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L248686 Regulatory Reaponse

8kin odour abnormal 1(0.3%) 0(0.0%) 1(0.1%) 0.495 0.307
Social problem 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Speech disorder 1(0.3%) 0(0.0%) 1(0.1%) 0.495 0.307
Subcutaneous absceoao 1(0.3%) 0(0.0%) 1(0.1%) 0.495 0.317
Tachyarrhythmia 0(0.0%) 1{0.3%) 1{0.1%) 1.000 0.317
Tearfulness 1(0.3%) 0(0.0%) 1(0.1%) 0.495 0.307
Tendon disorder 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.327
Tharmal burn 0(0.0%) 1{(0.3%) 1(0.1%) 1.000 0.327
Throat tightness 1(0,3%) 0(0.0%) 1(0.1%) 0.495 0.317
Tinea infection 0(0.0%) 1{(0.3%) 1(0.1%) 1.000 0.317
Tengua biting 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.327
Tonoillitio 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0,317
Tooth disorder 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Torticollis 1(0.3%) 0(0.0%) 1(0.1%) 0.455 0,317
Trismus 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0,317
Umbilical hernia 1(0.3%) 0(0.0%) 1(0.1%) 0.495 0.317
Urge incontinence 0{0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Urinary retention 1(0.3%) 0(0,0%) 1(0.1%) 0.495 0.307
Urinary tract digorder 0{0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Uterine infection 1(0.3%) 0(0.0%) 1{0.1%) 0.495 0.307
Vaginal candidiasic 0({0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Vaginal mycosis 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.327
Vaginal odour 1{0.3%) 0(0.0%) 1(0.1%) 0,495 0.317
Varicose vein cperation 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Viral upper respiratory tract infectionm 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.317
Vioual dioturbance 0(0.0%) 1(0.3%) 1(0.1%) 1.000 0.317

MedDRA verailon: 8.0

Baseline vieite: 1-3, Poptbaneline vipite: 4-10

CMH = Coohran-Mantel-Hasnszel test for general assocciatlion, controlling for etudy.
Program: RMP.F1JSHMCQ.SASPGM(FQTAEG1B)

Data: RNP.SAS.F1JM.L.MCHMBUSW.FINAL & RMP.SAS.F1lJM.L.MCHMCQSW.FINAL

Table 4.138. Treatment-Emergent Adverse Events - MedDRA Preferred Terms
By Decreasing Frequency
All Patients who Entered Study Period IV
F1J-MC-HMBU & HMCQ Study Period |V

Dulox Venlafax Total
(M=195) (Na328) (H=523) Fipbers Exact CMH
n (%) n(%) n(%) p-value p-value
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TVILN3QIJINDD

LY248886
Nervouo oyotem disorder 0(0.0%) 1(0.3%) 1(0.2%)
Nervousnesp 0(0.0%) 1(0.3%) 1(0.2%)
Night orampo 1(0.5%) 0(0.0%) 1(0.2%)
Nocturia 0(0.0%) 1(0.3%) 1(0.2%)
Otitie media 1(0.5%) 0(0.0%) 1(0.2%)
Pain 0(0.0%) 1(0.3%) 1(0.2%)
Panic attack 0(0.0%) 1(0.3%) 1(0.2%)
Pneunmonia 1(0.5%) 0(0.0%) 1(0.2%)
Pragnancy 0(0.0%) 1(0.3%) 1(0.2%)
Productive cough 1(0.5%) 0(0.0%) 1(0.2%)
Prostatitis 0(0.0%) 1(0.3%) 1(0.2%)
Pruritusc generalised 0(0.0%) 1(0.3%) 1(0.2%)
Restless legs syndroma 0(0.0%) 1(0.3%) 1(0.2%)
Restlewssness 0(0.0%) 1(0.3%) 1(0.2%)
Rhinitis allergic 1(0.5%) 0(0.0%) 1(0.2%)
Road traffic accident 0(0.0%) 1(0.3%) 1(0.2%)
Sedation 0(0.0%) 1(0.3%) 1(0.2%)
Skin laceration 0(0.0%) 1(0.3%) 1(0.2%)
Speech digorder 1(0.5%) 0(0.0%) 1(0.2%)
Subarachnoid haemoxrhage 0(0.0%) 1(0.3%) 1(0.2%)
Subcutaneocus abocesa 1(0.5%) 0(0.0%) 1(0.2%)
Tachyoardia 1(0.5%) 0(0.0%) 1(0.2%)

MedDRA varasion: 7.0

Bageline vigits: 1-10, Postbaneline vieits: 301-303

CMH « Cooh -Mantel-H el teaot for genecral ascoociation, oontrolling for otudy.
Program: RNP.F1JSHMCQ.SASPGM (FQTABGIC)

Data: RNP.SAS.P1JK.L.NCHNBUSW.PINAL & RNP.SAS.F1JM.L.MCHMCQSW.PINAL

1PRODUCTION DATA - PRODUCTION MODEB

Treatment-Emergent Adverse Bvents - MedDRA Preferred Terms
By Decreasing Frequency
All Patients who Bntered Study Period IV
F1lJ-NC-HMBU & HMCQ Study Period IV

Dulox Venlatax Total
(N=195) (N=328) (N=523)
n (%) n (%) n(%)

Bvent
Tension 0(0.0%) 1(0.3%) 1(0.2%)
Tension headache 0(0.0%) 1(0.3%) 1(0.2%)
Tranoeminases increased 1(0.5%) 0(0.0%) 1(0.2%)
Unintended pregoancy 0(0.0%) 1(0.3%) 1(0.2%)
Urticaria 1(0.5%) 0(0.0%) 1(0.2%)
viral labyrinthitie 0(0.0%) 1(0.3%) 1(0.2%)
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Fighers EBxact
p-value

1.000
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0.373
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P-value
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