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Medicines Act1968 Directive2001/83/EC
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Prescription Only Medicines POM
Pharmacy P
General Sale List GSL

POM

P
GSL
POM - P - GSL
POM P

Hyoscine butylbromide

Hyoscine
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IBS



Adenosine 1 750ug
Diclofenac diethylammonium 50g
Omeprazole
P GSL
Clotrimazole 500mg 2%

Cetirizine hydrochloride 6

Pre-cooked rice powder GSL

Sodium picosulphate 2.5mg
Terbinafine hydrochloride
C 2002 4 1
C http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/listc.htm
POM P P GSL

http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/quidelines.doc

http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/legstat.htm#recreclass

FDA
FDA MedWatch Web 2004/05/12 2004/05
Changes to Labeling for “Desyrel” Trazodone Hydrochloride Tablets
[“Desyrel”] trazodone hydrochloride

Bristol-Myers Squibb [“Desyrel”] trazodone hydrochloride
[“Desyrel’] Bristol-Myers Squibb FDA
in vitro trazodone  CYP3A P450 3A4
mCPP m-chlorophenylpiperizine
trazodone
[“Desyrel”]
In vitro trazodon

CYP3A4 trazodon CYP3A4 ketoconazole ritonavir
indinavir 10 ritonavir
200mg1l 2 4 trazodone 50mg Trazodone

Cmax 34% AUC 24 2.2 52% Ritonavir

trazodone Carbamazepine
CYP3A4 Carbamazepine 1 400mg trazodone 1  100mg 300mg


http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/listc.htm
http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/guidelines.doc
http://medicines.mhra.gov.uk/ourwork/licensingmeds/legalstatus/legstat.htm#recreclass

carbamazepine trazodone mCPP 76%
60%

In vitro trazodone  CPY3A4
CPY3A4 ritonavir 1 2 2 trazodone
Cmax AUC Ritonavir  trazodone
Ketoconazole indinavir CPY3A4
itraconazole  nefazodone trazodone
Trazodone CPY3A4 trazodone
Carbamazepine trazodone trazodone
trazodone

http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#Desyrel
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Trazodone Hydrochloride Serotonin2 antagonist/reuptake inhibitor SARI

Health Canada
1. Health Canada Endorsed Important Safety Information on [“Zelnorm”] tegaserod hydrogen
maleate Web 2004/05/06 2004/04/28
Health Canada [“Zelnorm”] tegaserod hydrogen maleate

[“Zelnorm”] tegaserod hydrogen maleate
Novartis [“Zelnorm”] [“Zelnorm”]
serotonin 5-HT,4 /

[“Zelnorm”]

12 4


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

[“Zelnorm”]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]
[“Zelnorm?]

0.04%

[“Zelnorm?]
[“Zelnorm?] 11,000

[“Zelnorm?] [“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]
Novartis Pharmaceuticals Canada Health Canada
Product Monograph

Novartis Pharmaceuticals Canada
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/zelnorm_hpc _e.html

2004 5 3 Health Canada Public Advisory Health Canada Endorsed Important
Safety Information on [“Zelnorm?] tegaserod hydrogen maleate
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/zelnorm_pa_e.html



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/zelnorm_hpc_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/zelnorm_pa_e.html
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2. Notice to Hospitals 2004/05/07
Health Canada Endorsed Important Safety Information on Absorbable Hemostatic Agents

Health Canada

FDA 1996
110 11 Health
Products and Foods Branch Health Canada
[“Gelfoam”] Pharmacia & Upjohn [“Surgicel fibrillar absorbable hemostat®] Johnson & Johnson

[“Surgifoam absorbable gelatin powder/sponge”] Ferrosan

Health Canada

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

3. Approval of [*Viread”] tenofovir disoproxil fumarate with Conditions Web
2004/05/10 2004/03/08
[“Viread”] tenofovir disoproxil fumarate
Health Canada NtRTI
fumarate DF Notice of Compliance with conditions NOC/c
[“Viread”]

! [“Viread”] tenofovir disoproxil


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

Gilead Sciences

[“Viread’] [“Viread”’] 30
300mg DIN 02247128
[“Viread’] 18
HIV-1
[“Viread”]
[“Viread”]
[“Viread’]
<60 mL/ [“Viread’]
[“Viread”] didanosine [“Viread’] didanosine  Cmax
AUC 48 64% didanosine
didanosine [“Viread”] didanosine
didanosine didanosine

[“Viread”] tenofovir disoproxil fumarate /lamivudine/didanosine

tenofovir DF/lamivudine/ abacavir 1 1 1 1 NRTI 3
HIV
HIV 3
didanosine lamivudine abacavir lamivudine tenofovir DF
[Viread?] HIV-1 RNA
CD4 24
10,000 copies/mL
1 Phaselll Phasell HIV
[“Viread’] 10,000 copies/mL
[“Viread”]
[“Viread’]
[“Viread’] HIV NtRTI
[“Viread’] HIV
0.61 logyo copies/mL; n=368
[“Viread’]
[“Viread’]
[“Viread”]



[“Viread’]
1 1 300mg

RNA 1/100
RNA 10
Vol.1 No.30 2003/10/31
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/ziagen_hpc_e.html

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/viread _dhcpl e.html
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Tenofovir Disoproxil Fumarate

NRTI  NtRTI

4. Notice to Hospitals 2004/05/13

HIV-1
HIV-1

Health Canada Endorsed Important Safety Information on [‘Orthoclone OKT3’] muromonab

-CD3

Health Canada [“Orthoclone OKT3”] muromonab-CD3

[“Orthoclone OKT3” muromonab-CD3
[“Orthoclone OKT3”] muromonab-CD3

[“Orthoclone OKT3”] 17

[“Orthoclone OKT3”] [“Orthoclone OKT3”]

[“Orthoclone OKT3”]

1986 17



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

24
[“Orthoclone OKT37]

[“Orthoclone OKT37]

[“Orthoclone OKT37]

[“Orthoclone OKT3”]

\Y/AY] RSV RS
EBV CMV HSV
/
PTLD EBV EBV LPD
EBV LPD [“Orthoclone OKT3”]
2003 25

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/orthoclone okt3 nth e.html
-CD3 Muromonab-CD3

19G2a 1,406

NZ MEDSAFE
Prescriber Update Articles
Myopathy with Statins : Check CK Levels and Interactions Web 2004/05
CK

CK

diltiazem


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/orthoclone_okt3_nth_e.html

10 CK

1 20mg 80mg

8 2 CARM Centre for Adverse Reactions
Monitoring 6 simvastatin atorvastatin
fluvastatin
pravastatin 8
Simvastatin 2 1
2 12
54 79 5
4 diltiazem simvastatin 1 pravastatin bezafibrate 3
2 simvastatin 60mg
80mg
CK
CK 10
CK 3 10
CK
CK
CK
Simvastatin
1 20mg 0.03% 40mg 0.08% 80mg
0.4%

Simvastatin  atorvastatin CYP3A4 ; fluvastatin
pravastatin CYP3A4 erythromycin itraconazole amiodarone
verapamil Diltiazem  CYP3A4

1 80mg simvastatin diltiazem
1% diltiazem simvastatin 1 40mg 60mg
2 2
cyclosporin  amiodarone
verapamil CYP3A4 simvastatin



atorvastatin
Simvastatin atorvastatin
Diltiazem simvastatin

atorvastatin

pravastatin

fluvastatin

CK

http://www.medsafe.govt.nz/profs/puarticles/statinmyop.htm

http://www.medsafe.govt.nz/profs.htm
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Simvastatin HMG-CoA Atorvastatin
Calcium Hydrate HMG-CoA
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Fluvastatin Sodium Pravastatin Sodium
HMG-CoA HMG-CoA
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http://www.medsafe.govt.nz/profs/puarticles/statinmyop.htm
http://www.medsafe.govt.nz/profs.htm
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