passage irritation. Most common adverse reactions in 
hepatic encephalopathy trials are peripheral edema, nausea, dizziness, fatigue, 
ascites, muscle spasms, pruritis, abdominal pain, anemia, depression, 
nasopharyngitis, arthralgia, dyspnea, pyrexia, rash.
Drug Interactions
Effects of Rifax on Other Drugs
Substrates of Cytochrome P450 enzymes: Rifaximin is not expected to inhibit 
cytochrome P450 isoenzymes 1A2, 2A6, 2B6, 2C9, 2C19, 2D6, 2E1 and CYP3A4 in 
clinical use based on in vitrostudies. It is unknown whether Rifaximin can have a 
significant effect on the pharmacokinetics of concomitant CYP3A4 substrates in 
patients with reduced liver function who have elevated Rifaximin concentrations. 
Effects of Other Drugs on Rifax
In vitro studies suggested that Rifaximin is a substrate of P-glycoprotein, OATP1A2, 
OATP1B1 and OATP1B3. Concomitant cyclosporine, an inhibitor of P-glycoprotein and 
OATPs significantly increased the systemic exposure to Rifaximin. 
Pharmacological properties
Absorption
In healthy subjects, the mean time to reach peak Rifaximin plasma concentrations was 
about an hour and the mean Cmax ranged from 2.4 to 4 mg/mL after a single dose and 
multiple doses of Rifaximin 550 mg. A high-fat meal consumed 30 minutes prior to 
Rifaximin dosing in healthy subjects delayed the mean time to peak plasma 
concentration from 0.75 to 1.5 hours and increased the systemic exposure (AUC) of 
Rifaximin by 2-fold but did not significantly affect Cmax.
Distribution
Rifaximin is moderately bound to human plasma proteins. In vivo, the mean protein 
binding ratio was 67.5% in healthy subjects and 62% in patients with hepatic 
impairment when Rifaximin was administered. 
Elimination
The mean half-life of Rifaximin in healthy subjects at steady-state was 5.6 hours and 
was 6 hours in IBS-D patients. 
Metabolism
In an in vitro study Rifaximin was metabolized mainly by CYP3A4.Rifaximin accounted 
for 18% of radioactivity in plasma suggesting that the absorbed Rifaximin undergoes 
extensive metabolism. 
Excretion
In a mass balance study, after administration of 400 mg 14C-Rifaximin orally to healthy 
volunteers, of the 96.94% total recovery, 96.62% of the administered radioactivity was 
recovered in feces mostly as the unchanged drug and 0.32% was recovered in urine 
mostly as metabolites with 0.03% as the unchanged drug. Biliary excretion of Rifaximin 
was suggested by a separate study in which Rifaximin was detected in the bile after 
cholecystectomy in patients with intact gastrointestinal mucosa
Use in special population
Pregnancy
Pregnancy Category C
Lactation
There is no information regarding the presence of Rifaximin in human milk, the effects 
of Rifaximin on the breastfed infant,or the effects of Rifaximin on milk production.
Pediatric Use 
The safety and effectiveness of Rifaximin has not been established in pediatric patients 
less than 12 years of age with TD or in patients less than 18 years of age for HE and 
IBS-D. 
Renal Impairment  
The pharmacokinetics of Rifaximin in patients with impaired renal function has not 
been studied.
Hepatic Impairment  
No dosage adjustment is recommended because Rifaximin is presumably acting 
locally. Nonetheless, caution should be exercised when Rifaximin is administered to 
patients with severe hepatic impairment.
PHARMACEUTICAL INFORMATION
Storage Conditions
Store in a cool and dry place, away from light. Keep out of the reach of children.
Presentation & Packaging
Rifax (200) Tablet: Each commercial box contains 24 tablets in Alu-Alu blister pack.
Rifax (550) Tablet: Each commercial box contains 12 tablets in Alu-Alu blister pack.
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Dcv`vb:

widv· (200) U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q widvw·wgb wewc 200 wgwjMÖvg|

widv· (550) U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q widvw·wgb wewc 550 wgwjMÖvg |

e¨env‡ii wb‡`©kbv:

widv· eq¯‹‡`i, 12 eQ‡ii ev Zvi I †ewk eqmx ev”Pv‡`i ågb msµvšÍ Wvqwiqv hv AbvMÖvmx e¨vK‡Uwiqv 
Øviv nq, A¯^w¯ÍKi †c‡Ui cxovi mv‡_ Wvqwiqv Ges †ncvwUK Gb‡mdv‡jv‡cw_‡Z e¨eüZ nq| 

wµqv‡KŠkj:

widvw·wgb e¨vK‡Uwiqvj wWGbG-wbf©i AviGbG cwjgv‡i‡Ri weUv-mve BDwb‡Ui mv‡_ eÜb K‡i hv 
e¨vK‡Uwiqvi AviGbG ms‡køl‡Yi evav wn‡m‡e KvR K‡i|

†mebgvÎv I wewa

ågYKvix‡`i Wvqwiqvi Rb¨ †WvR: widv‡·i mycvwikK…Z †WvR nj GKwU K‡i 200 wgMÖv U¨ve‡jU w`‡b 
wZbevi|

‡ncvwUK Gb‡mdv‡jv‡cw_i Rb¨ †WvR: widv‡·i mycvwikK…Z gvÎv w`‡b `yBevi †gŠwLKfv‡e 550 wgMÖv 
U¨ve‡jU MÖnY Ki‡Z n‡e| 

A¯^w¯ÍKi †c‡Ui cxovi mv‡_ Wvqwiqvi Rb¨ †WvR: widv‡·i mycvwikK…Z gvÎv 550 wgMÖv U¨ve‡jU 14 w`b 
cÖwZw`b wZb evi K‡i MÖnY Ki‡Z n‡e| †ivMx‡`i hviv j¶Y¸wji cybive„wË Abyfe K‡i Zv‡`i †WvR 
†iwRwg‡bi `yBevi ch©šÍ cybive„wË Kiv †h‡Z cv‡i|

†mebwewa

widv· LvIqvi Av‡M ev c‡i gyL w`‡q †meb Ki‡Z n‡e| 

cÖwZwb‡`©kbv

†h mKj †ivMx‡`i widvw·wgb, A¨vw›U gvB‡µvweqvj widvgvBwmb, A_ev widv‡·i †Kvb Dcv`v‡bi mv‡_ 
AwZms‡e`bkxj Zv‡`i †¶‡Î GB Ilya e¨envi Kiv hv‡e bv| AwZms‡e`bkxj ej‡Z G·‡dvwjqvwUK 
WvigvBwUm, A¨vbwRI wbD‡ivwUK G‡Wgv Ges A¨vbvdvBjvw·m‡K eySv‡bv nq|  

mveavbZv

B †KvjvB e¨ZxZ ågY msµvšÍ Wvqwiqv: B †KvjvB e¨ZxZ g‡ji mv‡_ i³ hvIqv ev R¡i Ges Wvqwiqv 
‡ivMx‡`i g‡a¨ widvw·wgb Kvh©Ki bq| hw` Wvqwiqvi j¶Y¸wj AviI Lvivc n‡q _v‡K ev 24 †_‡K 48 
N›Uvi †ewk mgq a‡i _v‡K Zvn‡j widvw·wgb eÜ Kiæb Ges weKí Gw›Uev‡qvwUK †_ivwc we‡ePbv Kiv 
DwPZ|

‡K¬vw÷«wWqvg wWwdmvBj RwbZ Wvqwiqv: widv· mn cÖvq mKj RxevYygy³ G‡R‡›Ui e¨env‡i †K¬vw÷ªwWqvg 
wWwdmvBj RwbZ Wvqwiqvi wi‡cvU© cvIqv †M‡Q hv wKbv nvjKv Wvqwiqv †_‡K gvivZ¥K †KvjvBwUm chšÍ© 
Zxeª n‡Z cv‡i|

Ilya cÖwZ‡ivaKvix e¨vK‡Uwiqv Dbœqb: ågY msµvšÍ Wvqwiqvi †¶‡Î †iv‡Mi cÖK…wZ m¤ú‡K© wbwðZ bv n‡q 
A_ev †ivM wbeviK wn‡m‡e widvw·wg‡bi e¨venvi, Ily‡ai Kvh©KvwiZvi weiæ‡× cÖwZ‡iva SuywK evwo‡q 
†`q|

¸iæZi hK…Z weKjZv: ¸iæZi hK…Z weKj ‡ivMx‡`i mv‡_ widvw·wgb cwiPvjbvi mgq mZK©Zvi mv‡_ 
cÖ‡qvM Kiv DwPZ|

wc-MøvB‡Kv‡cÖvwUb BbwnweUi ¸wji mv‡_ e¨envi: widvw·wg‡bi mv‡_ wc-MøvB‡Kv‡cÖvwUb BbwnweUi ¸wji 
e¨env‡i widvw·wg‡bi wm‡÷wgK G·‡cvRvi e„w× Ki‡Z cv‡i| hLb widvw·wgb Ges GKwU wc- 
MøvB‡Kv‡cÖvwUb †hgb mvB‡K¬v‡¯úvwib e¨envi Kiv nq ZLb mveavbZv Aej¤^b Kiv DwPZ|

weiƒc cÖwZwµqv

Ilya e‡Üi Kvi‡Y 0.4% †ivM cÖwZK~j cÖwZwµqvq AvµvšÍ nq| cÖwZK~j cÖwZwµqv ¸wj nj ¯^v` K‡g 
hvIqv, Avgvkq, IRb K‡g hvIqv, ¶yav nxbZv, ewg ewgfve Ges AbybvwmK DËiY R¡vjv| †ncvwUK 
Gb‡mdv‡jv‡cw_i Uªvqvj ¸wj‡Z me©vwaK cÖwZK~j cÖwZwµqv ¸wj nj †cwi‡divj G‡Wgv, ewg ewg fve, 
P°i, K¬vwšÍ, †ckx ms‡KvPb, †c‡U e¨_v, i³k~b¨Zv, welYœZv, Av_©vjwRqv, cvB‡iw·qv, dymKwo|

Ily‡ai wg_w¯Œqv

Ab¨vb¨ Wªv‡Mi Dci widv‡·i cÖfve:

mvB‡Uv‡µvg P450 GbRvBg¸wji M‡elYvi Dci wfwË K‡i wK¬wbKvj e¨env‡i widvw·wg‡bi e¨venv‡i 
P450 Gi 1A2, 2A6, 2B6, 2C9, 2C19, 2D6, 2C1, 2C19, 2D6, 2E1Ges 
CYP3A4 †K cÖwZ‡iva K‡i bv| widvw·wg‡bi  D”P gvÎvq  Kg wjfvi dvsk‡bi †ivMx‡`i CYP3A4 
Gi dvg©v‡KvKvB‡bwU‡·i Dci D‡jøL‡hvM¨ cÖfve Av‡Q wKbv Zv ARvbv|

widv‡·i Dci Ab¨vb¨ Wªv‡Mi cÖfve:

M‡elYvq †`Lv †M‡Q †h widvw·wgb wc-MøvB‡Kv‡cÖvwUb, OATP1A2, OATP1B1 Ges 
OATP1B3- Gi GKwU mve‡÷«U| wc-MøvB‡Kv‡cÖvwUb cÖwZ‡ivaKvix mvB‡K¬v‡¯úvwib Ges OATP 
D‡jøL‡hvM¨fv‡e widvw·wg‡bi G·‡cvRvi e„w× K‡i|

dvg©v‡KvjwRKvj ‰ewkó¨vejx

‡kvlY

¯^v¯’¨evb †ivMx‡`i †¶‡Î, widvw·wg‡bi 550 wgMÖvi GK Ges GKvwaK gvÎvi †WvR m‡e©v”P cøvRgv‡Z 
†cŠuQv‡bvi Mo mgq cÖvq 1 N›Uv Ges m‡e©v”P cøvRgv NbZ¡ 2.4 †_‡K 4 wgMÖv/wgwj| widvw·wgb MÖn‡Yi 
Avav NÈv c~‡e© D”P Pwe©  hy³ Lvevi MÖnY Ki‡j m‡e©v”P cøvRgv Nb‡Z¡ †cŠuQv‡Z Mo mgq 0.75 †_‡K 1.5 
NÈv †`wi n‡Z cv‡i Ges widvw·wg‡bi wm‡÷wgK G·‡cvRvi 2 ¸b evwo‡q †`q wKš‘ D‡jøL‡hvM¨fv‡e 
m‡e©v”P cøvRgv Nb‡Z¡i Dci Gi  D‡jøL‡hvM¨ †Kvb cÖfve †bB|

e›Ub

widvw·wgb gvby‡li cøvRgv †cÖvwU‡bi mv‡_ cwiwgZ cwigv‡Y Ave× nq| my¯’‡`i †¶‡Î widvw·wg‡bi Mo  
†cÖvwUb mshyw³i AbycvZ n‡”Q 67.5% Ges wjfvi ¶wZMÖ¯’ †ivMx‡`i †¶‡Î 62%|

wb®‹vkb

w¯’wZkxj Ae¯’vq my¯’‡`i g‡a¨ widvw·wg‡bi Aa©vqy 5.6 NÈv Ges AvBweGm-wW †ivMx‡`i g‡a¨ 6 N›Uv

wecvK

M‡elYvq †`Lv †M‡Q †h, widvw·wgb cÖavbZ CYP3A4 Øviv wecvK nq|

wbM©gb

GKwU M‡elYvq †`Lv hvq †h, 400 wgMÖv widvw·wgb MÖnY Kivi ci, 96.94% Ilya cybiæ×vi nq, 
96.62% g‡ji mv‡_ AcwiewZ©Z Ae¯’vq Ges 0.32% gy‡Îi mv‡_ †gUv‡evjvBU Ae¯’vq Ges 0.03% 
AcwiewZ©Z Ae¯’vq †ei nq| wewfbœ cix¶v n‡Z †`Lv hvq †h, †Kv‡jwm‡÷K‡Uvwg nIqv †ivMx‡`i BbU¨v±  
Mv‡÷«vB‡›UmUvBbvj wgD‡Kvmv‡Z wewjqvwi wbtmiY nq|

we‡kl †Mvôx‡`i †¶‡Î 

Mf©ve¯’v

Mf©ve¯’v wefvM wm

¯Íb¨cvb

gvby‡li `y‡a widvw·wg‡bi Dcw¯’wZ, ey‡Ki `ya LvIqv‡bv wkïi Dci ev `ya Drcv`‡bi Dci widvw·wg‡bi 
cÖfv‡ei wel‡q †Kvb Z_¨ †bB|

wkï‡`i e¨envi

12 eQ‡ii Kg eq‡mi wkï‡`i ågY msµvšÍ Wvqwiqv ev 14 eQ‡ii Kg eqmx †ivMx‡`i g‡a¨ A¯^w¯ÍKi 
†c‡Ui cxovi mv‡_ Wvqwiqv Ges †ncvwUK Gb‡mdv‡jv‡cw_‡Z widvw·wg‡bi Gi wbivcËv Ges Kvh©KvwiZv 
cÖwZwôZ nqwb|

wKWbx weKjZv

wKWbx ¶wZMÖ¯’ †ivMx‡`i g‡a¨ widvw·wg‡bi dvg©v‡KvKvB‡bwU· M‡elYv Kiv nqwb|

hK…Z weKjZv

‡Kvb †WvR mgš^‡qi `iKvi †bB| ZeyI ¸iæZi hK…Z weKj †ivMx‡`i †¶‡Î e¨env‡ii mgq mveavbZv 
Aej¤^b Kiv DwPZ|

msi¶Y 

Av‡jv †_‡K `~‡i, VvÛv I ïK‡bv ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb|

c¨v‡KwRs

widv· (200) U¨ve‡jU: cÖwZwU evwYwR¨K †gvo‡K Av‡Q 24 wU U¨ve‡jU A¨vjy-A¨vjy weø÷v‡i|

widv· (550) U¨ve‡jU: cÖwZwU evwYwR¨K †gvo‡K Av‡Q 12 wU U¨ve‡jU A¨vjy-A¨vjy weø÷v‡i|

widvw·wgb

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wjwg‡UW
fvjyKv, gqgbwmsn, evsjv‡`k


