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/
FF-GPRD Full Feature General Practice Research Database
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http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/ssricohortjan04.pdf

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/urgent.htm
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CSM

http://www.mca.gov.uk/aboutagency/regframework/csm/csmhome.htm

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/cemssri_101203.pdf

Overview of regulatory status and CSM advice relating to major depressive disorder MDD in children
and adolescents including a summary of available safety and efficacy data

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/ssrioverview 101203.htm

Summary of clinical trials relating to MDD in children and adolescents

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/ssrioverviewclintrialdata 101203.h

tm
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FDA
1. MedWatch 2003.12.23 web 2004.1.9
Important User Notification : Ortho Antibody to HBsAg ELISA Test System 3 and Ortho Antibody
to HBsAg ELISA Test System 3 Confirmatory Test

ELIZA
Ortho-Clinical Diagnostics FDA Antibody to HBsAg ELISA Test System 3 B
ELIZA 3
Antibody to HBsAg ELISA Test
System 3 Confirmatory Test B ELIZA
3 Ortho

http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#telisa

http://www.fda.gov/medwatch/SAFETY/2004/ortho-ELISA deardoc.pdf

Health Canada

1. Important Safety Information Regarding the Use of [‘Sevorane AF’] Sevoflurane in

Conjunction with Anesthesia Machines 2003.11.17 web 2004.1.8
[“Sevorane AF”] sevoflurane
Abbott Abbott Laboratories [‘Sevorane AF’] sevoflurane
Abbott
Abbott

Sevoflurane


http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#elisa
http://www.fda.gov/medwatch/SAFETY/2004/ortho-ELISA_deardoc.pdf

Sevoflurane sevoflurane

sevoflurane

- Sevoflurane

[‘Baralyme’]

sevoflurane

Sevoflurane

sevoflurane
[‘Sevorane AF’] 1995

Abbott [‘Sevorane AF’]
Abbott

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

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

2. Public Advisory : Updated Safety Information about [‘Eprex’] epoetinOX Provided to Canadian
Healthcare Professionals 2004.1.15

[“Eprex’] epoetincx

[‘Eprex’] epoetinCxt CRF 1990
2001 11 2002 7 ' Janssen-Ortho [‘Eprex’] PRCA
2003 8 31 [‘Eprex’]
CRF PRCA 42 PRCA
/
[‘Eprex’]
PRCA
[‘Eprex’] 2 1

polysorbate-80 HSA
HSA PRCA HSA

[‘Eprex’] CRF HSA
[‘Eprex’] PRCA PRCA

Janssen-Ortho PRCA

[“Eprex”] HSA

[‘Eprex’JHSA

[‘Eprex’]HSA /

[“Eprex”] polysorbate-80 HSA
[‘Eprex’] polysorbate-80 HSA

[‘Eprex’] CRF

[‘Eprex’]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3 _hpc_e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3 hpc e.html
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3_hpc_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3_hpc_e.html

3. Important Safety Information :

[‘Eprex’] epoetincX

Sterile Solution Revised Prescribing

Information for Patients with Chronic Renal Failure 2004.1.13 web 2004.1.15
[“Eprex”] epoetinOX
Janssen-Ortho Health Canada CRF [‘Eprex’]  Product
Monograph
[‘Eprex’] HSA
[‘Eprex’]HSA
[‘Eprex’JHSA /
[‘Eprex’] polysorbate-80 HSA
[‘Eprex’] polysorbate-80 HSA
2001 11 2002 6 % Janssen-Ortho [‘Eprex’]
CRF PRCA
2003 PRCA 2003 8
31 5
[‘Eprex’] 10,000 PRCA
1998 1998 1999 2000 2001 2002 | 2003*
HSA 0.04 0.28 0 0 0 0 0
HSA N/A 0.67 0.42 13 2.76 3.22 0.45
2003 8 31 N/A

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3 hpc e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/eprex3 hpc e.html
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EU EMEA
CPMP Revised Epars European Public Assessment Report on [‘Twinrix Paediatric’] INN
Combined hepatitis A and hepatitis B vaccine  2004.1.19
CPMP [“Twinrix Paediatric’] Combined hepatitis A and hepatitis B vaccine EPAR

http://www.emea.eu.int/humandocs/Humans/EPAR/Twinrixpaediatric/ Twinrixpaediatric.htm

Combined hepatitis A and hepatitis B vaccine A /B



http://www.emea.eu.int/humandocs/Humans/EPAR/Twinrixpaediatric/Twinrixpaediatric.htm

