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ummary Results of the w Biostudy are Below: 
Study Synopsis 

Tiilc Comporativtr, Randomized, SingleDome, l-Way C~,uover RIaovailability Srudy of Synthroid” as well as Sandoz 
Levothyrosine ond Le~oxyl’ 300 mcg Levothyroxine Sodium Tablets in Healthy Adult Volunrssr~ Under Fasting 
Condilions Following Adminirkation of o 600 mcg DOW, .’ 
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ivfx The ~b\calve of his study was to compore the sin&dose relative bioavailabtlity of Syn&roId@ OS well 05 Sondo 
Levolhyroxlns and Iwoxyl” 3OOmcg levothyroxina sodium tablets under haa,rlng condifiotu follovlng a 600 mcg dose.. 

Design: Open-label, randomized, btngldose, 2-y croasever bioavoilobili~ study performed in 24 healthy adult volunteers 
and 1 oltemokes (19 males and 9 femoles). A total of 26 subjects (17 males and 9 females) completed the crossover 
for the study campodn~ Synthrotd@and San&z Levothyrqxine. A rotal OF 27 subjects (19 females and 8 motes) 
completed the crossover for Ihe study comparing Sandor lwothyroxine and Levoxyl”. Each dose war soparared by 
o washovt period of 35 day% 

ds: The AUC O-72, AUC O-48, AUC @2d, Cmox and trnox phormacoklnetlc poramettis were colculated for baseline 
odjuued ond levothyroxine (Total 14 ). 4nolyala of variance (ANOVA] and analysis of covoriar~cr (ANCOVA) were 
performed on the In-transformed bareltn~dju~lsd pharmacokinetic poramahn AUC Q24, AUC Odg, AUC O-72 
and Cmox, 

I: The pharmacok;ne~lc rerul~s are IUed below forT&al T4 in serum: 

Sandoz levothyroxlne (A) vs Synthraid@ (8) 
of LSM (A/B)% (90% Confidertee hWJ\b) (ANOVA] 

Sondoz Levolhyroxlne (A) vs Levoxy(@ (B) 
Ratios OF LSM (A/B)% (90% Confidence Interval4 IANOVA) 

Sandor Levothyraxine (A) VI SynlhroidQ (E) 
of I.34 (A/B)% (90% Confidence lntesvalsl (NKOVA) 

Sondor lavohyroxine (A) *s Levo~y(’ (Bl 
Rallor of LSM (4/B)% (90% Confidehce Ink&r) (ANCOVA) 

lurlon~ From Ihe ANOVA ond the AMOVA, the ratios of leaakquare6 moans and 90% confidence intervals derived from 
Ihe analysis OF the In-!mnsformed baselinwdjurtrd pharmacokineb parameters AUC O-24, AUC ode, AUC G.12 
ond Cmox fur Total T4 wore wlthin the 90.125% FDA acceplance ronge. 

Rez.ults showed that the mtior o! lea&square rneons and 90% confidence inter& were OLO wllhln the 8042SX FDA 
usual acceptance range. Based on these nrulrs, the Synthmide and Sandoz Levolhyroxine, and the Sandor 
Levolhyrorins and LevoxyP 300 mcg tevolhyroxlne sodium tablets are bioequivalent under fasting cosditionr, 
Allowing a 600 neg oral dose. 
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Sondor Lerolhyr&w har boon walualed by Ihr Food and DN~ Admlnbtrarlon ond bar been oppmmd for matieGng. 
FDA Ii &fed Thor it is rate, effectivr and thwopeuW!y equiwlenl IO Synthroid’ and LwoM$‘. 
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Ploom wo full pmdbii lnlonnation in pocket, 


