Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: & to <13

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group

Protocols S$96001.02, 596002.01 and $96001.02UK

All Treated Patients

Page 1
S.VSGN 13FEB98 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Baseline Visit Baseline Change
Supine Systolic Blood Pressure (mmHg)
Basel ine ]
N ' 50 20
MEAN 100.2 100.0
SEM 2.00 3.12
MEDIAN 100.90 100.5
MIN
MAX ,
One Minute Post-therapy
N 50 S0 20 (]
MEAN 100.2 103.7 100.0 5.6
SEM 2.00 1.79 3.12 2.3%
MEDIAN 100.0 103.0 100.5 3.0
MIN
MAX [
Five Ninutes Post-therapy
N 50 50 20 20 20
MEAN 100.2 101.4 100.0 100.6 0.6
SEM 2.00 1.86 3.12 3.66 1.60
MEDIAN 100,0 100.5 100.5 101.0 1.5
MIN
MAX —
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88¢

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 4 to <13

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group

Pratocols $96001.02, $96002.01 and $96001.02uK

ALl Treated Patients

Page 2
S.VSGN 13FEBO8 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCl/
1:100,000 Epinephrine

Baseline Visit Change fgaseline Visit Change
Post Dental Procedure

N 50 50 50 20 20 20
MEAN 100.2 103.5 3.3 100.0 103.1 3.1
SEM 2.00 1.85 1.38 312 2.95 1.64
MEDIAN 100.0 101.5 1.5 100.5 102.5 2.0
MIN
MAK —




68¢

Articaine HCl (Deproco, lnc.)

Safety Summary

Age Group: 13 to <65

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and $96001.02uK

All Treated Patients

Page 3
S.VSGN 13FEBYB 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Basel ine Visit Change Basel ine Visit Change
Supine Systolic Blood Pressure (mmHg)
Baseline
N 78 396
MEAN 121.0 120.3
SEM 0.56 0.78
MEDIAN 120.0 120.0
MIN
HAK m ,
One Minute Post-therapy
N 778 778 778 396 396 396
MEAN 121.0 120.4 -0.4 120.3 120.3 -0.0
SEM 0.56 0.56 0.38 0.78 0.79 0.61
MEDIAN 120.0 120.0 0.0 120.0 120.,0 0.0
NIN - i T
MAX
Five Minutes Post-therapy .
N 776 : 776 776 396 396 396
MEAN 120.9 118.5 -2.4 120.3 119.3 -1.1
SEN 0.56 0.55 0.42 0.78 0.86 ¢.67
MED | AN 120.0 118.0 -2.0 120.0 118.0 -2.0
MIN T
MAX ’—_-l"
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <45

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group

Protocols $96001,02, $96002.01 and $96001.02UK

All Treated Patients

Page &
S.VSGN 13FEBY8 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine KCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 7 7T 7 396 396 396
MEAN 120.9 120.5 -0.4 120.3 120.2 -0.2
SEM 0.56 0.57 0.42 0.78 0.79 0.60
MEDIAN 120.0 119.0 0.0 120.0 118.0 0.0
MIR '
MAX
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Articaine HCl (Deproco, Inc.}

Safety Summary

Age Group: 65 to <75

"Page 5
S.VSGN 13FEB98 15:58

Table 4.9.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols S96001.02, 594002.01 and S$96001.02uK
All Treated Patients

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change Baseline Visit Change
Supine Systolic Blood Pressure {mmig)
Basetine
N 43 23
MEAN 139.5 138.6
SEM 2.45 .77
MEDIAN 140.0 138.0
MIN
MAX B ’
One Mirnute Post-therapy
N 43 43 43 21 2% 21
MEAN 139.5 138.4 -1.1 139.9 141.3 1.4
SEM 2.45 2.58 2.02 4.01 4.98 3.02
HED1AN 140.0 138.0 1.0 138.0 135.0 3.0
MIN
MAX — e,
Five Minutes Post-therapy
[ ] 43 : 43 43 22 22 22
MEAN 139.5 137.3 -2.3 139.0 135.5 -3.5 ‘
SEM 2.45 2.70 2.16 3.93 3.72 3.42
MEDIAN 140.0 © 138.0 0.0 138.0 127.5 -0.5
MIN
HAX . —




[AT4

Articaine KCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Page &
S.VSGN TIFEB?8 15:58

Table 4,1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols 596001,02, $96002.01 and 596001.02UK
All Treated Patients

4X Articaine HCL/ 2% Lidocaine HCL/
$:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit - Change
Post Dental Procedure

N 43 43 43 22 22 22
MEAN 139.5 139.1 -0.5 139.5 141.1 1.6
SEM 2.45 3.22 2.58 3.85 .14 2.8
MEDJAN 140.0 140.0 0.0 138.0 144.0 1.0
MIN
HA! Mg el
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Articaine HCl (Deproco, Inc.}

Safety Summary

Age Group: >=75

Table 4,1.2

Page 7

S.VSGN 13FEB9S 15:58

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols 596001.02, $96002.01 and 596001.02UK

AlLL Treated Patients

4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Vigit Change faseline Visit Change
Supine Systolic Blood Pressure {mmHg)
Baseline
N " 4
MEAN 142.0 144.8
SEM 6.38 9.0%
MEDIAN 140.0 149.5
MIN
mx \ '
One Winute Post-therapy
N 1 121 1 4 4 4
MEAN 142.0 142.1 0.1 144.8 147.0 2.3
SEM 6.38 5.40 3.57 9.01 6.42 31.33
MEDIAN 140.0 143.0 1.0 149.5 148.5 2.5
MIN
MAX - —
Five Minutes Post-therapy
N 1% . 1 11 4 4 4
MEAN 142.0 141.5 -0.5 144.8 145.5 0.8
SEM 6.38 4.65 4.57 9.01 8.80 1.89
MEDIAN 140.0 143.0 6.0 149.5 151.0 0.0
MAX

e ———
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Articaine HCl (Deproco, Inc.)

Safety Summary

Age Group: >=75

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and $954001.02UK
All Treated Patients

Page 8
S.VSGN 13FEBYB 15:58

4X Articaine HCLl/
1:100,000 Epinephrine

Visit

2% Lidocaine HCl/
1:100,000 Epinephrine

Post Dental Procedure
N
MEAN
SEM
MED AN
MIN
MAX

11
137.8
5.60
145.0

Basel ine Visit Change
4 [3 4
144 .8 149.5 4.8

9.0% ?.95 6.52
149.5 155.0 Z.q
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Articaine HCl (Deproce, Inc.) Page 9
Sefety Summary S.VSGN 13FEBYE 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, §96002.01 and S96001,02UK
All Treated Patients

Age Group: & to <13

4% Articaine HCL/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Supine Diastolic Blood Pressure (mmig)

Basel ine
N : 50
MEAN 64,
‘ 1
[.1]

o N

SEM
MEDIAN
MIN

HAX ,

o

One Minute Post-therapy
N S0

MEAN 66,
1
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Five Minutes Post-therapy
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Articaine HCl (Deproco, Inc.)

Page 10
Safety Summary

5.VSGN 13FEBSA 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $946001.02, 596002.0%1 and 596001.02UK
All Treated Patients

Age Group: & to <13

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 50 S0 S0 20 20 20
NEAN 64,6 67.1 2.5 65.8 64.2 -1.6
SEM ' 1.68 1.62 1.20 2.76 3.19 2.15
MEDEAN &6.0 68.0 . 2.0 67.0 64.0 -2.5
MIN
MAX

962

—



JAT4

Articaine HCL (Deproco, Inc.)
Safety Summary

Table 4.1.2

Summary of Mean Change From Baseline in vital Signs by Age Group

Protocols $96001.02, 594002.01 and $96001.02UK

All Treated Patients

Age Group: 13 to <65

Page N
S.VSGN 13FEB98 15:58

4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline visit Change Baseline Visit Change
Supine Diastolic Blood Pressure (nmitg)
Baseline
N ! 778 396
MEAN 74.7 74.2
SEM : 0.39 0.53
MED JAN 74.0 3.0
MIN
MAX — ]
One Minute Post-therapy
N 778 778 778 395 39 39
MEAN 74.7 73.0 -1.7 74.2 73.0 -1.2
SEM 0.39 0.37 0.28 0.53 0.55 b.44
MEDIAN 74.0 72.0 -1.0 73.0 72.0 1.0
MIN
MAX I
five Minutes Post-therapy
N 776 776 776 396 396 396
MEAN 74.7 ‘ 71.2 -3.5 74.2 .2 -3.0 .
SEM 0.39 0.40 0.3 0.53 0.54 0.43
MEDIAN 74.0 70.0 -3.0 73.0 70.0 -2.5
KIN
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Articaine HCt (Deproco, Inc.)
Safety Summary

Age Group: 13 to <45

_Page 12
5.VSGN 13FEB9B 15:58

Table 4,1.2
Summary of Mean Change from Baseline in Vital Signs by Age Group
Protocols S94001.02, $956002.01 and $96001.02UK
All Treated Patients

4% Articaine HCL/ 2% Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change Basel ine Visit Change
Post Dental Procedure

N tigs (124 77 396 396 398
MEAN 4.6 741 -0.6 74.2 74.8 0.6
SEM 0.39 0.41 0.32 0.53 0.58 0.48
MED1AN 74.0 73.0 0.0 73.0 74.0 0.0
MIN
HAX

J—
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Articaine HCl (Deproco, Inc.)

Safety Summary

Age Group: &5 to <75

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group

Protocols $96001.02, $96002.01 and $96001.02UK

All Treated Patients

Page 13
$.VSGN 13FEB98 15:58

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Supine Diastolic Blood Pressure {mmig)
Paseline
N 43 23
MEAN 7.8 79.6
SEM $.35 1.68
MEDIAN 7.0 80.0
MIN
NAX —— '
One Minute Post-therapy
N 43 43 43 21 21 2t
MEAN 7.8 76.1 -1.7 79.6 7.6 -2.0
SEM 1.35 1.39 1.28 1.84 2.04 1,83
MED]AN 7.0 6.0 -2.0 81.0 7.0 0.0
MIN o
MAX S
five Ninutes Post-therapy
N 43 43 43 22 22 22
MEAN 7.8 72.9 -4.9 7¢.6 7.2 4.4 I
SEM 1.35% 1.52 1.18 1.76 1.98 1.93
MEDIAN 77.0 70.0 -6.0 80.5 7.0 -2.5
MIN o T
MAX s ——
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Page 14
$.YSGN 13FEB9B 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, S96002.01 and $946001.02UK
ALl Treated Patients

4% Articaine HCL/ 2% Lidocaine NCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Basel ine Visit Change Baseline Visit change
Post Dentai Procedure

N 43 43 43 22 22 22
MEAN 77.8 76.7 -1.1 79.5 78.5 -1.1
SEM 1.35 1.52 1.39 1.76 2.25 1.73
MED 1 AN 7.0 78.0 2.0 80.5 7.5 0.0
MIN T ot o
MAX —
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: »>=75

Page 15
S.VSGN 13IFEBYB 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocaols $96001.02, 596002,01 and $96001,02UK
All Treated Patients

4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine

Basel ine Visit Change Basel ine Visit Change

Supine Diastolic Blood Pressure (mnig)

Baseline
" [
MEAN
SEM
MEDIAN
MIN
HAX

One Minute Post-therapy
N
MEAN
SEM
MED1AN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: >»>=75

Table 4.1.2

Page 16
S.VSGN 13FEB98 15:58

Summary of Mesn Change From Baseline in Vital Signs by Age Group
Protocols $96001,02, $94002.01 and $96001.02UK

All Treated Patients

4X Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCL/
1:100,000 Epinephrine

Basgeline Visit Change Baseline Visit Change
Past Dental Procecure

N 11 1 1 4 & 4
MEAN .7 77.5 -2.2 82.0 76.5 -5.5
SEM 0.81 3.77 3.34 2.M 5.20 3.93
MEDIAN 80.0 78.0 0.0 80.0 79.5 4.5
MIN —
MAX
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Articaine HC| (Deproco, Inc.)
Safety Summary

Age Group: 4 to <13

. Page 17
S§.VSGN 13FER98 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and S96001.02UK
All Treated Patients

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Standing Systolic Blood Pressure (mmig}
Baseline
N . 50 20
MEAN 105.3 103.8
SEM 1.88 2.50
MEDIAN 105.0 102.0
MIN )
MAX p— ]
Post Dental Procedure
N 50 50 50 20 20 20
MEAN 105.3 107.0 1.7 103.8 106.3 2.6
SEM 1.88 2.06 1.7 2.50 2.52 1.42
MEDIAN 105.0 104.0 1.5 102.0 105.5 1.0
MIN
MAX ———— —
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Articaine HCt (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 4.1.2

Protocols $96001.02, 596002.01 and $96001.02UK

All Treated Patients

Summary of Mean Change From Baseline in Vital Signs by Age Group

Page 18
S.VSuN 13FEB9S 15:58

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/

1:100,000 Epinephrine

Baseline Visit Change Basel ine visit Change

Standing Systolic Blood Pressure (mmlg)
Baseline

N ) 778 395

MEAN 126.1 124.7

SEM 0.61 0.84

MED AN 123.5 122.0

MIN

MAX ,
Post Dental Procedure

N 758 768 768 388 338 3a8

MEAN 125.9 126.6 0.8 124.6 126.0 1.4

SEM 0.61 0.62 0.49 0.85 0.90 0.64

MEDIAN 123.0 124.0 0.0 122.0 122.0 0.0

MIN

MAX -’—-‘_-’




GOE

Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Page 19
5.VSGN 13FEB98 15:58

Table 4.1.2
Sumary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and 596001.02UK
All Treated Patients

4X Articaine HCl/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Basel ine Visit Change
Standing Systolic Blood Pressure (mmig)
Baseline
N , 43 : 22
MEAN 1413 140.5
SEM 3.23 1.39
MEDIAN 141.0 142.5
MIN
m ’
Post Dental Procedure
N 42 42 42 21 21 21
MEAN 141.2 140.1 -1.0 141.5 140.6 -0.9
SEM 3.3 3.23 3.2 3.4 4.13 3.a0
MEDIAN 140.5 140.0 1.5 143.0 142.0 1.0
MNIN
MAX ——
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Articaine HCl (Deproce, Inc.)
Safety Sunmary

Age Group: »>=75

Page 20
§.VSGN 13FEBYE 15:58

Table 4.1.2
Sunmary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and S$96001.02uUK
ALl Treated Patients

4% Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Standing Systolic Blood Pressure (mmig)
Baseline
N 11 4
REAN 147.9 144.8
SEM 8,73 ‘ 12.26
MEDIAN 150.0 153.0
MIN
HAX —~— )
Post Dental Procedure
N 1n 1" 11 [ 4 4
MEAN 147.9 142.7 -5,¢ 144.8 150.0 5.3
SEM 6.73 §4.45 6.53 12,26 13.39 5.27
MKED JAN 150.0 148.0 -2.0 153.0 162.0 0.5
MIN T T o
MAX g
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Articaine HCl (Deproce, Inc.)

Safety Susmary

Age Group: 4 to <13

Page 21
$.VSGN 13FEBYB 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, S946002.01 and S$96001,02UK
ALl Treated Patients

4% Articaine HCl/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Vigit Change Baseline visit change

Standing Diastolic Bleod Pressure (mmig)
Bageline

N 50 20

MEAN 66,7 69.2

SEM 1.55 2.59

MED[AN 58.0 70,0

MIN

MAX .
Post

Dental Procedure
]

MEAN
SEM
MEDIAN
MIN
MAX

50 50 20 20 20
66.7 69.8 3.1 69.2 7.5 2.3
1.55 1.5¢ t.18 2.89 2.42 2.14
68.0 70.5 0.0 70.0 72.0 1.0
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Articaine HCl {Deproco, Inc,)
Safety Summary

Age Group: 13 to <65

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, 596002.01 and $96001,02UK

All Treated Patients

Page 22
S.VSGN 13FEB98 15:58

4% Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Standing Diastolic Blood Pressure (nmig)
Baseline

N 778 395

MEAN 8.1 80.9

SEM 0.42 0.59

MEDIAN 80.0 80.0

MIN

MAX — 7
Post Dental Procedure

N 768 768 768 388 388 348

MEAN B1.0 80.8 ~0.2 80.8 81.4 0.5

SEM 0.41 0.43 0.34 0.60 0.64 0.51

MED [ AN 80.0 80.0 0.0 80.0 80.0 0.0

MIN

HAX —
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Articaine HCl (Deproco, Inc,)

Safety Summary

Age Group: 65 to <75

Summary of Mean Change From Baseline in vital Signs by Age Group
Protocals $96001.02, 594002.01 and $94001,02uK
All Treated Patients

S.VSGN 13FERZE 15:58

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,00¢ Epinephrine

Change Baseline Visit Change

Standing Diastalic Blood Pressure (mnHg)
Baseline

N 22

MEAN 84.5

SEM 2.42

MED1AN 85.5

MIN

MAX e '
Post Dental Procedure

N 4 42 21 21 21

MHEAN 8 -0.3 84.8 856.0 1.3

SEM 1.76 2.53 2.79 2.44

MEDIAN 8 -0.5 86.0 88.0 0.0

MIN

MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: >=75

Page 24
S.VSGN 13FEB9B 15:58

Table 4.1.2
Sumary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and S96001.02UK
ALl Treated Patients

4% Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Vigit . Change

Standing Diastolic Biood Pressure (mmig)

Baseline
N .
MEAN
SEN
MEDIAN
MIN
HAX

Posat Dental Procedure
N
MEAN
SEM
MED [ AN
MIN
MAX
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L1E

Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group: 4 to <13

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $94001.02, $96002.01 and $96001.02UK
ALl Treated Patients

Page 25
S.VSGN 13IFEBYE 15:58

2% Lidocaine HCLl/
1:100,000 Epinephrine

4% Articaine HCL/
1:100,000 Epinephrine

Change

Pulse (BPM)

Baseline
N
MEAN
SEM
MEDLAN
MIN
MAX

One Minute Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)

Safety Summary

Age Group: 4 to <13

$.VSGN 13FEB98 15:58

Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols S96001.02, $96002.0% and $96001.02UK
ALl Treated Patients

Page 26

4X Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Basel ine Visit Change Baseline Visit Change
Past Dental Pracedure
N 50 50 50 20 20 20
MEAN 81.9 84.8 2.9 78.2 B82.4 4.3
SEM 1.70 1.3% 1.7 3.61 3.24 2.8
MEDIAN 81.0 84.0 2.0 80.0 84.5 1.5
MIN
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 4.1.2

All Treated Patients

sumary of Mean Change From Baseline in vital Signs by Age Group
Protocols $96001,02, S96002.01 and $96001.02UK

Page 27
S.VSGN 13FEB98 15:58

4X Articaine HCI/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Visit Change RBaseline Visit Change
Pulse (BPH)
Baseline
N 396
MEAN T4.4
SEM 0.63
MED{AN 73.5
MIN — T
MAX ,
One Minute Post-therapy
N 778 778 396 we 3%
MEAN 75.3 1.7 T4.4 76.5 2.1
SEM 0.46 0.34 0.63 0.70 0.50
MED AN 74.0 0.5 3.5 76.0 1.0
MIN T
MAX
Five Minutes Post-therapy
N 776 776 396 396 396
MEAN 75.4 1.8 744 75.9 1.6 i
SEM 0.47 0.34 0.63 0.65 0.47
MEDIAN 74.0 1.0 73.5 75.0 1.0
MIN
MAX p— _
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Articaine HCl (Peproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group

Protocols $96001.02, £96002.01 and 595001, 02UK
ALl Treated Patients

Page 28
$.VSGN 13FE@9?8 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine NC1/
1:100,000 Epinephrine

Baseline Visit Baseline Visit Change
Post Dental Procedure

N 777 7 396 396
MEAN 73.6 72.3 72.9 ~1.4
SEM 0.45 0.42 0.63 0.61 0.47
MEDIAN 72.0 71.0 7.5 -1.0
MIN
HAX
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Articaine HC{ (Deproco, Inc.) _Page 29
Safety Summary S.VSGN 13FEB98 15:538

fabte 4.1,2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, S95002.01 and $94001.02uUK
ALl Treated Patients

Age Group: 65 to <75

4% Articaine HCE/ 2% Lidacaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Basel ine Visit Change
Pulse (BPM)
Baseline
(] ' 43 23
MEAN 72.8 69.5
SEM 1.81 1.80
MEDIAN 7.0 70.0
MIN
HAX — R
One Minute Post-therspy
N 43 43 43 22 22 22
MEAN 72.8 73.1 0.4 69.1 72.2 31
SEM 1.81 1.87 0.98 1.84 1.95 1.10
HEDIAN 72.0 73.0 0.0 70.0 72.0 4.0
MIN
MAX
Five Minutes Post-therapy
N 43 43 43 22 22 22
MEAN 72.8 73.0 0.2 69.1 72.4 3.3 )
SEM 1.81 1.83 0.98 1.84 1.96 1.49
MEDIAN 72.0 73.0 0.0 70.0 72.0 2.5
MIN

MAX J——




OLE

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Table 4.1.2
Sumnary of Mean Change From Baseline in Vital Signs by Age Group

Protocols $96001.02, s$96002.01 and $96001.02UK
All Treated Patients

Page 30
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4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Basel ine Vistt Change Baseline Visit Change
Post Dental Procedure

N 43 43 43 22 22 22
MEAN 72.8 70.2 ~2.6 9.1 6.8 2.3
SEM 1.81 1.76 1.12 1.84 1.62 1.61
MED]AN 72.0 69.0 -3.0 70.0 65.5 -2.0
MIK T . -
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: »=75

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocels 596001.02, 596002.01 and S96001.02UK
All Treated Patients

Page 31
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4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Change

Pulse (BPM)

Basel ine
N
HEAN
SEM
MEDIAN
MIN
MAX

One Minute Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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8lLe

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: »>=7%

Table 4.1.2
Summary of Mean Change From 8Saseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and 596001.02UK

ALl Treated Patients

Page 32
$.VSGN 13FEB9B 15:58

4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Vigit Baseline Visit Change
Post Dental Procedure

N 11 1" 4 4
MEAN n.e 9.2 0 71.8 -1.3
SEM 2.92 2.79 .00 31.84 4.M
MEDIAN 70.0 68.0 0 72.5 0.5
MIN
MAX ——




6LE

Articaine HCl (Deproco, Inc.)

Safety Summery

AQe,Gro&p: 4 to <13

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and $96001,02UK

All Treated Patients

S.VSGN 13FEBY8 15:58

&X Articaine HCL/
1:100,000 Epinephrine

Baseline Visit Change

2% Lidocaine HCL/
1:100,000 Epinephrine

faseline Visit

Change

Regpirations (/minute}

Baseline
N
MEAN
SEM
MED AN
MIN
KAX

One Ninute Post-therapy
N
MEAN
SEN
MEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
HEDIAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safoty Summary

Age Group: 4 to <13
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Table 4.1.2
Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols §96001,02, 596002.01 and S96001.02UK
All Treated Pstients

4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 50 50 50 20 20 20
MEAN 18.0 18.6 0.5 19.0 18.9 -0.1
SEM 0.46 0.319 0.24 0.69 0.76 0.35
MED AN 18.0 18.0 0.0 18.0 18.0 0.0
MIN
MAX




YA

Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols S$96001.02, 596002.01 and $96001.02UK

All Treated Patients

- Page 33
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&% Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCl/

1:100,000 Epinephrine

Baseline visit Change Baseline Visit Change
Respirations (/minute)
Baseline
(] 776 396
MEAN 17.1 17.0
SEM 0.13 0.17
MEDIAN 16.0 16.0
MIN
MAX s
One Minute Post-therapy
N 776 776 776 396 06 3196
MEAN 171 17.5 0.4 17.0 17.5 0.6
SEM 0.13 0.13 0.09 0.17 0.18 0.13
MEDIAN 16.0 17.0 0.0 16.0 17.0 ¢.0
MIN
MAX ]
Five Minutes Post-therapy
. | 773 773 73 396 396 396
MEAN 17.1 17.4 0.3 17.0 17.2 0.2 !
SEM 0.13 0.13 ¢.09 0.17 0.17 0.12
MEDIAN 16,0 17.0 0.0 16.0 17.0 0.0
MIN
MAX ‘-——-—-—-—"
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Articaine HCl (Deproco,
Safety Summary

Age Group: 13 to <65

inc.)

Table 4.1.2

Page 36

S.VSGN 13FES98 15:58

Summary of Mean Change From Baseline in Vital Signs by Age Group

Protocols $96001.02, $96002.01 and $96001.02UK

All Treated Patients

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCLl/
1:100,000 Epinephrine

Baseline Visit Change Baseline visit Change
Post Dental Procedure

N T4 774 7h 395 395 395
MEAN 17.1 16.9 -0.2 17.0 17.0 0.0
SEM 0.13 0.12 0.09 0.17 0.16 0.12
MEDIAN 16.0 16.0 0.0 16.0 16.0 0.0
MIN
HAX -




€ce

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Table 4.1,2

Sumary of Mean Change From Baseline in Vvital Signs by Age Group

Protocols $96001.02, $96002.01 and $96001.02UK

All Treated Patients
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4% Articaine HCL/
1:100,000 Epinephrine

Baseline

Visit Change

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit

Change

Respirations (/minute)

Basel ine
N
MEAN
SEM
MEDIAN
MIN
MAX

One Minute Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MED IAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: &5 to <75

Table 4.1.2

Summary of Mean Change From Baseline in Vital signs by Age Group
Protocols $96001.02, 596002.01 and 596001,02UK
ALl Treated Patients
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4% Articaine HCl/
1:100,000 Epinephrine

gaseline Visit

Change

2X Lidocaine HCL/
1:100,000 Epinephrine

Basel ine

Visit

Post Dental Procedure
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: >=75

Page 3%
5.VSGN 13FEBP8 15:58

Table 4.1.2
Summary of Mean Change from Baseline in Vital Sians by Age Group
Protocols $9600%1.02, $96002.01 and $96001.02uK
All Treated Patients

4X Articaine HCl/ 2X Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline vizit Change Baseline Visit Change

Respirations (/minute)

Baseline
N
MEAN
SEM
MEDIAN
MIN
MAX

One Minute Post-therapy
N
HEAN
SEM
MEDTAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articaine HCl (Deproco,
Safety Summary

Age Group: »>=75

Inc.)

Table 4.1.2

Summary of Mean Change From Baseline in Vital Signs by Age Group
Protocols $96001.02, $96002.01 and S96001.02UK

All Treated Patients

Page 40

$.VSGN 13FER9B 15:58

Last Page

4% Articaine HCL/
$:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Basetine Visit Change
Post Dental Procedure

N 1" 11 1 [ 4 4
MEAN 17.6 17.6 0.0 15.8 19.0 3.3
SEM 1.40 1.3 0.45 1.65 3.19 1.84
MEDIAN 16.0 17.0. 0.0 15.5 17.0 3.0
MIN
MAX




LCE

Articaine HCE (beproco, Inc.) - Page 1
Safety Summary S.VSGH 13FEBY8 15:58

Table 4.1.3
Sumary of Mean Change From Baseline in Vital Signs by Race
Protocols 596001,02, $96002.01 and S96001.02UK
ALl Treated Patients

Race: WHITE

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change faseline Visit Change
Supine Systolic Blood Pressure (nmig)
Baseline
N ‘ 647 330
MEAN 122.2 , 121.4
SEM : 0.67 .91
MEDIAN $20.0 120.0
MIN
MAX e . : )
One Minute Post-therapy
N &7 847 647 328 328 328
MEAN 122.2 121.8 -0.4 121.3 121.3 -0.0
SEM 0.67 0.65 0.43 0.9 0.93 0.70
MEDIAN 120.0 120.0 0.0 120.0 120.0 0.0
MIN
MAX ———
Five Minutes Post-therapy
N 646 . 646 646 329 329 329
MEAN 122.1 119.3 -2.8 121.3 119.5 . -1.8 i
SEM 0.67 0.64 0.48 o.M .97 0.74
MEDIAN 120.0 - 18.0 -2.0 120.0 118.0 -2.0
MIN T T

MAX t———
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Articaine HCl (Deproco, Inc.) ' * Page 2
Safety Summary ’ S.VSGN 13FEB98 15:58

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols 596001.02, $96002.01 and S96001.02UK
All Treated Patients

Race: WHITE

4% Articaine HCL/ 2% Lidocaine HCE/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit - Change
Post Dental Procedure

N 646 646 646 Ly 329 329
MEAN 122.1 121.5 -0.6 121.4 121.2 -0.1
SEM ! a.67 0.67 0.50 0.9 0.94 0.69
MEDIAN 120.0 120.0. 0.0 120.0 $18.0 0.0
MIN ‘ T o
HA)( o




STAY

Articaine HCl (Deproce, Inc.)

Safety Summary

Race: BLACK

Table 4.1.3

summary of Mean Change From Baseline in Vital Signs by Race

Protocols $96001.02, $96002.01 and $96001.02UK

All Treated Patients

Page 3

S.VSGN 13FE@®8 15:58

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Basel ine visit Change Raseline Visit Change
Supine Systolic Blood Pressure (mmiig)
Bacel ine
[ 74 3
MEAN 122.4 128.8
SEM 1.88 3.35
MED[AN 120.¢ 127.0
MIN
MAX e —— s
One Minute Post-therapy
N 74 T4 74 34 3% 34
MEAN 122.4 123.3 0.8 128.8 130.3 1.5
SEM 1.88 2.02 1.33 3.35 3.06 1.87
MEDIAN 120.0 120.5 0.0 127.0 128.0 1.5
MIN
MAX
Five Minutes Post-therapy
N 74 , 74 74 3% 34 3%
MEAN 122.4 124.2 1.8 128.8 131.9 1.1 [
SEM 1.83 2.17 1.50 3.3 3.55 2.26
MEDIAN 120.0 120.0 0.5 127.0 128.0 0.5
KIN
MAX
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Articaine HCl (Deproco,
Safety Summary

Race: BLACK

Inc.)

Table 4,1.3
Summary of Mean Change From Baseline in Vital Signs by Race

Page 4

$.VSGN 13FEB?8 15:58

Protocols 596001.02, $96002.01 and SP6001.02UK
ALl Treated Patients

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCl/
%:100,000 Epinephrine

Baseline Visit Change Basel ine Visit Change
Post Dental Procedure
N 74 74 74 34 34 34
MEAN 122.4 125.4 2.9 128.8 131.1 2.2
SEM 1.88 2.22 1.38 3.35 2.80 1.79
MED | AN 120.0 . 123.0 3.0 127.0 128.0 0.0
MIN




LEE

Articaine HCl (Deproco, Inc.)

Safety Summary

Race: ASIAN

Table 4,1.3

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols S96001.02, $96002.01 and $96001,02UK

All Treated Patients

Page %

S.VSGN 13FEB98 15:58

4% Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Vigit Change Baseline Visit Change
Supine Systolic Blood Pressure (mmig)
Baseline
N 4l 27
MEAN 117.0 113.4
SEM 2.38 2.18
MEDIAN 118.0 112.90
MIN
MAX “— »
One Minute Post-therapy
N 44 44 &4 27 27 7
MEAN 117.0 113.8 -3.2 1136 112.4 -1.2
SEM 2.38 2.17 1.66 2-18 1.95 1.49
MED [ AN 118.0 113, -2.0 112.0 111.0 -1.0
MIN
MAX —
five Minutes Post-therapy
N 43 ) 43 ‘ 43 27 27 27
MEAN 116.6 112.7 -3.9 113.6 11%.2 -2.4 f
SEM 2.41 2.06 1.63 2.18 1.78 1.72
MED1AN 118.0 110.9 0.0 112.0 110.0 -2.0
N ey NN 1e-%
MAX —————
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Articaine HCl (Deproco, inc.)

Safety Summary

Race: ASIAN

Table 4.1.3

Page 6

S.VSGH 13FEB98 15:58

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02UK

ALl Treated Patients

4% Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCLl/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N &4 44 &k 27 27 27
MEAN 1n7.0 114.5 -2.5 113.6 112.6 -1.0
SEM 2.38 2.26 1.51 2.18 2.08 1.68
KEDAN 118. 114.5 0.0 112.0 112. 2.0
MIN
MAX g
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Articaine HCl (Deproco, Inc.)

Safety Summary

Race: HISPAN]C

Table 4.1.3

Sumnary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02uK

ALl Treated Patients

~ Page T
S.V5GN 13FERSB 15:58

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCI/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Supine Systolic Blood Pressure (mmig)
pageline
N 94 62
NEAN 1146.4 M4
SEM 1.66 2.34
MED AN 112.5 110.5
MNIN
MAX — ,
One Minute Post-therapy
N 9% 94 94 42 42 42
MEAN 114.4 114.6 0.2 11.4 116.2 4.8
SEM 1.66 1.49 1.12 2.34 2.95 1.87
MED AN 112.5 112.0 0.0 110.5 118.0 2.0
MIN
MAX ——
Five Ninutes Post-therapy
N 94 9% 94 42 42 42
MEAN 114.4 ' 113.6 -0.8 111.4 114.6 3.2 i
SEM 1.66 - 1.59 0.88 2.34 3.03 1,94
MEDIAN 12.5 114.5 0.0 110.5 115.0 0.0
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: KISPANIC

Table 4.1.3

.Page 8

$.VSGN 13FEB9B 15:58

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $956002.01 and $96001.02uK

All Treated Patients

4X Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCl/
1:100,000 Epinephrine

faseline Visit Change Baseline Visit . Change
Post Dental Procedure

(] 9% 94 94 42 42 42
MEAN 114.4 115.1 0.8 111.4 13.7 2.4
SEM 1.66 1.40 0.98 2.34 2.57 1.41
MED [ AN 112.5 116.0 . 0.0 110.5 115.0 1.5
MIN
MAX L
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Articaine HCL (Deproco, Inc.)

Safety Siawmary

Race:! OTHER

Page 9
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Table 4.1.3
Sumnary of Mean Change from Baseline in Vital Signs by Race
Protocols $P60071.02, $96002.01 and S96001.02UK
All Treated Patients

&X Articatine HCL/ 2% iidocaine HCL/
1:100,000 Epinephrine 1:100, 000 Epinephrine
Baseline Visit Change Baseline Vigit Change
Supine Systolic Biood Pressure (nmig)
Basel ine
N 23 10
MEAN t16.9 124.6
SEM I.m 5.87
MEDLAN 111.0 126.0
MIN
MAX — e '
One Mimite Post-therapy
N 23 23 23 10 10 10
MEAN $146.9 115.5 -1.4 124.6 118.5 -6.1
SEM 3.79 4.27 1.76 5.87 5.74 1.83 i
MEDIAN 111.0 110.9 -2.0 124.0 120.5 -5.0
MIN
MAX —————————
Five Minutes Post-therapy
N 23 23 23 10 10 10
MEAN 116.9 16,4 -0.5 124.6 118.7 -5.9 '
SEM 3.79 4.42 1.55 5.87 6.55 1.80
MED 1AR 111.0 110.0 -2.0 124 .0 120.0 -4.0
MIN




oce

Articaine HCL (Deproco,

Safety Summary

Race: OTHER

Inc.) Page 10

$.VSGN 13FER98 15:58

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $946001.02UK
All Treated Patients

&X Articaine HCL/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
fBaseline Visit Change Baseline Visit Chenge
Post Dentatl Procedure

N : 23 23 23 10 10 10
MEAN 116.9 116.9 -0.0 124.6 119.0 -5.6
SEM 3.7 4.5% 1.54 5.87 5.43 2.65
MEDIAN ' 111.0 110.0 0.0 124.0 121.5 -5.5
KIN
MNAX —
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Articaine HCL (Veproco, Inc.)
Safety Summary

Race: WHITE

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols 596001.02, s96002.01 and 596001.02UK

Alt Treated Patients

Page 11
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4X Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCl/

1:100,000 Epinephrine

Baseline Visit Change Basel ine Visit Change
Supine Diastolic Blood Pressure (mmiig)
Baseline
N 847 330
MEAN ! 76.7 76.0
SEM 0.43 0.58
MED ] AN 74.0 3.0
NIN
MAX ,
One Minute Post-therapy
N 64T 647 647 28 328 328
MEAM 74.7 2.7 ~2.0 74.0 72.4 -1.6
SEM 0.43 0.41 0.30 0.58 0.60 0.45
MEDIAN 74.0 72.0 -2.0 73.0 71.0 -1.0
MIN
MAX
-———-—-\
Five Hinutes Post-therapy
N 646 646 646 329 329 32¢9
MEAN 74.7 7007 -3.9 74.0 70.3 -3.7
SEM 0.43 0.44 0.34 0.58 0.60 0.46
HEDIAN 74.0 70.0 -4.0 73.0 70.0 «4.0
NEN T
MAX enms—
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Articaine HCl (Deproco, Inc.) ' Page 12
Safety Summary S.VSGN 13FEBYS 15:58

Table 4,1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $956001.02, $96002.01 and $96001.02UK
All Treated Patients

Race; WHITE

4X Articaine HCL/ 2% Lidacaine NCI/
1:100,000 Epinephrine ¥:100,000 Epinephrine
Baseline visit Change Baseline Visit Change
Post Dental Procedure

N 644 646 646 3129 32¢ 3129
MEAN 76.6 73.7 -0.9 74.0 74.0 0.1
SEM 0.43 0.44 0.36 0.58 0.66 0.5%
HEDIAN ' 74.0 72.0 0.0 73.0 .0 0.0
MIN . b bl Rt el g Rt
MAX e
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Articaine #Cl (Deproco, Inc.)
Safety Summary

Race: BLACK

Table 4.1.3

Sumary of Mean Change From Baseline in Vital Signs by Race

Protocols S96001.02, $96002.01 and S$96001.02uK

Atl Treated Patients

Page 13
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4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Supine Diastolic 8lood Pressure (mmig)
Baseline
N T4 34
MEAN 7.1 89.2
SEM 1.34 1.95
MEDIAN 76.5 78.0
KIN
MAX i p
One Minute Post-therapy
N 74 74 T4 34 34 3
MEAN 7 76.2 -0.9 80.2 79.8 -0.4
SEM 1.34 1.18 0.97 1.95 t.70 1.37
MEDIAN 76.5 76.0 0.0 78.0 2.0 0.0
MIN
MAX P e
Five Minutes Post-therapy
N 74 74 74 34 34 34
MEAN 7. - T4h.6 -2.5 80.2 78.8 1.4
SEM 1.3 1.17 0.9 1.95 1.81 1.42
MEDIAN 76.5 76.0 -2.0 78.0 79.5 -0.5
MIN
MAX — . al
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Articaine HCl (Deproco, Inc.)

Safety Summary

Race: BLACK

Table 4.1.3

Summary of Mesn Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and 576001.02UK

All Treated Patients

Page 14
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4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

8aseline Visit thange Baseline visit Change
Post Dental Procedure

N 74 T4 74 34 34 34
MEAN A 78.5 1.5 80.2 82.6 2.4
SEM 1.34 1.47 1.04 1.9% 1.78 1.20
MEDIAN 76.5 78.0 0.0 78.0 81.5 2.0
MIN
MAX
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Articaine HC\ (Deproco, Inc.)
Safety Summary

Race: ASIAN

Page 15
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Table 4.1.3
Sumnary of Mean Change From Beseline in Vital Signs by Race
Protocols S$96001,02, S96002.01 and S96001.02UK
All Treated Patients

4% Articaine NCL/ 2X Lidocaine HCl/
. 1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Supine Diastolic Blood Pressure (mmig)

Baseline
N
MEAN
S5EM
MED [ AN
MiN
MAX

One Minute Post-therapy

N
MEAN
SEM
MEDTAN
HIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Table 4.1.3
Sumary of Mean Change From Baseline in Vital Signs by Race
Protocols 596001.02, $96002.01 and $96001.02UK
All Treated Patients

4% Articaine HCL/

2% Lidocaine HCLl/
1:100,000 Epinephrine

1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N ¥4 bk 44 27 27 27
MEAN 71.8 70.9 -0.9 3.5 73.8 0.3
SEM 1.70 1.68 1.20 1.70 1.87 1.36
MEDIAN 74.5 72.0 0.0 74.0 76.0 0.0
MIN -
MAX -

PN LR T
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Tabile 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, SP6002.01 and S96001.02UK
All Treated Patients

Race: HISPANIC

4% Articaine HCL/ 2% Lidocaine HCY/
{: 100,000 Epinephrine 1:100,000 Epinephrine
Basel ine visit Change Basel ine Visit Change
Supine Diastolic Blood Pressure (malig)
Baseline
N 9% 42
HEAN ' 71.8 70,1
SEM 1.10 1.61
MED AN 73.0 71.0
LIL)
MAX - .
Une Minute Post-therapy
N 94 94 94 42 42 42
HEAN 7.8 72.2 0.4 70.1 T4.0 3.8
SEN t.to 1,15 o.81 1.7 2.20 2.05
MEDIAN 73.0 72.0 0.0 71.0 75.0 2.0
MIN ’ . T -21.0
MAX 69.0
Five Minutes Post-therapy
N 94 94 94 42 42 42
HMEAN 7t.8 . 69,7 -2.2 701 69.0 -1
SEM 1.10 1.14 0.78 1.81 2.16 1.66
MEDIAN 73.0 71.0 -2.0 7.0 68.0 0.0
MIN
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Safety Sumwmary
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, 596002.01 and S96001.02uUK
ALl Treated Patients

4% Articaine HCL/

2% tidocaine HCL/
1:100,000 Epinephrine

1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 94 94 Q4 42 42 42
MEAN 7.8 72.3 0.5 70.1 7.2 1.1
SEN . 1.10 1.0 0.81 1.1 1.84 1.19
MEDLAN 73.0 72.0 0.0 71.0 7.0 1.0
MIN
MAX
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02UK
All Treated Patients

Race: OTHER

4X Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Supine Diastolic Blood Pressure (mmig)

Baseline ‘
N 23 10
MEAN ! 70. (-]
SEM 2

MEDIAN ' 68,

MIN

MAX ‘ ,

One Minute Post-therspy
N
MEAN
SEM
MED1AN
MK
MAX -~ —

N
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Flve Minutes Post-therapy
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, 596002.01 and $96001,02uK
Alt Treated Patients

4X Articaine HCL/ 2X Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Basel ine Visit Change Baseline Visit ) Change
Post Dental Procedure

N 23 23 23 t¢ 10 10
MEAN 70.4 761 3.7 76.9 7.2 0.3
SEM 2.5% 2.59 1.45 3.12 2.64 2.26
MEDIAN 68.0 72.0 2.0 78.5 77.5 2.5
MIN
MAX —
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Table 4.1.3 :
Summary of Mean Change From Baseline in Vital Signs by Rac
Protocols S5946001.02, $S94002.01 and $96001.02uK
ALl Treated Patients

Race: WHITE

4X Articaine HCL/ 2X% Lidocaine HCl/
t:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Basel ine Visit Change
Standing Systolic Blood Pressure (mmiigy
Baseline
N 647 128
MEAN ' 127.5 126.5
SEM 0.72 , 0.97
MEDIAN ' 125.0 124.0
MIN
MAX ,
Post Dental Procedure
N 638 638 638 320 320 320
MEAN 127.2 127.7 0.5 126.5 127.2 0.7
SEN 0.72 0.71 0.58 0.9¢9 1.03 0.77
MEDIAN 124.0 126.0 0.0 124.0 124.0 0.0
LH.]
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Race: BLACK
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Table 4.1.3
Sumary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.07 and 596001.02UK
ALl Treated Patients

4% Articaine HCLl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change

Standing Systolic Blood Pressure (mmiig)
Baseline

N 74 34

MEAN ' 129.3 130.8

SEM 2.02 . 3.23

MED [ AN 125.0 130.0

MIN

MAX . ,
Post Dental Procedure

N 72 72 7e 34 34 34

MEAN 129.1 131.4 #.3 130.8 135.7 4.9

SEM 2.05 2.16 . 3.23 3.35 2.09

MED AN 12s. 128.0 2.0 130.0 131.5 2.0

MIN —

MAX
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Articaine HCl {Deproco, Inc.)

Safety Summary

Race: ASIAN
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Table 4.1.3
Summary of Mean Change From Baseline in Vitat Signs by Race
Protocols $96001.02, $96002.01 snd 596001.02UK
All Treated Patients

&X Articaine NCl/

2% Lidocaine HCLl/
1:100,000 Epinephrine

1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Standing Systolic Blood Pressure (mmig)
Baseline

N 44 27

MEAN 118.5 113.0

SEM 2.16 ' 1.70

MEDTAN 118.0 116.0

MIN

MAX .
Post Dental Procedure

N 1 44 44 27 27 27

HEAN 118.5 119.3 0.8 113.0 114.5 1.5

SEN 2.18 2.63 1.49 1.70 2.12 1.64

MEDIAN 118.0 t17.5 0.0 116.0 115.0 2.0

MIN

MAX T————"
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Articaine KCl (Deproco, inc.) : " page 2

Safety Sumary

Race: HISPANIC

5.VSGN 13FEB9A 15:58

Table 4.1.3
Sumary of Mean Change From Baselinpe in Vital Signs by Race
Protocols $96001.02, S%6002.01 and $96001.02UK
AlL Treated Patients

4X Articaine HCl/ 2% Lidocaine KCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change gaseline Visit Change
Standing Systolic Blood Pressure (mmiig)
Beseline
N 9% 42
MEAM ; 116.8 113.3
SEM 1.70 . 2.02
MEDIAN 118.0 114.5
MIN
MAX — +
Post Dental Procedure s .
N P4 94 94 42 42 42
MEAN 116.8 118.1 1.3 113.3 116.9 3.6
SEM 1.70 1.70 0.98 2.02 2.41 1.27
MED I AN 118.0 118.0 0.0 114.5 117.0 2.0
MIN
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Safety Summary
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $94001.02, 594002.01 and S96001.02UK
ALl Treated Patients

&X Articaine HCl/ 2% Lidocaine NCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Basel ine Vvisgit Change
Standing Systolic Biood Pressure (mmig)
Baseline
N 23 10
MEAN 122.4 122.8
SEM .82 : 5.39
MEDTAN "120.0 123.0
HIN
MAX ,
Post Dental Procedure
N 23 23 23 10 10 10
MEAN 122.4 120.3 -2.2 122.8 124.0 1.2
SEM 3.82 4,22 1.50 5.39 5.55 2.21
MEDIAN 120.0 120.0 -2.0 123.0 124.0 1.0
MIN
MAX 4-—-_/
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Articaine HCl (Deproca, inc.)
Safety Sumary

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race

Protocols $946001,02, $94002,.01 and $96001,02UK

Race: WHITE

All Treated Patients

Page 26
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4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Standing Diastolic Blood Pressure (mmig)
Baseline

N 847 328

MEAN ' 81 81.5

SEM 0 0.68

MEDIAN B 1| 81.0

MIN )

MAX ——— »
Post Dental Procedure

N 638 638 638 320 320 320

MEAN 81.2 80.8 ~0.4 81.4 B1.5 0.1

SEM .49 0.49 0.4% 0.69 0.73 0.60

MEDI1AN 80.0 80.0 0.0 81.0 Bo.0 0.0

MIN it

MAX /_—-—,
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Table 4.1.3
sumary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02UK
All Treated Patients

Race: BLACK

4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine $:100,000¢ Epinephrine
Baseline Visit Change Baseline Visit Change
Standing Diastolfc Blood Pressure (nmmig)
Bageline
N \ 74 34
MEAN 81.3 a3.9
SEM 1.44 1.9
MEDIAN 80.0 82.5
MIN
MAX - ,
Post Dental Procedure
N 72 7 72 34 34 34
MEAN 81.2 B4.2 2.9 83.9 84.6 [ )
SEM 1.43 1.53 t.18 1.9% 2.17 1.50
NEDIAN 80.0 81.5 2.0 az.5 864.0 4.0
HIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: ASIAN

Table 4.1.3

Protocots 596001.02, $96002.01 snd $96001,02uK

All Treated Patients

Summary of Mean Change From Baseline in Vital Signs by Race

Page 28
S.VSGN 13FEBD8 15:53

4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Basel ine Visit Change Basel ine visit Change

Standing Diastolic Blood Preasure (mmig)
Bazeline

N 44 27

MEAN ' 7.3 75.7

SEN 1.34 1.47

MEDIAN 7.5 79.0

MIN

MAX — '
Post Dental Procedure

N 44 44 [ ris 27 27

MEAN 7.3 78.3 1.0 n.7 7.9 0.1

SEM 1.3 1.56 5.40 i.47 1.62 1.29

MEDIAN 79.5 78.5 0.0 7.0 79.0 1.0

MIN /

MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: HISPANIC
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02UK
All Treated Patients

4% Articaine NCi/ 2% Lidocaine HCL/
$:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Standing Diastolic Blood Pressure (rmig)
Baseline
N , 9% 42
MEAN 5.4 74.3
SEM 1.08 1.7
MEDIAN 77.0 78.0
MIN
MAX " — [}
Post Dental Procedure
N ' 94 G 42 42 42
MEAN 75.4 75.% 0.1 74.3 76.3 2.0
SEM 1.08 1.03 0.82 1.75 1.58 1.19
MEDLAN 7.0 76.0 -0.5 78.0 78.0 1.0
MIN
RAX —
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, 596002.01 and $96001.02UK
ALl Treated Patients

4% Articaine HCl/ 2% Lidocaine KCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Standing Diestolic Blood Pressure (mmig)
Bageline
N 23 10
MEAN ' 80.1 78.2
SEM 2.09 2.45
MED [AN 78.0 78.5
MIR
MAX ,
Post Dental Procedure
N 23 23 23 10 10 10
MEAMN 80.1 7.5 -2.6 78.2 82.2 4.0
SEM 2.09 2.15 1.06 2.45 2.27 2.29
MED AN 78.0 7.0 -2.0 78.5 82.5 4.5
MIN '
MAX — aull
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Articaine HCL (Deproco, Inc.)
Safety Suwmary

Race: WHITE

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race
Protocels §96001.02, $96002.01 and $96001.02UK

All Treated Patients

pPage 31
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4% Articaine HCL/
1:100,000 Epinephrine

Baseline Visit Change

2X Lidocaine HCL/

1:100,000 Epinephrine

Baseline Visit

Change

Pulse (BPM)

Baseline

N
MEAN
SEM
MEDIAN
MIN
HAX

One Minute Post-therapy

Five

N
MEAN
SEM
MEDIAN
HiN
MAX

Minutes Post-therapy
N

MEAN

SEM

MEDIAN

MIN

MAX

Nod

329 320
5 76.3
-69 0.77
¢ 74.0

~_ NN
Nauo
QO w
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(=]




8G¢

Articaine HCL (Deproco, Inc.)
Safety Sumary

Race: WHITE

Summary of Mean Change From Baseline in Vital Signs by Race

Table 4.1.3

Protocols $96001.02, $96002.01 and S96001,02UK
ALl Treated Patients

Page 32
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4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCLl/
1:100,000 Epinephrine

Baseline Visit Change Basel ine Visit Change
Post Dental Procedure

N &4 846 646 329 329 329
MEAN 3.4 .7 -1.7 73.5 2.1 -1.4 -
SEM 0.50 0.47 0.41 0.89 0.67 0.52
MEDIAN 72.0 70.0 -1.0 - 72.0 70.0 -1.0
MIN
MAX
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Articaine HCl (Deproco, Inc.}
Safety Suwmary

Race: BLACK

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race

Protocols 596001.02, $94002.01 and $96001.02UK
All Treated Patients ’
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&% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit

Change

Pulse (BPN)

Baseline
N
MEAN
SEM
MED[AN
MIN
MAX

One Minute Post-therapy
N

MEAN
SEM
MEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
HAX
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Articaine HCL (Deproco, Inc.)

Safety Summary

Race: BLACK

Table 4.1.3

Sumnary of Mean Change From 8aseline in Vital Signs by Race

Protocols S96001.02, $96002.01 and 596001.02uK

All Treated Patfents

Page 34
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4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine NCi/
1: 100,000 Epinephrine

Baseline Visit Charnge Baseline Visit Change
Post Dental Procedure

N 74 74 F{ 34 34 34
HEAN 74.9 T4.6 -0.2 75.0 76.3 -0.6
SEM \ 1.43 1.24 1.12 1.77 1.83 1.33
MEDIAN 74.5 76.0 -0.5 4.0 72.5 0.5
MIN T T T T
MAX ———
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Articaine HCl (Deproco, Inc.)

Safety Summary

Race: ASIAH

Table 4,1.3

Summary of Mean Change From Baseline in Vital Signs by Rage

Protocots $976001.02, $96002.01 and S96001.02UK
All Treated Patients
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4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit

Change

Basel ine

Visit

Change

Pulse (BPM)

Basel ine
N
MEAN
SEM
MED AN
MIN
MAX

One Ninute Post-therapy
N
MEAN
SEM
MEDLAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDEAN
MIN -
MAX
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Articaine HCl (Deproca, Inc.}

Page 36
Safety Summary

S.VSGN 13FEB9B 15:58

Table 4.1.3
sunmary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, 596002.01 and $96001.02UK
ALl Treated Patients

Race: ASIAN

4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 4 44 44 27 27 27
MEAN 5.2 73.8 -1.4 19.6 76.9 -2.7
SEM \ 1.92 1.70 1.80 2.54 2.45 1.73
MEDIAN T4.0 72.0 -2.0 79.0 77.0 -2.0
KN

MAX
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Safety Summary ) S.VSGN 13FEBPH 15:58 .

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocots $96001.02, s96002.01 and $96001.02UK
’ ALl Treated Patients

Race: HISPANIC

4X Articaine HCl/ 2% Lidocaine HCi/
1:100,000 Epinephrine 1:100,000 Epinephrine

Rasel ine Vigit Change Baseline Visit Change

Pulse (BPN)

Baseline
N
MEAN '
SEM
MEDIAN
MIN
MAX —

~ o
F.FR

-

One Minute Post-therapy
N
MEAN
SEM
MED AN
KIN

MAX — —
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Five Minutes Post-therspy
]
MEAN
SEM
MEDIAN
MiN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: RISPANIC
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Yable 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols S96001,02, $96002.01 end 596001.02UK
Atl Treated Patients

4X Articaine HCL/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Post Dental Procedure

N 4 94 94 42 42 42
MEAN 76.5 8.6 2.2 F | 77.0 1.8
SEM 1.27 1.1 0.90 2.14 2.20 1.62
MEO 1AM 76.5 80.0 ° 0.5 7.0 76.0 0.5
MIN
MAX ~—




Articaine HC{ (Deproco, Inc.)
Safety Summary

Race: OTHER

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, $96002.01 and $96001.02UK
All Treated Patients

by Race
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4% Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Pulse (BPN)
Daseline
N 23 10
MEAN 761 9.1
SEM . 2.70 3.13
MEDIAN 76.0 79.5
MIN T
MAX
1]
One Minute Post-therapy
N 23 23 23 10 10 10
REAN 76.1 74.8 -1.3 7.1 7.3 -1.8
SEM 2.70 2.72 1.14 3.13 4.86 3.42
NEDIAN 76.0 74.0 -1.0 79.5 80.0 0.0
MIN
MAX
Five Minutes Post-therapy
N 23 23 23 10 10 10
MEAN 76.1 76.5 ~1.6 79.1 75.3 -3.8
SEM 2.70 2.49 1.36 3.13 3.9 2.83
MEDIAN 76.0 75.0 -1.0 9.5 78.0 -3.0
NiN .

MAX
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Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols 59600%.02, $96002.01 and $96001.02UK
All Treated Patients

Race: DTHER

&% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Yisit ' Change Baseline visit Change
Post Dental Procedure

] 23 23 23 16 10 10
MEAN 76.1 75.8 -0.3 9.1 72.3 -6.8
SEM 2.70 2.44 1.3 3.13 1.3 2.36
NEDIAN ' 76.0 76.0 0.0 19.5 76.5 -6.0
MIN
MAX -
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Articaine HCL (Deproco, Inc.)
Safety Summary

Race: WHITE

Summary of Mean Change From Baseline in vital Signs by Race
Protocols 396001.02, $96002.01 and S%6001.02uK
All Treated Patients

Page &1
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&4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCUl/
1:100,000 Epinephrine

Baseline Visit Change
Respirations (/minute)
Baseline
N 330
MEAN 17.2
SEM 0.1%
MEDIAN 16.0
HIN
MAX '
One Minute Post-therspy
N 645 S 329 129 329
MEAN 17.6 0.4 17.2 17.7 0.5
SEM 0.1 0.0 0,19 0.20 0.14
MEDIAN 17.0 0.0 16.0 17.0 0.0
MIN
MAX —
Five Minutes Post-therapy
N 3 3 329 329 329
MEAN 17.5 0.3 17.2 17.4 0.2
SEM 0.% 0.1 0.19 6.20 0.13
MED1AN 8.0 0.¢ 16.0 17.0 n.o
MIN
MAX




Articaine HCl (Deproco, Inc.)
Safety Summary

Hace: WHITE

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols 596001.02, $66002,01 and S96001.02UK
ALl Treated Patients

Page 42
5.VSGN 13FEB9B 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change
Post Dentai Procedure

N 643 643 843 328 328 328
MEAN 17.2 17.0 -0.2 17.2 17.2 0.1
SEM 0.14 0.14 0.09 0.19 0.19 0.13
MED | AN 16.0 16.0 0.0 16.0 17.0 0.0
NIN
MAX
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Articaine HCl (Deproco, Inc.) Page 43
Safety Summary S.VSGN 1IFEBY8 15:58

Table 4.1.3
Summary of Mean Change from Baseline in vital Signs by Race
Protocols $96001.02, $96002.01 and 596001.02uUK
ALl Treated Patients

Race: BLACK

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine

8aseline Visit Change Basel ine Visit Change

Respirations (/minute)

Baseline
N '
MEAN
SEM
MED [ AN
MIN
MAX -

- tad
[ =
Py |

-
—

One Minute Post-therapy
]
MEAN
SEM
MEDIAN
MIN
MAX —

74 4
5 18.1 0.

.39 0.43 0
0 18.0 0
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—
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Flve Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articsine HCl (Deproco, Inc.)
Safety Summary

Race: BLACK

Table 4.1.3

Sumary of Mean Change From Baseline in Vital Signs by Race

Protocols 596001.02, $96002.01 and 596001.02UK

ALl Treated Patients

S.VSGN 13FEBPB 15:58

Page 44

4X Articaine KCL/
1:100,000 Epinephrine

2X Lidocaine KCl/
1:100,000 Epinephrine

Basel ine Visit Change Baseline Visit ~ Change
Post Dental Procedure

N 74 74 74 34 34 34
MEAN 17.4 17.4 -0.1 16.7 16.7 -0.0
SEM 0.39 0.3¢9 0.32 0.62 0.62 0.48
MED | AN 18.0 17.0 0.0 17.0 16.5 0.0
RIN
MAX -

= ——————
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Articaine HCl (Deproco, Inc.} ' . Page 45
Safety Summary . 5.VSGN 13FEB98 15:58

Table 4.1.3
Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $956001.02, $96002.01 and $$600%,02UK
ALl Treated Patients

Race: ASIAN

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Respirations (/minute)

Baseline
N ' f
MEAN
SEM
MEDIAN
MIN
MAX p—r—

— - B
oo~
o
Quh
-t - Ny
o~
Qmﬂ

One Minute Post-therapy
N 4
MEAN 7.8
SEM 0.63
MED IAN 8.0
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Five Minutes Post-therapy
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Articaine HCL (Deproco, Inc.)

Safety Summary

Race: ASIAN

Page 46.
$.VSGN 13FEB?8 15:58

Table 4.1.3
Sumary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.01 and $96001.02uUK
All Treated Patients

4% Articaine HCl/ 2% Lidocaine HCL/
7:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change faseline Visit Change
Post Dental Procedure

N 44 (14 44 27 27 27
MEAN 17.8 17.5 -0.3 16.9 14.9 -0.0
SEM 0.63 0.48 0.41 0.45 0.42 0.38
MEDIAN 18.0 17.0 ¢.0 16.0 16.0 0.0
MIN
MAX

N N ———————
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: HISPANIC

Page &7
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Table 4.1.3
Sunmary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, $96002.0% and $946001.02UK
All Treated Patients

4% Articaine HCL/ 2X Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Respirations (/minute)

Baseline

: N
MEAN
SEM
MEDIAN
MIN
NAX

One Minute Post-therapy
N
MEAN
SEM '
NEDIAN
MIN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDIAN
MIN
MAX
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Articaine HCL (Deproca, Inc.)

Safety Summary

Race: HiSPANIC

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race
Protocols $96001.02, 596002.01 and $96001.02UK

All Treated Patients

Page 48
§.VSGN 13FEBYB 15:58

4X Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCLl/
%:100,000 Epinephrine

Baseline Visit Change Basel ine Visgit Change
Post Dental Procedure

N 9k 94 94 42 42 42
MEAN 17.0 17.3 0.3 16.5 16.7 0.2
SEM 0.30 0.26 0.21 0.53 0.50 0.30
NEDIAN 18.0 1.0 0.0 16.0 16.0 0.0
MIN - T '
MAX s
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: OTHER

Table 4.1.3

Summary of Mean Change From Baseline in Vital Signs by Race

Protocols $96001.02, $96002.0% and $96001.02uK

ALl Treated Patients

5.VSGN 13FEB9S 15:58

4X Articaine HCL/
1:100,000 Epinephrine

Baseline Vigit Change

2% Lidocaine HCL/
1:100,000 Epinephrine

Basel ine Visit

Change

Respirations (/minute)

Baseline
N
MEAN
SEM
MED AN
MIN
MAX

One Minute Post-therapy
N
HEAN
SEM
MED1AN
MEN
MAX

Five Minutes Post-therapy
N
MEAN
SEM
MEDTAN
MIN
MAX
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: OTHER

Page 50
S.VSGN 13FEB98 15:58

Last Page
Table 4.1.3

Summary of Mean Change From Baseline in vital Signs by Race
Protocals $96001.02, $96002.0% and S96001.02UK
ALl Treated Patients

4% Articaine HCLl/

2% Lidocaine HCL/
1:100,000 Epinephrine

1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change

Post Dental Procedure
N
MEAN
SEM
MEDIAN
MIN
MHAX
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Articaine HCl (Deproco, Inc.)

Safety Summary

Gender: FEMALE

Table 4.1.4

Summary of Mean Change from Baseline in Vital Signs by Gender

Protocols 596001.02, $96002.01 and $96001.02uK

All Treated Patients

Page 1
S.VSGN 13FER®B 15:58

4X Articaine HCi/
1:100,000 Epinephrine

2% Lidocaine KCl/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change i

Supine Systolic Blood Pressure (mmiig)
Baseline

N 464 259

MEAN 117.8 $17.3

SEM 0.78 1.03

MED 1 AN 116.0 117.0

MiN

MAX — ,
One Minute Post-therapy

N 464 464 114 257 257 257

MEAK 117.8 117.4 -0.5 117.2 117.9 6.7

SEM 0.78 0.76 .51 1.03 1.05 0.76

MEDIAN 116.0 116.0 0.0 116.0 117.0 0.0 i

NIN !
Five Minutes Post-therapy

N 464 L1 464 258 258 258

MEAN 117.8 5.7 -2.1 117.3 116.3 -1.0 '

SEM 0.78 0.77 0.53 1,03 1.08 0.74

MED IAN 116.0 114.0 ~2.0 116.5 115.0 -1.0

MHIN ’ T o -

MAX ————
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Articaine HCl (Deproco, Inc.}
Safety Summary

Page 2 .
S.VSGN 13FERY3 15:58

Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $96002.01 and 596001.02uK
ALl Treated Patients

Gender: FEMALE
4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change Baseline Visit Change
Post Dental Procedure
N hbh 464 464 258 258 258
MEAN 117.8 113.0 0.1 117.3 117.6 0.3
SEM 0.78 0.81 0.54 1.03 1.03 0.74
NED[AN 116.0 116.0 0.0 116.5 115.0 0.0
NIN L
MAX
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Articaine HCl {Deproco, Inc.) Page 3
Safety Summary $.VSGN 13FEB98 15:58

Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols $946001.02, S96002.01 and $96001,02UK
ALl Treated Patients

Gender: MALE
4% Articaine HCl/ 2X Lidocaine HCi/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Supine Systolic Blood Pressure (mmig)
Baseline
N 418 184
MEAN ) 126.4 125.2
SEM ‘ 0.81 : 1.20
MEDIAN 122.0 123.5
MIN
HAX S— ,
One Minute Post-therapy
N 418 418 418 184 184 184
MEAN 124.4 124.2 -0.3 125.2 125.1 -0.2
SEM 0.81 0.79 0.52 1.20 1.25 0.90
MED1AN 122.0 $22.0 0.0 123.5 122.5 .0
MIN
MAX ~
Five Minutes Post-therapy
N 416 416 416 184 184 184
MEAN 124.3 122.1 -2.2 125.2 123.9 -1.3
SEM 0.81 0.80 0.59 1.20 1.35 1.10
HMEDIAN 122.0 120.0 -2.0 123.5 120.5 -2.0
MIN
MAX ————r
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Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: MALE

Summary of Mean Change From Baseline in Vital Signs by Gender

Tabte 4.1.4

Protocols $94001,.02, $96002.01 and $96001.02UK
All Treated Patients

Page 4
S.VSGN 13FEB98 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Baseline Vigit Change
Post Dental Procedure

N L7 417 L7 184 184 184
MEAN 1244 123.7 -0.7 125.2 125.1 -0.1
SEM 0.81 0.8 0.51 1.20 1.25 0.88
MEDIAN t22.0 121.0 0.0 123.5 120.5 0.0
MIN - )
MAX
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Articaine HCL (Deproco, Inc.) : Page 5
Safety Summary S.VSGN 13FEB93 15:58

Table 4.1.4
Suwmary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $94002.01 and $96001.02UK
ALl Treated Patients

Gender: FEMALE
4X Articaine HCL/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
8aseline Visit Change Baseline Visit Change
Supine Diastolic Blood Pressure (mmig)
Basel ine \
N 464 259
MEAN ‘ 72.4 73.0
SEM 0.49 0.64
MED LAN 72.0 72.0
MIN
m A —— ,
One Minute Post-therapy
N 464 464 464 257 257 257
MEAN 72.6 7.3 -1.2 7.9 72.2 -0.8
SEM 0.49 0.48 0.33 0.64 0.69 0.55
MED AN 72.0 71.0 -1.0 72.0 7.0 0.c
MIN
MAX ' S ———,
Five Minutes Post-therapy
N 111 464 464 258 258 258
MEAN 72.6 69.3 -3.3 7.0 70.3 Y 5 4
SEM 0.49 0.51 0.40 0.684 0.69 0.52
MEDIAN 72.0 ' 68.5 -3.0 72.0 69.0 -2.0
MIN
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Articaine HC| (Deproco, Inc.)
Safety Summary

Gender: FEMALE

Summary of Mean Change From Baseline in Vital Signs by Gender

Teble 4.1.4

Protocols 596001.02, 596002.01 and $94001.02uK
All Treated Patients

Page 6
§.VSGN 13FEAYB 15:58

X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCLl/
1:100,000 Epinephrine

Baseline Vigit Change Baseline Visit Change
Post Dental Procecure

N 4b4 464 1.9 258 258 258
MEAN 72.6 72.6 0.0 75.0 73.5 0.6
SEM 0.49 0.51 0.40 0.64 0.74 0.58
MEDIAN 72.0 72.0 0.0 72.0 7.0 0.0
MIN
MAX -
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Articaine HCl (Deproco, Inc.) Page 7
Safety Summary $.VSGN 13FEB9S 15:58

Table 4.1.4
Sumary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, 596002.01 and $96001.02uK
ALl Treated Patients

Gender: MALE
4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change Baseline Visit Change
Supine Diastolic Blood Pressure (mmHg)
Baseline .
N _ 418 184
MEAN . 76.3 ' 75.8
SEM 0.5% 0.81
MED AN 76.0 75.0
NIN
MAX .
One Minute Post-therapy
N 418 418 418 184 184 184
MEAN 75.3 T6.4 -1.9 75.8 74.3 -1.5
SEM 0.55 0.51 0.35 0.81 0.85 0.64
MEDIAN 75.0 76.0 -1.0 75.0 760 -5.0
WIN
Five Ninutes Post-therapy
N 416 AT 416 184 184 184
NEAN 76.2 72.6 -3.6 75.8 72.0 -3.8
SEM 0.55 0.53 0.40 0.81 0.85 0.68
MEDIAN 76.0 72.0 -3.0 75.0 72.0 ~4.0
NIN
MAX S ————
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Articaine HCl (Deproco, Inc.)

Safety Summary

Gender: MALE

Table 4.1.4

Sumary of Mean Change From Baseline in Vital Signs by Gender
Protocols 596001.02, $96002.01 and $96001,02uK

All Treated Patients

Page 8
S.VSGN 13FEBYH 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCLl/

1:100,000 Epinephrine

8aseline Visit Change Basel ine Visit Change
Post Dental Procedure

N 47 417 417 184 184 184
MEAN , 76.2 7.2 0.9 7.8 7.8 0.1
SEM 0.55 0.57 0.45 0.81 0.87 0.7t
MEDIAN 76.0 75.0 : 0.0 75.0 76.0 0.0
NIN
hax f
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Articaine HCl (Deproco, Inc.) Page ¢
Safety Summary $.VSGN 13FEB98 15:58

Table 4.1.4
Summary of Mean Change from Baseline in Vital Signs by Gender
Protocols $96001,02, $96002.01 and 596001.02UK
All Treated Patients

Gender: FEMALE

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Basel ine Visit Change Basel ine Visit Change
Standing Systolic Biood Pressure (mmig)
Baseline )
N 1173 258
MEAN ‘ 123.0 ‘ 121.5
SEN 0.84 1.07
MEDTAK 120.0 119.0
MIN
MAX o B
Post Dental Procedure
N 460 460 480 255 255 255
MEAN ] 122.9 123.8 0.8 121.4 122.7 1.3
SEM 0.84 0.83 0.63 1.08 1.14 (.81
MEDIAN 120.0 122.0 0.0 119.0 120.0 0.0
HiN
MAX
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Articaine HCl (Deproco, Inc.) Page 10
Safety Summary §.VSGN 13FEBP8 15:58

Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols 596001.02, s96002.01 and $96001.020K
All Treated Patients

Gender: MALE
4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline visit Change Baseline visit Change
Standing Systolic Blood Pressure (mmig)
Basetine '
N 418 183
MEAN . 129.2 129.2
SEM 0,87 1.27
MEDTAN 128.0 127.0
MIN
MAX o ,
Post Dental Procedure
N 1 411 41 178 178 178
MEAN 128.8 129.3 - 0.5 129.3 130.7 1.5
SEM 0.87 0.89 0.70 1.29 1.35 0.98
MEDLAN 128.0 127.0 0.0 126.5 128.0 1.5
MIN —— - s b
MAX
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Articaine HCl {Deproco, Inc.)
Safety Summary

Gender: FEMALE

Page N
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Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols 596001.02, $946002.01 and §96001.02uUK
ALl Treated Patients

X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine

daseline - Visit Change Baseline Visit Change

Standing Diastolic Elood Pressure (mwlg)

Basel ine
N
MEAN
SEN
MEDJAN
HIN
MAX

Post Dental Procedure
N
MEAN
SEM
MED IAN
MIN
MAX

464 25
8.7 ‘
0.55

3

.
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Articaine HCL (Deproco, Inc.)
Safety Summary

Gender: MALE

Table 4.1.4

Page 12
$.V5GN 13FER9B 15:58

Summary of Mean Change From Baseline in Vital Signs by Gender
Protocals $96001,.02, $96002.01 and $96001.02UK

All Treated Patients

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Baseline Visit Change Basel ine Visit Change

Standing Diastolic Blood Pressure (mmig)
Basel ine

N 418 183

MEAN 82.5 8z.2

SEM 0.560 0.89

MEDIAN 82.0 82.0

MIN -

MAX e —— '
Post Dental Procedure

N (3} 411 411 178 178 178

MEAN 82.2 81.7 -0.6 82.3 83.0 0.7

SEM 0.60 0.59 0.52 .91 0.95 0.70

MEDIAN 82.0 82.0 0.0 82.0 82.0 0.0

MIN ~———

MAX




Articaine HCl (Deproco, Inc.) Page 13
Safety Summary S.VSGN 13FEB?8 15:58

Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, 5956002.01 and S96001.02UK
ALl Treated Patients

Gender: FEMALE

4X Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCL/
1:100,000 Epinephrine

Baseline Vigit Change Baseline visit Change
Pulse (BPM)
Baseline \
N 464 259
MEAN . 74.8 75.1
SEN 0.57 0.77
MED AN 74.0 74.0
M
MAX ‘--_-\ ]
One Minute Poat-therapy
N 454 464 1.1 258 258 258
MEAN 74.8 7.0 2.2 75.1 78.0 2.9
SEN 0.57 0.59 0.48 0.77 0.85 0.66
MEDIAN 74.0 7.5 1.0 75.0 . 77.0 2.0
MIN
MAX e ——
Five Minutes Post-therapy
N 464 » bk 464 258 258 258
MEAN 74.8 76.9 2.1 5.1 77.2 2.1
SEM 0.57 0.50 0.48 0.77 0.77 0.59
NEDIAN 74.0 76.0 2.0 76.0 76.0 1.0
MAX

68€
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Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: FEMALE

Table 4.1.4

Sumary of Mean Change From Baseline in Vital Signs by Gender

Protocols §$96001,02, $96002.01 and $96001,020

All Treated Patients

Page 14
S.VSGN 13FEBSB 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Basel ine Visit Change gaseline visit Change
Post Dental Procedure

N 464 464 464 258 258
MEAN 74.8 73.6 -1.2 1 74.0 -1.1
SEM 0.57 0.54 0.47 7 0.78 0.62
MEDLAM Th.0 73.0 -1.0 0 72.0 ~1.0
MIN
MAX ~——
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Articaine HCL (Deproco, Inc.)
Safety Summary

Table 4.1.4

Sumnary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $96002.01 and $96001.02UK

All Treated Patients

Page 15
5.V5GN 13FES98 15:58

Gender: MALE
4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Bageline Visit Change Baseline Visit Change
Pulse (BPM}
Baseline
N 418 184
MEAN 3.1 A
SEN 0.64 0.94
MEDIAN 72.0 72.0
MIN
MAX S —————— ’
One Minute Post-therapy
[ 418 418 418 184 184 184
MEAN 3.1 74.3 1.2 3.t 74.8 1.7
SEM 0.64 0.64 0.40 0.94 1.00 0.60
MED[AN 72.0 73.0 0.0 72.0 74.0 1.0
MiN N o
MAX ‘-—-—--—-
Five Minutes Post-therapy
N 416 416 416 184 184 184
MEAN 3.1 74.5 1.4 3.1 6.4 1.2
SEM 0.64 0.64 0.41 0.94 0.96 0.64
MED1AN 72.0 73.0 1.0 72.0 72.0 0.0
MIN
MAX m—
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Table 4.1.4
Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, 596002.01 and $94001.02UK
All Treated Patients

Gender: MALE

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change
Post (Oental Procedure

L} 417 417 417 184 184 184
MEAN \ FE | 72.1 -0.9 7.1 n.7 -1.4
SEN 0.64 0.60 0.50 0.94 0.88 0.63
MEDIAN 72.0 71.0 : 0.0 72.0 70.0 -1.0
MIN
Mx e
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Articaine HC{ (Deproco, !nc.)
Safety Summary

Gender: FEMALE

Table 4.1.4

Summary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $956002.01 and $96001.02UK

All Treated Patients

Page 17
$.VSGN 13FEE9S 15:58

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCL/

1:100,000 Epinephrine

Baseline visit Change Baseline Vigit Change
Respirations (/minute)
Basel ine
N 463 259
MEAN 17.3 171
SEM 0.16 .21
MEDIAN 16.0 16.0
MIN
Mx e — ’
One Minute Post-therapy
N 463 463 463 258 258 258
NEAN 17.3 17.7 0.4 171 17.7 0.6
SEN 0.16 0.6 0.1 o.21 0.22 0.16
MED1AN 16.0 18.0 0.0 16.0 17.0 0.0
MIN
MAX —————
Five Minutes Post-therapy
N 462 . 462 462 258 258 258
MEAN 17.3 17.5 0.2 7.1 17.3 0.2
SEH 0.16 0.17 0.12 o2 0.21 0.15
MEDIAN 16.0 17.0 0.0 16.0 17.0 0.0
MIN ’
MAX J

[ ——— 1 L]



14513

Articaine HCL (Deproco, Inc.)
safety Summary

Gender: FEMALE
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Table 4.1.4
Sumnary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $96002.0% and $96001.02uK
ALl Treated Patients

4X Articaine HCL/ 2% Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visgit Change Baseline Visit " Change
Post Dental Procedure

N 463 463 463 258 258 258
MEAN 17.3 17.2 -0 17.1 17.3 0.2
SEM 0.16 0.15 0.1 0.21 0.20 0.14
MEDIANM 16.0 17.0 0.0 16.0 17.0 0.0
MIN
MAX
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Articaine HCt (Deproco, Inc.)
Safety Summary

Gender: MALE

Sumary of Mean Change From Baseline in Vital Signs by Gender
Protocols $$6001.02, 596002.01 and S94001.02UK
All Treated Patients

Page 19
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4X Articaine HCL/
1:100,000 Epinephrine

X Lidocaine HCL/
1:100,000 Epinephrine

Basel ine Change Change
Respirations (/minute}
Baseline
N 4ar .74
MEAN 17.1 17.0
SEM 0.18 0.2
MEDTAN 16.0 16.5
MIN
HAX ’
One Minute Post-therapy
N 417 417 84 84 184
MEAN 17.1 0.5 7.0 7.4 0.4
SEM 0.18 0. 0.2 ¢.2 0.17
MED [AN 16.0 0.0 16.5 18.0 0.0
NIN
MAX
Five Ninutes Post-therapy
N 415 415 184
MEAN 171 0.4 0.2
SEM 0.18 0.12 0.18
MED AN 16.0 0.0 1 1 0.0
HIN
MAX /
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Articaine HCL (Deproco, Inc.)
Safety Summary |

Table 4.1.4
Sumary of Mean Change From Baseline in Vital Signs by Gender
Protocols $96001.02, $96002.01 and $96001.020K
: All Treated Patients

Page 20
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Last Page

Gender: MALE
4% Articaine HCL/ 2% Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Vigit Change Baseline Visit Change
Post Dental Procedure
N 415 415 415 183 183 183
MEAN 17.1 16.9 -0.2 17.0 16.9 -0.1
SEM 0.18 0.16 0.11 0.26 0.26 0.18
MEDIAN 16.0 16.0 0.0 17.0 15.0 0.0
MIN
MAX :

™~

By




