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C CONTRAINDICATIONS BW BOXED WARNING
W WARNINGS P PRECAUTIONS AR ADVERSE REACTIONS
) CIBW[WTIJPITAR
Zaleplon Sonata Capsules o o o
Amiodarone Hydrochloride Cordarone Intravenous ol o| o
Meperidine Hydrochloride Demerol Tablets and Syrup ol o
Acetaminophen, Aspirin, and Caffeine Excedrin Migraine Tablets o
Piperacillin Sodium Pipracil Injection ol ol o
Lisinopril Prinvil Tablets o o o




« )

BW [ W P | AR
Acetaminophen Tylenol 8 Hour Extended Release Tablets o
(Geltabs) and Extended Release Caplets
Tylenol Arthritis Pain Extended Release Caplets
Zolmitriptan Zomig Tablets o]l o o
Zomig-ZMT Orally Disintegrating Tablets
Piperacillin and Tazobactam Zosyn Injection il B B
Melphalan Alkeran Tablets o
Fexofenadine Hydrochloride Allegra Capsules and Tablets o
Fexofenadine/Pseudoephedrine Allegra-D ER Tablets
Aminosyn Il Aminosyn Il with Electrolytes in Dextrose o
Amoxicillin/Clavulanate Potassium Augmentin Powder for Oral Suspension o o
Augmentin Chewable Tablets
Bacteriostatic Sodium Chloride Bacteriostatic Sodium Chloride 0.9% Injection in o
Plastic Vials
Povidone-lodine Ophthalmic Solution Betadine o
Betaxolol Hydrochloride Ophthalmic Betoptic S =
Clindamycin Phosphate Cleocin T Topical Solution =
Cleocin T Gel
Cleocin T Topical Lotion
Nadolol and Bendroflumethiazide Corzide Tablets o
Aminoglutethimide Cytadren Tablets o
Demeclocycline Hydrochloride Declomycin Tablets o
Metyrosine Demser Capsules o
Penciclovir Denavir Cream o
Doxorubicin Hydrochloride Doxorubicin Hydrochloride for Injection o
Doxorubicin Hydrochloride Injection
Fentanyl Transdermal System Duragesic o
Emedastine Difumarate Emadine Ophthlamic Solution =
Meprobamate with Aspirin Equagesic o
Sulconazole Nitrate Exelderm Cream o
Fluticasone Propionate Flonase Nasal Spray =)
Imatinib Mesylate Gleevec Capsules and Tablets o
Topotecan Hydrochloride Hycamtin Injection =)
Idarubicin Hydrochloride Idamycin PFS Injection =
Apraclonidine Hydrochloride lopidine Ophthalmic Solution =)
Megestrol Acetate Megace Oral Suspension o
Fosinopril Monopril Tablets o =
Thiothixene Navane Capsules and Oral Concentrate o | o
Vecuronium Bromide Norcuron for Injection o
Hexachlorophene Detergent Cleanser pHisoHex Topical Emulsion =
Diflorasone Diacetate cream Psorcon E =
Ribavirin Rebetol Capsules =
Riluzole Rilutek Tablets =
Amoxicillin Amoxil Chewable Tablets o
Amoxil Tablets
Amoxil for Oral Suspension
Ipratropium bromide Atrovent Nasal Spray =
Amiodarone Hydrochloride Cordarone Tablets =
Penicillamine Cuprimine Capsules =
Indomethacin Indocin I.V. Injection =
Fluvastatin Sodium Lescol Capsules =
Lescol XL Extended-Release Tablets
Rofecoxib Vioxx Tablets and Oral Solution o
2




Zaleplon Zaleplon zaleplon Phase 111 2002
‘Sonata’
Amiodarone
Hydrochloride
[‘Cordarone’]
X
[‘Cordarone’]
ARDS
[‘Cordarone’]
Simvastatin CYP3A4 amiodarone
/
Meperidine [‘Demerol’]
Hydrochloride morphine
Schedule 11
Acetaminophen, Acetaminophen
Aspirin, and 12 1.5¢
Caffeine Acetaminophen
5.
5.
oTC
Acetaminophen Acetaminophen
Piperacillin Sodium
piperacillin |5. (
vecuronium )
Piperacillin 3.




Lisinopril [“Prinivil’] (lisinopril)
ACE
[“Prinivil’] 6 16
6 GFR
30mL/ /1.73m2
[“Prinivil’]
Zolmitriptan [‘Zomig’]
2.
5-HT1g/1p 5-HT, agonists
5-HT, agonist 3. D
3)(
[‘Zomig’]
Piperacillin and [‘Zosyn’]
Tazobactam 1.
beta-

http://www.fda.gov/medwatch/SAFETY/2003/may03 quickview.htm

Health Canada
Important Safety Information Regarding [“Serevent”] salmeterol xinafoate in Asthma and
cessation of the SMART  Salmeterol Multi-center Asthma Research Trial 2003.9.8
SMART Salmeterol [“Serevent®] salmeterol xinafoate

[“Serevent”] salmeterol xinafoate
GSK GlaxoSmithKline

SMART Salmeterol Multi-Center Research Trial

[“Serevent’]
[“Serevent’]
[“Serevent’] Health Canada
[“Serevent”]
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GSK [“Serevent”]

[“Serevent’]



GlaxoSmithKline FDA
salmeterol xinafoate / fluticasone propionate
[“Advair’]

[“Advair’] COPD

B:
SMART [“Advair’]
[“Serevent’] [“Advair’]
GSK
[“Serevent”] [“Advair’]
[“Serevent’]
[“Serevent’] [“Advair’]
[“Serevent’] [“Advair’]
[“Serevent”] [ Advair’]
salbutamol

[“Serevent”] [“Advair’]
salmeterol  [“Serevent’]
SMART
[“Serevent”] [“Advair’]
SMART
[“ Serevent”]
[“Serevent”]

SMART

fluticasone propionate

[“Serevent’] [“Advair’]

salmeterol

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/serevent prof e.html
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Salbutamol Sulfate 3,
SMART 1996 7 GSK [“Serevent’]
28 SMART [“Serevent’]
FDA [“Serevent’]
B:
MDI 1 2 [“Serevent’] 42jug
N=13,174 N=13,179
[“Serevent’] SMART [“Serevent”]
SMART 1
1
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SMART
SMART 1
36 23 13 4
[“Serevent”]
[“Serevent’] 1
20 7 19 4 8 1
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TGA

EU EMEA
Committee for Proprietary Medicinal Products Summary of Opinion for [“Serostim”] 2003.9.4
[“Serostim”] CPMP
2003 4 25 CPMP AIDS
[“Serostim®] 4 5 6mg [“Serostim”]
Serono Europe 2000 8 8 [“Serostim”]
somatropin
2003 7 7 CPMP
9 2 EMEA
CPMP 2003 9 3 CPMP
GF9037 [“Serostim”]
1
[“Serostim”]
QOL [“Serostim?]
[“Serostim”]
AIDS [“Serostim”]
1
2 http://www.fda.gov/cder/foi/label/2003/20604se7-027_serostim_Ibl.pdf

http://www.emea.eu.int/pdfs/human/opinion/447503en.pdf

Somatropin recombinant
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BfArM Orders New Risk Statements for Medicinal Products for Hormone Replacement Therapy -

Risk of Breast Cancer Considerably Increased by Estrogen-Progestogen Combinations 2003.8.18

BfArM —Estrogen-Progestogen

Stufenplan Federal Institute for Drugs and Medical Devices
fir Arzneimittel und Medizinprodukte, BfArM HRT

“Million Women Study”

HRT
BfArM 15/02 03/03 15/03 2002
BfArM HRT -
EU
BfArM
"Million Women Study”  estrogen progestogen estrogen
progestogen
estrogen 1,000 15
estrogen 5 Estrogens progestogen
4 5 6 10 19 HRT
1 HRT HRT

Million Women Study 2003
“Million Women Study”

estrogen estrogen-progestogen
1

estrogen estrogen-progestogen

http://www.bfarm.de/de/gb_ver/press/03 _18gb.html
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