











Q% ® www.fda.moph.go.th/vigilance/bulletin.htm

wsnantuarwunsthedadadueinms
wiulugng) dwlmifuidedng woldvanag 4o
waziapuswmiolUiFang 250 prmsasifiusnnu
Tuzhadn Tasenmstedeasitumelu 1-3 §Uanw
wigieieuaz 33 919azdionnsunulls 4 Lhou
veeenadununil®

2NN WHIMIUN WU maculopapular rash
AN WazeINIlUBuG TwasiBuauanely
i 19

Al 1 uaaven1szaalsadaunuen uaziouas

PONDININWL
ansiiwuliiss emsimutiosTuivaj
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fever (92) photophobia
arthralgia (87) retro-orbital pain
backache (67) vomiting
headache (62) diarrhea
meningeal syndrome
acute encephalopathy
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Hyperpigmentation 61 (42.00)
Maculopapular eruption 48 (33.00)
Multiple aphthous - like ulcers 31 (21.37)
Transient nasal erythema 7 (4.83)
Ecchymosis 6 (4.10)
Lymphedema 5 (3.44)
Exacerbation of existing dermatoses 4 (2.75)
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Vesiculobullous lesions 4 (2.75)
Subungual hemorrhage 3 (2.07)
Generalized erythema 2 (1.38)
Vasculitic lesions 2 (1.38)
Lichenoid eruption 1 (1.38)
Desquamation of palms 1 (0.69)
Depigmented macules on lip 1 (0.69)
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1. INUANIAIUARIA (clinical criteria)
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2. Lﬂm"ﬁm\‘iﬁ’luiw’mﬁwEl’l(epidemiology
criteria)
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3. NN FuviavliRin3(laboratory
criteria)

31 nmansavill 16w complete blood
count (CBC) pMaflanunuifinidanznifi windn
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32 mMInTRswe laeliauiniums
ArramiBsUATRmsatetion 1 athe desaluicd
e aranudnldaniionlaeis
polymerase chain reaction (PCR) w%ammﬂm%a
(culture)
o avranugfiduiuzila IgM 1ae3s
enzyme-linked immunosorbent assay (ELISA)
o ATRNULBUAUBAT W ABTE
Tuﬂ;ﬁmﬁa\‘l@: (paired sera) #2835 haemagglutination
inhibition (HI) > 4 Wi Wiafninasedisniuges
WuHANiU > 1: 1,280
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Tsaiisansomeldies Lifnmssnensumwas
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Tudun1sdniay (NSAIDs) ngs non-salicylic
Wunaiiennas Tasfaaunadneifesianiay
ndadnam wazsmiugieilinouausesann
uwiihndug 013l chloroquin phosphate
300 mg Slsemmuiussrilonds unufaeiuszan
4 §aA®
dmsupmaneiamis amnsa e ungs
antihistamine {BLTTMBINTTAU BINTNWRIMNT
1Jsz1nn hyper pigment LLaz papule eruption &IN50
VI zinc oxide cream LLaL/v3e calamine
lotion®
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Uaan saumdy wazliisuen paracetamol WA
doxycycline

v&sanfrheAug doxycycline 1 2 afa
iiemsuauam talvia aguaslallé gihefoge
i) 1 Fu Aesnfiuentmaidn 2 e 1fin maculo-
papular rash walidu
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\wSuBu

ftheweeldien paracetamol audmiansass
Toaldfionsiaund uazznuzsnesaulsemenuna
HihofemsléSuen paracetamol ieaald wagiae
Tawnaldisuen doxycycline iy
mMsUsziuuian
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sruuien 9wau 761 atiu sulvaidusieau
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dulval Gevas 64.32) mudulnivssilafidsesses

nLas laiisasToin TpazBEAAINAITINN 1

a5 1 deyaaluaessoaus

518019 Ny (Sapaz)

WA (N = 757)

bigld] 340 (44.91)

nis 417 (55.09)
21g (@) (N = 744)

<1 2 (027)

2-14 36 (4.84)

15-30 148 (19.89)

31-45 226 (30.38)

46-60 154 (20.70)

> 60 178 (23.92)

* ADULHUNULAZIZINT SINNUANZATTNMTEMITUAZEN

" 60 Medicaland Health Product Buletn Vol 12 No. 2

__&2

]

7 doansmugia:uaniturigunw UA 12 adui 2

a5l 1 doymnluzessseus (se)

518013 Iy (3apaz)

dszimiihe (N = 747)
giheuen 192 (25.70)

fithelu 555 (74.30)

ANZeusszasansliielssaeRT (N = 732)

$18use (Serious) 418 (57.10)
o AN 19 (454)
o FunTIwNTIN (Life-threatening) 89 (21.29)
o dauidsumssnenlulsonensia 310 (74.17)
o liiAnTsezia lun133nH
W
Tsi%18u59 (Non-serious) 314 (4290)

waﬁ'wﬁﬂmmswqﬂm #39N155N#1911154 (N = 639)

o meniurndlaglsdsavsaenan 340 (5321)
o meflutndlaeeafisavsaeiin 71 (11.19)
o dulionsny 189 (2958)
o (AuTIm 39 (610)
o FuiSmrmemslaiossava 9 (141)
o FFalaseateaiundasngt 10 (156)
(RTINS AR
Faurulesudu)
. Lﬁﬂﬁ?ﬁmnmm@ﬁuﬁwﬁm 20 (313)
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1 ceftriaxone disodium thrombocytopenia possible

2 dapsone agranulocytosis probable
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nz\jumwé’n‘ﬁﬁsﬂﬂmummﬂs\iﬁamsmﬁﬂ mn‘ﬁ'qﬂﬁa
ﬂE\jNEJ’l general anti-infectives for systemic use
(398ay 40.44) 999a9N1AD antineoplastic and
immunosuppressive agents (588 15.37) LAY
blood and blood forming organs (3atas 11.63)
ANNRAL i’]ﬂ@:ﬁlﬁﬂﬂm’mmﬂ‘ﬂ\‘lﬁ 3 Lﬁa'«i’munmu
nandowy nﬁg’umaiaﬂﬁﬁiﬁm’mwummﬂaiﬁa
UITRIR™ mnﬁqmﬁa antivirals for systemic use
(3088216.88) 399AINIAD antineoplastic agents
3088z 15.07) WAy antibacterial for systemic use

(Gopaz 12.13) MUAAUTILALLDUAMNAIINT 4

%
o 1

Tunguengeeie 3 nawiifissmasiiaedanin 3
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[
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DUADLLINAIT
1. antivirals for systemic use
® zidovudine 3p8az47.31
® lamivudine + zidovudine ¥auay
2455
® stavudine + lamivudine + nevirapine
fopar 11.38
2. antineoplastic agents
® methotrexate 5p8ay 16.11
® cyclophosphamide 3ptas 15.44
e fluorouracil paay 11.41
3. antibacterial for systemic use
® penicillin G sodium (benzylpenicillin
sodium) Sauay 11.67
® chloramphenicol 3aaay 10

e ceftazidime 3awaz 8.33
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YIMAN
Ralgh] NENBWMAN N (5aeaz)
1 general antiinfectives for systemic use 400 (40.44)
2 antineoplastic and immunosuppressive agents 152 (15.37)
3 blood and blood forming organs 115 (11.63)
4 nervous system 87 (8.80)
5 systemic hormonal preparations, exclude sex hormones 83 (8.40)
6 musculo-skeletal system 57 (5.76)
7 antiparasitic products, insectcides and repellents 34 (3.44)
8 alimentary tract and metabolism 30 (3.03)
9 cardiovascular system 21 (212)
10 various 10 (1.01)

ANl 4 Suusnemaenfiasdeivhiiieensiifivdssssdannsidssiossuuiden Suunmangs

Tglahld
Ralgh] NENBWMAN N (5oeaz)
1 antivirals for systemic use 167 (16.88)
2 antineoplastic agents 149 (15.07)
3 antibacterial for systemic use 120 (12.13)
4 antithrombotic agents 88 (8.90)
5 thyroid therapy 80 (8.09)
6 systemic chemotherapeutics 70 (7.08)
7 antiepileptics 56 (5.66)
8 antiinflammatory and antirheumatic products 34 (3.44)
9 antimycobacterials 34 (3.44)
10 antiprotozoals 31 (3.13)
11 antigout preparations 23 (2.33)
12 antianaemic preparations 23 (2.33)
13 analgesics 13 (1.31)
14 psycholeptics 13 (1.31)
15 various 88 (8.90)
2 nslinivussaeARInnIS [ Tadarszavds Wdunnin 1 5758m9) eeainnsly

ANIUIUTIBNUTNG 761 Aty Wy WeUseavdv Mnuanniigade anemia (Fopas 21.94)
amsliedszade TaefinnuAnUnATe9T uUdan  589a9N1AB thrombocytopenia (388ay 14.00) WAL
VNG 802 9189MT (397U 1 aTfuii9Nen1991MT  agranulocytosis (3pras 13.84) MUAIAU TERELDEA

’ a \
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ANANTN 5 LLatLﬁmﬁLLun@jmﬁmﬁﬂLLa:mmi
Taiouseaade fmnidug wudhiiodu 432 ¢ Tu
Fwnuiiodluasnseuiduemslifsseaode
finsuegnouuds TeswSeuifiuindseelugiu
‘ﬁaga Computerized Clinical Information System
(CCIS) viFali WANNTATIINBLUWLIIUIU 253 A l
lifisnwelu cois Tapgifsmnusemsinniige
16 &1 sulfamethoxazole + trimethoprim UAINT
pancytopenia 31U 15 919N1T IOVAINIAD 8
stavudine + lamivudine + nevirapine UAIN13

eosinophilia 371U 13 T18MT WAZEN pyrimethamine

flUAINTT pancytopenia MU 8 TIUNTT ANAGL

159N 5 ‘i?’]u'nﬁ’]ilﬂ?ﬁﬂ’]ﬂ"lﬂﬂﬁx‘iﬂitﬂx‘l AINMS

THfendpszuuiden
Ealn] 2115l sEReA U (3awaz)
1 anaemia 176 (21.94)
2 thrombocytopenia 112 (14.00)
3 agranulocytosis 111 (13.84)
4 pancytopenia 89 (11.10)
5 eosinophilia 56 (6.98)
6 leucopenia 56 (6.98)
7 bleeding time increased 55 (6.85)
8 granulocytopenia 23 (2.86)
9 aplasia, pure red cell 23 (2.86)
10 lymphadenopathy 13 (1.62)
11 prothrombin increased 10 (1.25)
12 anaemia aplastic 10 (1.25)
13  prothrombin decreased 9 (1.12)
14  anaemia haemolytic 9 (1.12)
15  various 50 (6.23)
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A1519N 6 ﬁwmLﬁﬂﬂ@jmﬁ&’uﬁuﬁ’ﬁummﬂﬂﬁa

YaraeRy Aldnsuanneu

Rl nfisredy amslaifiellseaed
1 allopurinol eosinophilia
2 cisplatin anaemia
3 cyclophosphamide anaemia
4 cyclophosphamide thrombocytopenia
5 cyclophosphamide granulocytopenia
6 cyclophosphamide marrow depression
7 cytarabine leucopenia
8 doxorubicin agranulocytosis
9 doxorubicin granulocytopenia
10  fluorouracil marrow depression
11 lamivudine leucopenia
12  lamivudine granulocytopenia
13  methotrexate pancytopenia
14  methotrexate marrow depression
15  paclitaxel anaemia
16  peginterferon alpha-2a agranulocytosis
17  phenobarbital thrombocytopenia
18  phenytoin agranulocytosis
19  phenytoin eosinophilia
20  propylthiouracil pancytopenia
21 propylthiouracil granulocytopenia
22  pyrimethamine pancytopenia
23 ritonavir+lopinavir anaemia
24 stavudine+lamivudine+ eosinophilia

nevirapine
25  sulfadiazine pancytopenia
26  sulfamethoxazole+ pancytopenia
trimethoprim

27 topotecan granulocytopenia

¥

' & A v .
ﬂﬂ']\ﬂiﬂﬁl"m LNBATIINDUYDNANIY Thai

Y

signal detection tool FeiiluimIpefinNwmUTUN

Lﬁamswﬁ’ugjmﬁummﬂﬂﬁoﬂi:mﬁﬂ AN
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Miudtuann (potential signal) visala Taafinaumn
Tumsdansesidaesiused A1 ROR NzyANNRRUS

maa@;mﬁummi\lﬁﬁms:mﬁﬂ Moy > 1 638 Lower

(9

95% Cl > 1 UazFBgiT MNUTENUDDIGENTLNT

o '

faNaN3 > 3 atfl WA wuliviies 58 ¢ ARANBAW

a

Mdudann Tudnauid 27 ¢

=

Alaidseauly
CCIS fauanslumaed 6 G 27 @il asipeiinns
maaﬂauﬁagamaﬂﬁﬂnLﬁutﬁmﬁ fowauiwudu

faiade (true signal) vislusaly
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AUSNITUMIDNMILLDLEN. Thai vigibase. 2009 [Clted 20 April 2009].

o o 128 4 aa 0 A
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Tu: i inuasiia. (ussanims) giemsaanuoimsliis
Uszassninmsldeon. iuiasadi 1. ngunwa: Tseiiuiednms
AUATIINMTINUAN; 2546: WIN 191-224.

Selected Normal Pediatric Laboratory Values [online] [cited
25 May 2009]. Available from: URL: wps.prenhall.com/
wps/ media/ objects/354/362846/London%20 App.%20 B.pdf.
Thomson Healthcare. Computerized Clinical Information Systems
(CCIS), DRUGDEX® DRUG EVALUATIONS, Micromedex®
Healthcare Series, volume 140, 2009 [cited 1 May 2009].
quiaamueimsliialszasdnnmsldnansusiquam dnin
NUANZNITUNTOIMIIUAZYN. Signal detection tool. 2009
[cited 8 May 2009].
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