AERS Reports - January 2009 - March 2009

ISR Number: 6030985 Case Number: 6882124 I/F Code: I Report Date: 20090105
Drug Name: XOPENEX

NDA Number:

Role Code: PS VAL/VBM: 1

Seq Number: 1010962416

Mfg. Date:

Mfg. Number:

Mfg. Sender:

Lot Number:

Expiration Date:

Indication: ASTHMA

Route:

Dose:

Event Date:

FDA Date: 20090106

Follow Number:

Image ID: 6030985-1

Age: 57 YR Gender: F Weight: 368 LBS
Occupation: CN

Country: UNITED STATES

Report Source: Electronic Submit: N Mfg. Notified: N Confidential: Y
Outcome Code: Dechallenge Code: Y Rechallenge Code: Y Death Date:

Therapy Start: 20081231

Therapy End: 20070101

Duration:

Adverse Reactions:
ANXIETY
BLOOD PRESSURE INCREASED
BURNING SENSATION
DYSPNOEA
HEADACHE
PALPITATIONS
SENSATION OF PRESSURE
SWELLING
TREMOR



AERS Reports - January 2009 - March 2009

ISR Number: 6086154 Case Number: 6921512 I/F Code: I Report Date: 20090214
Drug Name: XOPENEX

NDA Number:

Role Code: PS VAL/VBM: 1

Seq Number: 1011159290

Mfg. Date:

Mfg. Number:

Mfg. Sender:

Lot Number: 50529
Expiration Date: 20070303

Indication: ASTHMA

Route:

Dose: ONE DOSE

Event Date: 20061110

FDA Date: 20090217

Follow Number:

Image ID: 6086154-2

Age: 63 YR Gender: F Weight: 128 LBS
Occupation: CN

Country: UNITED STATES

Report Source: Electronic Submit: N Mfg. Notified: Y Confidential: N
Outcome Code: LT Dechallenge Code: Y Rechallenge Code: D Death Date:

Therapy Start: 20061210

Therapy End: 20061210

Duration:

Adverse Reactions:
DIZZINESS
DYSGEUSIA
HYPERSENSITIVITY
NAUSEA
PRESYNCOPE
PRODUCT QUALITY ISSUE



