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" Your Patients Now Have A Bioeyuivalent

Alternative To Synthroid® And Levoxyl®.

'he Summary Results of the Biostudy are Below:

Title:

Objdctive:

Study Design:

-~

R

Mell}ods:

Reauflts:

Sondoz Levothyroxine (A) vs Synthroid® (8)
Rafigs of LSM (A/B)% (90% Confidence Intervals) (ANGVA]

Study Synopsis

Compoarative, Randomized, Single-Dose, 2-Way Crossover Bloovailability Sty of Synthroid® os well as Sendoz

Levothyroxine ond Levoxyl® 300 meg Levolhyroxine Sodium Tablels in Healthy Adull Voluniesrs Under Fasting
Condilions Following Administration of g 600 mcg Dose, ¢

The objective of this study was 1o compare the single<dose relotive bioavailability of Synthrold® ot well as Sandoz
Levolhyroxine and Levexyl® 300meg levothyroxine sodivm tablets under kasting condilions following a 600 mcg dose.

Opendabsl, randomized, singledose, 2away crossover bicavailability study performed in 24 healthy adult volunleers
and 4 cltsrnatez {19 moles and $ females). A total of 26 subjects {17 males and § females) completed the crossover
for the study comporing Synthreld®and Sandoz Levothyroxine. A tatal of 27 subjects {19 females ond 8 males)

completed the crossover for the shudy comparing Sandoz Levothyroxine and Lavoxyl®. Each dose was seporcted by
c washout period of 35 days.

The AUC 0-72, AUC 048, AUC 024, Cmax ond Imox pharmacckinellc paremelers wers calculoled for baseline-
odjusted and levothyroxine (Total T4 ). Analyals of variance [ANOVA] and anclysis of covarionce (ANCOVA) were

performed on the Indranstormed baseline-adjusted pharmacekinetic poromaters AUC 0-24, AUC 048, AUC 0-72
and Cmex,

The pharmacokinalic resulis are listed below for Totol T4 in serum:

Sandoz Levothyrexine [A) v Levoxy!® (B)

.Sondoz Levothyroxine {A) vs Synihroid® {8)
Roligs of LSM (A/B)% {90% Confidence Intervols) (ANCOVYA)

Congelusions:

Raiios of LSM (A/B)% (90% Confidence Intervals) [ANOVA)

Paromwler Toral T, = Dasaline Adusied Paramuler Tetal T4 = Bansline Adjusted
AUC 024 111,2% (103.9. 119.4%) AUC 024 $9,6% (90,5 « 109.4%)
AUC 048 112.5% 103.3 - 122.5% AUC 08 $7.7% [87.8 - \00.8%)
AUC 072 109.7% {100.8 - 119,4%) aUC 072 97.0% {85.3 - 116.4%])
Cmcs 107.9% {100,9 - 115.4%) Camx 10},4% (98,0 . 108.3%)

Sandoz Levolhyroxine (A) vs Levoxyl® (B)

Raties of LSM (A/B)% {90% Cenfidence Intervals) (ANCOVA)

Paromsier Tole| T = Bosaline Adjusmd Parameter Total 1, - Dasaline Adjuned
AUC 024 110.9% [103.0.+ 118.1%) AUC 024 $2.2% {90.1 - 102.3%)
AlC 048 111.1% (102.8.. 120.1%) AUC 048 P4A% (07.3 - 1084%)
ALC 072 108.2% {100.4 . 116.7%) AUC 072 95.1% (85.1 - 106.9%)
Cmax 108.2% {101.0 .+ 116.0%) Cmax 101.1% (94,4 - 100.0%)

RE CES

From the ANOVA and the ANCOVA, the ralios cf leashsquares means and 90% confidence intervals derived from

the anolysis of tha Indransformed baseline-adjusted pharmacokinetic porametars AUC 0-24, AUC 0«48, AUC 0-72
and Cmax for Total T4 ware within the B0-125% FDA occeplance range.

Results showed that the ratics of leastequare means and 90% confidence intervols ware olsc within the 80-125% FOA
usval acceplance ronge. Bazed on these results, the Synthroid® and Sandoz Levothyrexine, and the Sandez

Levothyroxine and Levexy!® 300 mcg levolhyroxine sedium tablals are bicequivalent under fasting conditions,
following o 600 meg oral dose.
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ROXINE TO SYNTHROID®
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COMPARING SANDOZ LEVOTHYROXINE TO LEVOXYL®
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Aljpererd Myem Ooosurty atian frg/fend

Sandoz LevolhyroXine has been eveluaied by the Food and Drug Administration ond has been opproved for markating
) FDA Is selishied thal it is sale, eHeclive and therapaulically equivalenl lo Synthroid® ond Levoxyt®.

Plecia sas lull presedbing Information in pocket,




