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Abstract

Senior project title : The comparative study of drug classification and drug reclassification process
across countries

Students’ name : Miss Doungporn Leelavanich 5636527433
: Miss Nattaporn Piensaknusorn 5636525133
. Miss Sirisopa Nakawong 5636578433

Advisor/Co-advisor : Asst. Prof. Puree Anantachoti, Ph.D.

Field/Department : Social and Administrative Pharmacy

Background: Each country classifies drug status in different way. The non-harmonized drug
regulation leads to unequal consumer’s drug accessibility around the world. Consumer can access
to non-prescription drugs much easier than prescription drugs, thus many drugs were reclassified to
non-prescription drugs to enhance consumer’s drug accessibility. In reality, some drugs were also
reclassified to decrease consumer’s drug accessibility. Main reason is related to high risk of drug
abuse. It is unclear about the differences drug classification and drug reclassification process across
countries. Objective: This study aimed to compare drug classification status and drug
reclassification process in six countries; USA, UK, New Zealand, Canada, Japan and Thailand.
Methods: The literature review was conducted. Drug classification and reclassification process data
were searched from each country’s FDA database. Results: It was found that all countries
classified legal drug status in two major categories, prescription and non-prescription drugs.
Subgroup for non-prescription drugs was varied across countries from no subgroup (e.g. US), two
subgroups (e.g. UK, Japan) and three subgroups (e.g. Canada, New Zealand, Thailand). Different
classification of non-prescription drugs required either pharmacy supervision, distribution via
pharmacy or no requirement. When compare certain drug groups across countries, we found
interesting results. Antibiotics were classified as prescription drug in all countries, but dangerous
drug in Thailand. Desloratadine was classified as prescription drug (US, UK and Japan), dangerous
drug (Thailand), pharmacy only medicine (New Zealand), and schedule U (Canada).
Pseudoephedrine 60 mg was classified as prescription drug in New Zealand, and Thailand, have
two status (prescription and pharmacist only) in UK, and was OTC drug in US. The drug
reclassification process was found different across countries, however, all drug regulatory agencies
use the same grounded criteria which were safety, complexity of illness, self-diagnosis, timely
accessibility, drug abuse to guide the drug reclassification. Reclassification in some country were
effective at generic level, but in USA and UK reclassification were effective at brand level.
Conclusion: Drug classification was different due to the individual country’s context. All six
countries used the same criteria to assess the benefit-risk ratio when they make drug
reclassification decision.
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3.1.1 nMsauAuUsznnvese lundazUssing
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1) nqueUfTaue (Antibiotics)

2) NaNgWBUNAY (Sleeping pills)

3) naNe WAL (Antihistamines)

4) nquenviuayn (Nasal Sprays)

5) nguewunmssniavviaililvaiesoss (NSAIDs)

6) ﬂEj:jJEJ’W]']?j']L%/@TW (Antifungal topical drugs)

7) naugmInwas (Topical acne drugs)

8) ﬂ&juﬂﬂiﬂé@%ﬂ (Chronic disease drugs)

9) ngulsANTELNIE (Gastrointestinal drugs)

10) ngusnueLiuU (Antiemetic drugs)
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11) ﬂa;uLLﬁla (Antitussives)

12) nguemamunsdniaueiiaflildafissess (Topical non-steroidal inflammatory

drugs)
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Foen AULLTI USA Canada UK New Zealand Japan Thailand
Amoxicillin 250 mg capsules Prescription S1 POM Prescription Prescription Y1DUNTIY
500 mg capsules Prescription S1 POM Prescription N/A Y19UNTIY

125 mg/5 mL Prescription S1 POM Prescription N/A Y1OUNTY

250 mg/5 mL Prescription S1 POM Prescription N/A Y1OUATTEY

Doxycycline 100 mg capsules Prescription S1 POM Prescription Prescription Y1OUNTY
Tetracycline 250 mg capsules Prescription S1 POM Prescription Prescription Y1OUATIEY
500 mg capsules Prescription N/A POM Prescription N/A Y1OUNTY

Cephalexin 250 mg capsules Prescription S1 POM Prescription Prescription Y19UNTIY
500 mg capsules Prescription S1 POM Prescription Prescription Y1OUNTY

Ciprofloxacin 250 mg capsules Prescription S1 POM Prescription N/A Y1OUATTY
500 mg capsules Prescription S1 POM Prescription N/A Y1OUNTY

Norfloxacin 200 mg capsules N/A N/A N/A N/A Prescription Y1OUATIY
400 mg capsules N/A S1 N/A Prescription N/A Y10UNTIY

Levofloxacin 250 mg tablets Prescription S1 POM N/A Prescription Y19UNTIY
500 mg tablets Prescription S1 POM N/A Prescription Y1DUNTIY

Clindamycin HCl 150 mg capsules Prescription S1 POM Prescription Prescription Y19UNTIY
300 mg capsules Prescription S1 POM N/A N/A Y10UNTIY



A1314 2 Ussiamenaungvsnenguenujiaug (Antibiotics) (dal)

Foen ATULLIY USA Canada UK New Zealand Japan Thailand

400 mg capsules N/A N/A POM Prescription N/A Y1OUNTY

300 mg capsules N/A N/A N/A Prescription N/A Y1OUATIY

200 mg/5 mL .
Prescription S1 N/A Prescription N/A g1UNTY
Powder Solution

40 mg / 200 mg

Prescription S1 POM Prescription N/A Y1OUNTIY
tablets /5ml

500mg / 125 mg
tablets

Prescription S1 N/A Prescription N/A Y10UATIY

wuilunnussinadnenguufiruslueidodddludieanunmg endudssmalneiidnegluendunse indvannsadsdreenls



M1579 3 USTLANEINUNYUUENFUETUBUNAY (Sleeping pills)

14

Foen AULLTI USA Canada UK New Zealand Japan Thailand
Amitriptyline 50 mg Prescription S1 POM Prescription N/A Y1OUNTY
100 mg Prescription N/A N/A N/A N/A 814 UA Y
Ramelteon 8 mg Prescription N/A N/A N/A Prescription N/A
Tasimelteon 20 mg Prescription N/A N/A N/A N/A N/A
Diazepam 5 mg Prescription S1 POM Prescription Prescription }J’ﬂqaaﬂqwé q
10 mg Prescription S1 POM Prescription Prescription 5’mqaanqm‘§ 5
Diphenhydramine 25 mg OTC S3 P N/A N/A Y1OUNTIY
50 mg OTC S3 P Restricted / N/A 819UNIIY
Pharmacy only
Eszopiclone 1 mg Prescription N/A N/A N/A Prescription N/A
2 mg Prescription N/A N/A N/A Prescription N/A
3 mg Prescription N/A N/A N/A Prescription N/A
Zaleplon 5 mg Prescription N/A N/A Prescription N/A 5’mqaanqw‘§ 2
10 mg Prescription N/A N/A Prescription N/A '3'quaanm/|'§ 3

WU3181 Amitriptyline Melatonin Ramelteon Tasimelteon Eszopiclone nnuseinadnilugnfisodldludaunne uivssmelnednegluen
dun318 Diazepam Zaleplon Nnuszinadnilueniidesldludunnd wivszmelnednegluingoangnstednuwazUszaiv &1 Diphenhydramine fpany
wannvatenuusazUszwa luansgowsnidndu OTC Ussrwuanunsadelaies luusenainduauddndu Restricted medicine waz Pharmacy only

mlsafldlunissnw Tulszmanaun ssnquuazinedadu S3 P laversussieniuanu Asefindunsiluaudsdiy
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A1519 4 Yssinenaungianenguenniuayn (Nasal Sprays)

Foun ATULLIY USA Canada UK New Zealand Japan Thailand

POM
Beclomethasone Pharmacy .
50 mcg N/A N/A P N/A g1BUNTNY

Diproprionate Only

GSL
27.5 mcg/ Pharmacy
Fluticasone Furoate OoTC S1 POM N/A N/A
spray Only

Ipratropium Pharmacy
0.03% mcg Prescription S1 POM N/A N/A

Bromide Only
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A1519 5 Ussanenaiungvanengueinuayn (Nasal Sprays) (fal)

" Thailan
YaE AULLTY USA Canada UK New Zealand Japan g
25 mcg 81
Oxymetazoline Prescription U GSL Pharmacy Only Prescription
0.05%w/v UMY
Triamcinolone 0.055 S2 POM 81
OTC Pharmacy Only N/A "
Acetonide mg/spray S3/U P UANTY

wuelunguiuayniianuvainvalevesussianen Tulssmeanigonsng 8angy uaua Tiduaudvziuldindndudiuiunmdsosdaing

wagUszanuanunsadendaliies udluusemagUuemuaynnnidnduededdludieanunngd Tulssmelneemiuaygnyndidaduendunse

wdwnsanusadelinugUaela

M99 6 Usznennanguanenaueuiun (Antihistamines)

Foen AULLTY USA Canada UK New Zealand Japan Thailand
Diphenhydramine 50 mg tablets oTC S3 P Pharmacy only N/A Y10UATIY
Brompheniramine 4 mg tablets N/A S3 N/A N/A N/A Y1OUATTEY

maleate
Chlorpheniramine 2 mg tablets OTC U N/A N/A Prescription ﬂﬂaﬂﬁmuﬂizﬁ’lﬁ"m
4 mg tablets OTC U P N/A N/A Y1OUATTEY
Cyproheptadine 4 mg tablets N/A N/A N/A Restricted Prescription Y1DUNTIY

medicine
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M1319 7 UsEnenanunguanenguewiuw (Antinistamines) (sa1)

Foen AULLTI USA Canada UK New Zealand Japan Thailand
Hydroxyzine 10 mg Prescription S1 POM Prescription Prescription Y19UNTY
tablets
25 mg Prescription S1 POM Prescription Prescription Y1OUNTY
tablets
10 mg/ 5 Prescription S1 POM Prescription N/A Y1OUNTY
mL syrup
Cetirizine 10 mg OTC U POM General sale oTC 818 UNTNY
Hydrochloride tablets P/ GSL
Loratadine 10 mg oTC U POM General sale Guidance Y1OUNTY
tablets mandatory
Hydroxyzine 10 mg Prescription S1 POM Prescription Prescription Y1DUNTIY
tablets
25 mg Prescription S1 POM Prescription Prescription Y19UNTIY
tablets
10 mg/ 5 Prescription S1 POM Prescription N/A Y1OUNTY
mL syrup
Cetirizine 10 mg OTC U POM General sale oTC 815 UATY
hydrochloride tablets P/GSL
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71319 8 Usgnmenaunguanenguewiuw (Antinistamines) (sa2)

Fown ANULLTY USA Canada UK New Zealand Japan Thailand
Loratadine 10 mg oTC U POM General sale Guidance Y1OUNTY
tablets (for adult) mandatory
Loratadine 5mg/ 5 mL OTC S3 POM Pharmacy only N/A Y1OUNTY
syrup P/ GSL
Desloratadine 5 mg tablets  Prescription U POM Pharmacy only  Prescription Y1DUATIY
Fexofenadine 60 Mg OTC U N/A General sale Guidance Y1OUNTY
tablets (for adult) mandatory
180 mg OTC U POM Pharmacy only N/A Y1DUATIY
tablets (for adult)
Levocetirizine 5 mg tablets  Prescription N/A POM Pharmacy only  Prescription Y19UNTY

Wu3187 Hydroxyzine nnuszmadniluendisedldludawnme uiusanalnedneogluedunsng e cetirizine nnussimednidueiussysu

anunsadeldlales wilulsenalnedaluedunsedndudediindunsduddigne euduidnnnluanszewsng sangy uazuauinn ageglulssny

Y

PN a X vy A A o ¢ 1 o i A v ) ¢ I v Ao I PN & &
‘EJ'W]‘IJ?%%H“U‘U?HN’WQLa@ﬂ%@i@l@ﬁ IUQQULLagujgﬂLLau@ﬁ’Jumqﬂ"ﬂ3Q®@E‘JJELUEJWV]W@QIGﬂUaQEJ'HﬂﬂLLW'V]EJLLG]ﬂJEJ'TU’]\“IGYJ‘V]‘U@I@QIUﬂqmﬂigﬂqsﬁuaquqﬁﬂLa@ﬂ“ﬁ@

o ¥

oo unndnsanlusenalneidnduendunsendunsiludddiesn snviudae Chlorpheniramine 2 fadnsu daduenandigyusediinu

Pseudoephedrine TuusiazUseinafinnuuwansineiu ansgosnidnegly OTC wauauardangy wndvnsiluddmies hduauduaginedmluen

Y

d‘ v q:: 1 6
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M1519 9 Uszinmemanguanenguendunisonausiiailyilvaiessss (NSAIDs)

Foen AULLTI USA Canada UK New Zealand Japan Thailand

Indomethacin 25 mg Prescription S1 POM Prescription Prescription Y19UNTIY
capsules

Diclofenac sodium 25 mg Prescription S1 POM Restricted Prescription 8'@14615’1&1
tablets

50 mg Prescription S1 POM Restricted N/A Y10UNIY
tablets

Diclofenac 25 mg Prescription S1 POM Restricted N/A Y10UNIY
potassium tablets

50 mg Prescription S1 POM N/A N/A N/A

tablets

Piroxicam 10 mg Prescription S1 POM N/A N/A Y10UNIY
capsules

20 mg Prescription S1 POM N/A Prescription Y19UNT1Y
capsules

Meloxicam 7.5 mg Prescription S1 POM Prescription N/A y19UNIY
tablets

15 mg Prescription S1 POM Prescription N/A Y1OUATTY

tablets
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M1519 10 Ussneanungusnenguendiunisaniausianlildafiesass (NSAIDs) (sal)

Foen AU USA Canada UK New Zealand Japan Thailand
Ibuprofen 200 mg OTC U P Pharmacy only N/A Y1OUATTY
tablets GSL
200 mg OTC U P Pharmacy only oTC Y19UNTIY
capsules GSL
400 mg Prescription U POM / P Restricted N/A Y10UNIY
tablets
Naproxen 250 mg Prescription S1 POM /P Pharmacy only N/A Y1OUNTIE
Naproxen sodium 200 mg OTC U N/A Pharmacy only N/A N/A
tablets
EQ Prescription S1 POM Pharmacy only N/A Y1DUNTIY
naproxen
250 mg
tablets
Ketoprofene 100 mg Prescription S1 POM Prescription N/A Y1OUATTY
capsules
200 mg Prescription S1 POM Prescription N/A N/A

capsules
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M1519 11 Ussineanungusnenguendiunisaniausianlildafiesass (NSAIDs) (s82)

Foen AULLTI USA Canada UK New Zealand Japan Thailand
Mefenamic acid 250 mg Prescription S1 POM Prescription Prescription Y19UNTIY
capsules Pharmacy only
500 mg POM Y1OUATTY
tablets
Celecoxib 100 mg Prescription S1 POM Prescription Prescription N/A
capsules P
Celecoxib 200 mg Prescription S1 POM Prescription Prescription Y1OUATIEY
capsules P
Indomethacin 50 mg Prescription S1 POM Prescription y19UNIY
capsules

&1 Indomethacin Piroxicamn Meloxicam Ketoprofene Celecoxib Indomethacin wnUszinadndueiidesldludunme urvsemelnednot
Tugdunsie wdunsanunsadadnels &1 Diclofenac sodium Diclofenac potassium ynUssineadadueisiedddludunme udlud@uauduazyszime
Inedneglu Restricted medicine ware1dunsIBRINEINU Wdynsaunsadannels o1 lbuprofen eunnUszmedadugiivssysuauisodeldlaies

wiluuszmalnedadusdunmednludediindunsduddene dounnnlunnilszmasn NSAIDs azdnatilutlszinnanieldludsenanunne

Y

v

uanFn9ann lulssmanandouninidusndunsie indanadueidsanssn

a
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M1319 12 Uszngnnunguanenguenieiniyasn (Antifungal topical drugs)

Foen ATULLIY USA Canada UK New Zealand Japan Thailand

Clotrimazole 1% w/w Prescription U GSL General sale oTC Y19UNTIY
cream

Miconazole nitrate 2% w/w OTC U GSL General sale OTC YIOUATIY
cream

Econazole 1% w/w Prescription S1 POM General sale OTC Y19UNTIY
cream

Isoconazole 1% w/w N/A N/A N/A General sale oTC YIOUATIY
cream

Ketoconazole 2% viscous Prescription U GSL General sale N/A Y1OUNTIY

solution

Bifonazole 1% w/w N/A N/A GSL General sale oTC 819UNTY
cream

Terbinafine 1% w/w oTC S1 POM General sale oTC YIOUATIY
cream

! ! ! =1 v ® a & £4 [ ! o/ Ao [
wuedanntunguemnenweslunnusemadnilugissyyuansadelmesdudiunin endululsendalneidnegludssinnen

DURNTNY



M1519 13 Uszanegimunguanengueninenda (Topical acne drugs)

Foen AULLTI USA Canada UK New Zealand Japan Thailand
Adapalene 0.1% Prescription S1 N/A N/A N/A N/A
solution
0.1% gel  Prescription/OTC S1 POM Prescription Prescription  19uns1
0.3% gel Prescription S1 N/A N/A N/A N/A
Adapalene / 0.1% / Prescription S1 POM Prescription Prescription  #19uf31®
Benzoyl peroxide 2.5% gel
Azelaic acid 20% cream Prescription S1 POM Pharmacy only N/A YIOUATTY
Benzoyl peroxide 2.5% gel oTC U GSL General sale Prescription YIOUATIY
5% gel oTC U P General sale N/A 819UNTY
10% gel OTC S1 P Pharmacy only N/A Y1OUNTIY
Clindamycin 1% Prescription S1 POM Prescription N/A Y1OUNTIY
phosphate solution
Metronidazole 0.75% gel Prescription S1 POM/P Prescription Prescription Y1OUNTIY
Tretinoin 0.025% Prescription S1 N/A Prescription N/A Y1OUNTIY
cream
0.05% Prescription S1 N/A Prescription N/A Y1OUNTIY
cream

gn@rdrunnzdneglulssinneniidedldludiennnunndluynusema sndululsemelnedadugdunse



M1319 14 Usznng1nunguanenguenlsaizads (Chronic disease drugs)

Foen AIULLIY USA Canada UK New Zealand Japan Thailand
Simvastatin 10 mg Prescription S1 POM Prescription Prescription Y1OUNTIY
20mg Prescription S1 POM Prescription Prescription Y1OUNTIY
Atorvastatin 20 mg Prescription S1 POM Prescription N/A 819UNIY
Rosuvastatin 20 mg Prescription S1 POM Prescription N/A Y1OUATTY
Glipizide 5 mg Prescription S1 POM Prescription N/A YIOUATTY
Metformin 500 mg Prescription S1 POM Prescription Prescription Y1OUNTIY
HCTZ 50 mg Prescription S1 N/A Prescription Prescription UWUiiQLa%w
Propranolol 10 mg Prescription S1 POM Prescription Prescription Y19UNTIY
Enalapril 5mg Prescription S1 N/A Prescription Prescription YIOUATIY

LY [y LY A 2/ v & Ay o & [ (Y] I [y v
glutiu U LL@SEJ'WTJ’]EJ@U‘VJFWDIUU?%L‘VIFIEJ‘L!EJﬂL'J‘L!I‘VlEJ?]@LUuﬂWW@@ﬂIﬂUﬁQQWSQWﬂLLWV]EJ LL@IUU’iSLWﬁlMUQ@@EAIUSW@U@iWS NEAINRY

81 HCTZ 50 fadnsuiludszinalvedndusnussyass
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M1319 15 Uszangnnunguanengulsnnseinng (Gastrointestinal drugs)

Foen AIULLIY USA Canada UK New Zealand Japan Thailand
Cimetidine 200 mg oTC oTC P Restricted oTC YIOUATTY
Ranitidine 75 mg OoTC S1 GSL N/A OTC 819UNIY

hydrochloride

Omeprazole 10 mg OTC OTC GSL Pharmacy only Prescription YIOUATTY
Pantoprazole 20 mg Prescription S1 P Pharmacy only Prescription Y19UNTIY
Rabeprazole 10 mg Prescription oTC P Prescription Prescription YIOUATIY
Esomeprazole 20 mg OTC OoTC P Pharmacy only Prescription Y19UNTIY

A 1 (% a i 2 1 v Y] 6 PN
WU']WNQ’JW@J%@WﬂMa']EJIUﬂQMLLGﬂUUi%LWﬂﬁ‘Wig@LMﬁﬂW zy;tju adnNg) Y wazhauinazillugiunaeslgludenaininmg wazeiussvrvuauns

deonwolios drsanluihuauduazivefidiumnerassesegluiueuasindynsdudamuaudatne liflenivssywuauisadendelaies



M1319 16 Usznng1nnunguanengua uanisu (Antiemetic drugs)

%EJEJ'I ALY USA Canada UK Japan New Zealand Thailand
Dimenhydrinate 50 mg oTC S3 N/A Prescription Restricted Hﬂﬁﬁﬁmuﬂ'izﬁi'lﬁ'ﬁu
tablets / Pharmacy
Only
Meclizine 12.5 mg oTC S3 N/A N/A N/A N/A
tablets
25 mg oTC S1 N/A N/A N/A N/A
tablets
Ondansetron 4 mg film- Prescription S1 POM Prescription Prescription SJ'lm‘U@&lﬁLﬂ‘le}
coated
tablets
8 mg film- Prescription S1 POM N/A Prescription #1AIUANNLAY
coated
tablets
Granisetron 1 mg Prescription S2 POM OTC Prescription EJ']ﬂ’JUQ&JﬁLﬂie}
tablets
Promethazine 5 mg/5ml Prescription S2 P N/A Pharmacy Y19UNTIY

Only
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M1319 17 Ussang1nunguanenguaiuanlesy (Antiemetic drugs) (sia1)

%a&n AINHULLTY USA Canada UK Japan New Zealand Thailand
Scopolamine 5 mg/5ml Prescription S2 N/A N/A N/A Y1OUNTY
hydrobromide /
Hyoscine
hydrobromide
Metoclopramide 10 mg tablets Prescription S2 N/A N/A N/A Y1OUATTY
5 mg/5ml Prescription S1 POM N/A Restricted Y1OUNTE
Domperidone 10 mg tablets N/A S1 POM OTC Prescription Y19UNTIY
suspension 1 N/A S1 POM N/A Prescription Y1OUNTIY
mg/ml
ltopride 50mg tablets Prescription N/A N/A Prescription N/A Y1OUATTY

wuitlunnuszmalagadiuunndneglugisesddludienainuimg uilulszmalneazdnegluendunsielagdiuuin &1 Dimenhydrinate 50 mg

Tudszinmansgainazinedailugfiuszrisuannsaidendolsie



M1519 18 Uszinenmunguanenguuila (Antitussives)

28

%EJEJ'I AINAULLTY USA Canada UK Japan New Zealand Thailand
Guaifenesin/ 20mg/mL N/A U N/A Prescription N/A Y10UNTIY
Guaiphenesin solution Restricted

General sale
Ambroxol 30 mg tablet N/A N/A N/A N/A OTC 8IUTIYPEIV
Acetylcysteine 6¢ in 30mL iv Prescription S2 POM Prescription N/A Enmsagm%m
vial
Acetylcysteine 2.5 mg, 5 mg Prescription N/A POM Pharmacy N/A EﬂUﬁﬁgLﬂ%ﬁM
Effervescent Only
tablet
Bromhexine HCl 8 mg tablet N/A N/A N/A Pharmacy oTC EJ’]UTSQLH%Q"’I
Only
0.8 mg/ mL N/A N/A N/A Pharmacy OTC 8UTTYAI
Only
1.6 mg/mL N/A N/A N/A Pharmacy N/A 8IUTIYETV)

Only



M1519 19 Ussneranunguanenguuila (Antitussives) (sa1)

%EJEJ'I ALY USA Canada UK Japan New Zealand Thailand
Carbocysteine 375 mg N/A N/A N/A Pharmacy OTC EJWU%’:T%;LH%KM
(Carbocisteine ) Only
Codeine sulfate 15 mg tablets Prescription S2 POM N/A N/A YUEANAA
Uszian 2
Codeine 15 mg tablets N/A S2 N/A Pharmacy N/A N/A
phosphate Only
hemihydrate/hydr 30 mg tablets N/A S2 N/A Controlled N/A RIGHEGT
ate Drug N/A Usznn 2
N/N/A
Dextromethorpha  10.5 mg pastille  Prescription U N/A N/A N/A N/A
n hydrobromide oTC
monohydrate 15 mg tablet N/A N/A N/A General Sale Prescription y19UNTIY
2mg/mL N/A S3 N/A General Sale N/A Y10UNIIY
oral liquid
7.5mg/5ml Syrup N/A N/A P General Sale N/A Y1OUNTY

wuirlugUunasihduauddunnazineglugiussusuainsadentelaies luanizowsni 8angy LaslAu1nIAUaINa189aeUsEny
e lussinalngdiuunnazdneglungueussqiada enfiognatu ambroxol acetylcysteine bromhexine carbocysteine wazendunsne unfIoe1

WU guaifenesin/Guaiphenesin dextromethorphan
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A1379 20 Usznnemungusnengaeinidunsenausianlilyaiissesd (Topical non-steroidal anti-inflammatory drugs)

Foen AULLTI USA Canada UK New Japan Thailand
Zealand
Diclofenac 1% gel Prescription N/A N/A General Sale Prescription EJ’]U%ii;Lﬁ%ﬁm
sodium
Diclofenac 1.16% gel N/A U P N/A N/A #IUTTYAIV
diethylamine

Piroxicam 0.5% gel N/A N/A POM  General Sale N/A #1UTIYPEIV

2.5% gel N/A N/A N/A N/A N/A #IUTTYAIV

1 [ 1 2 & 1 A Y 1 1 a a L3 [ d‘
‘W‘U’NEﬂiu‘ljigLV]?]VLVIEJ"\WT\]WEJ%IUUWUiiQL35QWQWN® wanAsInlulsEINADU ‘] gNEIDYNLTU u%%LLﬁu@ﬁ]%ﬁ]@@EﬂuﬂﬁgLﬂVl‘EJ'WIUi%GU’]‘UUﬁ'uJ’ﬁﬂ

golavos TugUuiivsludiuiussvvuaunsodelmeuaziasldludienaninmg
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The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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A1579 21 Wsusunaeinisanussnnaidasldlvdanndlunisdsanelunsazussng

LNEUNISINLUIUTZLANEGN USA UK | JP  CA | NZ TH
Dueniidestiunmd duiusziilsaiiednsen / / / / / /
finnsuseiiunandsldomseldsauiuenau / X X / / X

Mk lAANSENRe winazldegng
WALNT LA

grfimnudessiazlifinanuasafederlien
o uathafssannsldiisuusiens
Antulusiaeldlumnadfioanya
dmiun1sinm
o ueililumsinvinazauingiivi / / X / / /
IAnfudauuanasiulshnniisly
Usznnsialy uaggthefifllsadaniu
waelsn
o fBunTIATENTENINETiTULSS

mMslenaursaneliminni1snaente X X X / / X

< A v K% v P
Juelnindslifiveyanannmsldoiiome
Wasannslddsldunsuans wazsduealile X / X / X /

Tgdwsulitheldnesnnnues
Bnslien wu Duenida X / X X X X

Ashna1atatiennisvedlsandniy

o @ % [
LUUADITAY

VUINUTTYVDIEN X X X X / X

[ @ <3 a s a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

I 9 Aan 9 =y a s 1 Ao o
nJuuﬂm@uﬁammuﬁmmmmTﬂﬁNmﬂiﬂJﬂmeu‘ﬁmmmummmzmamﬂ

g g

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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3) Pharmacy-Only Medicines
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gneldnguanetuualamiu 3 Ussuavmandsl

1) Class A controlled drugs
HuenfideudsdunsiilfiAaaudemessdugeogann sefosiioglussami
gnuszniAegly Schedule 1 msiéfﬂg]wmsfi’ 19U methamphetamine, psilocybin,
cocaine, heroin, lysergic acid

2) Class B controlled drugs

(%
P

GugniitianudsslunmsiliAnnndemessiugs Medesiieglulssanign
Usenmogflu Schedule 2 melinguanet dsUsgneulude 3 dau (par)
a) Class B part 1 19u figy1 (canabis) lunnguuuy; 5133’145’@9%'135’@
(cannabis oil), &#13gyw1 (hashish), morphine, opium, 818 (MDMA),
amphetamines
b) Class B part 2 LU ephedrine, pseudoephedrine
c) Class B part 3 WU hydrocodone, methadone

3) Class C controlled drugs
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a) Class C part 1 1@ FuaiuainsuwauudaCannabis Plant)
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b) Class C part 2 1% codeine, propoxyphene

c) Class C part 3 L% norcodeine, propiram

d) Class C part 4 19u allobarbital, ketamine

e) Class C part 5 19U alprazolam, diazepam, lorazepam,

phenobarbital

lneseazdenveslsunaansaiililuaseunsadlaazeglu Schedule 5 Lu

® cocaine fllunsounseadldlsitiu 05 ¢ idlusuuuulavidegaafeignsnaniag
® cphedrine Uagpseudoephedrine filuasounsaslaliiiu 10 ¢ inlugluuulaviegns

egasnaniniy

Tunsdlfien (medicines) 5uLﬂu8ﬂﬂaU@u (controlled drugs) /e N1sAuANazagnels
ﬁ’jaﬂg]wma Medicines Act 1981 uagnfnune Misuse of Drugs Act 1975 LLazﬂgwmaﬁLﬁ'wﬁaa
lUN15AIUAN Medcines WagMisuse of Drugs Lm'wmmﬁmﬁm%ﬁm?ﬁgﬂmuquﬁwamﬂgumaﬁ
fienuliaenadasiulvigangmvung Misuse of Drugs Tdladuiniiond

novisneduiAedos

Medicines Amendment Act 2013

Medicines Regulations 1984

Medicines (Database of Medical Devices) Regulations 2003

Medicines (Approved Laboratories and Analysts in Charge) Notice 2000

Medicines (Related Products (Exempted Foods)) Regulations 2003

Medicines (Standing Order) Regulations 2002

Medicines (Designated Prescriber: Nurse Practitioners) Regulations 2005

Medicines (Designated Prescriber — Registered Nurses Practising in Diabetes Health)
Regulations 2011

Medicines (Designated Pharmacist Prescribers) Regulations 2013

Medicines (Designated Prescriber: Optometrists) Regulations 2005

Misuse of Drugs Act 1975 (in relation to Controlled Drugs)

Misuse of Drugs Regulations 1977
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Misuse of Drugs (Approved Laboratories and Analysts in Charge) Notice 2000

Misuse of Drugs Order (No 2) 1978

Misuse of Drugs (Restricted Substances) Regulations 2008

The Hazardous Substances and New Organisms (HSNO) Act 1996 (in relation to
medicines that are new organisms and to medical devices that contain hazardous
substances)

Contraception Sterilisation and Abortion Act 1977 (in relation to mandated

standards for natural latex rubber condoms, polyurethane condoms and
intrauterine contraceptive devices).

Electricity (Safety) Regulations 2010 (in relation to mandated standards for

electro-medical devices)

n13szyUsenen (Classification Statement)

\Hudeyadiunilsiifiosuansoguuaainen (drug labeling) n1sszyuszinnendunstiad
Tuenidu Controlled drug 8AL3ue Controlled drug T schedule 3 part 6 LU
diphenoxylate ‘Lu'gmwushﬁw Fadmuusalaiiu 0.5 me/ml wazliiviosnin 5 micrograms 484
atropine sulphate l95un13asiiu duen prescription Wug1I1AITTLYUTLNANEIVLRAN
AI9E19NTIEYUTEANEIUURAN

-9y controlled drug T3z CONTROLLED DRUG snssnemanelad schedule 1ty

81 pseudoephedrine fo9szyLu CONTROLLED DRUG B2

]

- 81U5EN prescription medicine s¥yidu Rx %50 POM

Standing order

B A1AIN135NYT Basanlauwnmd, uawnnd, weruranvsuun (Nurse Practitioners),
tnvimunasmans dJunswevdunaliwngnludavslunisesnludien wu werunadvdninim
#UTUTRINNTZIU (Registered nurse) 5o UnUfUAn1san@unisunng(Paramedic) lianunse
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Standing orders gﬂmU@uaguJ'mEﬂéf Medicines (Standing Order) Regulations 2002
(Standing Order Regulations) VaUszinATGLAUA ﬁm%’uqﬂmﬂimqmmwmé%’qéfaqﬁ’mu
nel@ standing orders & Standing Order Guidelines 2nd edition, 2016 8anlasnIENTI
a1515aau(Ministry of Health) vastiaguaus %QSBQLLN’JV]NU‘VI‘UTVILLaSMﬁ’]ﬁGUE]\‘iuﬂa’mﬁ/lN

s o

nswnmgndanaluniseen standing orders waggfositaunels standing orders el
aAa o . oMY v P = =
nilgualunisesn standing orders anunsavinlaeggnaeamungseileu Fanelugilosssey
a yaa o . a o Py .
NURELBYAVDY fierualunisesn standing orders gfiaunsadeanglaie standing orders
eazdenfosszyly standing orders 1w ATuasmudnduiidod standing oreder
¢l . ° Y val ' ) d' .

wWiRN13ai7 standing oreder awnsathanlele, fanunsadngednmennunsyylily standing

<

orders 1¢, aussougNdnluvos it vsednmenniels standing orders, Yaudlduasen,

BNMTUINTYN, UL NTFITEUTEIAN, S8uELIa9 standing orders Tnavsauldy,

N15NUNIU standing orders, NMstuiindeya, N15asBMAU (countersigning)

WUINNNIIVNATITNVOY standing orders (Standing order template guide) 910 Standing

Order Guidelines 2nd edition, 2016

Issued: 00/00/0000 Review date:

00/00/0000

Medicine Standing Order Title | Name the condition you are treating under this standing
order — eg, urinary tract infection (UTI), scabies.

A standing order covers the treatment of a specified
condition. This may involve directions for several different

medicines with clear indications for the use of each

medicine.
Rationale Explain why the standing order is necessary.
Organisation/clinic Name and address of the organisation where the standing

order is being used.
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Scope (the condition and

patient group)

1

eg, for the treatment of UTl in females over 12 years of

age.

Medicine/s

Name, strength and dose form.

Dosage instructions for each

medicine

eg, 300 mg at night for 3 days.

Route of administration

eg, oral, deltoid intramuscular or deep subcutaneous

injection.

Indication/circumstances for

activating the standing order

eg, to provide post-coital (or emergency) oral
contraception to clients in a school clinic or for the
treatment of a UTI (with frequency, urgency and/or
dysuria and positive dipstick test) without complicating

factors.

Precautions and exclusions
that apply to this standing

order

eg, pregnancy, breastfeeding, allergies, contraindications.

Persons authorised to

administer the standing order

Name or class of health professional (eg, registered

nurses).

Competency/training
requirements for the person(s)

authorised to administer

eg, prior to administering paracetamol under this standing
order the registered nurse is required to undergo the in-
house training on the policy, procedure and
documentation requirements for standing orders. A record

of this training will be kept.
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Countersigning and audit

78

The standing order must specify whether countersigning is
or is not required for every administration and/or supply
(and under what circumstances).

Note: The standing order must be either individually
countersigned or included in the monthly audit by the
issuer. If countersigning is required, define the timeframe
(eg, within 24 hours of administration); if countersigning is
not required, define the audit sample (eg, 20% of

standing order treatments once a month).

Definition of terms used in

standing order

eg, dysuria is pain or difficulty on urination.

Additional information

Documentation (administration/supply information -
including validated dose reference charts); initial and
ongoing assessment requirements.

Note any supporting documents, eg, policy, guidelines or

decision support tools, attached to this standing order.

Signed by issuer:

Name:

Date:

Title:
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dlefemugasnslunsideuuszunmenain prescription U8 non-prescription T
Usgimauaun mhenuiifgtesiunszuiunsazuanidluludas sy winnnsudeu
Ussinnenagsesriuniseydfinntealth Canada dou Mntuisdstoyasel The National
Association of Pharmacy Regulatory Authorities (NAPRA) 458 Board of Office des
professions Decision (1awg3gAatun) finnsansely diiavslunisveivdoutssiamenldun

sponsor Ly Health Canada

el Ananuduniansidululsema n1sidsulseinnenlulsemenauinntuaziy

Ql' U o o U :.: a d‘ d‘ ¥ d' ¥ ‘1! S 1
N15UABUUSELANYDINILNFIAEY LAY fatunniinisiasulsennendvielndvienils azdeinen

'
=y U

BvedundmedAytugnildsulssnnlue agalsinin nsisgaunlisiuiiedu NAPRA

ndvrbiszimawaualiidundafeiuludsema Inonszuiunsvesigaiiunyse Board of

Office des professions Decision Hugng1nI1 wazianulusslaiosnit NAPRA
AsasulssLnmenlulsemekAuIdsanunsawUtaanidy 2 Uszan lawn

1. Full switch submission {unswasulseinnenann prescription i non-

. . 1l PN 1 ¥ 1 ¥ ! a
prescription lagliiiin1sidsunlaslag 1w Jeudld anuusavesensie 1 giln vu1nnis
Tfesioiu suinnsldegeansioiu 5uTrsen sUwuue %3e Ussrinaitmune (target

Y 9 Y g
. = a 1% Y o o o g
population) LeeNUAsUUTELANLAY MYIEIAYITYNAUDBNIINTITOUILTU
Prescription drug list (PDL) Y19%13¢ n1581U submission aziulseinm supplementary
new drug submission (SNDS)

2. Partial switch submission tJun1sildeuyseianenain prescription lUidu non-
prescription lnsiinsiUasunlastoudld anuusevesese 1 gin vwinnisldeseu
YuaNsidengegasiatu I5UTvnsen guiuuen vise Ussvnsidmang (target

. A a Y] 0 o w P A i
population) iefinsiaguulantsziangiudy faendrdydiniisnedesglu
Prescription drug list (PDL) wsazdinsssytasnyiuiviilieniwdy non-prescription
@EUJI n38u submission aztduUsELAn new drug submission (NDS)

[

Tupaulunisuasuussnnelulsemawaunndusal

NSTUIUNISNaUBUNETSYaUABUUSSINEN

[
Y

Tuppuillludunaunswssuenasiiiaduse Health Canada
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1. yhMTidenan AnwiteanudeinisveduslnaniesUie (Market Research on
Consumer Demand)

2. »38u submission package oBusio Heath Canada
= -

eNasifeawIsaLiioguse Health Canada Useneaulumeienansiyjaduludmangiu

(%
[ Y

1 frendrfylulinssmuauaudinazdineglu prescription drug list (PDL) wagazsias

o

o A

= Y @ I A a a IS 1
finswandliiuindussansamuasiinnudasadenussuisuazanunsaldingll
Sdusesdiypainsniinisunndaiuaugua NdrgfedeUssivinssloriainnis
WaguUszinmeuliinniianudeaiiadu

(benefits outweigh risk)

inwIEYad non-prescription product tnansildlun1siuazfeinisseunuanvuEmaIl

[
o

anue mnliszyladelatadenilsazdodivananivinzanunsossu audnvuelaun

- The use of the product is amenable to self-diagnosis. Touslddmsusnwlsa

Yose1UuITsRsansagnItadelalaediie Inelifinnududeunsetninudeiinig

o
v a tY 1

WHntuITnellAndunTwegunfegUl AmsiinmsssyiannudssmgUigay

D
bad)

) Ay

adelsaiinly AnudssigUlsazlasunssnung viiemnudedigUisaslasu

o Ao a a I a lela./ v Id
mMssnwniusEdnsnnliiiisane wonanlifamsaznaanmsidondusvey
wanwulaenetuldlaneliinusslevinisguainsierUisme (Long-term
exposure to product)

- The use of the product is amenable to self-treatment. Qﬂ’amzﬁamﬂ’fﬂ%ﬁa‘iﬁ%
o1 wazdladeteruvesnsldendu aanenazdesiimsszuidesiuiedunuiud
mnfasernshiftumslunuunms s1fiiiuimseniidudou (du enda) s
fnsufurnanisldenuennis eriifulsemuudiotauetsonnsdugienagunss
sortae slsivanzauiivziasudu non-prescription

- The use of the product is amenable to self-monitoring. Fouddveseniuannsa
AnsnuUszansnmuesnislidenldlaegiieies gUiedoswaunsawenueesening
nathaAssvesiufuoINsTvsdIiasmsmgneuaglunuLmg mnnisinni
JsvAnsnimuesnsliendndudeddindosiionsivaey idesilotuasdosannn
14lalagrUaee9 (consumer friendly) agAaslasunisoysiiain Health Canada

nel@ Medical Devices Regulations
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- The use of the product is associated with an adequate margin of safety.
& Y ) Y . . & Ao § v
81UUALARINTOULINANUABAABNTIN (widen safety margin) AvWIAENAVINLA
Nanat1sAssivreglelunssnwEANLLANA1 UL LagsRasaunsasey

v U

nauUreniivevinudmiuldentuld sunsiserseninenduen uassenineeniu
amsndudsdAgauiu mndanuguusuasidununnanslimunzauiioz
a & —_ o v . . . y o

Wagudselnndu non-prescription @1%5U partial switch submission aa@9dl
nsAnwiiuFdlegieuusenueifmifgiu wiauazUsean (prescription uae
non-prescription) Wiauiu WaUseliulon1auwasANUuLITveIAUFsRlloninly
INMsFuUTEnueIiiaeInieauiu deyarnudasndumaiienvatvayulaain
consumer use studies

- The consequences of misuse of the product are minor.
naninnnsielUlumsiialaenslanazlulanslasinudAgegisnnee
safety profile YDIELTU dose-response curve 83 non-prescription nunzau

gy & A A o Y o = o I vdg vy ' v Y 1Y

Asildnuagiy Weduduinisldeniianudswinsegnldenlignesnudeyly
lonauaAusuLssvasnudssiinannsldeluluneiinanunsalddeyaves
prescription filel viseanaiiveyamslalulumeniinmifinainnisiguagliujon
AUAANLNULAL

- The use of the product does not lead to dependence. msldeazaslyl
nelALAnNISIENARA

- There is adequate market experience with the product. mﬁfu%ﬁaﬂgﬂiﬁ’fﬁw
I a0 a v o, = 1Y
AUreniduineuaziinsldunluszesiamnilam

- The use of the product does not present a significant risk to human, animal or
public health. entuagsaslinainlvdymsieviadiie dnd uazdenu wu nslden
Piwwrlduyiliianisiesn (wu e1ufdue Wui) lduangaunazlidu non-

prescription

Safety evidence viangiuusiauUaensie 119 full wae partial switch submission agsi4

Usznaulumeegnatauenansnadl

- Prescription product monograph ﬁgﬂaﬁgﬁm% Health Canada @1an
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[

- ¥93a Clinical trial Wisfinann prescription product monograph laglanzia
FIBNIUNITLAN NAT19LABIVDINIT LT

- SEJJE];JJa Post marketing surveillance Tuusgimauauinn

- Tabulated summary of the Periodic Safety Update Reports ae Periodic
Benefit-Risk Evaluation Reports 7 Health Canada lpfansanuazeylifundu
JeEL9)

- Ui%LﬂWU’eNEJﬂMUi%LV]ﬁg‘HG] U eoamiEY HSuea wesiu dinwesuaud ansie
91a9ng ansgewsni udu Jufdsuussianendu non-prescription luuszwe
5146] Wa¥ aa1Ne1Wed non-prescription tnemnduntwduuenmionn
MunguiaskiumamstinsuUaudiFeusos

- ¥93a Post marketing surveillance usnUszinALALINT

p1afitoyarnudasndeiiandy laun

- Safety evaluations from a regulatory body with standards similar to those of
Canada. %’agaﬂszLﬁummﬂaamﬁmawizmﬂ%‘luﬁﬁ regulatory body paneie
UsznALAUIAT 195U the United states Food and Drug Administration Australia's
Therapeutic Goods Administration, the European Union's European Medicines
Agency, or the U.K. Medicines and Healthcare Products Regulatory Agency)
59189970 WHO

- doyaiteatumsldelulumaifiavisidlauaslidila

- Published literature AiidoyaiAerdosiunnudasadoveen

- Consumer use studies bawn label comprehension (mnuntaluaann), self-
selection (msidenldelvinssivlsafifireiionnisiuas actual use (Msldenves
fUae)

#1935V Partial switch submissions 9zfgailvayaLiiuiFiasail

a A a ] aa
- AanudEssinannstigentulun19ite
- wansUszdiulamalagauguLssveIn s LilnAnTuIE NI UUTEN U

WeanuLsazauazUsInNIauiu (prescription wag non-prescription)
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Efficacy evidence requirement

Full switch submissions ainsalddayagnn

- Prescription drug monograph (laln Taudld 3usnnsen anseinsu 3591 wae
Uszvnaidmne

- Clinical trial phase 4 fiflannwindoufeadestiunsildeuussanmen

- Efficacy data ¥n¥aa3IN prescription drug monograph Tifisanesienisiudsy
UseLan

Partial switch submissions ﬁwﬁuﬁaﬁi’fﬁﬁagauaﬂmﬁamﬂ prescription drug

monograph lngazfadivoyanuussansnimiuiialaun

Clinical trials

- Bioequivalence studies

[ 1% [y

Efficacy evaluation 910 regulator NflanuwagAagnululssnaLauInT

- Cross-referencing the authorized prescription drug indications

Labelling

duUsznauvad label Usenaulumay inner way outer label wag package inserts lag
awspaliduaiunsidenlamesidiieieaiayazdosniun1seudAin Health Canada neld

Food and Drugs Act section 3 9 g 10

LONE5DU)

d1M3U partial switch submissions Agsiasivoya chemistry & manufacturing data

Y931919z 00N TUUTELAN non-prescription fne

N3ZUIUNITNANTAUDNEITNNSVBLUABUUTEIANYI6D Health canada

1%
Y

ﬁuumauﬁlﬂwﬁ’umwﬁqmﬂrg:iﬂimaumsﬁmaﬂmwia Health Canada Wunsgulunis

neluved Health Canada

1. fu Supplemental New Drug Submission (SNDS) #ie Health Canada
2. Health Canada ¥n13 review submission tutian 225-345 Ju

3. Bureau Recommendation
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4. dwieludi Prescription Drug Status Committee ¥n15ansannsilaeuulas
UseLnnen

5. Preparation of Notice and Final Signatures

6. Public Posting of the Notice of Intent (NOI) Consultation \UaSuilsanumniiiu
PnUsErruiinmsdsuulacissanenduna 75 fu

7. msUsadudefndiuiildsu (Assessment of Comments Received) liaanaga
oy 7 Ju

8. Preparation of Final Notice

9. Notification of Intent to Amend (NOIA) the Prescription Drug List (PDL) LisiAau
J1aginisiUasuntas Prescription Drug List (PDL)

10. World Trade Organization International Notification Hosannsasulsenne

a [

gy lvmnuandueinusenoumemendfgyiutuddsuussinnludu non-

9

prescription Wanun Fedesfinisusznase international stakeholder T¥ns1uin
sgsoaudsuglvidulumungues non-prescription miie kR dunsinfunis
n13A1 lawagliiaan 180 Ju 30 6 1hou

11. Final Health Canada decision Health Canada 9g¥inn1ssinduinazeysialven
WasuUszavmsely MnaulALad d1mSu National schedule program Fadu
U809 NAPRA m%%é’qmasﬂu schedule 1 38 prescription drug 9uA71
sponsor a¥N1sBuenansLiie submit Ao NAPRA fiau NAPRA Faazvinisfiansan

v a

wWasuUssiamelu schedule 2 3 138 unscheduled sialy dwiusgAauneasy
Wasuussinnanegly schedule 2 lnugnludd wavaziiniiesnuunyinn1snansa
maasulseinneaely Fanarnldlunszuiuniseeainiiduial 2- 3 U

N32UAUNITNANSAUBNENISN15VRLUABUUSZIANEIRD NAPRA

1. Sponsor azABsBuLena13ie NAPRA laglenaisazdesusenaulunie

- Therapeutic Products Directorate Report Lﬂuﬂﬂiaqﬂ%ﬂﬂam‘fﬂumiﬂizLﬁumI@EJ

Health Canada

- Proposed drug schedule nMW5119898151E8 ToUsly Anulasnsis Ussdnsna

HatAesveINIsiden Teyannuuaensiuilaldeniuvuuig

- Exposure assessment
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- doyaniasznivadsluntsiausennenlu schedule #ine9)
- Labelling
- Consumer usage StUdy
- Uizmmaqaﬂuﬂmmﬁuﬂ

2. Public hearing WWunan 45 Ju

3. The National Drug Scheduling Advisory Committee (NDSAC) 2g¥n15Wa15u18 1R
TWasu schedule Wunaegaunniian 60 Ju minlallfiunisewsi@ anunsaduli
NDSAC uaz NAPRA’s Executive Committee vinsnumiudnseuls lngagldiianludn
60 Ju

4. mn NDSAC aysflsfiuAsuUszIAnen NAPRA's Executive Committee agvinisudaly
fausiazsgsioly

nszuaun1siluUsuldlunsiagss

wiazsgarldszesnainisiudsulssunmenlaivindu

o

- Sgifimadsunelu 30 Junm NAPRA Tnglifnsuseyunielussdn laun :
Ontario, Manitoba, Nova Scotia, New Brunswick, Prince Edward Island,
Saskatchewan wag Alberta

- 3§ Newfoundland and Labrador azfesiinsuszaunelussieundidavae
UszLanenn NAPRA Tdanlunisiaesunisly 210 Su

- %3 British Columbia 9¥faiinsUszgunelusseuduiu Jsdirududounarlid
nanfidueu winaildduagliiu 2 U 30 Su

N3LUIUNIMEINTTOUNIAN SR SN

(%
va o a $%

VRIIINNIUNTRRITANIMUASEUTRELAY sanunsandneuaglavaneniionals ns
Uaosnegnatnuuseandu 2 Ussianlaun

- Staggered launches mMsUdpgvednanusiagsgiuaylianunsaudesvienseuiula

o

Weunnnusiazsglonalunseudnliviniu dwalviursuidnidennzlassue

3
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- National Product launches US#mgnuwagiugiuuieazselinnislulsewmasylii
nswWdgulszinmenneu Jwenegviewnain 3935tV lin1svegvinswaina i

I3 [l
Wuagun

32YILIANVDNINITUIUNITT

n15euLRAK1Y health Canada l4i3an 283 Tu

[

n1satuFAn1L NAPRA Tdhian 97-197 Ju Yuiuwsiagsgazsinluly

1 I CII
Arsssukieulunsilasulssne

- Health Canada wWasuUseinvnenain prescription 1w non-prescription A
AGIIUTEN 546,491 CDN

- NAPRA Waguusetnnenann schedule 1 AnAnsssailes $44.870 CDN
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AszUAUNISUAgULUaIUsEANe TuUsEmATNZ waua

anznssuNMsasuLUasUssLnnen (Medicines Classification Committee: MCC)

WuraziUsnwvesnnz5guuns Ysznaume Munuain New Zealand Medical
Association W&y Pharmaceutical Society of New Zealand #8198z 2 AU AALKLINITYINU 3
U aun@inveaMinistry of Health 2 AU YIVNAINTUAIUNTUOUNNNEYRISTUURT wazdlan 1 Au
Judsesu vimhilisdwuegnisdauszinnen asinenegludssinvla (prescription
medicines, restricted medicines or pharmacy-only medicines) WansaunAvaLUdsULUAY
Uszinmen yansildsudssianen(rectassification) prescription medicines Wi non-

.. .. . . o = = ..
prescription medicines (switching) wagd@1n3uNTUNTUABUUIELANET non-prescription
medicines luidu prescription medicines (upschedule) wn Minister of Health ag/le
Joiaasaninaneliue) n1shfsevesyaaningnansunnd wazuszeivu uiazlidl
° ° < = a A A a Y aaa = Y v
AuzdilulsziuTossfasssy 9305951 wIelsesRy ontiulunsalidanuneatesiung

Y ¢ o1 o & aad & oV & a i o Y
windsenvesithelviaganundu nsdliiduenlrindslimedunsidounnneuinasgninUssiny

Ju prescription medicines

MCC dnuszyutiay 2 33 daulvgifielufouaweu uazgairu uazll Medsafe Wunes
WAUIYNTAETUAYY

Medsafe lilanunsanuiugguveiuasulsenneinsuiguveldsulssiangnagyinnis

Y

44' N Y vy = =y LY A g I3 .
BuwenansvelUisuyssnventuddla mnlinsnunsedssyuiuneuasieiluuseinu conflict

of interest fiaaNITN MCC 7111910 Ministry of Health

n3zUUNISNaUBUAIvBLUABULUAaIUSSLANYN (Before making application for
reclassification)
AEUAY03ADIINNTUTEIIY benefitrisk Y8981 Aauagyinstuveafsuulasseian
1 = 2 o a L4 . = . a o [ 1y
g1me MCC feusenuntglunisusediu Uselevt(benefit) wagaaudea (risk) muzmagiu@ma
“How to change the legal classification of a medicine in New Zealand” wazilsiwazidsn

[

&
PNU

[ @ <3 a s a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

I 9 Aan 9 =y a s 1 Ao o
LﬂuggﬂumegamaauﬁmgﬂwmaqTﬂﬁNmﬂimfumwu‘ﬁ‘mmmummmzmﬁmﬂ

g g

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



105

Uselevi(Benefit)

YANNSN T ANTY Prefiukadnsnaann(clinical outcomes) Wulselevilse
#1515048% (public health) 438l consumer involvement ﬁmiﬂ:}g‘diﬂa‘dﬁ (Economic

benefit) #38 d3aulauszleovl (Communal benefit)
ﬂ’J’lﬁJL?iEN(RiSk)

Annslgeinainaulissla (Unintended misuse) vinliidinnssiala Touselosiaingms
nssneveeluneniavionslasuussmueiiuauin Suussmueilaslilasila (Accidental

ingestion) MievilonI1sedlsAugasltushwInIgnuLes

nsldnseumnuAnilidunsilalifiurelivsedunnudsweseniiensssintudon

a a | o = = a &
\Wnnsilasudssinnen wasaglianadnuldeweenil 91998inTu

nszUIUNSAsUYTELAMeN I Tzezaa1UsENu 6 waulun1saiiunis Wuan
A v o ra A o = a
SutuRaasuguAYeaudsUsENANanTsYaasuUseLnnenlu New Zealand Gazette 1ag
[ d' 1 % a a LY (v} I~ 1
PAINNUTENANATBIUTLLANENNUWAD BN 6 LABUNUINNIUNUTENIALLU U T LIV

nsbiusgnenlavinisusuwasunnle aaingn Iiaenrdesungruneveslssinnenlauieu

dmsunsruiumaldsuwlastszinmeniawiuduneundn 9 duneunudile “How to

change the legal classification of a medicine in New Zealand”#sil

Phase 1: Application

Phase 2: Public consultation

Phase 3: Meeting and MCC recommendations

Phase 4: Noting of the MCC’s recommendations by the Minister’s Delegate
Phase 5: Publication of the minutes and MCC recommendations

Phase 6: Objection to an MCC recommendation

Phase 7: Confirmation by the Minister’s Delegate

Phase 8: Notification in the New Zealand Gazette

Phase 9: Implementation of a reclassification change
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1. SusvaasunUasusznnen (Application)
Fugavinevesmstuvedeugaingvefiounnsiay wagugaineveaiounsnginm
Eﬁjuﬁ’l‘daLU%EJULLU@GU'ESLJWIEJ’] (Applicants) o1aidu usemen, BIANITVDIYARINT
YINTUNNEAa9, Medsafe, Ministry of Health vi3eflafinaiidosnisazdudive
(individuals) Tunsaidugduvelamzevidenguuustilvifnseruuitmen 3es
g1iifeInsiUAsuuassnn uasUsuianeniidosnisliuieu

1.1 onssiidesldlunstuvadsuudasusznnen

111 Part A Uszneulusedeyaiieafunsuimsdans (Administrative details)
1. 38 International Non-proprietary 18981
2. %o Proprietary name(s) 98381
3. JoUTt 03Ans vi3o Jeyana MvnsvelldsuutasUszinme
(requester)
4. sUuuundysiouet LATANLLTIVeTIRBINsIAB UL asUsEIANEN
5. YUUTTY WagAmaNTRBUA
6. Toudldf dmsulssnneniidosnisdsuulasssnn
7. Ussimentudagdu
8. Usuinnenfideanisidsy
9. amuzﬁuaqmﬁﬂﬂszmmmﬁmﬁuﬂﬁzmvsi?i'uq Tngangluuszine
POAATLAY ANTTOLISNT BN WAZKALINT AITHBITEY
10. Vsinaumsldenilnneluusanaiafuaus wasdsemadug wu suaums
Y18(sales volumes) 5’u1’7i1§1’%’uauapmiﬁ§mﬁ"mma (dates of original
consent to distribute)
11. foyadaannzsouiunvesUssmaiuaud (i)
12. aanen WiesIveRaInedviulssanefituvedsuwla

Y A

13. Yomisseivesen (011)

14, S1eTonanAusiniishedffsiufunansusivesiuveiuasunag

Uszianen deaglasunanssnulumenmnenldiunmsidsundasussian
1.1.2 PartB

wé’ﬂgmaﬁuauumimﬁauuﬂmﬂmmm wazlenasatiugunTUsEIiu

benefit-risk
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