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Nonprescription Cyclobenzaprine D-92
Zlinical Documentation
D. Clinical Efficacy and Safety
), Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 5 mg!
Study Gender/ | Dose (ng/Day) Study ‘ Day of Drug
AN Number Age on Day of Onset | Day of Onset |- Adverse Bxperience Durstion Discontinustion Severily Drug Related Sedous | Outecomed
0895 006/002 Fr38 15 2 Bluned vision 2 days 3 Moderate Possibly No Recovered
15 2 Dizziness 23.5hr Modzrate Possibly No  {Recovered
15 2 Somnolence 4 days Moderate Probably No Recovered
15 2 Headache 2 days Mild Poasibly No Recovered
15 2 Confusion 2 days " [Moderate Possibly . No Recovered z
0149 006/008 M/58 10 ) Somnolence 3 days 4 Moderate Probably No Recovered g
- 15 2 Nausza 4 days Mild Probably No  |[Recovered g
15 3 Mental acuitly decreased 3 days Mild Probably No Recovered g
m
0220 008007 FN3 10 2 Hypesthesia 4 days 2 Severe Probably not No Still present ‘?f
0333 0067010 M7 5 1 Nousea 4 hr 1 Moderte Probably No  [Recovered t:
0715 00&/010 M/56 15 2 Somnolence J days ) Moderate Possibly No Recovered
5 3 Dry mouth 3 days Maderate Possibly No Recovered
5 3 Nausea 22hr Moderate Possibly No Recovered
0717 006010 M/ 5 2 Somnolence 12 hr 2 Severe Passibly No Reeovered
5 2 Nausen 10 hr Modvrate Possibly No Reocovered

AK-0130/AWMA/BW1454.D0C APPROVED -- 01DEC98-




Jonprescription Cyclobenzaprine D-93
“linical Documentation A
). Clinical Efficacy and Safety

. Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 5§ mg'
Study Qender/ | Dose (mg/Day) Study Day of Drug
AN Number Age oo Day of Onsel | Day of Onset Adverse Experience Durstion Disconlinuation Severity Drug Related Serious Outcomet
0387 006/011 FRS5 10 l Dizziness 3 days 2 Moderate Possibly No Recovered
. >
0396 006011 M/34 10 1 Asthenle/(sligue 4 days 3 Severe Definitely No Recovered g
[
0422 ( 006012 | Frs9 10 1 Somnolence 10 hr ! Moderate  [Possibly No [Recovered | 2.
=]
0449 | 006013 M9 15 2 Dlzziness 3 days 2 Severe Prabably No  [Recovered g
15 2 Somnolence -3 days Severe Probably No Recovered rr
(3] 2 Nausea 3 days Severe Probably No Recovered
o . —
(17185 006/013 P60 15 2 Perverslon, tosic 3 dnys 2 Moderate Possibly No Reoovered Lan)
0578 006/017 M/57 10 1 Somnolence! Jdays 3 Mild Defindtely Na Still present
15 2 Dry mouth$ 2 days Mild Definitely No  (Stll present
15 2 Neuritis 2 days Severe Definitely not No Still present
2028 008/001 M/46 15 2 Constipation 12 hr v 2 Moderale Possibly No Recovered
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Nonprescription Cyclobenzaprine D-94
Clinical Documentation
J. Clinical Efficacy and Safety
3. Safety
Listing of Patients Discontinued Due To Clinical AB—Cyclobenzaprine 5 mg'
Study Qender/ | Dose (mg/Day) Study Day of Drug
AN Number Age on Day of Onset | Day of Onset Adverse Bxperience Duration Discontinustion Severity Drug Related Serous Outcomef
2058 008002 F/48 5 3 Paln, neck 25 days 3 Severe Definltely not No Recovered
5 3 Paresthesia 25 days Severe Definltely not No Recovered
5 3 Paresthesia 25 days Severe Definitely not No Recovered
5 3 Trauow ] min Severe Defindtely not No Recovered
5 3 Pain, back 25 days Severe Definitely not No  [Recovered
5 3 Headache 25 days Severe Definitely not No Recovered
Off drug 28 Paln, neck 5 days Moderate Definitely not No  [Still present
Off drug 28 Paln, back 5 days Moderate Definltely not No Still present ‘:_";
rf
2460 008/005 F/62 10 Somnolence 3 days 4 Moderate Probably No Recovered ol
Q
2303 008006 En29 15 3 Sinusitls 35 days 4 Moderste Definitely not No Recovered g
15 3 Infection, upper respiratory 35 days Mild Definitely not No Recovered g
jrs
2548 008/007 M37 10 1 Dry otouth 4 days k) Moderste Probably No Recovered
10 1 Somnolence 4 days Moderate Probably No Recovered H
H
2553 0031007 Frs 15 2 Mental acuity decreased 6 days s Mild Probably No Recovered
2155 008012 F/30 5 ! Dizziness 7 ke ! Severe Probably No Recovered
2519 008/012 F/S1 10 i Soqwuiplence 3 days 2 Severe Probably No Recovered
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lonprescription Cyclobenzaprine D-95
Jlinical Documentation
), Clinical Efficacy and Safety
Safety
)
’ Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine § mg!
Study Gender/ .| Dose (mg/Day) Study Day of Drug
AN Number Age on Day of Onset | Day of Onset Adverse Expedence Durmtion Discontinuation Severity Drug Related Serfous | Outcomed
2589 008/014 Fl44 s 1 Sommnolence 4 days 1- Severe Probably No Recovered
5 1 Dyspnea 4 days Severe Probebly No Recovered
b 1 Ory mouth 4 daya Severe Probably No Recovered
4004 0091001 M/62 Off drug 2 Somnolence 2 days | Severe Probably No Recovered
Off drug 2 Dry lips? 2 days Mild Postibly No  [Recovered
Olf drug 2 Irrdtability$ 2 days Moderate Possibly No  |Recovered
4008 | oosmor | w1 15 2 Asthenl/fetiguet 5 days 5 Moderate  [Probably No [Recovered
' 15 2 Heodache 12 doys Mitd Definltely not No  [Recovered | %
15 5 Nausea 5 days Moderate Poasibly No Recovered t
| 15 s Vomiting 5 days Moderate Possbly No Recovered g
|
| 4425 009/001 M/24 15 2 Somnolence 4 days 4 Moderate Probably No Recovered :,-:-{
‘ 15 2 Headache! 4 days Mild Possibly No  [Recovered | 8
r
| 4427 | 009/001 M/40 10 1 Somnolence 9he 2 Severe Probably No  [Recovered
‘ 5 2 Mental acuity decreased? 5.5 br Moderate Possibly No Recovered =
. -
4038 ((09/002 F36 Off drug 2 Somnolence 6 days 6 Moderate Possibly No Recovered
4047 009/002 M3l 5 | Somnalence 5 days 3 Mild Possibly No Recovered

{K-0130/WMA/BW1454.D0C APPROVED -- 01DEC98
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Nonprescription Cyclobenzaprine D-96
Clinical Documentation
D. Clinical Efficacy and Safety
Safety
. -
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 5 mg!
Study Gendeo' | Dose (mg/Day) Study Day of Drug
AN Number Age on Day of Onset| Day of Onset Adverse Experience Durstion Discontinuation Severity Drug Related Serious | Outcome?
4052 009/002 Fi6} 5 2 Dizziness 3 days 3 Mild . |Paossibly No  [Recovered
5 2 Asthenia/faligue 4 days Modemte Possibly No Recovered
4515 009/003 F22 10 2 Somnolence 24 he 2 Severe Definitely No  [Recovered >
4096 009/004 M7 0 ] Infection, fungal’ 10 days 9 Mild Definitely not - No Recovered ;rf
s 2 Somnolenced 5.2 hr Mild Posslbly No  [Recovered g
s 2 Dyspneal $0 min Mild Probably not No  [Recovered g
] 2 Depression$ 52hr Mild Probably not No  [Recovered 3
s 2 [Pain, sbdominal} S he Mild Possibly No  |Recovered g
15 3 Anxletyd 42 min Mild Probably not No  [Recovered cr
15 3 Anxiety? 1.8 hr Mitd Probably not No  [Recovered
15 3 Dry mouth} 32 Mild Probably not No  |Recovered -
15 3 Dry mouth$ 3.2kt Mild Probably not No Recovered H
15 3 Infection, respiratory, upperd 3 days Mitd Definitely not No Recovered
15 3 Pajn, abdominal® - 42min Mild Probebly not - No  |Recovered
15 3 Panie disorder? 6 days Moderate Probably not No  |Recovered
15 3 Tremor} 1.8 he Mild Probably not No  |Recovered
15 3 Tachycardia} 42 min Mitd Probably not No  |Recovered
1S 3 Spasm! 1.9 hr Mild Probably not No  [Recovered
10 4 Nervousness! 9 he Mild Probably not No  |Recovered
10 4 Spasm} 9he Miid Probably not No Recovered
5 7 Hyperventilationd 3 days Mild Probably not No Recovered

K-0130/WMA/BW1454.D0C APPROVED -- 01DEC98




Nonprescription Cyclobenzaprine D-97
"“linical Documentation
. Clinical Efficacy and Safety
Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 5 mg!
. Study Gendet/ | Dose (mg/Day) Study Day of Drug
AN Number Age | on Day of Onset | Day of Onsat Adverse Experience Duration Discontinuation Severity Drug Related Serous Qutcomet
5 7 Nervousness$ 3 days Mild Probably not No  [Recovered
5 1 Spasm$ 3 days Mid Probably nol No  [Recovered
10 8 Headachet 7 he Mild Probably oot No  [Recovered
5 9 Rash 2 days Mild Poisibly No  (Still present
4123 | 009005 M/40 10 1 Somnolenced Shr 4 Moderale Definitely No  [Recovered
15 2 Somnolence’ 14.5 hr Moderate Definltely No  [Recovered
15 3 Somnolence? IShe . Moderate Defiaftely No  |Recovered
15 3 Dizziness} 2.5hr Moderate Definitely No  [Recovered
5 4 Somnolence Shr Moderate Definltely No Recovered
4134 009/005 FRS 5 2 Asthenie/fatigue 4.5 hr 2 Severe Definitely No Recovered
4135 | 009/005 F/51 s 1 Soranolenced 1 he 8 Moderate Probably No  |Recovered
s 1 Headacha$ 6hr Mild Definltely nol No  |Recovered
5 2 Somnolence’ 1.5hr Moderate Probably No  |Recovered
5 3 Somnolence’ 9 hr Mild Probably No  |Recovered
s 3 Headached Rk Moderele Definitely not No  |Recovered
Offdrug 6 Headache$ 9.5 hr Moderate Definitely not No Recovered
5 8 Somnolence 8 hr Modersle Probably No Recovered
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“onprescription Cyclobenzaprine D-98
'linical Documentation
, Clinical Efficacy and Safety
Safely
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 5 mg!
Study Gender/ | Dose (ng/Dsy) Study : Day of Drug
AN Number Age on Day of Onset | Day of Onset Adverse Experience Duration Discogtinuation Severity Drug Related Serdous Outcome!
4154 009/006 Fr24 15 2 Somnolence 4.5hr 2 Moderate Probably No Recovered
4161 0091006 Fn4 5 2 Somnolence 2he 2 Moderate Probably No Recovered o
4182 009/007 Fri2 5 1 Menstrualion disorder 2 hr \ Severe Possibly No Recovered ?r-
5 ! Pn:umonia’ 22 days Severe Definltely not No  |Recovered %’)
a
42 009/008 W40 10 i Pain, flank 2 days 1 Mcderate Probably not No Recovered r?)
. =]
4224 005008 49 10 2 Pain, abdominal 2 days 2 Mcderate Probably not No Recovered cr
4230 | ooros | M7 s 3 |Hesdache 4 days 4 Mcderste  {Definitely not No |Recoversd | i
4231 0097008 M/37 10 i Anadety 2hr i Moderate Probably not No Recovered
10 1 Somnolence 2he Severe Probably No Recovered
10 1 Pain, back$ 16 hr Moderate Definitely not No  |Recovered
4248 009/009 M9 15 2 Somnolence 3 days 3 Mild IPossibly No Recoverd
135 2 Alaxla 3 days Mild Possibly No Recovered
{3 2 Psychic disturbance 3 days Mild Posslbly No Recovered
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onprescription Cyclobenzaprine D-99
linical Documentation
- Clinical Efficacy and Safety

Safety
Listing of Patients Discontiiued Due To Clinical AE—Cyclobenzaprine 5 mg'
Study | Gender/ | Dose (mg/Day) Study Day of Drug
AN Number Age on Day of Oniet | Day of Oaset Adverse Bxpetience Duration Discontinuation Severity Drug Relaled Seriows Outcome?
4273 009/010 P/6s 5 3 Urticaria 3 days 3 Mild Possibly No Recovercd
4323 009/011 Fn6 5 i Somnolence 3 days 2 Severe Defindtely No Recovered
Off drug s Headached 2hr Mild Definitely not No Recovered
: >
4453 009/012 T4t 10 ! Somnolence 5 days 4 Moderate Probebly No Recovered ,r-:
: n
4402 | 009K014 P22 s 1 Somnolence 7 days 6 Mild Probably No  |Recovered | O
] 1 Dry mouth! ' 7 days Mild Probably No  |Recovered | 3
o
4464 009015 PR3 10 1 Samnolence 3 days - 3 Modemie Probably No Recovered ?r
0013 | 0031001 F/67 15 2 Dry mouth? 110 min 3 |Mitd Possibly No  |Recovered | 1y
5 3 Hesdache$ 55 min Mild Possibly No Recovered H
5 3 Mya]giq 4 days Moderate Probably not No Recoverad
, |1 One patient (AN 2489) from disqualified Site 00%/21 also discontinued the study an Day 5 due to cardiac arresl, dizbetes mellitus, myocardial infarction, followed by death.
- |¥ Outcome of “still present” fndicales that adverss experience was still present st the final contact with the patient,
§ This edverse expedence did not prompt discontinuation of study medication.

[3: 8;9; 10, 90; 113}
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nprescription Cyclobenzaprine D-100
nical Documentation
Clinical Efficacy and Safety
Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 2.5 mg'
Dote (mg/Day) Day of Drug
\ Study Gender/ onDay of |Study Day of Discon-
1 AN Number Age Onset Onset Adverse Experience Duration tinuation Severily Drug Related Serious Outcome
' 2558 008/007 M/42 5 { Asthenia/faligue 3 days 2 Moderate Probably No Recovered
2605 008/014 M/62 75 2 Somnolence 4 days 3 Modcrate Probebly No Recovered -
: : rt
2187 008/015 F/63 5 ] Somnolence 3 days 2 Moderate Probably No Recovered g’
5 l Dry mouth 3 days Mild Probably No Recovered g
2694 008/017 P43 15 2 Somnoleoce 45 days 3 Severe Probably No Recovered g
. o)
2721 0081022 M/54 715 3 Dizziness 6 days 4 Mild Possibly No Recovered «
1.5 3 Nausea 6 days Mild Possibly No Recovesed ::,'
7.5 3 Fasciculation 6 days Moderate Possibly No Recovered '
t One patient (AN 2502) from the excluded Site 008/021 also discontinued the study on due to mild dizziness and mild asthenia/faligue beginning on Day | (after 5 mg) and lasting s total
of 2 days. Tue adverse experiences were both determinad to be possibly dig related, not serious, and the patient recovered,

(9: 90; 113)
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onprescription Cyclobenzaprine D-101
linical Documentation
. Clinical Efficacy and Safety
Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 10 mg
Day of Drug
Study Gender/ | Dose (mg/Day) Study Discon-
AN Number Age on Day of Onsetj Day of Onset Adverse Experience Duration linuation Severity Drug Related | Serous Outoome'
0145 | 006/005 Fi44 10 i Somnolence i4 hr 1 Severe Definitely No Recovered
0146 | 006/00S Pras 20 1 Somnolence 5 days 4 Severe Dbefinitely No Recovered 3
20 1 Dry mouth 5 days Moderate Definitely - No Recovered "r_r"
o
0233 | 006/007 Mi56 20 ! Somnolence 4 days 3 Scvere Definitely No Recovered g.
= |
0252 1 006/007 Mi42 20 1 Somnolence 5 days 4 Moderate Probably No Recovered g
20 1 Apprehension 5 days Moderate Probably No Recovered t
0329 | 006/010 FI57 30 2 Herpes zoster 50 days 3 Severe Definitely not No  |Recovered !
' H
0353 | 006/010 Fr39 30 4 Blurred vision 12 days 7 Moderale Probably tio Recovered
30 4 Confusion 12 days Moderate Probably Mo Recovered
0360 } 006/010 F/53 10 1 Blurred vision 13.5br 1 Moderate Possibly No Recovered
10 ! Verligo 13.5hr Moderate Possibly ) Recovered
10 | Asthenia/fatigue 13.5h Moderate Possibly No Recovered
0838 | 006/010 F/50 30 1 Somnolence 7 days 4 Moderate Probably No  JRecovered
30 l Dry moulh 7 days Severe Probably No Recovered
30 -2 Anxiely 6 days Severe Probably No Recovered

{-0130NYMA/BW1454.DOC APPROVED -- 01DEC9S




'onprescription Cyclobenzaprine D-102
linical Documentation
. Clinical Efficacy and Safety
Safety
Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 10 mg
Day of Drug
Study QGender/ | Dose (rog/Day) Study , Discon-
AN | Number Age  lon Day of Onset| Day of Onset{  Adverse Experience Duratlon tinuation Severity Drug Related | Serous Outoomef
0840 | 0061010 E32 10 2 Somnolence 9.1 hr 2 Mild Possibly No  [Recovered
10 2 Nervousness 13 hr Mild Possibly No Recovered LY
10 2 Disorientation 8.5 bir Mild Possibly No Recovered rt
: ct
0374 | 006/011 M/42 10 1 Asthenia/faligue 22 ! Severe Probably - No Recovered g
: =3
0455 | 006/013 F/29 30 2 Somnolence 19 hr 2 Moderate Probably No Recovered IED
30 2 Livitability 16 br Moderste  |Possibly No  |Recovered 2
0461 | 006013 F/58 20 1 éomnolcnce ' 3 days 2 Moderate Probably No Recovered :
20 1 Nervousness 4 days Moderate Probably No Recovered
20 1 Dysarthria 7 days Mild Probably No Recovered
Off drug 3 Pain, sbdominal 8hr Mild Possibly No  |Recovered
0776 | 0067013 k20 a0 2 Dirziness 0.5l "3 Mild bcﬁul(cly No Recovered
30 2 Asthenia/fatigue 2 days Severe Definitely No Recovered
30 2 Nausea lhr Mild Definitely No Recovered
0535 | 006/015 F/47 10 2 Somnolence 550br 2 Severe Probably No Recovered
10 2 Headache S5 Mild Probably No  |Recovered
10 2 Blurred vision 5.5 br Moderate Probably No Recovered

i
)
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nprescription Cyclobenzaprine D-103
nical Documentation
Clinical Efficacy and Safety
Safety
1 Listing of Patients Discontinued Due To Clinical AE—Cyclobenzaprine 10 mg
Day of Drug
Study Gender/ | Dose (mg/Day) Study Discon-
AN Number Age |on Day of Onset| Day of Onset|  Adverse Experience  [Durstion tinuation Severity Drug Relsted | Serious Outoome?
0538 | 006/015 Mns 30 1 Dizziness 3 days 2 Severe Probably No Recovered g
30 | Dry mouth 3 days Moderate Probably No  |Recovered ad
30 l Dyspepsia 3 days Mild Probably No  {Recovered LY
30 1 Nervousness 3 days Moderale Probably No Recovered g
=]
0607 | 006/017 M/68 10 I Somnolence 8 days 2 Moderate Probably No Still present g
10 1 Disorientation¥ 1 br Mild Possibly No  |Recovered rt
0644 | 006/018 M/58 30 2 Somnolence 3 days 2 Severe Probably No  |Recovered t‘*
30 2 Urinary frequency 8 days Modeérate Possibly No  |Recovered
0696 | 006/019 M/47 30 2 Influenza 4 days 4 Moderate Probably not No Recovered
0264 ; (06/020 Fi51 20 | Somnolence 4 days 1 Severe Probably No Recovered
20 1 Ataxie 4 days Severe Probably No Recovered
20 1 Alaxia 4 days Severe Probably No Recovered
0500 | 006/022 F/54 20 1 Somnolence 4 days 3 Scyvere Definitely No Recovered
T Outcome of "still pregent" indicetes that adverse experience was still present at the final contact with the patient.
3 This sdverse experience did not prompt discontinuation of study medication,

(8 113]
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onprescription Cyclobenzaprine _ , D-104
linical Documentation '

. Clinical Efficacy and Safety
Safety
Listing of Patients Discontinued Due To Clinical AE—Placebo!
Dose (tab/Day) - : Day of Drug
Study Gender/ on Day of | Study Day of Dlscon-

AN Number Age Onset Onset Adverse Experience Duration tinuation Severity Drug Related Serlous Outcoma

0238 006/007 F/29 1 tablet 2 Headache 24 days 2 Severe Probably not . No Recovered

1 tablet 2 Pain, back 24 days Severe Probably oot No Recovered

0300 006/009 M/45 1 tablet 4 Somnolence 1.5 hr 4 Moderate Possibly No Recovered

03148 006/010 M50 3 1ablets 2 Paln, ebdominal 4 days 3 Mild Probsbly No Recovered

3 tsblets 2 Diarrhea 4 days Mild Probably No Recovered
’ : o
0381 006/011 Fi68 2 lablels 3 Hypesthesia 5 days 3 Mild Probably No Recovered g
v
0609 0061017 M/31 3 tablets 3 Somnolence 3 days 5 Severe Definitely No Recovered g
: 3
0487 006/022 F128 3 tablets 2 BEmotional changes 3 days k| Moderate Possibly No Recovered g
rt

2006 0087001 F/46 2 tablets 6 Nausea 2 days 6 Moderate Possibly No Recovered
2298 0081006 FI27 3 tablets 2 Asthenia/fatigue 3 days’ 2 Moderate Probably No Recovered :

2146 008/012 F/43 2 tablets ] Somnolence 22‘;3 hr 2 Severe Probably " No Recovered

2401 008/013 F/35 3 tablets 4 Headache 4 days 6 moderate Probably not - No Recovered

T One patient (AN 2471) from disqualified Site 008/021 also discontinued the study on Day | due lo moderate vomiting after | dose, which lasted for 90 minutes and was considered to be
possibly relatad to study drug, ‘The patient recovered.

[8:9;90; 113)
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ynprescription Cyclobenzaprine

D-10S
inical Documentation
. Clinical Efficacy and Safety
Safety
. N Mg
Listing of Patients Discontinued Due To Clinical AE—Diphenhydramine 50 mg
Dose (mg/Day) Day of Drug
Study Gender/ on Day of }Study Dayof Discon-
AN Number Age QOnset Ogpset Adverse Experience Duration linuation Severity Drug Related Serlous Qutcome
0001 | 003/001 /74 150 3 Dizzinesst 2br 3 Mild Possibly No Recovered | &
0 20 Diarrhea 4 days Mild Probably not No Recovered o
0 20 Headache 4 days Mild Probably net No Recovered | 5
0 20 Vomiting 15 hr Modesate Probably not No Recovered =4
0 20 Pain, abdominal 4 days Mild Probably not No Recovered %
. 0 27 Dlarthea 4 days Mild Possibly No Recovered Er
t  This adverse experience did not prompt discontinuation of stady medication. o
[3;113] H
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