
 

BACKGROUND INFORMATION ON ZYH1 

 

ZYH1 is a novel predominately PPAR α agonist. It is expected to favorably modulate 

lipid and glucose profile and ameliorate insulin resistance. Zydus Research Center, a 

research wing of CHL has carried out extensive pre-clinical studies with ZYH1 using 

various animal models favorably modulated the lipid & glucose profile. It was found to 

have superior or equivalent safety and efficacy profile compared to marketed fibrates or 

TZDs in pre-clinical studies. 
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;sdfoyfehcf1 oR p<TAmya[, Emmfpdfd pipi"~rf αααα 'tira[taKmf. 
`T    lipidf mbfBmf KQEkasf p<era#AplfkAq catkmak mdfDpfpDtfti 
;[fCli[f 'tirfpfAp cIrakfKmf '[fB 'tirfparfkfkpf pDkibT. 
ciehcf'lfli[f ~rayfcfci `Ampfpa[ Ajdsf ~rayfcfci Amymf 
;sdfoyfehcf1 mRnfAt vilgfK vFvgfkqi[f mIT epriy `qvilf 
ndtftiy mRtfTv M[f[ayfv<kqilf, `T  lipidf mbfBmf KQEkasf 
p<era#AplfkAq cIrakfkiy<qfqT. `nft mRtfTv M[f[ayfv<kqilf `T, 
tbfcmymf cnfAtyilf kiAdkfKmf #AppfErdfDkqf `lflT F;sdfF 
~kiybfAb vid uyrfva[takv<mf `Et `qvilf paTkapfp< mbfBmf py[f 
uqfqtakv<mf k]fdbiypfpdfDqfqT.  

 

 

From preclinical studies and Phase I trial, it appeared that ZYH1 had a promising safety 

and efficacy profile. 

 
mRtfTv M[f[ayfv<kqiliRnfTmf, Mtlf kdfd priEcatA[yiLmf 
;sdfoyfehcf1 pirkacma[ paTkapfp< mbfBmf py{qfq t[fAmkAqpf 
epbfbiRpfptaktf etrinftT.  

 

In Phase I trials in healthy human volunteers, ZYH1 was found to be well tolerated in 

single and multiple dose studies without any serious side effects. 

 
Mtlf kdfdpf priEcatA[yilf ~Erakfkiyma[ t[f[arfv< nprfkqidmf 
ndtftpfpdfd EcatA[yilf ;sdfoyfehcf1 o[fB mbfBmf `tbfK 
Embfpdfd `qv<kqilf `paykrma[ pkfk viAqv<kqf "Tmi[fbi nlfl 
MAbyilf ckitfTkf ekaqfqpfpdfdtak k]fD piFkfkpfpdfDqfqT.  
 

 

 

 

 

 

 

 



 

Phase II study to evaluate the efficacy and safety of ZYH1 on the lipid and glucose 

profile was conducted in dyslipidemic subjects with no diabetes, diabetes and subjects 

with impaired glucose tolerance test.  

 
nIriziv< Enay<d[f ;A]nft Fsflipiedmiya EnayaqikqidMmf, nIriziv< 
EnayaqikqidMmf mbfBmf KQEkasf ckipfp<tf t[fAm Ekaqaba[ 
EnayaqikqidMmf lipidf mbfBmf KQEkasf p<era#Aplfkqilf 
;sdfoyfehcf1 mRnfti[f py[f mbfBmf paTkapfp< ;r]fdamf kdfd 
~yfvilf mtipfpID ecyfypfpdfdT.  
 

 

Thus, based on the above hypotheses and the results of phase II, we now propose to 

undertake a multi-centric, prospective, randomized, double blind Phase III study to assess 

the effects of 2mg & 4mg of ZYH1 compared to placebo in hypertriglyceridemia not 

controlled with statin therapy in type 2 diabetes mellitus. 

 
;vfvaB, Embfk]fd `Nma[gfkqff mbfBmf ;r]fdamf kdfd MFv<kqi[f 
`FpfpAdyilf tbfEpaT nagfkqf ;r]fdamf vAk nIriziv< Enay<d[f 
etadrfp<Ady sfEdF[alf kdfDpfpDtftpf pdat    Ahprf FAr kiqicrf 
edmiyav<kfka[ cikicfAcya[ piEqsfEpav<d[f opfpiDmfEpaT    2 milfli kiramf 
mbfBmf 4 milflikiramf ;sdfoyfejhcf1 mRnfti[f     paTkapfp< mbfBmf py[f  
pbfbiy oR pl AmyMqfq, 'tirfkal EnakfkMqfq Etarayma[, ;R MA[ 
mZkfkpfpdfd ~yfv< o[fAb ndtft tidfdmidfDqfEqamf.  

 

Many recent studies showed that statin or fibrate monotherapies can improve the lipid 

profile in patients with type 2 diabetes and combined hyperlipidemia; however, these 

affect different aspects of lipoprotein metabolism. The statin-fibrate regimen has not been 

widely adopted because of the concern about side effects, mainly myopathy. But, a 

combination therapy is a very effective therapeutic approach for patients with type 2 

diabetes and combined hyperlipidemia. 

 
;r]fdamf vAk nIriziv< `lflT ;A]nft Ahprflipiedmiya uqfq 
Enayaqikqi[f lipidf p<era#ApAl sfEdF[f `lflT Ap#pfErdf maE[a 
cikicfAckqf EmmfpDtft ;yLmf '[fB cmIptftiy ~rayfcfcikqf kadfFy<qfq[. 
;Rpfpi{mf ;Av lipfEpa p<rttfti[f vqrfciAt mabfbtfti[f plfEvB 
niAkAqpf patikfki[fb[.sfEdF[f Ap#pfErdf tidfdmf prvlak `gfkIkrikfkpf 
pdvilfAl. kar]mf, `vbfbalf viAqy<mf pkfk viAqv<kqf. Kbipfpakkf kidfdpf 
parfAvkf EkaqaB. ~[alf, oR PdfD cikicfAc ;r]fdamf vAk nIriziv< 
`lflT ;A]nft Ahprflipiedmiya uqfq EnayaqikQkfK miKnft tib{qfq 
oR cikicfAc MAbyak uqfqT.  

 


