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MHRA
1. MHRA statement: New data on cardiovascular risk with  “Celebrex” celecoxib 2004/12/17
MHRA [“Celebrex”] celecoxib
MHRA [“Celebrex’]
celecoxib APC Adenoma Prevention with Celecoxib celecoxib

800mg 34
25 2
Adenomatous Polyps
MHRA
MHRA
MHRA CSM
CSM COX-2

Expert Working Group

Celecoxib

EMEA WWW.emea.org

Pfizer www.pfizer.com
National Cancer Institute NCI APC
25
[“Celebrex’]
PreSAP 1 400mg

400mg

PreSAP Prevention of Spontaneous

celecoxib Pfizer
1 400mg 800mg [“Celebrex’]
NCI
[“Celebrex’]

APC


www.emea.org
www.pfizer.com

Pfizer 12 16 APC FDA

2 5 3,600 4
2,400 2 Pfizer
3 [“Celebrex’] 2,000
750 [“Celebrex’] 1  400mg
2
12 10
9 10 APC PreSAP
2 2
Pfizer 12 16
Pfizer

http://www.mhra.gov.uk/news/2004/celecoxib 171204.pdf
celecoxib COX-2 2004/12/01

2. Advice on the use of celecoxib and other selective COX-2 inhibitors in light of concerns about
cardiovascular safety 2004/12/21

celecoxib COX-2
MHRA [“Celebrex”] celecoxib
MHRA
COX-2
COX-2
COX-2
COX-2

NSAID COX-2
NSAID


http://www.mhra.gov.uk/news/2004/celecoxib_171204.pdf

Celecoxib COX-2

600,000 celecoxib Celecoxib
FAP [“Onsenal”]
COX-2 rofecoxib 2004 9 2000
CSM Celecoxib COX-2 PI

Celecoxib Pfizer MHRA

MHRA

National Cancer Institute NCI APC Adenoma Prevention with Celecoxib
celecoxib 2,400 33 1
celecoxib  400mg 800mg

1
400mg 25 800mg 34 Pfizer
NCI DSMB data safety and monitoring board 2004 12 17
Pfizer PreSAP Prevention of Spontaneous Adenomatous Polyps
APC
[“Celebrex”] celecoxib COX-2
COX-2

http://www.mhra.gov.uk/news/2004/celecoxibhealthlink201204doc.pdf

Summary of clinical trial data

12 17 celecoxib 2

NCI APC Adenoma Prevention with Celecoxib celecoxib

celecoxib 400mg/ 800mg/
33 NCI NIH National Institutes of Health NCI


http://www.mhra.gov.uk/news/2004/celecoxibhealthlink201204doc.pdf

[“Celebrex”1400mg/ 2.5 800mg/ 34
2,000
n=679 6 [“Celebrex”1400mg/ n=685 15
[“Celebrex”1800mg/ n=671 20 41
[“Celebrex’]
NCI 0.9% [“Celebrex”]400mg/
3.0% [“Celebrex”1800mg/ 3.0%
PreSAP Prevention of Spontaneous Adenomatous Polyps Pfizer
[“Celebrex”1400mg/ n=933 n=628
APC
[“Celebrex’] APC
NCI
1.8% 11 [“Celebrex”]400mg/ 16
1.7% [“Celebrex’] RR 1.0

APC [“Celebrex’]
2004 12 21 MHRA

COX-2 CSM 2004 12 21

http://www.mhra.gov.uk/news/2004/celecoxib summarydata.pdf

FDA
1. FDA Statement 2004/12/17
FDA Statement on the Halting of a Clinical Trial of the COX-2 Inhibitor Celebrex
FDA COX-2 [“Celebrex”] celecoxib
FDA COX-2 [“Celebrex”] celecoxib

FDA National Cancer Institute NCI Phizer [“Celebrex’]
celecoxib
[“Celebrex’]

[“Celebrex’] 400mg 1 2
34 [“Celebrex’] 200mg 1 2
25 33
[Celebrex’]400mg 1 1


http://www.mhra.gov.uk/news/2004/celecoxib_summarydata.pdf

FDA FDA
[“Celebrex’]

[“Celebrex’]
[“Celebrex’] [“Vioxx”] rofecoxib
[“Vioxx”] Merck
[“Bextra’] valdecoxib
COX-2 [“Bextra’] [“Celebrex’] 2

[“Celebrex’]

FDA [“Celebrex’]
[“Celebrex’]

[“Celebrex’] 1988
[“Celebrex’] NCI
COX-2 NSAID
NSAID

FDA [“Celebrex’]

http://www.fda.gov/bbs/topics/news/2004/NEW01144.html

2. FDA Statement 2004/12/17
FDA Statementon “lressa’
FDA “Iressa” gefitinib
2004 12 17 FDA “Alimta” pemetrexed

FDA “Iressa”  gefitinib

FDA AstraZeneca “Iressa’
gefitinib

“lressa’


http://www.fda.gov/bbs/topics/news/2004/NEW01144.html

“Iressa’ FDA “Taxotere” docetaxel “Tarceva’ erlotinib

“Alimta” pemetrexed

FDA Subpart H 2
2003 5 2 “Iressa’ FDA
“Iressa’ 10%
FDA
2003 “Iressa’
Astra Zeneca 1,700
“Iressa’
FDA
FDA FDA
“Iressa’

http://www.fda.gov/bbs/topics/news/2004/new01145.html

“Iressa” gefitinib marketing authorization application withdrawn in EU 2005/01/04

“Iressa”  gefitinib EU

AstraZeneca EMEA European Medicines Agency NSCLC
“Iressa”  gefitinib MMA
ISEL Iressa Survival Evaluation in Lung cancer
EMEA “lressa’ MMA
“Iressa’ ISEL
MMA
ISEL
AstraZeneca “Iressa’
ISEL
“Iressa’ NSCLC
AstraZeneca NSCLC
FDA “Iressa’

http://www.astrazeneca.com/pressrelease/4442.aspx



http://www.fda.gov/bbs/topics/news/2004/new01145.html
http://www.astrazeneca.com/pressrelease/4442.aspx

gefitinib EGFR

3. FDA Talk Paper Web 2004/12/21 2004/12/20
New Warning for [‘Strattera’]
[“Strattera”] atomoxetine

FDA [“Strattera’] atomoxetine

ADHD
[“Strattera”]
2

[“Strattera®] 2002 200

FDA
Eli Lilly
http://www.fda.gov/bbs/topics/ ANSWERS/2004/ANS01335.html
http://www.fda.gov/medwatch/SAFET Y/2004/safety04.htm#Strattera

atomoxetine SNRI Phase Il 2005/01/13

4. FDA Statement on Naproxen Web 2004/12/21 2004/12/17
FDA Naproxen

FDA NIH National Institutes of Health

NIA National Institute on Aging

FDA NIH naproxen

6,000

10


http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01335.html
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Strattera

naproxen

FDA OTC  naproxen
naproxen 220mg 1 2
10 naproxen Naproxen
Naproxen 1976 [“Naprosyn’] FDA

oTC

http://www.fda.gov/bbs/topics/news/2004/NEW01148.html

http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Naproxen
naproxen NSAID

5. FDA Alert for Practitioners on [“Celebrex”] celecoxib Web 2004/12/21
2004/12/17

FDA [“Celebrex”] celecoxib

FDA [“Celebrex”]

1994

FDA 2004 12 17 NIH

[“Celebrex’]
FDA
[“Celebrex’]
o[“Celebrex’]
o [“Celebrex’]
o [“Celebrex’] [“Celebrex’]
O
200mg 1 1 100mg 1 2
100 200mg 1 2
400 mg 200mg 1 2

400mg 1 2



http://www.fda.gov/bbs/topics/news/2004/NEW01148.html
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Naproxen

oFDA COX-2

COX-2

celecoxib

National Cancer Institute NCI
APC Adenoma Prevention with Celecoxib

celecoxib
2,000 33
celecoxib 2005
o 6
oCelecoxib200mg 1 2 ... 15
oCelecoxib400mg 1 2 ... 20
Celecoxib 2

celecoxib
Anrthritis Safety Study CLASS

NSAID

celecoxib 400 mg 1

diclofenac 1
APC COX-2
[“Vioxx’]

Merck Laboratories

CABG

FDA

FDA  Patient Information Sheet

http://www.fda.gov/cder/foi/label/2004/20998sIr016 celebrex Ibl.pdf

NIH

[“Celebrex”] celecoxib

2.5
3.4

APC

Celecoxib Long-Term
8000

ibuprofen

[“Vioxx”] rofecoxib

celecoxib

10

2004
[“Bextra’] valdecoxib

PreSAP Prevention of Spontaneous Adenomatous Polyps Trial
ADAPT Alzheimer's Disease Anti-inflammatory Prevention Trial

9


http://www.fda.gov/cder/foi/label/2004/20998slr016_celebrex_lbl.pdf

http://www.fda.gov/cder/drug/infopage/celebrex/celebrex-hcp.htm
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Celebrex

6. FDA Talk Paper 2004/12/23

FDA Issues Public Health Advisory Recommending Limited Use of COX-2 Inhibitors
Agency Requires Evaluation of Prevention Studies Involving COX-2 Selective Agents
FDA COX-2

COX-2
FDA COX-2 NSAID
FDA COX-2 [“Celebrex”] celecoxib [“Bextra”] valdecoxib
IRB
COX-2 [“Vioxx”] [“Celebrex’] [“Bextra’]
FDA
FDA 3
NSAID  naproxen [“Aleve’] [“Naprosyn’]
FDA

[“Celebrex”] celecoxib  [“Bextra’] valdecoxib
NSAID NSAID
COX-2

NSAID

NSAID oTC
OTC NSAID 10

NSAID OTC
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http://www.fda.gov/cder/drug/infopage/celebrex/celebrex-hcp.htm
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Celebrex

FDA NSAID
URL

http://www.fda.gov/cder/drug/analgesics/default.htm.

FDA [“Vioxx”] [“Celebrex”] [“Bextra®] naproxen

NSAID
2005 2

http://www.fda.gov/bbs/topicss ANSWERS/2004/ANS01336.html

Public Health Advisory Non-Steroidal Anti-Inflammatory Drug Products NSAIDs

http://www.fda.gov/cder/drug/advisory/nsaids.htm

7. FDA MedWatch Web 2004/12/23
2004 Safety Alert [*Remicade”] infliximab
2004 [“Remicade’] infliximab

Centocor [“Remicade’] infliximab

[“Remicade’]
/
1998 8 24 576,000
3
[*Remicade’]

Centocor

[“Remicade’]

[“Remicade’] 2

5 [“Remicade’]

[“Remicade’]

[“Remicade’]

12

2004/12

35

[“Remicade’]

[“Remicade’]

[*Remicade’]

HBs


http://www.fda.gov/cder/drug/analgesics/default.htm
http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01336.html
http://www.fda.gov/cder/drug/advisory/nsaids.htm

ALT  AST [“Remicade’]

Centocor

http://www.fda.gov/medwatch/SAFETY/2004/remicade DHCP dec04.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Remicade2

infliximab genetical recombination TNF alfa antagonist

8. FDA CDER 2004/12/23

FDA Alert for Healthcare Providers Naproxen
FDA Naproxen

FDA :Naproxen

FDA 2004 12 23 naproxen
FDA
o naproxen naproxen
o Naproxen OTC
8 12 1 220mg
2  440mg
8 12 2 24 3  660mg
o 1 2 250 500mg naproxen

NIH National Institutes of Health NSAID

2004 12 20 ADAPT Alzheimer's Disease
Anti-Inflammatory Prevention Trial NSAID naproxen COX-2 celecoxib
70
2,400 3 naproxen 220mg 1 2 , celecoxib,
ADAPT celecoxib National
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http://www.fda.gov/medwatch/SAFETY/2004/remicade_DHCP_dec04.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Remicade2

Cancer Institute NCI celecoxib
ADAPT ADAPT

naproxen

http://www.fda.gov/cder/drug/InfoSheets/HCP/Naproxen-hcp.pdf

http://www.fda.gov/cder/drug/infopage/naproxen/default.htm

9.CDER 2004/12/28
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of December 28,
2004

2004 12 28 web

[“Agrylin®] anagrelide
http://www.fda.gov/cder/pediatric/Summaryreview.htm

Health Canada
1. Health Canada Endorsed Important Safety Information on Aredia pamidronate disodium
and/or [“Zometa’] zoledronic acid 2004/12/15
Subject: Updated Safety: Possible relationship of [“Aredia’] pamidronate disodium and/or
[“Zometa”] zoledronic acid with osteonecrosis of the jaw

[“Aredia”’] pamidronate disodium [“Zometa”] zoledronic acid
[“Aredia’] pamidronate disodium [“Zometa”] zoledronic acid
Novartis [“Aredia’] pamidronate disodium / [“Zometa”]

zoledronic acid ONJ
bisphosphonate

ONJ [“Aredia’] [“Zometa’]
[“Aredia’] a b
c
[“Zometa’] a b
ONJ [“Aredia’] [“Zometa’] Pl
/ 2004 5 14 [“Aredia’]
[“Zometa’] ONJ 217 Novartis
[“Aredia’] / [“Zometa’] 250
ONJ 10,000 1 [“Aredia’]
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pamidronate disodium [“Zometa’] zoledronic acid

[“Aredia’] [“Zometa”]
ONJ
ONJ
ONJ
/
[“Aredia’] [“Zometa”]
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/aredia_zometa hpc_e.html
zoledronic acid 2004/10/22

pamidronic acid INN pamidronate disodium JAN

2. Health Canada Endorsed Important Safety Information on [“Celebrex”] celecoxib capsules, a
selective cyclo-oxygenase-2 COX-2 inhibitor 2004/12/22

COX-2 [“Celebrex”] celecoxib
Pfizer Canada Inc.  Health Canada [“Celebrex”] celecoxib
2004 12 16 Phizer COX-2 [“Celebrex”] celecoxib
2

15



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/aredia_zometa_hpc_e.html

PreSAP Prevention of Spontaneous Adenomatous Polyps

APC Adenoma Prevention with Celecoxib celecoxib

National Cancer Institute NCI APC

2.5
2004 12 16

3.4

EMEA
APC
[“Celebrex’]

Health Canada

Pfizer

OA RA

[“Celebrex’]

[“Celebrex’]

Pfizer
[“Celebrex’] 400 mg 800 mg
Pfizer
Health Canada FDA
Pfizer
Pfizer
Pfizer
FAP
[“Celebrex’]
FAP
[“Celebrex’]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/celebrex2 hpc e.html

3. Safety information regarding selective COX-2 inhibitor NSAIDs: [*“Vioxx”] rofecoxib |,

[“Celebrex”] celecoxib , [“Bextra”] valdecoxib , [“Mobicox”]

meloxicam 2004/12/22

COX-2 NSAID
celecoxib  [“Bextra’] valdecoxib
Health Canada COX-2

[“Mobicox?]
NSAID

[“Vioxx”] rofecoxib

rofecoxib [“Mobicox”] meloxlcam

COX-2 NSAID

16

meloxicam and generic forms of

[“Vioxx”] rofecoxib [“Celebrex”]
meloxicam
[“Celebrex”] celecoxib [“Bextra’]


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/celebrex2_hpc_e.html

Health Canada [“Celebrex”] [“Bextra’] [“Mobicox’] meloxicam

COX-2 NSAID [“Celebrex’]

[“Bextra’] [“Mobicox’] meloxicam

[“Vioxx”] rofecoxib

APPROVe 3

[“Vioxx’] 2004 9

APPROVe [“Vioxx’]
[“Vioxx’] 25 mg
APPROVe [“Vioxx’] 18
Merck
[“Vioxx”]

[“Bextra’] valdecoxib

2004 12 10 Pfizer [“Bextra’]
Phizer CABG 1,500

[“Bextra’]

2%
1% 0.5%

[“Celebrex”] celecoxib
2004 12 17 National Cancer Institute NCI [“Celebrex’] 3 APC Adenoma
Prevention with Celecoxib
Health Canada
[“Celebrex’]
[“Celebrex’]
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COX-2
COX-2

NSAID

NSAID
COX-2

COX-2

NSAID

NSAID
NSAID
1999

NSAID

NSAID ibuprofen

http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004 69 e.html

4, Canadian Adverse Reaction Newsletter Vol.15 No.1 2005
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv15nl e.html

1 “Ketek?
“Ketek?

[“Ketek”] telithromycin

telithromycin and warfarin: Suspected interaction

telithromycin

ketolide

Ketolide macrolide-lincosamide streptogramin
[“Ketek”]
warfarin
2003 5 29 2004 9 15
25 7
1
79 INR 7 6
warfarin INR
INR telithromycin
7 6 warfarin telithromycin
Telithromycin CYP3A4 CYP1A
S- S-  CYP2C9
R- CYP1A2 CYP3A4
Telithromycin  warfarin cytochrome P450
-warfarin Telithromycin
Telithromycin CYP3A4 ketoconazole
telithromycin  CYP3A4

18

2005/01/04

Health Canada

6 warfarin
1
INR
1 9 INR
Warfarin

CYP3A4

telithromycin

50

R-


http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004_69_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv15n1_e.html

K
warfarin
Telithromycin ~ warfarin prothrombin
warfarin
(telithromycin )
2 “Zyvoxam” linezolid and neuropathy
“Zyvoxam” linezolid
“Zyvoxam” linezolid oxazolidinone
2001 4 6 Linezolid  methicillin vancomycin
Linezolid 28
28
Linezolid
Health Canada MRSA linezolid 600mgl 2
linezolid 6 4 5 8
linezolid
1
[“Novo-Hydrazide’]
Linezolid
28
Linezolid
linezolid
3 Caffeine-containing natural weight loss product and myopathy
Caffeine
47 [‘Hydroxycut’] ephedra MuscleTech 4
CK creatine kinase 1,021 U/L 190 U/L
CK

19
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[‘Lomotil’] [*Motilium’] [‘Nexium’] [“Symbicort™] [“Turbuhaler’]

[“Hydroxycut”]
2003 1 ephedra
[“Hydroxagen Plus’] glucomannan alfa
L-carnitine [“Hydroxy Tea’] caffeine
caffeine 200mg
Caffeine [“Hydroxycut”]
2
1 ephedrine chitosan gymnema sylvestre
1 kava

[“Hydroxycut’] ephedra

kola nut
yerba mate caffeine

caffeine caffeine

4 “Rocephin” ceftriaxone and immune hemolytic anemia in children

“Rocephin”  ceftriaxone

[“Rocephin”] ceftriaxone 1987 12 31 cephalosporin
IHA
[“Rocephin’]
<0.1% IHA
Ceftriaxone
IHA
Health Canada 1988 1 1 2004 9 15 ceftriaxone
1 ceftriaxone 80 mg/kg
30
Coomb's 79/l 110 g/L
erythromycin 1
ceftriaxone
Ceftriaxone IHA 9 6

1 ceftriaxone IHA
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IHA

Ceftriaxone IHA
ceftriaxone
IHA
IHA IHA ceftriaxone

ceftriaxone

5 “Zyprexa’ olanzapine :Suspected association with pulmonary embolism

“Zyprexa® olanzapine

22 95kg 1.78m 20mg [“Zyprexa’] 6
CT normal sinus
rhythm DVT 3
[“Celexa’] citalopram 20mg/
1
DVT DVT
\% C S C
APCresistance [“Lovenox’] enoxaparin  warfarin
[“Zyprexa’] risperidone
olanzapine MARTA multi acting receptor targeted agents
TGA

1. Media statement 2004/12/18
Potential safety risks with Celebrex
[“Celebrex”] celecoxib
TGA Therapeutic Goods Administration
[“Celebrex’]
FDA
[“Celebrex’]
2  PBS Pharmaceutical Benefits Scheme

21



[“Vioxx”] TGA

[“Celebrex’] COX-2
12 TGA TGA ADRAC
[“Celebrex’]
COX-2 TGA
[“Celebrex’]
COX-2 ADRAC 5
[“Celebrex”] 1,500 18
1 4
TGA  FDA [“Celebrex’] Pfizer
[“Celebrex’]

http://www.tga.health.gov.au/media/2004/041220 celebrex.htm

2. Media statement 2004/12/20
Potential safety risks with Celebrex
“Celebrex” celecoxib
ADRAC Australian Adverse Drug Reactions Committee ADEC Australian Drug Evaluation
Committee

TGA ADRAC ADEC [“Celebrex’]
18 TGA FDA [“Celebrex’]
[“Celebrex’]
2 PBS Pharmaceutical Benefits Scheme
4
[“Vioxx”] TGA

[“Celebrex’] COX-2

TGA

COX-2

TGA celecoxib

22


http://www.tga.health.gov.au/media/2004/041220_celebrex.htm

12 TGA ADRAC

[“Celebrex’] COX-2
TGA
[“Celebrex’]
COX-2 ADRAC
TGA www.tga.gov.au [“Celebrex’]

http://www.tga.health.gov.au/media/2004/041220 celebrex2.htm

EU EMEA
1. EMEA Public Statement on “Bextra” [/ “Valdyn” valdecoxib and “Dynastat” /
“Rayzon” parecoxib sodium  2004/12/22

Cardiovascular risks in Coronary Artery Bypass Graft CABG surgery and serious adverse skin

reactions
“Bextra” / “Valdyn” valdecoxib “Dynastat” / “Rayzon” parecoxib sodium
CABG
EMEA Scientific Committee for human medicines  valdecoxib  parecoxib sodium
Valdecoxib  parecoxib sodium CABG
2
CABG 462 parecoxib sodium/valdecoxib 311 151
parecoxib sodium/valdecoxib40mg 1 2 14
2 CABG 1,671 parecoxib/valdecoxib 544 Ivaldecoxib
544 / 548 parecoxib sodium 40 mg 20mg 1 2  /valdecoxib
20mg 1 2 /valdecoxib 20 mg 1 2 / 10
CABG parecoxib sodium/valdecoxib
EMEA parecoxib
sodium
COX-2 valdecoxib

23


http://www.tga.health.gov.au/media/2004/041220_celebrex2.htm
www.tga.gov.au

EMEA
Valdecoxib parecoxib
oValdecoxib  parecoxib CABG
o valdecoxib
parecoxib sodium
COX-2 valdecoxib
valdecoxib parecoxib
[“Bextra”]/[“Valdyn”] [“Dynastat”]/[“Rayzon”]
1
COX-2 valdecoxib

Valdecoxib parecoxib sodium

http://www.emea.eu.int/pdfs/human/press/pus/20480204en.pdf
valdecoxib COX-2 Phase I Phase Ill

2005/01/13
parecoxib COX-2 2005/01/13

24


http://www.emea.eu.int/pdfs/human/press/pus/20480204en.pdf

2. Questions and answers on Celecoxib / COX 2-Inhibitors 2004/12/23

Celecoxib / COX 2 Q&A
1 EMEA  celecoxib/COX-2
EMEA [“Vioxx’]
COX-2
EMEA EMEA
CHMP
APC PreSAP
EMEA/CHMP  COX-2
2 Celecoxib
Celecoxib COX-2
“Onsenal”
“Celebrex” 100 mg 200 mg
EU
“Onsenal” 200 mg 400 mg
3 COX-2
Rofecoxib celecoxib
4
APC Adenoma Prevention with Celecoxib celecoxib
celecoxib 400 mg/ 800 mg/ 33
celecoxib
25 3.4
celecoxib
3

Celecoxib 200 mg 1 2
2.2% 685 15
3.0% 671 20
celecoxib

celecoxib 400 mg 1

10 12

25

2004

EMEA
APC

NSAID

2,400

0.9% 679

celecoxib 2

9

Committee on Medicinal Products for human use
2004 12 21

celecoxib

“ Celebrex”

COX-2
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