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NOl"IASH 
(R e s m e tir o m) 

Tablet 

C«-OSfl10N: 
NOMASH TABLET60MG: 

Eachfilmcoatt!dlablrtoontains: 
Rcsrndw'orn ............................ 60 mg. 

ProductSpecs.: Innovator 

-..sffTABL.ET80WG: 
Eachfitmcoatedlabletoontains: 
Rcssnetirorn ······-··············-··80rng. 

ProductSpecs.: lrinovator 

NOMA.SH TABLET 100116: 

Eachfilm coatedlab&etcontains: 
R�dirom ........ lOOmg. 

ProductSpecs.: Innovator 

INDICAllONS: 

A • 

lJIL!-!l9-' 

Resmetirom ,s a thyroid hormone recepcor-oela (THR--beta) agon,st Indicated 1n con1unction wn:h diet: and exercise for the treatment of N.Jhs with nonarfhotic 
nonak:ohottc steatohepatitis (NASH) with moderate to advanced liverfibro11s (consistent wilh stages F 2  to F3 fibroses). n.s indicatJon 1s approved oodef" eccderated 
approval based on improvement of NASH and fibrosis. Contrlued approval dependent on confirmatOfYtrial results. 

POSOl.OGV: 

n.., .......... -,..._,,, ___ ..,_,,...,...,,..Fo,,....,,........,, 
• <100kg,therecommendeddosageis80mgoraly onceda.ty. 
• l: 100 kg. the recommended dosage1s 100 mgoralyonce daity. 

SPEaAI.POPUUTlONS: 
Paadiatricpop&Ulion: Safety and effectweness in dlildren have not been established. 
GM'iacric:pop&Ulion:Panentsa,ged65.-xioldermayuperiencemoreadversereacuons.thoucjlrffectiYeMSsisunilartoyoungeraduh:s. 
ReMlimpaimNnt"Nodosead,ustment1sneededfor mild ormoderate renal..,.:>airment.Usein�renalknpairment has notbeenstudied. 
��Avoidin deoompensatrdcirmosis(moderatetosevereimpairment). 
M .. hepattc n-c,airmml does not reqURdoseadflJstfflffll. 
Safetyand effectftfleSSinNASHpatimtswrthc:inhosisarenotestablished. 
llody..;ght: H;ghor boc!Jwoight may"""' in lowt!rdrugoxposu�but dosage odjustmmt is not r,quired. 

MEntOO OF-STIIATION: 

• OralUK 
• T ablrts can be administered wath or without food. 

CONTRAINOICATIONS.:Resmetiromiscontraftdicatedinpatientswith ahistory ofhypersensa'lmyto activesubstance ortowryexcipientof theproduct. 

SPEaALW-SANDPRECAllTIDNS FOR USE: 
� 
• Somepatients takingResmetirom maydeYftOl)senousli'ttfprobk!ms. 
• Symptoms to watch for rdude fatigue, nausea. vomrting. pain in the right upper abdomen, ,aundice (yeUowang of skin or eyes), fe-ver; rash. or unusual blood test 

resuhs. 
• lnnftcases,liver enzymes(ALT,AST}andblfirubincannse tow:ryhtghlevels. 
• tf liver problems are suspect� stop talang Resmet:irom immediately and monrtor IM:rtcsts dosdy. 
• Once lwertnts retwn to normal your doctor will carefultyweegh the risks and benefits before deciding If you shoukt restart themed.Cation. 
• tf liver tests do not reti.m to normal further evaluationforMOlfl'VnUOHike liver disease may be needed. 
Gallbladdw-lWMed.AdwtNAumcm: 
• Resmettromm.,N"1Ctease the risk ofgalstones.inflarrmauon ofthe galtbladder(acutecholecystitis),andgalstone-relatedpancrea111is. 
• tf you deYelop upper abdominal pain, nausea. YOmittng. fevet or other signs of gal.,.adder �s. yot.- doctor may temporanly stop Resmetirom and perfonn 

appropriate tests. 
• Treatmentmayresume onoethetSSUeisresotvedandyourdoctorapprovesit. 

DRUG NTBWrnONS: 
flJ,cqtt/Otlte,°"'9S ... -
CYP2C8inflliltiton:Rrsmetiromlevels inaeasewithstrongormoderateCVP2C8inhibitors. 
• Avoid stronginhibnors (e..g.,gernfibrcmf). 
• Reduce dose with moderate inhibitors (e.g .. dopidogrel). 

OATPJ8J(183inhilNIDn:lnaeaseResmet:iromexposure. 
• AYOidusewathO ATPanhibrtors(e.g.,cydosponne). 
_,,,_..,_Drugs: 

Resmeti'om incttasn stabn levels. 
• Lirrit roswastatintsimvastabl to 20 mg daily: atorvastabn/pravastatan to40 mgda.ty. 
CYP2Clsubarala:Resmet .. om(aweakinhitMtor)increasestheir exposure. 
• Monflordoselyfors�strate-relatedadverseeffects. 

FBl111.JTY, PREGNANCY & lACTATlON: 
PNignlnqc There are no or limited amooot of data from the use of Resmttirom in pregnant women. Therefore, Resmetirom should be used during prtgnancy onty if the 
potential benefit ,ustks the potenbal nsk to the foetus. However; there •e nsks to the mo(her and fetus related to underlying maternal NASH with liwrfibrosis, such as 
increased risks of gcstatK>nal diabrtC!S. hypertensive complications. pretmn bsth. and postpartlffl he.monhage. 
._,_t..dng:Theefft'Cts ofResmetiromonabreastfed infant or on mift:producbonareunknown. 

ADVBISEEFFECTS: 
,,_..,,_,__,..,._,__,_.,,. ... of_ 
• HC!pa101oxk:ity 
• Gatl>ladder-rC!fatedadversereacbons 
• txocaria 
• Rash 
• Oianhea 
• Nause!a 
• Pn.ritus 
• Vomiting 
• Constipation 
• Abdominai pawl 
• OiZZWleSS 

PIWIMACOLOGICALPROPBITlES: 
- of ac1ion: Rosmetirom is a partial tt,yro;d hormone receptor-fl (THR-fl) agonist that primarily ta,gets the�-- I t  activates TMR-fl mote suoogly than TllR-a, 
hdpngredlcelMffat(1n1rah<pa1JCtriglycendes)whle limrungactovityintissues ltkethe heanandbone. 

PHARMACOKINET1CPROPERTES: 
-,,.;...: 

• RC!snlrtirom reachHsteadylevelsinl-6days. 
• Peak tevels occur about 4hoursafter a dose. 
• Food has no meaningfuleff<d on ovetallexposu<e but may lowt!r and dday the pealc slightly. 
_,...,, 
• Resmetirom is highly protean-bound (>991.). 
• The8')paf'entvotumC!of distnbutionts68L 
-

• Resmetirom is rnM'llybroken down by the liverenzymeCYP2C8. 
• MGL-3623 is a maprmC!taboitewith • 28-llmt's lowerpotmcy for�tl than Resmetirom. 
Elintinotion: 
About 6n.of the dose asf!brninated., the fecies (mostly as metabolrtes). 
About 2.4'1 is eliminated in thel.rine. 
OntyVf!.r/ smal amounts of unchanged drug•eexaetC!d. 

OVERDOSE; lntheevent ofoverdose.,appropriatC!supportivetreatmer\tshouktbeinitiated accordingtothepatient'sdinicalsignsandsymptoms. 

INSTIIUCTlDNS: 
-Store�JOOC. 
-Protect from heat.sunlight&moist!.ft. 
-Kttp out of the reach o1-... 
-To be sold on theprescripcion of• registered mC!dical practitioner only. 

PRESEJfTA.TlON: 
-ASHTA8l.ET60MG 
-ASHTA8l.ET80MG 
NOMIA.SHTABI.ET 1 OD MG 

MlftUl'acM«tby: 

Pocl<of 3 x 1 OUlblets. 
PackoflxlOtabtet:s. 
Packoflx lOtablets. 

WinnaPNiflMCftltalllsPvt.Ud. 
PlolNo.121.Sundlt�nal�RMl'lndMolld,Lahofe,P.....,_ 
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