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Product name

EUPHORA 217473909,217427610,217601.080 217584305, r3L

217 282826, 21.7 45 7080, 217 6307 84, 21.7 8 t7 3 47,

21.7 49 9 987, 21,7 557 9 50, 217 60107 9, 217 45 t5 6 6,

217 27 0936, 277 47 37 23, 217 57 6085, 217 557 9 60,

217 61, 6447, 277 506624, 217 616454, 217 5357 97,

2177 28242, 217 457084, 217 602588, 217 88447 9,

217630783
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U
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d Ai Y a u td
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BARD- MAX<ORE- DISPOSABLE CORE BIOPSY INSTRUMENT

airrinlrunruyn::iln1:o.n4.t:rtauu1tou,i,.r{o4auidvr 6rnroarot (rJ:crytntvra) s;rflF} finr:

riunfiurufinfi'rur{rniorfiauvrvrddo BARD@ MAX-coRE@ DIsPosABLE coRE BtoPSY

TNSTRUMENT drrfluorjn:ninT :ufiu6':odr.:durdoornrdou6oejou rfiolornnuflalurnr:8tr{urrir
t,aX x i ,--;;*, 
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3.t,t q----.4-""-r 4

[r]rfruilurila Bloroatruailr Lta [uaril1:fltfluturuo Lfl a{zuaa0n1:u''r9rt0ut0{tuotuo00u 14:o010
A 4 uYs do I 4 c{lu

rnqfll?yLaoooofl ler Lflur.Ja1u?urn:o{}JotLl\vruv La:utian:vvtlvilvun BlO fru Tfluliti6sr6olSdvt
!

BARD REvNOSA S.A. DE C.V. rj:vrvroffinfiln ravr6'rflarzufinrirur{douidv BARD PERIPHERAL

VASC U LAR, l N C. t J : s tv n a ra :-g o rui n r In u r.r f, n firue{fi u^ u n 6u fi : r u a s ro' u o d'l d

d a - eAa d d -&l',luasLaUnta{fl anRfuElllrJfl 1:t:uneu a{u

Product name :rl'afi urir (Cata log No. )/

nfiiiarf, m (LotlBatch No.)

o .jo
QlU?Ufltnnr.rnn:vvlu

BARD- MAX_CORE- DISPOSABLE

CORE BIOPSY INSTRUMENT

MC161O / REDS2663 140

MC161O / REDS4214 300

MC1616 / REDTO879 100

MC1B1O / REDRO676 60

MC1820 / RECQO331 405

MC182O / RECQO592 295

MC182O / REDP3392 25

MC182O / REDP463B 725

MC182O / REDS2666 350

MCLB2O / REDTO927 21.5

MC182O / REDT3O45 285

MC181O / RECN2O69 10
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TM TM

u?6vr uaa6'u lqroufi$ln (rj:srmatms) ,irrYor Gundur{f,flrirud Emerge Monorait PTCA
TM TM

Ditation Catheter $av NC Emerge Monorait PTCA Dilatation Catheter

eirrTnmunruvnr::Jfl1:01141:rtavultoui's{oryaririv uaafru ltraufifiln (ri:vrvrstuu) q;rflFl

dd<audJ4eA
unr:Gunnuruannruurrr5ourouuytuto Emergeru Monorailil PTCA Dil.ation Catheter uav NC

Emergeil Monorailru PTCA Ditatation Catheter 6rr{Juinio.:fioritaYunl:tuluatuaruuoa6uraio'L{

tunr:uaa6uru'ruuaonrf,onri':ta rfio.:ornrryuirgrar"lun:vurunr:tn6ou Hydrophi[ic coating 6rorogu
J u o v r 4 uo I o v r qva
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BOSTON SCl E NTI F lC CORPORATION rj:s rynavioo uri n r

Iquruf, ni'flrefid rEunEufi :rsac16un 6'{d

Product Name Materiat Number

Emergeru Monoraitru PTCA Ditation Catheter H7493979315250

H7493919315300

H7493979320250

H7493919320300

1B

NC Emergeru MonorailrM PTCA Ditatation Catheter H7493927615320

H7493927615300

H7493927615270
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Gfvr I:t lqmnTuafind (tj:srrnbru) 'irrin riunfiurafinficuEi Troponin T hs ELecsys E2G 300
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U
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Cobas e 801 druilm::oin Troponin r lurdaoufioti?uiflod'unrrrndrutdofrrlttrrrra'on (Myocardial

lnfarction) lfiorornorolririr Troponin r r's dq#flum-':odr$rflufiiuuavnaraur lou{nf;ouavr{rralg

r'rfi nfirusi'fi a u36vr ROCH E DIAGNOST]CS GMBH rj:y ryfi ur o :iliu

f a u c{d d < d -4Lquzuaarxufl fl [:unnu]J:1uas[aun n{u

Product Name Product Code Lot Number Item

Troponin T hs Elecsys E2G 300 08469873190 41,9260

q <aj r 4 a v av t q a r r yj s q s a t
[un:ruilvnuurJaanilflgrdnal?[un:oun:o{ aur:nslnFl0[oyr u5rcyr L:t LfluonLuanna

(rj:vtflfilvru) ,l"rfio rfioli'rnr:;itduar6flri'ru?il#uirJvrr.irrfiunr:siatrj

{,!
vr{u 14rnilluylut14sln1:aitrifiqJ:carriratovrunrrlfrrrrjnfrornnr:t{oifimfirur{arnrn hj:o1!

u6'rra6o:rutruhjfinudrflr:virnrrur.laanfiudrur.rFnrYrudatnrvr eirrinrlunilvfl::r.rn1:o'r14''rruayulg!

airur5ltqri http://thaihpvc.fda.moph.go.th u6o 6rua adrpfda.moph, go.th
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-; -d,afufr lz tl u.n. zsoZiufi 21 vrqoinruu 2562

u3#vr 15 or arind tavllsd ucf (rj:s rfl alvr u ) ql"rfiq ri un 6unr6 nfron{

TruWave Disposabte Pressure Transducer / VAMP System Combinations Kits

iirrinmunruen:iiln1:a''n4'r:uasu1tou6'rrioXaririvr r5o':rinai ta{lsrduqi (il:vrflrrlvra)
ovdd<avdideA

'irrlq Inr:t5ondur.rdnd'runrnSorfrotuytytuilo TruWave Disposabte Pressure Transducer / VAMP

System Combinations Kits dlrfluqrJn:niaitaiuurJarrirru:r6'ulafisrtfioraqlt{Jufr':tar.r tflo.lornul

flryvrnr:rixruror6'rfi.:rdoldrhdlirmulfftilarX:nilurYumounr:trriulqiln:ai frolrrJf;uuqrJn:ni

lyriun*yru dr"t#rfiqnmueird'r1unr:inur lnu{arfirr6ou3dvr EDWARDS LIFESCIENCES AG tJ:vtmrt

aror:ruiolnfrfrriu uayr{rrorru6nfirur{douirffvr TOwnRDSLIFESCIENCESLLC tJ:vtunavYooruSnr

<6vtAdddd-3
[ourJan'r6u.vtT t:ejfl nuil51 uav [ou9r o{u

Product Name Model Number Lot Number Item

TruWave Disposable Pressure Transducer /
VAMP System Combinations Kits

PX3X3 61.372823

67450070

67459840
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7

6

o a.J r d a v 6u t q a r tlY-i d 6 t'Lun:rfifivirufiruf;rlnlrus{d.rnrirrlun:0un:o{ arur:nofleioldr u:1evl ton?1:rra

tafftu6u,J (il:vrvrntvrEr) drrYq rfiolirnr:rirfiurufinfirudlvluidvrrirrfiunr:riotrj
J 3 r q rd I t 4 a 6l' a v tyNu urnytruilULt4flnt:ruLuy,ilU:sadny:ov{un?]ilt{aUnql01nnl:tflr.rnanfuflqtn1il

Id:nuftra3o:rumuhifinudfir:sirnrruUaoofiudruzu6nfirudatntnr eirrinmunruun::ufl't:o'1141:
Si

rauul airuriultpi'http://thaihpvc.fda.moph.go.th raio 6ma adr@fda.moph.go.th

gudtdlrs:cjnmutJaaaftJdruuEnnr-rufavnrw notnuu,tlura:Surnrs drdin,:runru:nssunlso'rh'rsIa:B']

lns. O ZSSO Zmt, O ZSSO ZZ8S Insals O 2591 8ts57 hfipl.*,aihpvc.lda.moph.go.th, e-mail : adr@fda.moph.go.th
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unu55{H?6n?5

v aet r r o A a a 4
aia6fi airuvrnviruds lufr an r:rfr rduil1{il1fr {ri?{au!aa

4eed,
uvllvt0.:nu[[a'] [t 0?114a1uaun{tilaotflau dundu1ug!

r dA ,i
fl uu::u1n16n1:raailaao{tx.:lil6n1aU tulJ yt6]fl U:uouo?u

rua.rtdatitaru{1il uauui.:'irunviruosfi n?'r}rdl, fi atnrud{tt

rlaaotj u.d. 2563 firir#rocxrfi.: uavil:vdun?1xtaiT 60

fru ultau r crluua l E, 1 tfl rud #.rlot{ ? 1 : 61 :afudfi r{;uoriu

anfrr sr o.rfl u.q. 25 62 1o u ri.r nrfi rdovrfi ri'r auto r:juda u

:r a r T u fr'ry ry r ru du n : r u o r n a.: d n r : o u r ris1a n rfi u r riu u r

coteca[ciferot fi'uarnr:uauhirn#u (insomnia) d.:tu

d:vrilntme,ddrivru:1u.r1uo1nr:drndm vrrno.:u::rurBnr:
4 A dU u d

O { 0 U 1 n [fl il U ? U [14 T n Y 1 U t ? U fl U 5 1 U.1 1 UY 1 n ]',l U [U A n 1 : fUu9 I

trirfi r il :v a r rio'r n n r :1{u r r r r,.. r, dri, ri'u 6'r u a :ri si r e
.i, o .i d d,
?iu1du[arnu?nuntlxruaoqnu[u:ou 3 lfiauvtzu1utJ1

Ioutd6'oa::riorfi rfi srdarfi'ur.r6grficuryituil:srvratvrsrrhi

r,lnvirutdvr:ru n1ilil16?u n:nifinur tSar Rhabdomyo[ysis

from statins and drugdrug interaction: protease inhibitors -
vvvtd

statins uav u ovrl u 9l?uu0{ad?u r,ra n1591 ruu.:1ura.:euu

rfr r : v ir n 
,: u rJ a a n fi'c, dr u r.r f, mfiru s{a fl n r l,r t t u d : v u r ru

I

vl.d.2562

naru::ru'rBn1:rouBrufrEiluunviT ufi fi nnru riuurna oor

uasr,tit'irrtd1ufl nvi'ruouldU:vtutriornurnxllJtu?1i6t1:gt

- Z q u i o , d o d.u r .

auuu uasil:ail5u6l':t14tJ dl odl tuuao[u

n^quJJafi'nD

J ,, , qy y;
L1\ 0 [ hl u [tl,'i : 1J 0 ]l a fl ''t ? 4 1 : tt a u tu Fl 1 l ll : tn u ? n u t{ a Fr f,r tuyl a l tt'1 1\

!!i

1o u ravrrvdoryn6'runruilaonriutornfi mfiruviqrnru uuavdoryalr,trj 1

frfiur{oflriluirna1n:il}ifl 1:uuyd uasarm:ruartfiot{nj:vTirrffihJ1i

tnrrBn r:n ruv n::r fl 'r:o'rv1i LLau u'r

: o r tat rB n r : n ruv n ::rt n 1i o 1141 : lta v u 1 (vr n viru)

{vr:rqru1ofi (4nviru)

{16u:trry (qnviru)
9a
ft 0 1u? u n1 :n 0.lttr^lu.l1uttau??, 1 n1 :

o:.tttu.1,!:livi8 La ul.latu

ncu.lt'lriur lanvna

nil.Pl:uu't 14u1i1]

nn.ivur il:vtrrofir
Ft:.fl fu.?fl : :.i 0tr:1.r uuuvr

trfl.tafifl] aouanlvl

ttfu.l\lJtl:{u ailam00::}]

Rn.[?xtu u1n51tu8]J
o ao

,t{u.Yl:flun auvl:fl'r

nil.:tu :J$[roil

BB/24 0.6?1uuli n.naroriry o.rfior n.uuvrlB tt000

\v,s O-ZSgOl ZAB, 0-259 O-7 253, 0-259 O-7 307

Ifl:41:0-2591-8457

aqtJsru'nurnqnrsni
[ifirrtjs:arri srnnrs?8gr
s:nirrlO u.n.2527 -2s6o

uuu81a{lur,lqnrsni
[i6rrtJs:nuri

ornnrs?ioFofim{qanrur

a1Jfll$CllUU1
lla:6Jaonrurnflanlu

rSulaci sofety Ale*

no{il6ru{luiln:541n'ls
drrinmu nfu:n s s unlso'lh'l s n a:u'l

ila. viruarur:flta;un1:driuar.guiaqdrrflueitaiu.rrudr:si.:r rdu r.in:ufiur afr'nrnoirn{u1 aunrJ:ysiroTr c-o-po r{Judu

@ dd ma adr@fda. moph.go.th vGr r lrifi rir"l{sjr uriv raiaorrerilraaotdfi
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WHO Uppsata Monitoring Center (WHO-UMC) ilunrunl:n:romrd'rgcyrcuntrltf;ul"[unr:tfrnornr:uoutriradl (insomnia)

ornnr:"[dur Cotecalciferot (vitamin D3)

Cotecal.ciferol (vitamin D3) r{iuurtuneir steroid hormone fihilunr:flolrYuuasYnulnl?vnritlninrfiu6vrsllu
Yauod
,J1,1flr.:d{1 U LLA U LU Ln n

ornr:uouhiu6'r-r (insomnia) uflunrrvErornr:uoufifrorJnfifr'flurfirrJBrrruuavnilfl1?\ o1n1tfirfiofiuriurfiordrufi'utumnr:niqt

lufiimr.l:vsiriufiorndrzua"Lri'rfionrurniusryiotriauruto::ltrjfirnrrufiorrJn6vrrtnru 6mlo u6oanrnulrod,orurrot.irr
q r u u d u u cu YA

ornr:uouhir,rf,irinfr nran:vvurionr:!fl rj6rruruavnrtrfr'uvliur5niu{6u

slu{luolngrutoqa WHO Vigibos6trt

or noru{oqa wHo Vi giBase riruru:rorrufi rfi nornr:

uouhiud'r (i n som n ia) el fl u 1 co[eca lcife ro [ fi vlral o, 52 ariu
!, a, ' \v , s

:'iumufi'ruuorrornvrirJrir.rl ldrrri uJ:l 37 aUu omSnr

tz ariu rorfiu z aflu uavuovGnr 1 aflu ufluunnrafit lg afu

Lv{flr1rr tg ariu orqdluoi g-Tgi)olqraeu st tJ:ramurhulrar$

34 arir (65 o/o)fi u t coteca lciferol rfl uurfi alf,'u rfi ul 6'r 16 ur
< Jov, iInuurfr"l{:?uil1nfiqokiun l.evothyroxine 5 afu,
hydrocodone/paracetamol. 4 ariu uav lisinopril. 4 ariu

luiiruru:ru{'ruvrs.lr4iler sz ariu riu nu'irfi 2t au-ufiornr:
v r - ) oe a - l

uaukiraairvr lara{ rfr ourJerhiur rravfr 7 afuuor nr:uou
It

q r ^ X A u * vu \ d
Lil ila! fl auil1 Ln n{1 t:J0nu Lt Lfi :1J u1 LfitJ 0 u 1{ Llfl m1il

odyAqru4vud
vl 1J 5',r U { l UQ 1 U? U tA n U 0 U vr 0 1 n 1 l U 0 U Lu v A ! il n? 1 :J AIV'{ Ufi

i-rturorur coteca lciferot In u ffi oaot!1nu1a{ osdtzua'lfr'

ornr:uautilvdu::tvra.r

toqarJsrlnflInut2'3r

Co[ecalciferol (vitamin oa) trifuorl:ifivrvrfl uu
do,q

zufr mri'ruqiur"lul:v rvnlv usiruru t 07 riril grudola Thai

Vi giBase hiur:r urrunr:tfr nor nr:uoutilradu (insom nia)

or nnr:'[ciur coteca lciferoI

Snat ds:atodu wsnun dundzi't

dlin rnu nru.'nssunlso 1 n1 s il A: u1

r h q n1 s nilLi rl rr tJ s : ar rifi U s : uJ5luo a 1 r'r u1 t1.sl

u n6":odrt niu hyperphosphataemia, hyperca lcaemia,

hypercaLciuria, ectopic ca[cification, & renal & CV damage,

hypervitaminosis D, constipation, loss of appetite,

nausea r{Ju6'u

nr: rfr o or n r :uouhjvdlor n nr:ldur coleca lciferoI
dt d u a i ^ ^ 

.Y
rlj urv,ru{afll[u'r il trl0uvrtn flQ1n fl r:? Ln:r u141J0:.,]a:l u{1u

lrg.rudr4u *no u,r,ouse firiufi 9 qalnil zsoz dr'ff0rya
,i , uvAqv- ; g v,a6

0{fl a1?010tl_JauurLUa{ L9lril0 Lo:1J:'ru{1urv,i:Jlju 4Ufl !rl{1u
u a o I v \ a, d u

n't 5 I u lJ Ft : u ?.i fl '1 5 u'r tlj'r lJ 0 3J a n { n a 1 1 L! L?J Fl u U rr.l I : u ? { o ?'l u!U
v a v 4 tv 3 J o. ^! a 0 q rl u o 1 u r{ a Fl fl ilfl a fl fl I v\ Lr,r u Lrv\ : iJ 0 | a u til 0 Lv tn fi
uq .l -n:rum:vufin lunrrilufr ut6'rndrrornur colecatciferol. rvirriu

L-

lOnfi18O1tOtJ

1. Anna Hegerius. Coleca[ciferol and insomnia. Signat Jul.y 2019: 1-7.

2. :uuuen'reao!r.,r6orirudqtntr rirfn.rrunruvn::ilfl 1To'r141:utasu'l

3. Thai Vigibase@ [Database on the internet] Nonthaburi: Heatth

Product Vigitance Center, Food and Drug Administration, Thaitand;

c201.7-2019, colecalciferot, vitamin D3; [cited Oct. 09, 2019]. Avait-

abte from: http://thaihpvc.fda.moph.go.th/thaihvc,/indexjsf

4. MIMS@ TIMS (Thaitand) Ltd., cotecalciferot; lcited Oct. 09, 2019].

Avaitab|'e from: https://wvwv.mims.com

5. MICROMEDEX@ [Database on the internet]. Cotorado: Thomson

Reuters (Heal.thcare); c2017-2019 Truven Health AnaLytics LLC.

Drugdex@ System, coteca[ciferot; lcited Oct. 09,2019). Avaitabte

from: wvwv.thomsonhc.com.

WHO Signal : Colecalciferol fiu insomnia
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NEWS

t. riT crdgon-unrsrSt n6uudnnr-rud

urirEl.iru Therapeutic Goods Administration (TGA) rj:vuvrnt

ooatn:6eJtt6.irfr audum:ru vlunru#us breast impl.ant-associated

anaptastic large cet[ lymphoma (BIA-ALCL) lu#r-l':ulirurufioEJ
(rare case) :ruavu6und'1fi

r d d a u 4 -iqgq c
1j:19vr [0A rA0:tLnu [:un tn!nu[r]r1.Jutll uilvr LlJ,l { [u:1 3n1 u

tfinfirt:t:vuavtin tissue expanders :':lfilf,urirluna-r
I,

tfin Un-imptanted ufiorornfin:urf, exlunr:ufio BA-ALCLloEJthutLfi eril

tfinfrrGur (micro textured and smooth) tritd'ilrian:vvrr.t
d4'[u nr: uian rfi u6u nr:rfi o BIA-ALCL 1oufr'rtri ufi urriosn-u nr:uu

v ; d ;^

ra{mlut] v,rLJroau 8 tjva{0'rn tamru}]rvluil t{[nna']nn1:au6Ll1.J0.iLua?

ui n ru rrlruu ufi EJil m a o o trar o r ay'lu BIA-ALC L d'nuru, ufl uriou rdo

1urfr r uuut o ui urrufn ufl oiuduuteirio u o rifi n r : nit o.r B I A-A LC L

ylukiriou ou':vu'irr 1:1,000 fi'r t'lo,ooo il!:rulrutf,uflisl
!

irri ai : ulvr qj B tA-A L c L n n o-o n r : u ri^lttdTn a n 
T : dr rolr ul rfr ej il

uavrBnru:or 1 oon

do r alu rJ : v rvr ntu u, o r n o r udo ri a ;ir rin r u n il s n : : lJ fl 'r :
t 

o 4 o 
uu 

ot o
a1ill:ttaeu1 :.tfl 't:fl uvtu[uuuflo{tn1uilLvluilalnu:uvl t[oana:ttflu
(rl : v ivrnlvr Er ),ir fi'o rft d ui#vr r t6'rir ufi u n r : ri u n 6u1q u a fin :10 iua v

o u.ki'o-n dr o q u il r u r r r rd'.: n r : G u n 6 uri 6 n firuc4 rd:tuari! fi e

i)n.fr. 2562iufi o f,uarn u 2562 iltit
(1) NatretLe Cohesive Siticone Get Breast lmptants

Model ST-410 MF (atl. 5/2560)
(2) Natrel.l.e Siticone Ge[ Breast lmptants Model. 120

(q\.36/2561.)

(3) Natrelle Cohesive Siticone Ge[ Breast lmptants Model
ST-410 MM (au. 4/2562)x" -u0fl a1fl uff 'tun.i1un{uvfl 5:}Jn1501y1:Ltavu'r0u:v1411{tauo

(ir) rJ:vnrrtn:uvr:?.ialt'r:6uat 6or rfirurirfi u:iffrIr,rlhllrilon',u
IRef: 1.https,//www.tga.gov.aulatert,/atlergan-macro-

textured-breast-i m ptants-a nd-tiss ue-expanders;

2. http://thai h pvc.fda. moph. go.th/tha ih v cJP ublicf
News/u pload s/hpv c _2 5 _0_1 00880. pdf Accessed Au gust, 2 20191

IOJ-

us:0flFOu nsnnlRu - n-uuruu 2562

USFDA rdrnr:riEJnrfirrniorfiorrvruri Certain El.l.ipse

Imptantabte Cardioverter Defibril l.ators tfiorqrnilu:vwtv,lflr
< - do oqv

uo?.t0.1u.llJ1a1n ntuu?un'r:r,rafl rfl 9ly{a1fl vt1 t}141 u0eil tuu3.ru1{a?u
u u 4 , I oova u u 4 oqvd + {,

nnarJr{a[Y'{u{u1{a?ut{010vt't LilLnfl ourl51u5'rutt5{ 1450vr1 LuHUmn t9rU,< d /dd 4 cu d
LftuSluas t0u9llJ0.it{aFlfl ilfl yt [:unnu ilFr.lu

rat{unr:rlfin (Lot Number) : qn!unr:26m:vra'jrr':1ufi s

HJle',rUU - 29 Y{qunlnil 2562

rat{u (Modet Number) : CD1377-36C, CD1.377-36QC,

c D 1 4 1 1 -3 6Q, CD237 7 -36QC, CD24t L -3 6C, CD241, I -36Q
- ! ^ - i_
iuvrzuam : iul4 5 til1e'luu - 29 ilnunlnu 2562
-Aqe'!riufrn:vorufrunr"r : iufi 6 ilqun'rnr.r - 14 finuruu 2562

4eE
o1 n n15aunuLU0.:rlua1fl Ssuurl:?aaouvts tuuuto{61un{1u

<dfr
nilun::iln1:o'11415llau81v,lun1:fluvtu tuuuzuaFlfl 6ufl Louu519vl

rturinn u6d'a (rJ:vrvrntvru) ir'rn-n rjru{rlnuuirivr uduuom m66'a

(r.J:vuvrntvru) drfi'o

o rn nr:rj:vatu{1uni!u3$r iudruo m rufi 6'a (rl :v rvrfilil u)

,irfi'o vruirSudr{u CD1377-36QC (Serial. No.1281839, 1,28378,

| 2837 7 g, 1. 2837 7 3, 1. 2837 g 5, I 2837 9o ) td'rir rfl u n r : a I n 6'u
vault

rortarrudndrun arulu CDt377 -36C, CD2377 -36QC, CD2377 -36C
h fd o v t , 

t 
u Aqvu o q

LilrJn1:U1n'ul'r tu!5u[ufi tvru {{ [qanvr1l1u.i1ufl 1:9t1luun15ttn [tJ

ifionrrudaonfia (FSCA) ur6'r lurrusfilu cot+tt 36Q, CD2477

36C uau CD241 t 36Q uirivr r u6'r'ir1ilfi nr:rir r{rlurj:v rvrntvru

[Ref: https://st.moph.go.th/G3BdhEtw Accessed August,

5-20191

Heal.th Canada ru6'r{oranr:Gunduarfionr:dr Gentian

Viotet Topical Solution USP 1ol0, Gentian Viotet Topical Sotution

USP 1olo aq, Gentian Violet USP crystats [mv Bonney's,Btue sotution
.f,

fl a.iusgy Medisca rnotornurar: gentian viotet froroilo=un:ru
, i d v , uo 4

n 0atn1?{ s.i tu uri a 0r n nlSytuyt?utj oilan?1ilua 0nfl u tu ta 0u

frqu.uu 2562 uyinr:t{ gentian uioLt odrrriorfiol ororfiu
d r 

^ 
d < e av q u a

Fl ?'t il ta u { n 0 n I : tn a }J v ti.t tfl u fl 0 il a n'r : ? n €J Lu a Fl ? il u n ? 1 u a r.J y'l uD
t 4 u 6a r o O ra < d M t

?1n1::111J:uyl']uriaglflilvlFl'1fla1?o'toyt'tLl4tnoL:nilut:.t tlfirU.Jv\lutaila

'irnr:hiur"lu:rj*ruyrtslirl#ifr prnrr:r rdu.:6'snrim :ru6rtrifi doua
! , 

'!
t o.: : v 6-r n r:#u rTa ar : ( level. of expos u re) fi lirtfr'rfi or nr u if, u.r

turrluti ffi vhiilu:rurrrluunnr:nitrifiuJ:varr{ (aaverse event : AE)
! u du ^ c - i
ailflufinufl 1:tnol:JUt:.t 01nn:il9t.ifl a1? iln1:o1ruufl r:a.iu

(1) (Yuorlryrnilctfi uuzufi mfiruvi gentian viotet rJ:vunvr

human non-prescription uas veterinary drugs lutJ:vtyrFIuFru'rFll

kir{r ifi u n r : G u n 6 u ru fi m nlrurfl o u arin :10

D

1.2 Abbott (Formerty St. Jude Medical lnc.), Recatts El.tipse

lmptantabte Cardioverter Defibrittators due to exposed

aluminum wires that may prevent defibrittation therapy

1.3 Medisca Gentian Viotet Product Recatl

1.1 Attergan macro-textured breast imptants and

tissue expanders Hazard atert - risk of breast imptant-
associated anaptastic large cett lymphoma in rare cases



(2) lurdoun:nfl1nil 2562 Heal.th canada kiuud'l{orya

nr:ria ndunrfi mfirue4 eentian viotet toluidvr Ga lenova
Ae3v4

Q',rfl fl 1:A!nUtUO.l glU{'ln:uuU9l:?Q?{0lJvlu tU UU1J0.ialUn.i1U

nilun5:ilfl 1:0ru1:ttauu1 [xJv'rutoilan1:tuvlvtljUuult1'lt{anfl ruryl
,X , & o do,',

[v41fr tLrlvwnr:tuilutluuurvrila':utJ:vnoutod gentian viotet
qiluru tt flerfiuu utirrfluurflld'luiluuti 6 vvtf,uu $avu1#a'i

druru 5 vvrfiau uav{arya Rrs orngrudoila Thai Vigibase
!d!,

rujrtoiir:ru.iluolflul gentian viol.et siruru 5 oriu ornr:fivlu
"16'rrri oral. ulceration, anaphytactic reaction uav l.ips swetting

lRef: https://lreatthycanadians.gc.calrecatt-atert+appe[avis/

hc-r/2019 /7 068 1 reng.php#affected-touches; Accessed August, 1 20 1 9J

uSn 8.:nhjiri{.r'iruirflvr F. Hoffm a n n-La Roche trifi yri.:f, o

firqnarn:rtnT :uuvrtirfi odoar:nrurfi urrfi urri'r nr:rfi ofirgsiom'r-r

(hepatotoxicity) d'urfi'urirYur:l{u1 Actemra@ (tocitizumab) tfi ororn
Trut'ru.i'run1:rfi nrymnr:nililfi rr.J:sarri o-rndm uau,lu{rJ':uurmru

fro{6iunr:rJqnrhu6'r (tiver tnnsptant) lrruuuvrjrlri{rJrunr:16'iu
nr:gr:roGornunir ALT uav AST yn a - a d'rjpnri rflu:vrJc 6 r6ouu:n

! ,uriruiunr:fnu1 [auu6{arnfu lri'm:rofrnnruyn t2 Xla:rll
uo n o', n dr': ril Yu t ur or u r m r il Reco m m en d ed dose 1u rifi fi : s n'u

U du a
tou L{rJrlur.roUngr

rioryalurJ:v rvrntvr u : rr-r n r:durv ri uuur toci lizuma b
I U t1 , 4 U

illu?u 2 slriu Lnvtouaornr: lufl uJ:varnorntrunola Thai Vigibase

u1r:'r ul1ua1 nr:trifi nj:varrior nnT :1{u r,f '.riru gi ariu rpi1ilfl u
Ji e v:rutrufriilu:riorn'unr:rfin hepatotoxicity uio liver injury

(derya ru iud rz Huluu 2562)

[Ref: https://www. hsa. gov. sglcontenVhsa/en/Hea [th_
Prod ucts_Regu Iation/Safety_l nformation_a nd_Prod uct_
Recatts/Dear_Heatthcare_Professionat_L etter s/ 2079 /actem ra-

tocitizumabandriskofhepatotoxicity.htmt; Accessed ApriL, 17 2019J

US FDA itd'rdo:ra nr: G er n 6uur ra n itidine lor uau-n:lo

utoffi$v1 Apotex Corp. tfl omtnvllnr:ilutfu u N-Nitrosodimethylamine

(N DMA) 1u:v6'rrix 1 Io Ei riouufird t6'riun6uur ranitidine fi rir

tri rar n o r uJul n iu n r : zu fr m 1o u a:Yn :lot o r uirivi sa n d oz I n c

e1fl n'r:rr:?eaoudolavvrf, uur'rfi mnirudur hiilunr:duil, tfi uu

rJo.iu'r ranitidine toruirivrrirnrirr odtfr nru rir#nmuoruun:::lnr:
o 11,1 1 : rta v u'rleifi d r t J : vtr fr'l fi'uri ri a t " G u n 6 u u r Ra n iti d i n e

u6'r rirril: c rvrnur ar :ilu rf ou " a:r-J o'td lurj :c uvr nlv u fi n r:du\v

yv rfl uusiri! ar ranitidine sirurufi''{vilFr 34 vrv rfl uu urir rfl u
! ^o

u rfr zu fr m [ur] : v ril fl dru?u 23 vv tiau ua v u r dr u{r t r n ri r I il :v tv n
) s--

a'ru?u 1 1 vrs rljUu td 0u. L9tr,.l'r:u?.t ttacaF]fl 1tJt1?fl 1:rl:?m rn:'rul,lul

Ra n iti d i n e vrsrlu a r,r ft o uui n r ttn c d r ? n 1 : ti u n 6 u u r"[u f, t nIr.J i
r d a v < laJt , o - - i d 4

?,{u?'r:Jilanfl rufl ulvr}Jto fl 1:nl m u? nufl u?r0 n r: EJ nnuluil:v tfl fi einTili
a i e .- 

s

no ronr:n1 xanrornet tatvrutfiuu 1.A 67/33 r.rFm1nuui6vl
- X " - Aqv-

ruo i 6udr ilrtfr nraa 6ud'arri s;r ri'pr fr r'["[im n 6ufi ,.rA rlol n SMS
! ,r

Lifesciences lndia Ltd. a1f,l:tuifiAutdu uav 6onr:6r Acitoc 150 
@

raruvufiuu lC 90/39 uuav Acitoc 300@ rarvrvrituu 1.A 91/39

tJri zz aluii q fiourlatnu s-ucnu 2562 Gi: 5

rir rdr1n uuirivr v'l r iu'r uauri (1.9 82) dr fi'n o r n {ru f, m u r;ir t5o;rJ

6o CadiLa Pharmaceuticats Limited dln'1:rufodurdu
9aua4

Ltavrurlart'rslnou no Saraca Laboratories Ltd. aror:ru?t6urdus1
o u. 6.:trir.l:varulrui?il fi'Lr,iYu oururmfr'r z :r u riu n rfi u u16uffi u

y 4 ,t,- ',t !! , u
ri'rruunl:u0{rFl0ufl ur:.1fi1u LUu.t14u?u.i1uiltnu?10{tLa?

lRef: 1. https://wvw.fda.gov/drugs/drug-safety-and-avail.abil.ityl

fda-updates-and-press-a n nouncements-nd ma-zantac-ranitidine

2. hllp:/ /www.fda.moph. go.th/SitePa ges/News.aspx?

lDitem=913 Accessed September, 26 2019)

US.FDA rid'trjr:uBrivr House of Spices (lndia) Gundu
r.r f, md'rudot,tr:fifi o MD H sAM BAR MASALA rfi or or nm:': olrl

, & X . .. 4 ds ria d
n1:uuLu 0utt0 satmonel.ta tur{aanilfl lfi utJa9lnilfl yt t:u nnu
d 4 -!il:lUAct0un Fl.lU

UPC code :62911,03750327 rulelu::n :3.5 oou,ii(100 niil)
:ra'alurraviufiilaolq :

107 yilao1u rdouuqninrau 2564

48 uunolq rdoufrurrnl ZSO4

47 14rlno1u udoufrutrnu zs6+
o u "E y 4

a1nfl lSaUnUt!0.:91u01fl :suuFl:?Qaouylu tuuutj0{fi 1un{fl 'l
vr!n1:toourrJrmrirr{rr.r6rlfi'ruflou uirivr o0:im: 6avrifi r{u t'rrYrrrY
lu ;ir n'ry ua tfi to -3-o 47 52-5 -o2o 2 ua e ?r!fi n 1 idr udr r.r 6 m ri'rue4'

,o"ruru 180 filanYuluiju.n. 2561 mvst'ru:u gO filanftrlutj fl.fr.2562

[Ref: https://www.f da.gov / saf ely /recatts-market-withdrawats-

safety-aterts/house-spices-india-issues-recatt-mdh-samba r-masa [a-

due.satmonetta-contamination Accessed September, 11 20191

uilr umu U SFDA rJ :c uroauioo mB nr iu6'r fi r nr: rfi r rir rfi ou

lu box warning flolu1 Xe[janzt, Xetianz XR@ (tofacitinib) rfiurri'1l
i;!g-;4....dda

Fr?1il LAU{vl tl\Uljuuo{fl l: tfl fl Ail tA0fl (bl.ood c[ot) UA u fl 1 : LA Ut? Fl

tufr'r-l:aduiuT:n ulcerative cotitis fild'ur6'rn6ir1tu'ro 10 mg
-t Y, Y,!.,. !a.s - t ay u , oJoy oJ

T)Au 2 n :.: vr.lu r.r U? u vr rU u L: n 0 n n a 1'l : u ! a u ttu 1 9r { n al ? u] 0 ttJU'r 0 u!q
\ Mv 4 a u 4 i .J
Ll.t t9tr,JAv:0rna01n1:t'r.ttFtu{vr:uL[:{a1nu'r0u

i{r rafu rJ : v rvr nlv u u r n r : duvr v uf, u u zu fr m rirus4'u r d't n ri r :
louuidil lv,inoi (rJ:vrilfltilu) o'rn-n {oryaorn5lu Thai vigibase

y,rut'ru{lun15rf,EJfiiF iiruru t :'ru e'rfl pneumonia fungat uonornd

fi:ruflu LDL increased 1 Lilqnr:n: patpitation 1 tuEn15fli tightness

of chest 1 ruEnr:rfi alnnr:1ftn6'rn6h: 6rop ru iufi 30 n:nfl1nil 2562)

IRef: https://www.fda. gov/safety/medwatch-safety-aterts-

h uman-med ica lprod ucts/xetjanz-xetjanz-xr-tofacitin i b-dru g-safety-

communication-due-increased-risk-bl.ood-ctots-and-death Accessed

luty, 30 20191

1.4 Xolair@

t.6 House Of Spices (lndia) issues recatl of "MDH

Sambar Masata" due to satmonetta contamination

z. vT crdscn-unrsdoarsioua nc1 uda onfig
U

2.1 Xetjanz@, Xetjanz XR@ (tofacitinib): Drug Safety

communication - due to an increased risk of btood ctots

and death with higher dose

1.5 FDA Updates and Press Announcements on

NDMA in Zantac@ (ranitidine)
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vrhumurirn-uquafrruarratil:vmna,rnqu(MHRAruft 16ouur

carfi tzomib'irfi nnru#lfiui5ffur:rfi ornrrvra'':lo vuorifru frrloftlraar
u & - o d o e r !q 'a 

t 
* u o

Lra u fl a 1il Lu014? tofl 1 u :?iln { [u4 u ? uvr Lil]Jfl 'r? u t5nu? tao u n 0u

rrrryvdn::fi nsrltt01n1: uauolnl:uan{R1?ufi o!n6to.rI:n#rlo
riouuav :vu'i1{ n1 :lfiu1 d{ n d1?

AvSv4
01nn1:aLnutuo{rl1]Q1fl :vuu9l5?aaoljvlutuuulj0{ alufl .l'}u"l
&au,sr.ou

y{u n1:?Juvr v rt] uuEi 16r na r? Lo u1j:uvr LlorJ rQu (U5u Lufi tv u ) a1 n Fl

ur carfi lzomib t{Ynr*ruvuirrfi n6ontm mul.tipl.e myetoma
!- u d, Z o u ,

iltJ n1:nau Luut114:0 LlJn0uau0{fl 0 n1::nu1

alniioila summary of product characteristics llo.iu'l
!

carfitzomib (KyproLis9 #:{ro Special warnings and precautions for use
o a i - uq s d a uq

fl uril$r0u[nu?f]un?lilr,rfl unFlt0{14? ta Lnu:'uJ0.ifl 1:tfl ofl 1?u14? L0?1u
. A - o d aa

nalilLuav? taFlluuautaut?a

alnIlu{oila Thai Vigibase vlu:'lu{lunl:tnn AE rilncir':
d!

ornur carfitzomib q;lu'lu S ofu rdudimdru:u 3 au-u [au51u.i1u
.- !.i u qq
AE frrfrarnUC[t ttju myocardial infarction, congestive heart

fatl.ure odrrav 1 auiu (riota ru iufi zo f,lrarnt 2562)

[Ret https://s[.moph.go.th/ nsc\dZd; Accessed August,

20-2019)

1 Luqfll:fli) rf,Ufiim UAu testis neoplasm matignantOth{Av 1 [Uqnl:Ai

triarnr:n:vqnrua'lr{'uSf; ,fo z ruqnrini (do4a ru lG ,,
?tr,rrnl 2562)

[Ref https//slmoph.go.th/se_6YQDg Accessed Au gust, 22 2019)

PMDA ufttirtJiurJtlnir6outo{u't bromocriptine mesilate
a -i

:1UAUt0U0r0r.lu
!.avd

lmportant precautions : tlJ0c1tUurlonantu19lu1vl:0

14 U fi U 1 n ?5 ri O U I A 91fl Ur O U 1 A { n 1 :A AtUl A U r O U 1{5r n r5',:r4iO

nlrvuFlulli'ufi orolirtv1rfi no1n1:fl ouultd
' 

oduurr" reactions: alnt:nouil 6nnfi{?a rauuJu nrrvfiumir

n?rurilfioud'l tunooon rhn rflufru)

01nfl lSaUnUtUO.igluiln:vtjljFl:?0a0uYlu !1.JUulJo{ alun{lu-l
&dusYet

?lU n15ruile rU UUU] o{na'lrSirU?u t oirYu 1o uurtuua:ual na
A<,4d
nfu tfuvl15lt'tfluuuv

do4aor ngru{o4a thai Vi gibase y,rllrl u.i1u1i1u?u 39 afu
- A yuyu q '< , ,.i

hi vi r o r n r : fi r{rld'r1u o r n r r fl o u u 1 o r n r :hi fi I rJ : v a I ri fi vr I r.i o u

niu ndutd 10 afu oltiuu g arir iravfiu{i 6 afil ({orya ru iud
23?sumu 2562)

[Ref: https://www. pmda. go jplfi les/ 000231 127.pdf; Accessed

August, 23 2019)

HSA u6'rdmn?1ilreu.in1itnom'ucioudn rau rduur6'u (acute

pancreatitis) uuaun1:tnfl n?rufr n!nfr trolvtr:nrrriri'rrfi pr (congenitaI

ma[formations) trnnr:tdut carbimazote uav thiamazote f,lrflot
ilrfl ?\u:1u.i1un1:tfi nfl ?1il [Aulpilnrilrturl:41:it1n15 lnun1:tfi o

acute pa ncreatitis d':ulvqj ufi o fi'u rvrnr,r{.:d or q 6'r rrri ss tJiilutrJ

*a v ifi nnr avdt z-g d'rJonr,irad'sor nldiu ur rau n1:6nu1 tfi o rir 1i,;n,
ilnrua'noru:1 u't ca rbi mazole lia v th iamazote ty'tilFl?lil tdu{ao

nr:rfin cJngenital matformations fiotfiEilrYuur6u 1 [odds ratio (OR)

1.88; 95oloconfidence interval (CD 1..33-2.65]
4eX

alnnlSaunutua.irlualnSuuurl:?040!vlv tu uuu0.ialun{1u"1
&dfi!nl:{uvvtiauar methimazo[e (synonym fi'u thiamazole)

a1nn1:euriu01n5'ru{o{a Thai Vigibase vru AE ornur

methimazote druru 810 ariu triilu:ru.:rufirdurriottiu acute

pancreatltis uav congenitaI matformation lnu nf fivlulrnfi4n
ldruri rash MP sirueu 170 afu urticarial s;ru?u toz ariu nE
i" -firirA'ry niu agranutocytosis qiru'lu 47 atil iuav angioedema

siruru 33 ariu ({oqa ru iufi tz frua:rtlu 2562)

IRef: https://vwvw.hsa.gov.sglcontenVhsa/en,/Heatth_Prod-

ucts_Re gu Iation./Safety_l nformation_a nd_Product_Reca l.tslProd-

uct_Safety_Al. erts/ 2Q 19 / risk-of-acute-pa ncreatitisa ndcon genita Imat-

formationsassociatedwi.htmI Accessed September, 12 2019]

u ilr u lr u rir n-u o ra ri'r u u I | : v tv fl di n 0 u ( M H RA) *{'l rd o u
el.i a 4 q u u o 6le

omurfr urnt:fr ntf, ohiam'uo'niaulcirornn15'L1Ju'l daratumumab

lu {r-h u fi u n u ufl ut: Ya nn o'n ta r f, u r ri o u ur a vlu {r-h u fi hi v : r u n a

nr:fl :?a serology tortria6'uo'nratfl
4 d A! u u u d u 1X
dl uuorornu!:1u.:tun1: tngt h:artu 0 n tauu nau tu u{'l

ddAadu
[avil:ru.ituudu{lmornur daratumumab utuv unr:m5']aFt gtn:ol

,l
lrYad'ud'n rar:illurilhuvn:ranoutSrnr:inula?uu't daratumumab

'! 
i

iravfi rrnrufi',r-hufi fi ria serotogy tfl uurn Ifl uGnmrilor n1ru1{nefl n
d, u a a - oY

inszuavr.:fioqlfr rifi nr:tosnr:rih:hiadto"n rauf, qir "[u:vra'jrlnr:Ynur

urasfionrltodllflou 6 16ououfirvannlifnul
avYrtdoo

01fl n1:e{!nut!0{nua1fl :v1J1Jrl5?aa0uvlu tuuufl 0.: alun{lu')
&4u,s

?trjfl15flUvluruuuu1ft.iflal? lfiuu:uvr trQur{u {$an alnFl

u1 daratumumab tfluurfirimn 6'ntiuurnrlnufitaut,
Oro S
ffieirr,tiu r :inurl: n m u l.ti pte mye [o ma tfr or n #! iiJucir ua v 6 o

A uv-
rionr:inrgr fiunuldiunr:Ynurfiru proteasome inhibitor uavulndil

immunomoduLatory mrrouuavfi nr:qnatruot 1:nornnr:Ynuru{oqr#u

mn{ro4a product information uo.tu1 damtumumab (Darzal.ex9

#:do Precautitns vrrniufiourfi urfi'unr:ufi nhYa6'rd'n iarfi ndur{tu'u"h

rnvfi:ru$u#uffi mornnr:1fiu1 daratumumab nr:fi nr:n:?06'qn:o{
,tr-

frthuvn:ru riauuiuYnurdruul daratum umab

01ni1r{oila Thai Vigibase fl u:'}u{1un,l:6n AE ornor6'rndrrdv

,fiuru 3 ar.iu 5 L14qn1:fl:tfruri l.ack of efficary z ruqnr:ni (nlrJdlJfiud

:vy'irrurniurxnnliflir{Ju:c6'uilrovhi uavtriarur:n:cuteiodrracii

2.2 Carfilzomib (Kyprotis@): reminder of risk of
potentiatty fatal cardiac events

2.3 Daratumumab (Darzatex@): risk of reactivation of
hepatitis B virus)

2.4 Revision of precautions: Bromocriptine mesitate

2.5 Risk of acute pancreatitis and congenitat matformations

associated with the use of carbimazote or thiamazote



ilri zz aiuff 4 rdoueptnu-ductnu 2562 (ii:. 7

l s tt w a t u t a rl s : qd i u ui ati dur,lc:oul-rlrl't

unu'l
nr':v rhabdomyolysis v6onfrtrrdoaluaaru / ndr:rrdoaruasaru t{Junrevvtondrornr:fitfioornnfrtrtdrul0

4 A " "A u u 3
vl?l1.rnlulo:!urotQUSuLt:{tau!?\au ra{riaLvLflfrfl'r:1J1nLn! ![au u50 Lflnnllmluto{ttaaLU0l4rJnaliltuoaru

i v X ' , qr^ ^ ! A , g 4 v , s or J
Ltaut0{ttaanaliltuoa1u a{tia[ytnfla1:iluttava15rn0n1:onLau {.i41:tva'ruau{!tt1an:uttaLaum a{ilaFl0Lua{

lfi'ufrorornr:frorJnfirix 1 ufrorduvrsrn'unfrrurdoaru utavfi'uoiu'lvrirr 1 ri'rir.rnru Tnuralrrvar:frufirfluTrJ:fiutfrn
fifi0 " myog[obin " firlSrrruar:6'rflu16oofirrn ar:dovtrJqrrriudvion:0.:flaamvtuuilrulmai'lufiGun'jr Renal. tubute

airzualri'lmniorflaarrvtrjt6'rfrorflunrrvtnrrurfiurnd'u firorru{lua1Lvrrl#LeufiintrTlufiqo
u 3 3a, \y t t u\ |

,rl2vnarl.rLuoaluaaluflrtlun')?u?\!16'[ur-iourin afrfrnr:ufroruiuouur urvr:']1JesL[r]nnl.rriutdlurrriavar]'ruvru'rura
& - s q v i ^ e & \ vu d
frurir.larruq louflod'Errfrureirn'ruufroornna'urf,oaruloiYuurnriuluui{tfrn!prfi'r (crush injury) niu ornur.iufiutvrqotvl

6undl tur.iravrar:ravrfror (niu Tnrnu ral:6u) fiaiw.ralri'ndrilrfloarutlort6ootduuvr6'uornfruro{61:rfiv'{Aouarirriu
!e

rioaroruavrio:v!!fi'x'touavuaon16on nrrl{u1u'r.irfro nr:rfrornmvnfrtrrfloaluaa'rurnot6'luvndxoru urinutufflu4j
a r n'i rlu 16 n l 1 n Lra u ?\ ulu fr't r u a r n'i r'[u fr'r,t fi r! ! u s ,!

riruYuornr:fiorJnfivrrrnfrrurflofirfioornurarrtul-ulu16oorn{u statin fiunro?luu-J ufi'jrririilfiuu?r1{r?tlAlG\9!

frurerornr:tornrrvd'rndmodrtrYrrtou fTr-huairutvqiflnfiornr:rJrqn6rtrfio (musc[e pain or aching or myal.gia)uv

6'r (weakness) i::rn-ufio1n1:n6'1uri!01n1:to{T:nuior (flu-l.ike symptoms) o1nl:fi{ (stiffness or tenderness)

uiomvnir (cramping) finuaor.:ornr:mouna1.i6u (nocturnaI cramping) ToErtilv,rln?rufior]nfitolril creatine kinase :

cK raio cpr uiodiiuni?:rriu'i1 myal.gia rithulr{:rua1afiorn1:ndtrrdodnra!riun'ir myositis firornr:ud'n
6o nrrv myalgia lnurfioriufir:fl1?u myonecrosis $acfiFir CK ryn'jrrJnF aur:nuu-i{n']u:utt:{oonrflu I :vor'r t6'uri

t.) :v6'urSnrjou (mil.d) firir cr 4rn'jrtJnfi 3-10 rvir

2.) :v6'lrjrunarr (moderate)"firir cr arn'irrjnfr 10-50 tvil olariunornr:r.irn#rnd'.tr,fl.fntfiri', ct<

qtn'jrrJnfilrnn'jr 10 tvitto.: upper norma[ timit'jr myopathy" 
3.) :vn'l:uu:.r (severe)firir cK qrn'lrrJnfi 4o-s0 rvirflulil oronrornr:6u l tduri rirvrinn''raorafloruhhr:ruarturr

u o v d 4 \ v q dd o 4 v v \ - 3 o '
u?Latflur:? nau[a uad12u].Jau1rl1atu0{a1nnl:aalu9l?t0{ myoqtobtn r,,ruluu'r{51uv'|9}ru101n1l:utLl{tju!fl9r

nr:v rhabdomyotysis {rJrunuln',r,lrruirondlr,fiup,rro n,i r,#qnrl',ulo,tondlu,durlu (.rr.l" necrosis)

uiofintly myogtobinuria iruri'ufi:vd'r serum creatinine 6tfiurrnfir 40-50 tvirto.rrilJnfi tiunornr:vt-tt4ila:?lJtYu'j1
uugt

statin-associated muscte symptoms: SAM 01nlr SAM riueirulrarlnlo1nt:lxnuiod'rtoln6'urflafiarurm:riu
finvrunrrtrfinrJnfiuBnrundurflorurnlraqj niu avlnn 6uur riocatorad'r uflufru :vusuatufroolnl::1u{1uue}nsi1{ri'uhJ
g , ' I o- . q - - --, d. 4 , 4 vtt &Yv , i o, Z t
m{ttmr?.iu:nrosnr:r:u"[qiur (nru"Lu q-o dtJnrfi) v6orfiornrufrnrJnfi'luEir-hufrldiuurFiotfrollrruarut] r,r*'lfrornr:frorjnm

6'rndr':orofr'rrnmurtufidlfiYur:r.liurfi rturnur t6'fu urd rfr Flo'ur:niu'.r{,
eirraiuflo6'uro{ulaotrfiundu statins fifizuasianr:ufrorornr:aarun'rtoln#rilrfioarufiuoqiri'u''-t--ss

t. qrualt6Tn:.i451{ro{u'tn?1il1J0ld'natokrrTutoruT (hydrophil.ic or lipophil.ic properties) uraorttrflun{l statin
i- a ', 'o , d a------a--t- a-.-- . v e v q 'ifrd'nouLundltoudl niu pravastatin uav rosuvastatin fi:rulrunr:ufrnornr:fioUnfitolndutflafiouil1n "Lutrrusfr

, t , "-] o "o e r qv* a v t iv . v & . .-s &-.c- -4-
na1llJoll LlllJuilnruail!frrt14nna Laei o{41il1:0r{ldnaasr'u L{aand1!tfromut{aatiloLEodu 1 trtdniuri'u dlu{Juarnaq

,i 
.. r , 1 ! y

d6ay y t I A oI 'r 
I A\Y t

vnir traEJr nJranau ruo uavUl L!an?1ililn! nmto{fl a1ilLu0 LotJlnn?1
!!

Z. nruauuTnl:$Jrl1u0Aa6lilru cytochrome P450: CYP firrmnsirl 1 riu niu simvastatin, lovastatin uavr.vdiJq-&-
atorvastatin runrlolasiTpru CYP3A4 rfiofinr:l{uT6u 1 irud'ru uavtfluurfioan0rBLt:{1unr:riuul CYP

^!ro a< ^ il -is a ? & A 'a- r- d---^J
frL{lun:vurunrLilmllodafrmralur statin tunuu avtfrilt0n1an1itnqn1?una1ilLuoa1uaaluLu0{1lfluTvfiu statin tl\utllntu

urfifinrafudr cytochrome P450 3A4: CYP3A4 trilnn 6o

. u1ndil Anti-retroviraI agents 16'ruri protease inhibitors tiiu atazanavir, darunavir, indinavir, lopinavir
q

. urn{l Anti-bacteriaI agents Riu cl.arithromycin, tetithromycin
I

. u1ndil Anti-fungal agents niu itraconazote, ketoconazote, posaconazote, voriconazole
I

. u1ndil Antidepressants niu nefazodone 
(')

I

Rhabdomyolysis From Statins and Drug-Drug lnteraction :

Protease inhibitors - Statins
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nsrUFinur

{rJru trulvruq' orq, ot fl r.lflraonr:itfiurravorul:
y a u d .i\ , vtt v d

L?Jr:! nl::nB1vr L5{}r u'tulavr? L! ttriun zu!'t uuo n o'l u01 n1: La!
,lv'!

1,1 U 1 o n :U rr:.t v { ao.i I 1.i il :urJ 1 fu 1 rYrh r ri o uri r

nrsrEuUoudlogju

il:vrrru t d'rTrx riourr rirjr urrfi ornr: t6uufiro n:uut:.r
Z, u d a . o)', ,r- 

i

vr-{ff o{{n{ ft rfr uvrqrrl:.ivlu1lmv-?tillffiun1:m:?olutu,runfln]ruuon

uavulrvdfr or:ruriur{rYnurtuuuzuun{tJru"Lu uaJlriuro{uurniu

MT 100 mg Tab t q 12 hr, AW 300 mg Tab 1 q 24 hr,

RW Tab 100 mg t q24 hr, tenoforvir 300 mg Tab 1 q 48 hr,

atorvastatin 40 mg Tab 1 x 1 pc, isosorbide dinitrate 10 mg

Tab 1 x 2 pc, isosorbide dinitrate 5 mg Tab 1 SL prn chest pain,

aspirin 81 mg Tab 1 x 1 pc, clopidogrel 75 mg Tab 1 x 1,

hydra[azine 25 mgTab 1 x 3 pc, atenotol 50 mg fabYzx L pc,

paracetamol 500 mg Tab 1 prn pain or fever, tramadol 50 mg

Cap 1 prn for severe pain, [orazepam 1 x hs
d v raeA I a4

Irnr:m:rrvrrlraortJflUdnl: il!n'tilaln6do CPK 23, 5t6 U/L
(rhrJnfi 24-195 U/L) uav Troponin 234 n{L(nirr-infi < 150 ngll)

uilluua'luqotu'l atorvastatin 40 mg Tab, tenofovir 300 mg Tab,

atenotot 50 mg Tab

ul s : 56 nr s r 5 u rjc s?uo6o
v n !, ,-

rirJ r u :r u frki'ir n r :ifi o d'u ui u H lV (asym ptom atic),u
rfi orJ :rl r cu r o iid uft uuav Gr Yr: ur frrulriaor nT:u u 1u ratrllu
ruav q fl qioilr fr'r-huilrI:rilurlra6'r uornl: tiuurirrnrruro

! l,

q ni fr o d'u. m yoca rd i a t, 
:t1r.lj" " ura v eil 6'rhI:-.r il u 1*tr 1 a fi'?'lil

uar 0r nuuzu ! ? uailn: Lo L!:! n1:5 nu1ttau 5u u1 L:nu? La
,!,

fiI:rnurrrafr'rtrJ eiruardrutrYauln.:iusioT:rvrururaqrtuuhr
- ivyu u , ua vvu 

{frd?UlJ:18 fl 1:U1vt LO:1JO{m1:',]{lJ:U2F)n1: lfi:U U1u0 
"

1 GPO Vir S30 Tab 1 q 12 hr

2 Ftuconazol.e 100 mg Tab 2 x 2 pc
ava

{n'luouvr: uav ilquauo

3 Co trimoxazote (80/40) Tab 2 x 1 pc

4 GPOVn Z250mgTab t q12hr

5 Gemfibrozit 600 mg Tab 1 x 1 ac

6 Zidovudine (MT) 100 mg Cap 2 ql2hr

7 Tenofovir (TDF) 300 mg Tab 1 q 24 hr

8 Lopinavir/Ritonavir(200/50m9)

Tab2q12hr

9 lsosorbide dinitrate 10 mg Tab 4x3pc 7x2pc

10 Enatapril 5 mg Tab 1x2pc 1x1pc

Lt Atenotol 50 mg Tab Vzx2 pc 1/zxlpc

12 Fotic acid 5 mg Tab 1 x 1 pc

13 Dittiazem 30 mg Tab 1 x 3 pc

14 lsosorbide dinitrate 5 mg Tab

1 SL prn for chest pain

\
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15 Lorazepam l mgTab 1x t hs

16 Atorvastatin 40 mg Tab 1,/2 x 1,
1/zxlpc 1x1pc

t7 Atazanavir 300 mg Tab 1 q 24 hr

18 Ritonavir 100 mg Tab 1 q 24 hr

19 Tenofovir 300 mg Tab 1 q 48 hr

20 Aspirin 81 mg Tab 1 x 1 pc

2l Cl.opidogret 75 mg Tab 1 x 1 pc

22 Simvastatin 20 mg Tab 2 x t hs

23 Hydratazine 25 mg Tab 1 x 3 pc

24 Paracetamol 500 mg Tab 1 prn pair/fever

25 Tramadol 50 mg Cap 1 prn for severe pain

26 Enoxaparin sodium 60 mg/0.6 m[ lnj Stat

27 Sodium bicarbonate 7.570 W/V 50 m[

lnj 0.5 mEq/kql dose lV

/ :runr:uriuornl:rnururatltu. x :runr:uriuornl:rnururari'rtrl

dI:onr,',u',drirh.l

Chotesterot 237 mg%,HDL 23 mg %, LDLbialxlrorirurruid' 
.

Drug resistance NNRTIS+/- M184Vl

Creatinine (Cr) 0.7-1..2m1/dL 1.54 1.10 1.56 t.48 1..61. 8.41

Gtomeruta Fittration Rate (GFR) > 90 ml/min/1,.73 m2 47.91 50.7 45.47 6.16

Creatine phosphokinase (CPK CIQ 24-195 U/L 23,516

Troponin < 40 ng/L 234

b

nlsJu90u
v''it-'rve' - -"-io#ur{Ju rhabdomyoiysis rflorornzuam:?afl1{1io{ilfr{6nurir CPK q{il1nn'jrrirr.lnfirfiu 50 rvir itrrilrlu?u Ln51.Jn1:11
!,

d v 4 vq d
ilfl 1?u nal1l [u014? Latln taofi

o1s1\rrJs:56nrsld5uuluo\rQt JU (cio)

T1Un15U',t

1:u,{ururatutu Ir.rusrurafr'rld
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-I-'n1ssnuln8{u

rulrvti&raunnr:t{ur atorvastatin ifi ofl arriunr:tfi onl?u
",

rhaMomyotysis fr'rornd'rur statins tol munl:fin drug interaction
u . i qu .i a
nu atazanavlr [Laua{uuotdur tenofovir tuo{e1no1n}J

,ian:uvrlJri'rtfinr:lirrrut o.rlrr udar loru fil ntlfi'ldar r{rut':Ya
d ^ u o u , A uq d

rl\u{ 2 Fl? Lrauulalu:lJfl 1?vLau!400v? LoFl!

bbllaa
nlsus:! uuR3luduluuSsrhf,'|l01 honlsruhsoolnls

,t

lr.irf rr rJ s :arr rifi u ur il arr fi g

vt, i d I

or nl :v i6t o r frrir u :r ufr ov tfi u'i r n rr v n 1: tn n rh a bdo-
U

myolysis rirovifrortrioln 2 artvrl6o nr:teiYuul statins
J s n eu

adrrriorfiarlould'i! atorvastatin lLas simvastatin adlriu
o r d qe j*

Luurrtrr uasilnr:Ltu1 statins :?ilnlu1vllJLon1atna drug

interaction trYal6ournal Protease inhibitor (Pls) (')
!l

\ Yu d o
Lfi fi.i :1 ua u t0 u o Lu tLr,rufl l.r

Time Line nlsliurao{oiubusrsi

ffiffiWWIvvvvY
@EE @ @F;-

f,sLl

vt, 3^ u u

rir-h u : r u f, rfr on 1? u n dril tfi aa r u a a r u ( rh a bdo myo l ys i s)

rfiorornarnarldrfluldlfi 2 r]:vnr:60 1. ornr:trifirtj:var6ornur

statins 6o ato.astatin uav simvastatin filornnr:f,rdudorya
da

Ori6nr:nin'r:rfrot rhabdomyolysis eln statins "Lur.J:curntmu

*ur.o,lriruav 0.1-0.5 (3) 2. 6n drug interaction :vu'jrlur
Protease inhibitor s (PS) 6o lopinavir, atazanavir lLav ritonavir

rY! ur statins o1 n n'r:6nurt or Fichten ba um uavnruuTr!'i1

nr:lfr rquinavir/ ritonavir 1Ju1Fl 400/100 fiaf,nYl iuav Z n{l
i':uflu pravastatin, simvastatin LLav atorvastatin tulo qO fiafinil
- Z,q u
iuav t nir'[uor ararTn:ar nt^16 t a nu drtrhj3il1ruu flui''l{ nr u
A a J.iot 

q

(Iorafi or:rurornfi ufrLd'n:riltornrrilrciildutorur ndu statins

il txalril{ 1 uio Area under theconcentration-time curve,
(AUC)tot u1 pravastatin anariooav 50, tJBurruur simvastatin

rfi uduYa aav 30.59 uavtj3il1ilul atorvastatin rdilduiouav zq
gd u" I - , -u0fl a1fl utJ51u{'rur,lu'tu tno01fl 1:u?9lttJ0 u911il9t?:?}Jn!01n15

,d'-:g&
ll'ro0uLr:{ uavil:vor'u creatine kinase (CK) rfrl4l{u :?tt14{

nunr:ufr rduuo.:routsffi il16'nr:li'Nruto.:6'lr,td.:idul{ ritonavir

sula 100 fiafiniu iun-u simvastatin zo frafrnil6nri'ru r'{d
tuuurmtnr:n:?ainu1 $aufl osriunr:60 r{o rortoiuo.:r.J:v rynlma

fl zsoo :sr#ul{ar simvastatin hfrthufi fu rJ:uvrluulnd}r PISt!t
s i oqqY dd q uo 4 o u v&Y Y
Louulvrrruuul Lv !1Jn:6ur.rfl r?u LlJlJu LuLa0fl ({alu:1J4vt L1,u1n11,J

rotlot n{u P I s 60 atorvastati n To u utusrjrlffi ror ntul ot ei1 1 riou
ioorauruln u 1a{aafr"L"81ilnx:rfi u +O fr aF nilsi oiu(o) uav

!l

tul:s nrnn:vvr:?{4101:6uat rio.:urfi 6'or u6'srir u6oun1:tdul
\s i o - 

t 
v o

liluaarnuavfr ronar:rirnuu'rLLavron?1il1lo{n16ou oriufi 50(')
uY6 o 4 4 o a \ v q 4
Lfrnruuorirrrlou Luaalnuaur0nal:n1fl!u11J0{u1an Lt}Ju Lum0a
A :,- il q i d ds \ t da
fioonqvrBrhf,.rroult{ rot 16}1 6 }nroultil to 5n'ntna (HMG-coA

red uctase inhibitor)'lurio 6,7,8 fi rdonrruaflToueiodo urn{ld
;i-e.a

o1o rfr lJn?1il rau{to{n1:tfr nnr':vna'urfr ofr orJnfi (myopathy)
4v&,'iq,zt'$ry:on'r'runallrtuoaalu (rhabdomyol ysis) uiiotfu rne"ildluturor6.r

o- v v,, A d c , Jr- C L
LtLur,rfl.r01u,.rU?uvn1:vr1{'luljo{rl!u:0 Ln!nv'{:o{ ruvlnnallt:0:{uu I u u s I

n 1 ? u y,r i o {1fl : o u ria o ih u n r :ldu r n a' u di I l riu u r 6 utriuri
I

u1 ndtt azo[e antifungaLs niu ketoconazole, ltraconazole

u1ndil macrotides niu erythromycin, ctarithromycin urn{l
HIV protease inhibitors niu indinavir, ritonavir u1 verapamil,

gemfi brozi[, amiodarone rfl u6'u

ri: r u r r ul eidl n 1 : il : u ffi u nr r u f,'l vTu ri n 1 : tfi n r h a b d o-

myol.ysis a1flu't statins uav drug interaction :uu'i1.iu1

Protease inhibitors ti'u statins Inold Naranlo's algorithm

t6'n v uuu + 7 uila zu a n r:tj :v rfi uo u1u:u n'u riro J[d (Proba bl.e)
!

u v t \ ,u d * u v a u I
ttau Loa{:1u{1u LlJu{fluuLr,ll:s2{Fr?1ilua0nnuo1urJafl nfuflqljnr\

,u
:'r u{1u H PVC rarfi 62024585 lriol rfi ln'r ufioulu{olat or frrjr u{U

:1 ui114s.r 2 l:rvr u rrra "'[du r stati n s uii ofi doti.r;d'd dttju rfi o ror n

fi r.J:vi6rfi nnt'lv rhabdomyotysis " LLavdt lauodo4a{araitrfl n

lnorJrunrusn::ilnr:m#tn::! ttaUnl:1J:1u-or rfi oairtn?llJn:vufin

vr&r n r : rfl r : v {r uta v fl o r riu o r n r :hi fi r rJ : v fi { ri :r :r fi r n r :'Lfi'

nr r r l e{ r fr ry rYr n 1 : vr Lr il ? u do il a n r :"[du r t o r {r.l I u rf r u r or

(medicaI concil.iation)

ronmsdl{6$

:r:ar:rnd'tn::il:uarura.//(2560).// Statin-tusociated Myopathy :

Mechanism And Management.//f,uduufio 04 ninfllnil 2562.//

orn Http://Thaihp.orglDownl.oad.php?Option=Showfi te&File=522

Chates F. Lacy, Rph,Pharmd Fcshp, Lora L. Armstrong, Rph,

Pharmd,Bcps , Morton P. Gotdman ,Pharmd,Bcps , Leonard L.

Lance,Rph,Bspharm. Drug lnformation Handbook 2002-2003,

10'h Anniversaryedition. Usa : Lexi-Comp lnc Hudson (Clevetand).

Boonmuang P, Nathisuraan S, Chaiyakunapruk N, Suwankesawong W,

Pokhagul P, Teerawattanapong N, Et Al.. Characterization Of

Statin-Associated Myopathy Case Reports ln Thail.and Using The

Health Product Vigitance Center Database. Drug Safe 2013;

36:779-87

Thai lournaI Of Pharmacy Practice .//(2560).// dun:fr3urrol
u{nu,rnilal I rtu fru ifi o 04 n : nfl 1 nr 25 62 / / Hfip/ tf jpp. pha rm ary.

psu.ac.th/Wp-ContenVU pI oads/ 2077 / l0 /60-54fi na t.pdf

:rtfioorquunur afuil:vnrouav.:ruri'rtrJ uil 130 noufiusr* 2 I
iufi z un:rnl 2556
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1) nr:rfin Stevens-.Johnson syndrome (SJS) uav

DRESS syndrome 1J0{u1 carbamazepine, lamotrigine, phenytoin,

sodium va[proate, gabapentin, levetiracetam, oxcarbazepine

L[av zonisamide

2) nT:tfin Stevens-Johnson syndrome (SJS) to.tu1

phenobarbitaI uav ctobazam

4. n1s?:onlsn3lureurrdruur

n il u o u n i : ! n r : fi n ur ua v r fl r : v ir oiu m : r u o r n n r :'tdu r
I

l\9d d d

a1v:utiuuu LfrililFltilutau
I

4. t ritau o do n m u rir 16 o ur o.r u r fi fi d e ud :r n o u r o.r
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r{r rdauluaarn uay ronal:rirrY!ur
-, ,r, ia v v qe 3 A
1 ) 0j1J?Uviln?1ilzunUnnt0.inuultJ Ltulu ru0{01fl

orr rfr q dum:r u ei o6'u1urfth uu1{:1 u
U
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