
120 mm X 310 mm

Composition
Remeliv ®  60 tablet: Each coated tablet contains Resmetirom INN 60 mg.
Remeliv ® 80 tablet: Each coated tablet contains Resmetirom INN 80 mg.
Remeliv ® 100 tablet: Each coated tablet contains Resmetirom INN 100 mg

Pharmacology 
Remeliv ® is a preparation of Resmetirom which is a partial agonist of the thyroid hormone 
receptor-beta (THR-β). THR-β is the major form of THR in the liver and stimulation of THR-β in 
the liver reduces intrahepatic triglycerides. Moreover, actions of thyroid hormone outside the 
liver, including in heart and bone are largely mediated through THR-α.

Indication 
Remeliv ® is indicated in conjunction with diet and exercise for the treatment of adults with 
noncirrhotic nonalcoholic steatohepatitis (NASH) with moderate to advanced liver fibrosis.

Dose and administration 
Route of administration: Remeliv ® should be taken in oral route with or without food.
The recommended dosage of Remeliv ® is based on actual body weight. For patients weighing: 
<100 kg, the recommended dosage is 80 mg orally once daily.
≥100 kg, the recommended dosage is 100 mg orally once daily.
Hepatic impairment
Remeliv ® should be avoided in patients with decompensated cirrhosis (consistent with moderate 
to severe hepatic impairment). Moderate or severe hepatic impairment (Child- Pugh Class B or C) 
increases resmetirom Cmax and AUC of Remeliv ®, which may increase the risk of adverse 
reactions. The safety and effectiveness of Remeliv ® have not been established in patients with 
NASH cirrhosis.
  
Contraindication 
It is contraindicated in patients with history of known hypersensitivity to resmetirom or any other 
components of this product. 

Warning and precaution
Patients should be monitored during treatment for changes in liver function tests and for 
symptoms and signs of hepatotoxicity. If hepatotoxicity is suspected, resmetirom administration 
should be discontinued. Cholelithiasis, acute cholecystitis and obstructive pancreatitis  are 
observed more often in resmetirom treated patients. Caution should be taken.

Side effects
The most common side effects are diarrhea, itching, vomiting, constipation, nausea, abdominal 
pain and dizziness.

Use in pregnancy and lactation
Pregnancy: There are no well controlled studies of pregnant women exposed to resmetirom of 
a drug-associated risk of major birth defects, miscarriage or adverse maternal or fetal outcomes. 
Resmetirom should be avoided during pregnancy.
Lactation: There is no information on the effects of resmetirom on milk production. The 
developmental and health benefits of breastfeeding should be considered along with the 
mother’s clinical need for resmetirom and any potential adverse effects on the breastfed child 
from resmetirom or from the mother’s underlying condition.

Use in children and adolescents
The safety and efficacy of resmetirom in children and adolescents have not been established.

Drug interaction
Drug interaction with medication: Concomitant use of resmetirom with strong CYP2C8 
inhibitors and with OATP1B1 or OATP1B3 inhibitors is not recommended. Resmetirom dosage 
should be reduced if used concomitantly with a moderate CYP2C8 inhibitor as such:
If patient’s weight is <100 kg, the dosage of resmetirom should be reduced to 60 mg once daily.
If patient’s weight is ≥100 kg, the dosage of resmetirom should be reduced to 80 mg once daily. 
Concomitant use of resmetirom with some statins (atorvastatin, pravastatin, rosuvastatin and 
simvastatin) may increase the risk of adverse reactions related to these drugs as resmetirom 
increases plasma concentrations of the drugs. So dosage adjustment is necessary as such:
Rosuvastatin and simvastatin: Limit daily statin dosage to 20 mg.
Pravastatin and atorvastatin: Limit daily statin dosage to 40 mg. 
Drug interaction with food and others: Not applicable.

Overdose  
In the event of overdose, supportive care including close medical supervision and monitoring 
should be provided.

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

Packing
Remeliv ® 60 tablet: Carton of 10 tablets in blister pack.
Remeliv ® 80 tablet: Carton of 10 tablets in blister pack.
Remeliv ® 100 tablet: Carton of 10 tablets in blister pack.
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Dcv`vb
†i‡gwjf   ®  60 U¨ve‡jUt cªwZwU AvewiZ U¨ve‡j‡U Av‡Q †im‡gwUig AvBGbGb 60 wgMªv|
†i‡gwjf   ® 80 U¨ve‡jUt cªwZwU AvewiZ U¨ve‡j‡U Av‡Q †im‡gwUig AvBGbGb 80 wgMªv|
†i‡gwjf   ® 100 U¨ve‡jUt cªwZwU AvewiZ U¨ve‡j‡U Av‡Q †im‡gwUig AvBGbGb 100 wgMªv|

dvg©v‡KvjwR
†i‡gwjf   ® n‡jv †im‡gwUig Øviv ˆZwi hv _vBi‡qW ni‡gvb wi‡mÞi- weUv (THR-β) Gi GKwU cvwk¦©qvj 
G‡Mvwb÷| THR-β n‡jv hK…‡Z THR Gi GKwU ¸iæZ¡c~Y© iƒc Ges hK…‡Z  THR-β ¯^wµq nIqvi Kvi‡Y 
B›Uªv‡ncvwUK UªvBwMømvivBW nªvm cvq| GQvov ü`wcÛ I nvomn hK…‡Zi evwn‡i _vBi‡qW ni‡gv‡bi 
Kvh©KvwiZv eûjvs‡k THR-α Øviv wbqwš¿Z nq|

wb‡`©kbv
†i‡gwjf  ® Lv`¨vf¨vm Ges e¨vqv‡gi cvkvcvwk g„`y ‡_‡K AwaK wjfvi dvB‡eªvwmm mn bbwm‡ivwUK 
bbA¨vj‡KvnwjK w÷‡Uv‡ncvUvBwUm (NASH) †iv‡M AvµvšÍ cªvßeq¯‹‡`i wPwKrmvq wb‡`©wkZ|

‡mebgvÎv I cÖ‡qvMwewa
Ilya MÖn‡Yi c_t †i‡gwjf   ® LvIqvi Av‡M ev c‡i gy‡L MªnY Ki‡Z n‡e| 
†i‡gwjf   ® Gi Aby‡gvw`Z gvÎv kix‡ii IR‡bi wfwË‡Z wba©viY Ki‡Z n‡e  †hme †ivMx‡`i IRbt
<100 †KwR, Zv‡`i †¶‡Î Aby‡gvw`Z gvÎv 80 wgMªv w`‡b GKevi|
≥100 †KwR, Zv‡`i †¶‡Î Aby‡gvw`Z gvÎv 100 wgMªv w`‡b GKevi|

hK„‡Zi AKvh©KvwiZvq
wWK‡¤úb‡m‡UW wm‡ivwm‡m AvµvšÍ †ivMx (hv‡`i ¯’vqx g„`y †_‡K ¸iæZi hK„‡Zi AKvh©KvwiZv i‡q‡Q), 
Zv‡`i †¶‡Î †i‡gwjf   ® Gi e¨envi Gwo‡q Pj‡Z n‡e| g„`y ev ¸iæZi hK…‡Zi AKvh©KvwiZvq (PvBì-wcD 
K¬vm B A_ev C) †i‡gwjf   ® Gi Cmax Ges AUC e„w× cvq, hvi `iæb weiƒc cªwZwµqvi SyuwK e„w× cvq| NASH 
wm‡ivwm‡m †i‡gwjf   ® Gi wbivc` e¨envi I Kvh©KvwiZv cªwZwôZ nqwb|

cªwZwb‡`©kbv
‡hme †ivMx‡`i †im‡gwUig ev GB Ily‡ai Ab¨vb¨ Dcv`v‡bi cªwZ AwZms‡e`bkxjZv i‡q‡Q Zv‡`i †¶‡Î GwU 
cªwZwb‡ ©̀wkZ|  

mveavbZv I m‡PZbZv
wPwKrmv PjvKvjxb mg‡q †ivMx‡`i hK…‡Zi Kvh©KvwiZvi cix¶vq cwieZ©b Ges †ncv‡UvUw·wmwUi j¶Ymg~n 
ch©‡e¶Y Ki‡Z n‡e| †ncv‡UvUw·wmwU cwijw¶Z n‡j †im‡gwUig MªnY eÜ Ki‡Z n‡e| †im‡gwUig MªnYKvix 
†ivMx‡`i †¶‡Î †Kv‡jwjw_qvwmm, GwKDU †Kv‡jwm÷vBwUm Ges Ae÷ªvw±f c¨vbwµqvUvBwUm A‡bK †ewk †`Lv 
hvq| G‡¶‡Î mZK©Zv Aej¤̂b Ki‡Z n‡e|

cvk¦© cªwZwµqv
mvaviY cvk¦© cªwZwµqv¸‡jv n‡jv Wvqwiqv, PyjKvwb, ewg, †KvôKvwVb¨, ewg ewg fve, †cUe¨_v Ges Z›`ªv”QbœZv|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vqt Mf©eZx gwnjv‡`i †¶‡Î †im‡gwUi‡gi e¨envi Ges Gi mv‡_ m¤úwK©Z ¸iæZi Rb¥MZ ÎæwU, 
Mf©cvZ ev gv‡qi ev åƒ‡Yi Dci weiƒc cªwZwµqvi †Kvb mywbw`©ó M‡elYvg~jK Z_¨ cvIqv hvqwb| Mf©ve¯’vq 
†im‡gwUi‡gi e¨envi Gwo‡q Pj‡Z n‡e|

¯Íb¨`vbKv‡jt ‡im‡gwUi‡gi gvZ…`y‡»i Dci †Kvb mywbw`©ó M‡elYvg~jK Z_¨ cvIqv hvqwb| †im‡gwUi‡gi Rb¨ 
gv‡qi wK¬wbK¨vj cª‡qvRbxqZv we‡ePbvi mv‡_ mv‡_ gv‡qi `ya cvbKvix wkïi Dci †im‡gwUig †_‡K ev gv‡qi 
eZ©gvb kvixwiK Ae¯’vi Kvi‡Y m¤¢ve¨ weiƒc cªwZwµqv Ges ¯Íb¨`v‡bi d‡j wkïi weKvk I ¯^v¯’¨MZ 
DcKvwiZvmg~n we‡ePbv Ki‡Z n‡e|

wkï I wK‡kvi‡`i †¶‡Î e¨envi
wkï I wK‡kvi‡`i †¶‡Î †im‡gwUi‡gi wbivc` e¨envi I Kvh©KvwiZv cªwZwôZ nqwb|

Ily‡ai cªwZwµqv
Ab¨ Ily‡ai mv‡_t ‡im‡gwUi‡gi mv‡_ kw³kvjx CYP2C8 BbwnweUim Ges OATP1B1 ev OATP1B3 
BbwnweUim Gi GK‡Î e¨envi wb‡`©wkZ bq| ga¨g CYP2C8 BbwnweUim Gi mv‡_ cª‡qv‡Mi †¶‡Î 
†im‡gwUi‡gi gvÎv wbgœwjwLZfv‡e nªvm Ki‡Z n‡et
‡ivMxi IRb <100 †KwR n‡j †im‡gwUi‡gi nªvmK„Z gvÎv 60 wgMªv w`‡b GKevi|
‡ivMxi IRb ≥100 †KwR n‡j †im‡gwUi‡gi nªvmK„Z gvÎv 80 wgMªv w`‡b GKevi|
‡im‡gwUi‡gi mv‡_ wKQy ÷¨vwUb (‡hgb- G‡UvifvmU¨vwUb, cvifvmU¨vwUb, ‡ivmyfvmU¨vwUb I wmgfvmU¨vwUb) Gi 
GK‡Î cª‡qv‡M Gme Ily‡ai weiƒc cªwZwµqvi SyuwK e„w× cvq KviY †im‡gwUig Gme Ily‡ai cøvRgv NbZ¡ e„w× K‡i| 
G‡¶‡Î wbgœwjwLZ Dcv‡q gvÎv mgš^q Ki‡Z n‡et
‡ivmyfvmU¨vwUb I wmgfvmU¨vwUbt ÷¨vwU‡bi ˆ`wbK gvÎv 20 wgMªv‡Z mxgve× ivL‡Z n‡e| 
cªvfvmU¨vwUb I G‡UvifvmU¨vwUbt ÷¨vwU‡bi ˆ`wbK gvÎv 40 wgMªv‡Z mxgve× ivL‡Z n‡e| 

Lvevi I Ab¨ wKQyi mv‡_t cª‡hvR¨ bq| 

gvÎvwaK¨
gvÎvwa‡K¨i †¶‡Î Dchy³ mnvqK hZœ wb‡Z n‡e Ges †ivMx‡`i wbweofv‡e ch©‡e¶Y Ki‡Z n‡e|

msi¶Y
Av‡jv †_‡K `~‡i, 25°†m. Gi wb‡P I ï®‹ ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb| 

c¨vwKs
†i‡gwjf   ®  60 U¨ve‡jUt cªwZ KvU©y‡b 10 wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq|
†i‡gwjf   ® 80 U¨ve‡jUt cªwZ KvU©y‡b 10 wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq|
†i‡gwjf   ® 100 U¨ve‡jUt cªwZ KvU©y‡b 10 wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq| 
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