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' Australian Therapeutic Goods Administration. Paracetamol: changes to pack size. https:/www.tga.gov.au/media-release/
paracetamol-changes-pack-size (26 August 2013)

* New Zealand Medicines and Medical Devices Safety Authority. Minutes of the 45th meeting of the Medicines Classification
Committee - 12 April 2011.

*The Human Medicines Regulations 2012. http://www.legislation.gov.uk/uksi/2012/1916/made

“U.8> Food and Drug Administration. FDA Drug Safety Communication: Prescription Acetaminophen Products to be Limited
to 325 mg Per Dosage Unit; Boxed Warning Will Highlight Potential for Severe Liver Failure. https://www.fda.gov/Drugs/DrugSafety/
ucm?239821.htm

®Healthy Canadian. Stronger, clearer labels for over-the-counter acetaminophen products to further address the risk of liver

damage. http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2016/60198a-eng.php (September 15, 2016)
®European Medicines Agency (2013). European Medicines Agency recommends suspension of marketing authorisations for

oral ketoconazole: Benefit of oral ketoconazole does not outweigh risk of liver injury in fungal infections. (July26, 2013) Available on
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"U.S. Food and Drug Administration (2013). Nizoral (ketoconazole): Drug Safety Communication — Potentially Fatal Liver
Injury, Risk of Drug Interactions and Adrenal Gland Problems. (July26, 2013) http://www.fda.gov/Safety/MedWatch/Safetylnformation/
SafetyAlertsforHumanMedicalProducts/ucm362672.htm

®U.S. Food and Drug Administration (2013). FDA Drug Safety Communication: FDA limits usage of Nizoral (ketoconazole)
oral tablets due to potentially fatal liver injury and risk of drug interactions and adrenal gland problems (July26, 2013). http://www.fda.
gov/Drugs/DrugSafety/ucm362415.htm

°Anon. (2013) Ketoconazole — Risk of Potentially Fatal Liver Toxicity — For Health Profession. Available from http://healthy-
canadians.gc.ca/recall-alert-rappel-avis/hc-sc/2013/34173a-eng.php

"Therapeutic Goods Administration (2013).0ral ketoconazole (Nizoral) 200 mg tablets. (October10, 2013) http://www.tga.
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1. Ernst E. Safety concerns about kava. Lancet 2002 May 25;359 (9320):1865.

2. Health Sciences Authority. 29 Aug 2014: safety advisory on oral ketoconazole. Accessed on January 24, 2017. Available from http://www.hsa.gov.
sg/content/hsa/en/Health_Products_Regulation/Safety_Information_and_Product_Recalls/Product_Safety_Alerts/2014/advisory_oral_ketoconazole.html.

3. Kaplowitz N. Idiosyncratic drug hepatotoxicity. Nat Rev Drug Discov 2005;4:489—-99.

4. Lee WM. Emerging trends in acute liver failure in the United States. At Drug-Induced Liver Injury: A National and Global Problem. 2001 February
12-13. Accessed on January 25, 2017. Available from http://www.fda.gov/Drugs/ScienceResearch/ResearchAreas/ucm091365.htm

5. Medicines and Healthcare Products Regulatory Agency. Drug Safety Update 2008 March 2;1 (8). Available from http://www.mhra.gov.uk.

6. Medscape. Drug-induced hepatotoxicity. 2016. Accessed on January 25, 2017. Available from http://emedicine.medscape.com/article/169814~
overview.

7. United States Food and Drug Administration. FDA drug safety and availability: FDA recommends health care professionals discontinue prescribing
and dispensing prescription combination drug products with more than 325 mg of acetaminophen to protect consumers. 2014 January 14. Available from http:/
www.fda.gov/Drugs/DrugSafety/ucm381644.htm.

8. United States Food and Drug Administration. Guidance for industry on drug-induced liver injury: premarketing clinical evaluation; availability. 2009.

Accessed on January 25, 2017. Available from https://www.federalregister.gov/documents/2009/07/30/E9-18135/guidance-for-industry-on-drug-induced-liver-
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& lo31 (Acetapyrin ¢ syrup), Aealadeu 131 (Coldosian syrup), lawm (@51 (Conaid syrup), Airealay
it (Decolgen liquid), Sf@Aaa @51 (Mycol syrup), WitNdu-10 @31 (Panagin-a syrup), W11 bAAA
(Paracold), W13la-7 951 (Parco-d syrup), Trad (Coldy)

fagnsiveengaInaustnienITIeaNuea AapsiNdiu wasfilaienEusdningon (Hun
F-wna 53U (C-mol syrup), Fuaa taas (Cemol cold), wivnila T3t (Fefanyl syrup), wind 151 (Meddy
syrup), wandadl l951 (Pyranist syrup), Wil T3t (Tiffy syrup)

4. ey lFsveiAuaune aududunae

il 2 4 finanundrediu denalifildanaunsafnnnudnlaiin shlkldsueivaun
galuniniu flfeniifudn Seatenzensiemelunsidaenduiu deihuiildliauysal Se8eAa
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X T5AGTIMINGIOND
“P\ (Drug Induced Hepatotoxicity)

?0’1ﬂéﬁﬂi’]ﬂ\‘]’maﬁﬂ’ﬁvhjﬁ\‘]ﬂizﬁ\‘iﬁ’ﬂ’]ﬂﬂﬁﬂlaﬁﬁﬁﬁﬂ\‘]ﬁuﬂmtﬂiimﬂﬁ
2 mskaren 5 Ddaundvluln.a2554 — 2558 waanagivinlfiia
AMUAAUARTIFUNUSIWIL 1,139 518 , 929 578 , 1,005 918 , 714 78 |
736 378 Aaiudezar 112, $ogaz 1.05, $asar 1.12, Sazas 0.93 warSesar 1.05 Auad enfivinli
AnanuRnnffiduivansedin il ann1sldfisUszasdeasendiinasaninznisineueeiu Wy
Hepatic enzymes increased , Hepatic function abnormal , Hepatic cirrhosis , Hepatocellular damage
Hepatitis aggravated a1AS18NUFINGNT 2a8NFaE19s18AT8NAIvinlFARaTAS RS aeddady
SEMINn.A. 2557 - 2558 @il

TIUIUTIBIY
Faen fifinnuAnUndfisy iiasannanslsifsuszasAanen
W.A. 2557 W.A. 2558
Allopurinol 75 57
lbuprofen 11 11
Diclofenac 11 8
Amoxycillin 5 5
Amoxycillin + Clavulanic acid 11 6
Isoniazid 1,193 958
Pyrazinamide 1,577 1,342
Rifampicin 1,444 1,173
Ketoconazole 27 25
Lamivudine 25 17
Nevirapine 500 414
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FIUIUTINY
Fa8n fifinnaAnundAfidy Wasenanslfsyszasdannen
W.A. 2557 W.A. 2558

Zidovudine 12 9

Nevirapine + Lamivudine +Zidovudine 102 85
Paracetamol 52 39
Simvastatin 117 108
Phenytoin 158 123
Phenobarbital 41 32
Sodium Valproate 12 11

auiuldin endfidinasensvieuvssdiviivanengu lnengueniinutesuazaasihszsldua

1. nguenTaulsa (Anti-TB drugs) Wunguendivin IdiAanasiadiuunniign dedieTalsaasldsuen
smungtios 3-4 8n [Fu Isoniazid (INH) | Rifampicin , Pyrazinamide (PZA) uaz Ethambutol %38
Streptomycin ftledilgsusnnguil ndsannEuenluud Faslisunnsnsanisinueesdiy fannsnss
wulsal alanine aminotransferase (ALT) fluszey Wfiasef transaminase Wuduunnnii 3 wineasenUni
AYSUEASNYI INH, rifampicin LAz PZA auATeiiessiy transaminase ndvasanunddedulsr v TnsileTu
gunpeniiga 1aalsllif rifempicin du PZA asvandssiniululy wenziianudesdenisinfiussiasy
Jusnlnsivazvinlinensallsnlud dwsy streptomycin wiiinasfinnuiuivee lousls 6 ludueds
pnuRnUnRvpaLdu el

2. ﬂq'mhﬁuifﬂ (Anticonvulsant drugs) Tun Phenytoin , Phenobarbital , Carbamazepine , Sodium
Valproate

3. ﬂajumilﬁifnu: (Antimicrobial drugs) VLG’W’LLﬂ' Amoxicillin , Amoxicillin+clavulanate , Sulfonamide

4. ﬂag'mmmamwmmiﬂ’m (Analgesic drugs) I#ud  Diclofenac , Ibuprofen , Paracetamol ,
Methotrexate , Allopurinol

5. nquenan vy [#uA Simvastatin

6. nauend L@ (@i Ketoconazole

7. nuendul¥a HIV 18uA Nevirapine . Lamivudine , Zidovudine




nsdnnswaznsiiisziegilelsadiuainen
1. Wgdfioutunaaingn Wy dwmsunissanuea e “Huldiiu 8 WindeTy mwazea
Hufiwsedy” wazedaun “ssniAu 5 aferaTu mszenalufivsad”
J5URRUIABINNITUBANUDA
- aueenludng LAy 15 fadnsuAlansweds wazlihu 1,000 fadnsu/mds)
syl 4,000 fiadnsu/24 $2la
- guanenludin kidiu 15 fadnsu/Alansu/mss warlidu 1,000 fadnsu/mnss)
sy 75 fadnsuAlansuzs dalue (i 3,250 fadnsu/2a Falug)
2. Aaenuszivienlesisn nsallisueniiflufiusadigs Wy Isoniazid , Simvastatin, Phenytoin |
Nevirapine A33¥1NNNSARAINYN 3-6 LPDU

3. wuzthfihelddonnennsiifendasis aafaiusedy 1wy aduld odsu Wasms
thaties iasannenunsinldnaniniivlsifTu Wy Isoniazid

1NE1951989

1. quéiidhszfannutasadednunanAueiguann.(2557). agUsevuenslifivlssasdainnnslden Us:d1D 2557 nosunusuuazianns
ANUNITUANENIIHNITDNATUAZEN.

2. guiiihssTornulaanfedunaniamiganmn.(2558). agUsseuaInnshifetszaedannnslien Usednd 2558 nasuruULAZ IS

ANUNNUANLNIINNTDIMIHATEN.

3. anudufisdaduannnsidenyalsasiuiy AUININENTIUNBUR. §UAuanhttp://med mahidol.ac.th/poisoncenter/th/bulletin/bul97 v5nd/TB.
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ASUARITN7 WaUABETiTRuAaY
FuwqWaudd 22 Ausnsu w.A.2559 1281 9.00 — 11.00 u.
o4 #29 Dipak C. Jain AATLIA IRIAINTANAINGED
swdnlag gudisinsiiisziuaziaunssuuen ausieusiessuanudundsssyseensu
Frunsldenagsanmana yaiswaguilan susundavuum

AUEIBINSHNTETUAARUNTEILEN (MWE.) SIUAURIBY8TNIBINITIINAMLINNEAERNS
PAINTUUVNINGNRY AUTUNNYANEAT NNNINSIAPVBULAL FUTUNTIIULN AUZYNUET9LETH
anuduudsaalszansuinuansidenatrsaumgna (aea) yadsiieduilan wazinsadnsdiise
Founasdnn “dsudeeriidavaady” inqUsraediieifoudeigmeniififiudady naanau
nsndndudaiguaguiasauanesgialifanisianisiigmeniidsades Feluateiiléuaasenn
gNiAedas 2 #7 Ae WA Nea (paracetamol) wazd i launlza (ketoconazole)
nA.n.A%.den 1RgsRBEISIAd

YV as

ianisgudizanisiidissiuas

N
WAIUNSZUYEN (nWe.) IRIasnsal
NWNINBIAB NF1IIN FAFLNITUTIA
AenAumsIFuTigaaud nne awe.
Alagrinnnsssausediigddeniidng

v
a al

s lsAdiu sTienT imsnzaumnde i

msmuAuiiAAdenadesadiulé
Isasuiduiaynidruganini

o q

H34089917

ddgenslng Haldannansaning
Wnanlse wWu hiadudniey Ananuginssudiugaaiw Wy nsnue3esauiifiueanaaad
wiaiAnanen lenaneilade WesunannsiimadeuiSuendilidasnde wu Jengasuaui limunza
gnflaunanuussivatnaneiuly faaneniiinlfidnanudnlafavdeduaulunislen inlwlisy
USunausndudinue Jedududesliuinsasiiiedannsiigundenaniagreseaiu edunses
ANNUaanAefagaA TN SEBYU

a

Tusuwnasassil § e 2 ngu endifidrunaueasdlnlaunlya (ketoconazole) sfiasulsznnu

Tiugnduigesn wazenfifdunanaeIn1enuea (paracetamol) F9iiusnuftlnanld ifasann

19 '

gfonanamaiinnsidadneligndias asAnfinsadu fnadsusedass uazanavinlidedudedinld
(usififlenAue W statins, Bnngu NSAIDs alsiinaualuadotl)
sumaidansnvie 2 9iia asan

1. wiswauea fsenudiuiviaduilan dwtsanalinnpsnisiieanuduen fseeu
WnlisugiRimgainnnsuslamen

2. Alaleunlva fsesudufinsoduilan dedsameRfinnnsnsmuauisuiy D3smusivinty

ax

fienidnnadeu uwivdsmiululsanedonsenses lasdids 89 nadeusiiduen



Anvtszmedinnasnsunninefinisiie wazthinfiansanlagsiu wu

nsdlendlalaunlea ansgawsnn lldduene THusuwasuisansldenluaaniiedndn
nslden liarsirdlulaunlsafludausnTunssnmnlsaiingearnides aslddmsunsdiann:
daldensnunidosnddulildnauds lilldalalaunlsasiasulsmudmiunsindefiduniafanis
FuldluginedusnauidsundunieFess msfnmussiueulsivnsdy iwu AT wauan finnsuiudss
doyasniinduiiou $1in dersld dasiinnsnsramerieruessiiy annwglsy sziuanseendansm
saansidsuacinduaudvitmeesnidanadeu delaluslildendilunadangaielunissnm
e laifienTnl#léudn wazaziansamomuenansiniuen uazdoansgynains olasaanansgyaains
guAw wazszyluaaninesnens ifieUseasd savne Anzassunisen dssmadndulasnidnnaden
(deregister) Fnsusnilalaunlea sfasutsenny Fefivlonun 21 nadeuann 17 v3em wnadelilsls
wwnzlulsengnuna

ASAENNNTIBANDE 1NATANTARIILILEIRABANBUZUTIY MIFMUALSINAYDINTIBANLeA
Tugngasnau fsnasnisdueann iwu sy endfiwneanusaiiuauisznay’ (“Contains paracetamol’)
shsndu 4000 sn desuluglng WanseruliAunardidimue &uithn 5 5u anld 3 Su erindnsy
indasivunp3aeiia Wewsin Aldunasgiu

sA.wg S g3 lwaansy Aazunneand sninendevaundy Uszsiuyaidsinygdy
wasdsesruananlsafuwisUszmalng nannin dufluetenzddny Wuunaeasneems dauus
$9me vhanegansiie mnilufudaey nsvineueesssaeunwses dnsseuusuianain vefigad
anafunziSeld

Y

vwseiueiieUszendn wseAninAuudalinng wievneaulifinduiiy wu auditaadiy
Tunuwnndazliiunnsisnuealudeuauniiesmetauddesinasuily Fevinlildsueivaunn ld
yresnesiuliAuedudon veauAneniuar 4-5 Winsiedu Adusunsneseduly vresefuedeedy
LoaNasRs wdtham Ausmnswaueasiuan ABsinliAndunse [Ednedu wiiasAuen iduaue
Anna souauiliulsady wshlFuemssenuea biviu 2 nSusieTy wieTunilelidu 4 ia widy

gnwnsuwmuaaiugndnmenuenns Edusudalimedesmaunnliwy sawnsueanuea
Aundrazdosgninaneiifulaenganlslau dienwissaueaiinaiulyAvians i vilfenlduan
sulpenss viniduuiy Suflelimudsuaneludeu deslinnswasusy

mnidufuuds TinsamuziSediunn 6 Heu

doudlalaunlza vsedudenildsunssnmniuendlalaunlsalidewas SoldesnTily
Judusn wsefiondudlld 1 uiHinenaszuwsndimiesfnny dieldidunaruuAiadgmyianeduls

ayulwsueifnssrlaBasdudniay mnldinds wu dhnzanelas vasuia dwman Wawnz
(maivlsignisAnugefinuudadusnian |#)

a:»
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vszmaulsigenleiifiudasronie lasewnzdaslsaiEese Sniinasiilgmivendindaliine de
Fruauinn shudifidssauasaliugwnssenuaaiiulszsy efigaudeneulssidudu deudias
e daliifudefinudnsendasszfaasdimalissfadasnisdneeuda audulseduazandy
Foiinansznusadliingduinmnennia uananidunssunaued bifindensaegdnanuainis
Uszpneuavitenuluwan nduinidify wszemnsieanuealsisannuiudssnuing Weusl
Wugniduniatngn lnaffuemsenuealirou Sefinursauangud 6 vauiiulsaiuudy
Gofidndny Ao NenTIEsNTAIgY LardtnUANLATIUANTEMNSUAZEN (B8) FRYAUAY
USinaunswan easdiuiugtsuangudss magihefufsduunawinlniAuansinenldneens
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Jszinthu” wihi ufinuinenindasudiniinanesaefsnn idlasngAnuinamaniuiianiunse
wansinedy Uszensuliligainuuseaesen wigaininsalwuiiifneeniu vrsivesanisanaiy
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AnsazwinAudng urlurnuiuassladly deegaanne1id sndmsuidindnunedfeiinanuuss
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Igfen 500 adn3u FslasveAuaunnlé

i lunanAuiu aannenunsiivie lifinnm neddy enfulusrefendadinazenu
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aeunzfisudnsusndaaniaylasasingla muwuussnsasudimduuoulusysaneds dvesndnnziey
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