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N.O.(jz...5

Dear Ik Letter

Diabefickefoacidosis and diabetic coma (Iue toaD
IJIltrcasein blijod<glu:cos¢ l¢ye) :~utiJllg~dmblis:tr~doit ()f
Seroque]®25mg, lOthlJ.gtabJets(quetiapine),an
~nUpsychotic;drug ..'

Sinc:eFebruliry 2001 when $eroqueI was started to be m!}fketed,12seriouscases

(including l' death) of h)rperglycaefuia, diabeliC..ketoricidbsis, and ·diabeticcoma\vhere

caus!1lity with the drug could·:norberuled outhaveheenreported(estill1ated.numberof
patientf,vho usedSef~qUel of thcertdofSepterriber2002 wasapproXirtiriteI)']30;OO(n;

.ByperglY(;llemiawasaclded.jn ;the ;"BrecautlOilsfor use>? 10 quI ait~t1on in J.uIy20()2;

hb,,'ever; oascd6rithediscussioil bfseriouscaSeS."CbhttairidiCilfidil" <ind"Precautions
" ..',. . '. '.' '.,' ~ . . . . . .,' . '. .~. . . ',., . ..' .' . .

for:usei
' were reyised, lII1cl "Wamihg" was added to the'package leafler-This drug

shoiddbe catlti()us!y admiilistere'!\'I'ithstric~ ~ttention)Q th.e [~~loWii1~insti'uctioI1s. If

Advetse:reaciion. as .ap.ove IS confltrned,pl¢llSe¢ontaet the:persoQ in-charge o[Drug

JriforinationofFujis<mia.\vhich is the marketing company for Japan:

ManllfactiJr1Ilg.corripany:·AStra2elleCa:i(.K

Marketingc::ompany:Fujisawa PhattrlaceuticalCO.Ltd,

1. Seroquel mustnotbe'adrriil1isteredtopatients with diabetes or,a history of

d.ia1,let~s;

lridiabeticpatients .or patientshayin~'a history" ofdiahetes,blood.glucose levels ,may

elev~te. ~vhicll may rapidl)'<tggray*~' II1eta1,)olip¢ori9i1:ions; Tbisdrtig must.nolbe·

giyen'1os\,lc:h pati~ts.

2: .During administration ofSeroquel, thepatienfshould bem()niton~dcareruny

iridudingmeasur-em~nfofblooclgliJcoselevels.
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Duringad111inistratio!} of this drug, the patlentmustbe carefully observed, and blood

glucose levels shOuld be .. m¢asllred, heeausemarked elevation,.ofbl{)(jcl.glucbS~arter
.'". , •• " '. , .• - •• ,' : .•• ,•• '", " , •••• "," ,. ': ".c .. ', • """

a,qmirtistratiohof the drug may caliSe seriousadverseteactiorts such as diabetic

l<eto<J.cidQsis and diEibetiC cOfOl:l, .arld.itt s()Ill~caJ)es,dell.thIllayOccw:

J. InfolU\aiionoIl theatlv;ersere:t<:tion~al1d a.cnontobeblkenll1.,.st be fO,ily

e~plainedto.tbepatiental1d,thetamilY~·

J>ri~rJo.· ailmihistnition qf t~~Qrug,.. ~uQ.i~lentexplat1ationshould l>e:prQvided tome

patierttand thefariiilythatsigni'fiCah1adver'$e r¢actions ·iriclu.dirigdiabeticketoacid6sis

at1ddiabeticc9mamay occur. They should' 1:leii1strucledto st9padminiSitaHon ofthe

dril~a.rtd vis! Lhospitaljfariysyrtipt6triS such,asthirst,polydips!~ Polyuria, incteas¢d

llrinary freq'l,lencyor.others appear.

''Warning'', "O()nttaiiidica1ion"and«Prec~utioil$ for liSe" \yere· re\,:i~ed otitheuriderside

of.the leafl!';}!;

.Q()ntac~ ;P(,)sf..:lY1arkelilJgSutveiHilllc.el,Flljis~\va(Phar.lJlaceuti9alC9·, ~TD.

T,,6;Kashima2'-ChorneiYodogawa..;ku,Osl'ika, JapaIi,>532-85T4

j>hone: +81~();-6390'-5.266

Fax: +81..;6..;6304..:]3]9

i(N'arratives)

Noffixed

.1\l(); Sex, age,
reason for use

lC6mt,licati<ml
I'

Clinical,'co.urse,and··1reatment

.",-_ ~Goncomitantdrug~.;..., ....

•. :2 ~.__._ .._... . I ..; ,__ ..:.._~~_____'_'____'_'_~___'_'__ ..__.. ..__ _.
C0J1co111itantdnlRS;

·3
I'

Conc(,)mitant drugs;
4

Concomitant drugs:
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DEAR DOCTOR LETTER

~EMERGENCYSAFEtyP'Jfi'0RMATION-

l)carDr: Leiter

"Warnlng","'Cohtraindicatic>1l'''and'''''Er¢c~utions,'fQJ',iiSeii

.'Warhiljg",'.Con~(lljndicat~prtri.ncl "P~ecauti().ns for uSe'; were ,revised as foll~)\vs,

'I1lisrevisiort is', based'oIithe.'post~marketingincidericeofhy,perglycaemia

[Warning]

L During ad11'1inistration, pftliisQf)Jg, thepatiGntmust bec<u:efUllyobsGrYGd,~d

blood :gliicoseJeYcls shi:uiUl be measured; because marked elevation ,of bloOd

glucose after a4min.iStrati9Il fMY caus~,significant side, eij'ectssuehas diabetic

kelbacid6sisarid djabetlcc6ma"and, iri some cases, ,deathmaY9ccur,

2. Prior to acimiJ;ljstrationofihe'.drug""sufIj~ientexplaIl(idonsbouid:beprovjdedto.the

patlenLand1hefairiily'toriotrfythii( the abOve S:i~e.effeCfs,inaY pecur.' The)ishould

beadvised"to notealJnollI1alities such astIl:irst, polydipsia, polyllda,andlIlcreased

urinary, ffe9pehcy and'also instructed ~ostQP¥ln1iriistrati()rt, of the>drug an~ visit

hospit;i1iranYott1le~esytnPtow.s'appeaL fSee"'Impqrtantbasic precautions".')

[C()Ji1rain4icatioh]The'drugriitistJl6tbegiyentothefQlJoWingpati~hts.

5;P~i~mts"witllclfabete!ior.a,itjst9ry"of diabetes',

IPrecauHons for use]

L Careful administration (Thedmg shou)clbegiverl witb particular tauilollin lhe

following patients;)

(6) Piltients .with a farn,ilylUst9r:Y0fdiabetes,o(thQsehaving, di~hetes, riskfattors ,such

as h:y:perglyca~rriiaor(}besity [See·,'linp9rtantp<l§i¢ pr~atI:tions"]

2. IlTljjoitantbEtSiccprecautiqIis

(1) Admjnistratiqno(l.hedrugrnay 'markedlyincrease bloodglucose,' in somepatiehts,

leading to Iife:,threateiling clinical courses inclUding diabetic: ketoa¢idosis or
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diabetic.coma. Diulngadriliriistrri!ion ofthedrug, b19Qd .glll¢osyl¢\I~)~should .~·e

rneasurcd,andthjrst,PO'y~jp$ia"poJy~ria;ihcreased1.irinary'rreqtiencyandothers

$houldbe f1JUymonitored. Especially fOf thep'}t1el1fs\vith d.j~1JfJtesri.sk tactor$

suchashyperglycaemiaoTobesity, incr.easeP blood glucosemay rapidIY···aggfavate

.metabolic:conditions.

(Z.) I'riqr.toadJIlinistration ofthe drllg, sofficienrexphmatioif sh6tildbeproVidedt()

the patient andtlle faI;i1ily .to·nb~fythat $eaboye S!:lriolJ$ side>efIec(smayoccur.

They'$hould b¢advised 'to noleabilotinalit1es su'chaSthirst;])()IypJpsia;'p()I:yllria,

aridjri¢r~edltrit1,a.ry· 1ceqlIency, arId also iIlstnIcted:.tostop:adrtiirilstrationofthe·

drugifsuctl a~ymplommayappeat,and'Visit:hospitaL

(3) Adri:fuiistnd~o!l()fthedrug1lJayipcreasebodyweight. Pay attention to obesity,

and ifa sigri,orooesltyis.• 6bserved,appropriateactiqri·il1cludingdierth~~apy ()T

~}CerCiSethcrapy.shouJd betMen.

3, AdverseReactioIis

(1) Clinic.allYl>ignificaIlt adversereactions·.

1) Hyper~lycaerilta,diabetic ketoadd,osis, :!u1d dii'lbe~icco~a;lIypergly~aen1iap1ay

appear,. amlpcc:urrenceofdiabetic .ketoacidosis· or diabetic com~may lead to

Jire,;threatenin~ diriidi.l C()ufses, Measllttm1el1~.of ~loQ4 gllJcQse @d observation

of thirst. poJy~ipsia,. POlyuria" and>increasedudnary frequehcyshbtilgbefully

tarried out. Ifahy'abrtorIDalitieSate fqupd" a.~miriistr(ltions.h9u1d bt; stopped, .aQd

appropna.te.actiPIlsuchasadrtririi$tration·oflnstiliIi.preparatiohs·shOiJld'be·taK:eI1:.

(On1yrevisedpl.U1s areqescribed,)
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