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0 (O. 0\) l (0. 3\) 
0(0. Ot) 1(0.3\) 
l (0. 5\) 0(0.0\) 
0(0. 0\) l (0.3\) 
l (0. 5\l 0(0.0\) 
0(0. 0\) l (0.3\) 
0(0.0\) l (0. 3\) 
l (0.5\) 0(0.0\) 
0(0.0\) 1(0.3') 

1(0.5\) 0(0.0\) 
0(0.0\) 1(0.3\) 
0(0.0\) 1(0.3') 
0(0. 0\) l (0.3\) 
0(0.0\) 1(0.3\) 
1(0.5\) 0(0.0\) 
0 (0.0\) 1(0.3\) 
0(0.0\) 1(0.3\) 
0(0.0\) 1(0.3\) 
1(0.5\) 0(0,0\) 
0(0.0\) 1(0.3\) 
1(0.5\) 0(0.0'11) 

)lervouo oyoton dioorder 
Nervowra••o 
Ni�bt ar.ampa 
Nocturia 
Otiti• aedia 
Paio 
Panic attack 
Pnawaociia 
Pregnancy 
Productive cough 
Pro•tatiti• 
Pruritu■ generali••d 
Re■tl••• leg■ ■yodroza• 
Re■tl•••n••• 
Rhi.aiti■ allergic 
Road tr•ffic accid•nt 
Sedation 
Skin laceration 

Speech d.i•ord•r 
Subarachnoid ha .. ox-rh■g■ 
SW>cuta.oeoue aboce■a 
Tacbyoardia l (0.5\) 0(0.0\) 

••dDU var■ioru 7. 0 
Sa■eline vi■it■: 1·10, Po■tba■elin• vi■it11 301•303 
CNH • Coohran-1'&.atel-Baanoaol teat for 9enaral ■oaooiation, oootrolling for otudy. 
Prograa, RKP. FlJSBIICQ. SASPGN(lQTABOlC:I 
Data, IUC9.SAS.Pl.JlC. L.NCJINBUSW,Jl'Ul'A.L , JlHP. SAS.11JM.l,.NCIDCCQ9W. PXMAL 

lPROOUCTI0II CATA - PR0DUCTI0K MOOS 

l (0.2\) 
l (0.l\) 
1(0,2\) 
1(0.2\) 
l (0.2\) 
l (0.2\) 
l (0. 2\) 
1(0.2\) 
l (0, 2\) 
l (0.2\l 
1 (0. 2\) 
1(0.2\) 
1 (0,2\) 
1(0.2\) 
l (0.2\) 
1(0.l\) 

1(0.2\) 
1 (0.2\) 
1(0.l\) 

1(0.2\) 
1(0.2\) 
1(0.2\) 

Regulatory Reopon,e 

1.000 0.527 
1.000 0.5:n 
0 .373 0.293 
l.000 0,527 

0.373 0.293 
l.000 0.527 
l. 000 0.342 
0.373 0.llt 
l.000 0. 527 
o. 373 O .203 
1.000 0. 527 
1.000 0 .527 
1. 000 0.342 
1.000 0.527 
0.373 0.293 
1.000 0.342 
1.000 0.527 
l.000 0.527 
0.373 0.114 
1.000 0.527 
0.373 0.293 
0.373 0.293 
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'I'rea.t•ent-bergent Adver•• Bvent■ - MedORA Prererred rera■ 
Dy Decree■.lcg l'r•qu•ncy 

Bvent 

'ren■ion 
T■n■ioo headache 
Tranaaain•••• incraued 
Unintended pr■;r.aa.nc:y 
Urticaria 
Viral l&byrinthiti■ 

All Patient■ who Bntered Study Period IV 
l'lJ-IIC-BIIBU la HMCQ 9tudy Period IV 

Ou.lox: 
(N•U5) 

n(,) 

0(0.0\) 
0(0.0\) 
1(0.5\) 
o(o.o,> 
1co.s,, 
0(0.0\) 

Ven1afax 

(lf•328) 

o(\) 

1(0.l!i) 
1(0.3\) 
0(0.0\) 
1(0.3\) 
0(0.0\) 
1(0.3') 

Total 
(K•52 3) l'i■ber■ B.Xaot 

n (\) p-value 

1(0.2\) l.000 
1 (0 .2,, l.000 
1(0.2\) 0.373 
1(0.2') l.000 
l (0.2\) 0.373 
1(0.2\) ).000 

OIB 
p-v•lu.e 

0,342 
0.527 
0.2'] 
0.342 
0.114 
0.3t2 
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