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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentraticn versus Actual Time in'Linear Scale (for Total T3 Values)
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Test: 600 pg (3*200 ng tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 png tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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@:Subjects excluded from PK Population;
Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.

Source: Table 16.2.5.3
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@:Subjects excluded from PK Population;

Test: 600 pg {3*200 pg tablets) levothyroxine new Tormulation.
Reference: 600 pg (3*200 ug tablets) levothyroxine old Fformulation.
Source: Table 16.2.5.3
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@:Subjects excluded from PX Population;
Test: 600 pg (3*Z00 ug tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets] levothyroxine old formulation.

Source: Table 16.2.5.3
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@:5ubjects excluded from PK Populaticn;
Test: 600 ug (3*200 ng tablets) levothyroxine new formulation.
Reference: 600 ng {3*200 pg tablets) levothyroxine old formulation.
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8:5ubjects excluded from PK Population;
Test: 600 pg (3*200 pg tablets) levothyroxine new formulatlon.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
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8:Subjects excluded from PK Populaticonm;
Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.

Reference: 600 ug
Source: Table 16.2.5.3
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Test: 600 pg (3*200 ng tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3 :
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@:Subjects excluded from PK Population;
Test: 600 pg {3*200 pg tablets) levothyroxine new formulaticn.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.

Source: Table 16€.2.5.3
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@:Subjects excluded from PK Population;
Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation,
Source: Table 16.2.5.3
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@:Subjects excluded from PK Population;

Test: 600 pg (3*200 pg tablets} levothyroxine new formulaticn.
Reference: 600 pg {3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3

/project24/ep/blinded/e210899_merc/stats/versioncontrel/primary/scripts/program/main/TFL programs/Figures/Figure

15.4.2.11.3a8
11DECZ2014 00:01

Document No.0900babeB0&5bbd6 v1.0 CONFIDENTIAL
INFORMATION 1215/1628 b




Levothyroxine Bioequiv EMR200125-001 Page 1216 of 1628 Wation vs. old formulation
EMR 200125-001
Merck Seronc Page 27 of 216
Confidential

EMR 200125-001
Figurae 15.4.2.11 Concentration-Time Profiles: Individual concentration versus Actual Time in Linear Scale {for Total 73 Values)

{safety Population}
Subject ID/Random Number:

1.8 4
1.6 5
1.4
T 124
£
~
on
c
s 1.0 4 . & »
2 ; P . .
—
g +
& —e
S 0B
0.6
0.4 4
0.2+
T T T T T T T T T T T T T 1 T T T T ) T T T T T T T T T T i T T T T T T T T T
-0 2 4 8 8 1 1 1 2 3 4 7
2 D2 B 4 8 B 2
Time Point {h)
Treatment: 8 Test 44— Reference

@:Subjects excluded from PK Population;
Test: 600 pg (3*200 ug tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 ng tablets) levothyroxine old formulatien.

Source: Table 16.2.5.3
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@:Subjects excluded from PK Population;

Test: 600 pg {3*200 pg tablets} levethyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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@:Subjects excluded from PK Populatiomn;
Test: 600 pg (3*200 pg tablets) levothyrozine new formulation,
Reference: 600 pg (3*200 ng tablets) levothyroxine old formulation.

Source: Table 1£.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale {for Total T3 Values)
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@:Subjects excluded from PX Population;

Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Refererce: 600 pg (3*2Z00 pg tablets) levothyroxine old fermulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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Figure 15.4.2,11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)

{Safety Population)

Subject ID/Random Number:

1.8 5
16 -
1.4
T2
£ /
et Ee—————
}1 /‘/ L_ﬁ—‘hhﬂ___ * °
C . B
w0 . =
[l /
s
2 08
0.6 5
0.4 4
0.2 4
T T T T T T 1 T T T T T T T T T T T T T T T T T T ¥ 1 T T T T T T ] T T T 1
-0 2 486 B 11 1 2 3 4 7
2 D 2 8 4 6 B 2
Time Point {h)
Treatment: > Test +—4—% Reference

@:Subjects excluded from PK Population;

Test: 600 pg (3*200 pg tablets) levothyroxine new formulatiocn.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Seale (for Total T3 Values)
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@:8ubjects excluded from FK Population;
Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg {3*200 pg tablets) levothyroxine old formulation.

Source: Table 16.2.5.3
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@:Subjects excluded from PK Population:

Test: 800 ng (3*200 pg tablets) levothyrexine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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R:Subjects excluded from FK Pcpulation;
Test: 600 pg (3*2H0 pg tablets) levothyroxine new formulation.
Reference: 600 pg [3*200 pg tablets) levothyroxine old formulation.

Source: Table 18.2.3.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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E@:Subjects excluded from PK Population;

Test: 600 pg (3%200 ng tablets)
Reference:
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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@:Subjects excluded from PK Pepulation;
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Scurce: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Tinme Profiles: Individual Concentraticn versus Actual Time in Linear Scale {for Total T3 Values)
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Reference: 600 ug (3*200 pg tablets) levethyroxine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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@:8ubjects excluded from PK Population;

Test: 600 pg (3*200 png tablets} levothyroxine new formulation.
Reference: 600 pg {3*200 pg tablets) levothyroxzine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale {(for Total T3 Values)
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@:3ubjects excluded from PK Populatiorn;

Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets} levothyroxine old formulation.
Source: Table 16.2.%.3
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Figure 15.4.2,11 Concentration~Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values}
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@:Subjects excluded from PK Populationy

Test: 600 pg (3*200 ug tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 ng tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Congentration-Time Profiles: Individual Concentration versus Actuval Time in Linear Scale (for Total T3 Values)
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:Subjects excluded from PK Population;
Test: 600 ng [3*200 pg tablets) levothyroxine new formulation,
Raference: 600 png (3*200 pg tablets) levothyroxine old formulation.

Scurce: Takle 16,2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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#:Subjects excluded from PK Population:
Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 ug tablets) levothyroxine old formulation.

Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individueal Concentraticn versus Actual Time in Linear 8cale (for Total T3 Values)
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8:5ubjects excluded from PK Population;

Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine ¢ld formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentraticn-Time Profiles: Individual Concentration versus Actual Time in Linear Scale {for Total T3 Values)
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@:5ubjects exciluded from PK Population;
Test: 600 pg [3*200 pg tablets) levothyroxine mew formulation.
Reference: 600 ng (3*200 pg tablets) levothyroxine old formulation.

Source: Table 1£.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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@:Subjects excluded from PK Population;

Test: 600 pg (3*200 pg tablets) levothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets} levothyrexine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Profiles; Individual Concentration versus Actual Time in Linear Scale (fer Total T3 Values)
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Figure 15.4,2.11 Concentratien-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
{Safety Population)

Subject ID/Random Number:

184
1.6 |
1.4
01z
£ ‘
——® :
5 \ .
= oA — - f_cﬂﬁ:ﬂﬂ
M & ,_______,—-——f_'"'
[ + +
i3] .
3
2 08
0.6
0.4
0.2
T ¥ T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T
-0 2 4 8 B 11 1 Z 3 4 7
2 o2 g 4 B B 2
Time Paint (h)
Treatment: [ o= o Test 444 Reference
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Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.
Source: Table 16.2.5.3
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Figure 15.4.2,11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total ¥3 Values)
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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Tast: 800 pg (3*200 pg tablets} levcothyroxine new formulation.
Reference: 600 pg (3*200 pg tablets) levothyroxine old formulation.

Source: Table 16.2.5.3
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Figure 15.4.2.11 Concentration-Time Proefiles: Individual Concentration versus Actual Time in Linear Scale {for Tatal T3 Values)
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Figure 15.4.2.11 Concentration-Time Profiles: Irdivideal Concentration versus Actual Time in Linear Scale {for Total T3 Values)
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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Figure 15.4.2.11 Concentration-Time Profiles: Individual Concentration versus Actual Time in Linear Scale (for Total T3 Values)
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Figurs 15.4.2.11 Concentration-Time Profiles: Individual Concentration versug Actual Time in Linear Scale (for Total T3 Values)
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