
Theplasmaproteinbindingofvildagliptinis）ow（9・3％）andvildagliptindistributesequal】ybetween  
plasmaandredbloodcells・ThemeanvolumeofdistributionofvildagliptlnatSteady－Stateafter  
intravenousadministration（Vss）is711itres，SuggeStingextravasculardistribution．   

Biotransforrnation  
Metabolismisthern年lOreliminationpathwayforvildagliptlninhumans，aCCOuntingfor69％ofthe  
dose・Themqormetabolite（LAY151）ispharmacologicallyinactiveandisthehydrolysisproductof  
thecyanomolety，aCCOuntingfor57％ofthedose，fbllowedbytheamidehydrotysisproduct（4％of  
dose）．Invitrodatainhumankidneymicrosomessuggestthatthekidneymaybeoneofthemqior  
organscontributingtothehydrolysisofvildagliptlntOitsm叫Orinactivemetabolite，LAY151・DPP－4  
contributespartiallytothehydrolysisofvi1dagliptinbasedonaninvivostudyuslngDPP－4deficient  
rats．VildagliptlnisnotmetabolisedbyCYP450enzymestoanyquantinableextent・Accordingly，the  
metabolicclearanceofvildagliptlnisnotantlCIPatedtobeafftctedbyco－medicationsthatareCYP  
450inhibitorsand／orinducers．1nvitrostudiesdemonstratedthatvildagliptindoesnotinhibit／induce  
CYP450enzymes．Therefbre，vi1dagliptlnisnotlikelytoafftctmetabolicclearanceofco－medications  
metabolisedbyCYPIA2，CYP2C8，CYP2C9，CYP2C19，CYP2D6，CYP2ElorCYP3A4／5・   

Elimination  

Followingoraladministrationof［14c］vildagliptin，aPPrOXimately85％ofthedosewasexcretedinto  
theurineand15％ofthedoseisrecoveredinthefheces．Renalexcretionoftheunchangedvildagliptln  
accountedfbr23％ofthedoseafteroraladministration．Afterintravenousadministrationtohealthy  
su叫ects，thetotalplasmaandrenalclearanCeSOfvildagliptlnare41and131几，reSpeCtively・Themean  
eliminationhalf二1ifヒafterintravenousadministrationisapproximately2hours．Theeliminationhalfl  
liftafteroraladministrationisapproximately3hours・   

LinearitY／nonrIineariけ  

TheCmaxfbrvildagliptinandtheareaundertheplasmaconcentrationsversustimecurves（AUC）  
increasedinanapproximatelydoseproportionalmannerOVerthetherapeuticdoserange・   

Characteristicsinpatients  
Ge〃（おr  

Noclinica11yrelevantdifftrencesinthepharmacokineticsofvildagliptlnWereObservedbetweenmale  
andfemaleheakthysu句ectswithinawiderangeofageandbodymassindex（BMI）・DPP－4inhibition  
byvildagliptlnisnotaffectedbygender・   

」ge  

lnhealthyelderlysubjects（≧70years），theoveral1exposureofvi1dagliptin（100mgoncedaily）was  
increasedby32％，Withan18％increaseinpeakplasmaconcentrationascomparedtoyounghealthy  
s叫ects（18－40years）・Thesechangesare，however，nOtCOnSideredtobeclinica11yrelevant・DPP－4  

inhibitionbyvildagliptlnisnotaf龍ctedbyage・   

／／り川／l・血ハ＝●仙、JJ／  

Theefftctofimpairedhepaticfunctiononthepharmacokineticsofvi1dagliptlnWaSStudiedinpatients  
withmild，mOderateandseverehepaticimpairmentbasedontheChild－Pughscores（rangingfrom6  
formi1dto12fbrsevere）incomparisonwithhealthysu切ects・Theexposuretovildagliptinaftera  
singledoseinpatientswithmi1dandmoderatehepaticimpaimlentWaSdecreased（20％and8％，  
respeCtively），Whiletheexposuretovildagliptinfbrpatientswithsevereimpairmentwasincreasedby  

22％．Themaximumchange（increaseordecrease）intheexposuretovildagliptinis～30％，Whichis  
notconsideredtobeclinicallyrelevant．Therewasnocorrelationbetweentheseverityofthehepatic  
diseaseandchangesintheexposuretovildagliptln・   

址′Jり／上川／川′●′＝川J  

lnsuqectswithmild，mOderate，OrSeVererenalimpalrment，SyStemicexposuretovildagliptlnWaS  
increased（Cmax8－66％；AUC32－134％）andtotalbodyclearancewasreducedcomparedtosu句ects  
withnormalrenal丘1nCtion．   

gJ力扇cg川蝉  
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Limiteddatasuggestthatracedoesnothaveanym往IOrinf】uenceonvi1dagliptinpharmacokinetics．   

5．3 Preclinicalsa化けdata   

Intra－Cardiacimpulseconductiondelayswereobservedindogswithano－effbctdoseof15mg／kg（7－  
fb］dhumanexposurebasedonCmax）．   

AccumulationoffoamyalveoIarmacrophagesinthelungwasobservedinratsandmice．Theno－  

efftctdoseinratswas25mg／kg（5－fo1dhumanexposurebasedonAUC）andinmice750mgn（g（142－  
fbldhumanexposure）・   

Gastrointestinalsymptoms，Particularlysoftfaeces，muCOidfaeces，diarrhoeaand，athigherdoses，  
faecalb】00dwereobservedindogs．Ano－ef鞄ctlevelwasnotestablished．   

Vildagliptinwasnotmutagenicinconventionalinvitroandinvivotestsfbrgenotoxicity．   

AfbrtilityandearJyembryonicdevelopmentstudyinratsrevealednoevidenceofimpairedftrtility，  
reproductiveperfbrmanceorearlyembryonicdevelopmentduetovi1dagliptin・Embryo－foetaltoxicity  
WaSeValuatedinratsandrabbits．Anincreasedincidenceofwavyribswasobservedinratsin  
associationwithreducedmaternalbodyweightparameters，withano－efftctdoseof75m釘kg（10－fbld  
humanexposure）．Inrabbits，decreasedfbetalweightandskeletalvariationsindicativeof  
deveJopmentaldelayswerenotedonlyinthepresenceofseverematernaltoxicity，withano－efftct  
doseof50mgrkg（9－fbldhumanexposure）．Apre－andpostnataldevelopmentstudywasperfbrmedin  
rats．Findingswereonlyobservedinassociationwithmaternaltoxicityat≧150mg／kgandincludeda  
transientdecreaseinbodyweightandreducedmotoractivityintheFlgeneration．  

Atwo－yearCarCinogenicitystudywas 
． 

attributabletovildagliptinwereobserved．Anothertwo－yearCarCinogenicitystudywasconductedin  
miceatoraldosesuptol，000mg／kg．Anincreasedincidenceofmammaryadenocarcinomasand  

haemangiosarcomaswasobservedwithano－efftctdoseof500mg耽g（59－foldhumanexposure）and  
lOOmgn（g（16－fbldhumanexposure），reSPeCtively．Theincreasedincidenceofthesetumoursinmice  
isconsiderednottorepresentasignincantrisktohumanSbasedonthelackofgenotoxicityof  
VildagliptlnanditsprlnCIPalmetabolite，theoccurrenceoftumoursonlylnOneSPeCiesandthehigh  
SyStemicexposureratiosatwhichtumourswereobserved．   

Ina13－Weektoxicologystudyincynomolgusmonkeys，Skinlesionshavebeenrecordedatdoses  

≧5mg／kg／day・ThesWereCOnSistentlylocatedontheextremities（hands，ftet，earSandtai1）・At  
5mgn（g／day（approxlmatelyequivalenttohumanAUCexposureatthelOOmgdose），0nlyblisters  
WereObserved．Theywerereversibledespitecontinuedtreatmentandwerenotassociatedwith  
histopathoIoglCalabnorma】ities－Flakingskin，peelingskin，SCabsandtailsoreswithcorrelating  
histopathologicalchangeswerenotedatdoses≧20mg／kg／day（approximately3timeshumanAUC  
exOSureatthelOOmgdose）・Necroticlesionsofthetailwereobservedat≧80mg／kg／day・Skin  
lesIOnSWerenOtreVerSibleinthemonkeystreatedat160mg／kg／dayduringa4－Weekrecoveryperiod・  

6． PHARMACEUTICALPARTICULARS   

‘．1 Listofexcipients   

Lactose，anhydrous  
Cellulose，microcrystalline  
Sodiumstarchglycolate（typeA）  

Magnesiumstearate   

占・2 Incompatibilities  
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Notapplicable・   

6．3 SheIrlirb   

2years   

6．4 SpeCiaIprecautionsn）rStOrage   

Storeintheorlg．1nalpackageinordertoprotectfrommoisture．   

6．5 Natureandcontentsofcontainer   

AJuminium／Aluminium（PA／Al／PVC／／Al）blister  

Avai1ableinpackscontaining7，14，28，30，90，l120r336tablets．  
Nota］lpacksizesmaybemarketed．   

6．6 Speeialprecautionsfbrdisposal   

NospecialrequLrementS．  

7． MARKETINGAt］T110RISATIONIIOLDER   

NovartisEuropharmLimited  
Wimblehurst Road 
Horsham  
WestSussex，RH125AB  
UnitedKingdom  

8． MAMTINGAUTHORISATIONNUMBER（S）  

9． DATEOFFIRSTAUTHORISATION／RENEWALOFTHEAUTHORISATION  

10．I）ATEOFREVISIONOFTHETEXT  
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ANNEXII  

MANUFACTURINGAUTHORISATIONHOLI）ER  

RESPONSIBLE FOR BATCH RELEASE 

CONDITIONSOFTHEMARKETINGAUTHORISATION  

A．  

B．  
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A． MANUFACTURINGAUTHORISATIONHOLDERRESPONSIBLEFORBATCH  

RELEASE  

Na  

NovartisPharmaGmbH  
Roonstrasse 25 

D－90429N臼rnberg  

Germany  

B． CONDITIONSOFTHEMARKETINGAUTHORISATION  

●   CONDITIONSORRESTRICT10NSREGARDINGSUPPLYANDUSEIMPOSEDON  

THE阻RKETINGAUTHORISATIONHOLDER   

Medicinalproductsu句ecttomedicalprescrlPtlOn．   

●   CONDITIONSORRESTRICTIONSWITHREGARDTOTHESAFEAND  

EFFECTIVEUSEOFTHEMEDICINALPRODUCT   

NotapplicabIe   

●   OTHERCONDITIONS   

Pharmacovigilance system 
TheMAHmustensurethatthesystemofpharmacovigilance，aSdescribedinversion2．0（23February  

2007）presentedinModulel・8・1・OftheMarketingAuthorisationApplication，isinplaceand  
functioningbefbreandwhilsttheproductisonthemarket．   

RiskManagementPlan  
TheMAHcommitstoperfbrmlngthestudiesandadditionalpharmacovlgi1anceactivitiesdetailedin  
thePharmacovigilancePlan，aSagreedinversion2（4July2007）oftheRiskManagementPlan（RMP）  
PreSentedinModulel・8・2・OftheMarketingAuthorisationApplicationandanysubsequentupdatesof  
theRMPagreedbytheCHMP．   

AspertheCHMPGuidelineonRiskManagementSystemsfbrmedicinalproductsfbrhumanuse，the  
updatedRMPshouldbesubmittedatthesametimeasthenextPeriodicSafttyUpdateReport  
（PSUR）．   

lnaddition，anupdatedRMPshouldbesubmitted  
・ WhennewinfbrmationisreceivedthatmqyimpactonthecurrentSafttySpec浦cation，  

PharmacovigilancePlanorriskminimisationactivities  
●  Within60daysofanimportant（pharmacovigilanceorriskminimisation）milestonebeing  

reached  

・ AttherequestoftheEMEA  
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ANNEXIII   

LABELLINGANI）PACKAGELEAFLET  

24   



A．LABELLING  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGING  

CARTON  

1． NAMEOFTHEMEDICINALPRODUCT  

Galvus50mgtablets  
Vildagliptin  

2． STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontains50mgvildagliptln．  

3． LISTOFEXCIPIENTS  

ContainsIactose（Seeleanetfbrfurtherinfbrmation）．  

4． PIIARMACEUTICALFORMANDCONTENTS  

7 tablets 

14 tablets 

28 tablets 

30 tablets 

56 tablets 

60 tablets 

90 tablets 

l12tablets  

180tablets  

336tab】ets  

5． METHODANDROUTE（S）OFADMINISTRATION  

Oraluse．  
Readthepackageleafletbefbreuse．  

6． SPECIALWARNINGTHATTIIEMEDICINALPRODUCTMUSTBESTOREI）OUT  

OFTHEREACHANDSIGIITOFCHILDREN  

Keepoutofthereachandsightofchildren．  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

8． EXPIRYI）ATE  

EXP  
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9． SPECIALSTORAGECONDITIONS  

Storeintheorlglnalpackageinordertoprotectfrommoisture・  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPRODUCTS  

ORWASTEMATERIALSDERIVEDFROMSUCHMEDICINALPRODUCTS，IF  
APPROlPRIATE 

11． NAMEANDAI）DRESSOFTHEMARKETINGAUTHORISATIONHOLDER  

NovartisEuropharmLimited  
Wimblehurst Road 

Horsham  
WestSussex，Rll125AB  
UnitedKingdom  

12． MARKf：TINGAUTHORISATIONNUMBER（S）  

7 tablets 

14 tablets 

28 tablets 

30 tablets 

56 tablets 

60 tablets 

90 tablets 

l12tablets  

180tablets  

336 tablets 

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

13． BATCHNUMBER  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu叫ecttomedicalprescrlptlOn・  

15．INSTRUCTIONSONUSE  

16．INFORMATIONINBRAILLE  

Galvus 50 mg 
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

BLISTERS  

1．  NAMEOFTHEMEDICINALPRODUCT  

Ga】vus50mgtab）ets  

Vildagliptln  

2． NAMEOFTHEMARKETINGAUTHORISATIONHOLI）ER  

NovartisEuropharmLimited  

3． EXPIRYDATE  

4．  BATCHNUMBER  

5． OTHER  
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PARTICULARSTOAPPEARONTIIEOUTERPACKAGING   

CARTON  

1． NAMEOFTHEMEDICINALPRODUCT  

Galvus100mgtablets  
vi1dagliptln  

2． STATEMENTOFACTⅣESUBSTANCE（S）  

Eachtabletcontains100mgvildagliptln．  

3． LISTOFEXCIPIENTS  

Containslactose（Seeleafletfbrfurtherinfbrmation）・  

4． PHARMACEUTICALFORMANDCONTENTS  

7 tablets 

14tablets  

28 tablets 

30 tablets 

90 tablets 

l12tablets  

336 tablets 

5． METHODANDROUTE（S）OFADMINISTRATION  

Oraluse．  

Readthepackageleanetbeforeuse・  

6． SPECIALWARNINGTHATTHEMEDICINALPRODUCTMUSTBESTOREDOUT  
OFTHEREACHANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren・  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

8． EXPIRYDATE  

9． SPECIALSTORAGECONDITIONS  
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Storeintheorlglnalpackageinordertoprotectfrommoisture・  

10． SPECIALPRECAUTIONSFORDISPOSALOFUNUSEDMEDICINALPRODUCTS  
ORWASTEMATERIALSDERIVEDFROMSUCHMEDICINALPRODUCTS，IF  
APPROPRIATE  

11． NAMEANDAI）DRESSOFTHEMARKETINGAUTHORISATIONHOLDER  

NovartisEuropharmLimited  
WimblehurstRoad  

Horsham  
WestSussex，RH125AB  
United Kingdom 

12．MARKETINGAUTHORISATIONNUMBER（S）  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

EU／0／00／000／000  

7 tablets 

14 tablets 

28 tablets 

30 tablets 

90 tablets 

‖2tablets  

336 tablets 

13． BATCHNIJMBER  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsu切ecttomedicalprescrlPtlOn・  

15．INSTRUCTIONSONUSE  

16．INFORMATIONINBRAILLE  

Ga】vuslOOmg  
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

BLISTERS  

1． NAMEOFT17EMEDICINALPRODUCT  

GalvuslOOmgtablets  
Vildagliptln  

2． NAMEOFTHEMARKETINGAUTHORISATIONHOLI）ER  

NovartisEurophamlLimited  

3． EXPIRYI）ATE  

4． BATCHNUMBER  

5． OTHER   
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B．PACKAGELEAFLET  
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PACKAGELEAFLET：INFORMATION FORTHEUSER  

GaJvus50mgtabIets  
GalvuSlOOmgtabIets  

Vildagliptln   

Readal）ofthisleanetcarefullybefbreyoustarttakingthismedieine・  
Keepthisleanet・Youmayneedtoreaditagaln・   
Ifyouhaveanyfu11herquestions，aSkyourdoctor，diabetesnurseorpharmacist・  
Thismedlicinehasbeenprescribedfbryou・Donotpassitontoothers・ltmayharmthem，eVen   
iftheirsymptomsarethesameasyours・   
1fanyofthesideefftctsgetsserious，Orifyounoticeanysideeffectsnotlistedinthisleaflet，  
Pleasete）Llyourdoctororpharmacist・  

In thisleanet：  
1． WhatGalvuSisandwhatitisusedfor  
2． BefbreyoutakeGalvus  
3． HowtotakeGalvus  
4． Possiblesideefftcts  
5． HowtostoreGalvus  
6． Furtherinfbrmation  

l． WtIATGALVUSISANDWHATITISUSEDFOR   

Galvusbelongstoagroupofmedicinescallediioralantidiabetics”・   

GalvuSisused・tOtreatPatientswithtype2diabetes．Itisusedwhendiabetescannotbecontrolledby  
dietandexercisealone．Ithelpstocontrolthelevelofsugarintheblood・   

Type2diabetesdevelopsifthebodydoesnotmakeenoughinsulinoriftheinsulinthatthebody  
makesdoesnotworkaswellasitshould．1tcanalsodevelopifthebodyproducestoomuchglucagon．   

1nsulinisasubstancewhichhelpstoIowerthelevelofsugarintheblood，eSpeCiallyaftermeals・  

Glucagonisasubstancewhichtriggerstheproductionofsugarbytheliver，CauSlngthebloodsugar  
leveltorise．Thtepancreasmakesbothofthesesubstances・   

Galvusworksbymakingthepancreasproducemoreinsulinandlessglucagon・Thishelpstocontrol  
the blood sugar level. 

Yourdoctorwi1】prescribeGalvustogetherwithcertainotherantidiabeticmedicineswhichyouwill  
alreadybetakingtocontroldiabetes，ifonemedicinealoneisnotenoughtocontrolyourbloodsugar  
level．   

Eventhoughyouarenowstartlngamedicinefbryourdiabetes，itisimportantthatyoucontinueto  
fbllowthedietand／orexercisewhichhasbeenrecommendedfbryou，  

2． BEFOREYOUTAKEGALVUS  

DonottakeGalvus：  

・ifyouareallergic（hypersensitive）tovildagliptinoranyoftheotheringredientsofGalvus（See  
section6：Furtherinfbrmation）．Ifyouthinkyoumaybeallergictovildagliptinoranyofthe  
otherlngredientsofGalvus，donottakethismedicineandtalktoyourdoctor・  
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TakespeCialcarewithGalvus：  

IfanyoftheseappIytoyou，telIyourdoctorbefbretakingGalvus．  

● ifyouhavetypeldiabetes（i．e・yOurbodydoesnotproduceinsulin）．  

● ifyouhavemoderateorseverekidneydisease．  

● ifyouareondialysIS．  

・ ifyouhavesevereliverdisease．  

・ ifyousuf俺rfナomheartfhilure．   

Diabeticskinlesionsareacommoncomplicationofdiabetes．Youareadvisedtofo1lowthe  
recommendationsfbrskinandfbotcarethatyouareglVenbyyourdoctorornurse．Youarealso  
advisedtopayparticularattentiontonewonsetofblistersorulcerswhiletakingGalvuS．Shouldthese  
OCCur，yOuShouldpromptlyconsultyourdoctor．   

TheuseofGalvusinchildrenandadolescentsisnotrecommended．   

Takingothermedicines  

PleasetelIyourdoctororpharmacistifyouaretakingorhaverecentlytakenanyothermedicines，  
incIudingmedicinesobtainedwithoutaprescrlPtion．   

YourdoctormaywishtoalteryourdoseofGaJvusifyouaretakingothermedicines（SuChas  
medicinessocalledthiazides，COrticosteroids，thyroidproductsandcer［ainproductsaf托ctingthe  
nervOuSSyStem）．   

TakingGalvuswithfbodanddrink  
YoucantakeGalvuswithorwithoutfood．   

Pregnancyandbreast－fbeding  
Womenwhoarepregnantorplantobecomepregnantshouldconsulttheirdoctorbeforetaking  
GalvuS・YoushouldnotuseGalvusduringpregnancy．  
ItisnotknownifGalvuspassesintobreastmi1k．YoushouldnotuseGalvusifyouarebreast－fteding  
OrPlantobreast－fbed．   

Drivingandusingmachines  
IfyoufbeldizzywhiletakingGalvuS，donotdriveorusemachines．   

ImportantintbrmationaboutsomeoftheingredientsofGalvus  
GalvusCOntainslactose（mi1ksugar）．Ifyouhavebeentoldbyyourdoctorthatyouhavean  
intolerancetosomesugars，COntaCtyOurdoctorbefbretakingthismedicine．  

3． HOWTOTAKEGALVtJS   

AlwaystakeGalvusexactlyasyourdoctorhastoldyou．Youshouldcheckwithyourdoctoror  
PharrnaCistifyouarenotsure．   

HowmucIltOtake  

TheamountofGalvuspeoplehavetotakevariesdependingontheircondition．Yourdoctorwilltell  
youexactlyhowmanytabletsofGalvustotake．   

TheusualdoseofGalvusiseither：  

・ 50mgdailytakenasonedoseinthemomlngifyouaretakingGalvuswithanothermedicine  
Calledasulphonylurea，Or  

● 100mgdailytakenasonedoseinthemornlngOraS50mginthemorn1ngand50mginthe  
evenlngifyouaretakingGalvuswithanothermedicinecal1edmetforminoraglitazone．  
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YourdoctorwilLIprescribeGalvuStOgetherwithanothernledicinetocontrolyourbloodsugarlevel・   

WhenandhowtotakeGalvus  

・ TakethismedicineinthemornlngOrinthemomlngandevenlng・  
●  Swallowthetabletswho）ewithsomewater．   

HowlongtotakeCalvus  

・ TakeGa】vuseverydayforaslongasyourdoctortellsyou・Youmayhavetotakethistreatment  
OVeralongperiodoftime・  

●  Yourdoctorwillregularlymonitoryourconditiontocheckthatthetreatmentishavingthe  
desiredefftct．  

●  DonotstoptakingGalvusunlessyourdoctortellsyouto・lfyouhavequestionsabouthowlong  
totakethLismedicine，talktoyourdoctor・   

IfyoutakemoreGalvuSthanyoushould  
IfyoutaketoornanyGalvuStablets，Orifsomeoneelsehastakenyourmedicine，talktoyourdoctor  
s．raightaway・Medicalattentionmaybeneeded・lfyouneedtoseeadoctororgotothehospital，take  

the pack with you. 

IfyoufbrgettotakeGalvuS  
Ifyoufbrgettotakeadoseofthismedicine，takeitassoonasyouremember・Thentakeyournext  
doseattheusualtime・lfitisalmosttimefbryournextdose，Skipthedoseyoumissed・Donottakea  
doubledosetolrnakeupforafbrgottentablet・  

4． POSSIBLESIDEEFFECTS   

Likeal1medicines，GalvuSCanCauSeSideeffects，althoughnoteverybodygetsthem・   

Somesymptomsneedimmediatemedica）attention：  

YoushouldseeyourdoctorimmediatelyifyouexperiencethefollowlngSymptOmSWhichmay  
indicateareact≡ionca11ed”angioedema”＝  

・ Swollenface，tOngueOrthroat  

・ Difncultyswallowlng  

・ Di餌cultjiesbreathing  

●  Suddenonsetrashorhives  

Othersideet恥・CtS  

Commonsideeffects（1ikelytooccurinfbwerthanlin10patients）  
Uncommonsideefftcts（likelytooccurinftwerthanlinlOOpatients）  
VeTyrareSideefftcts（1ikelytooccurinfewerthanlin10，000patients）   

SomepatientshavehadthefbllowlngSideefftctswhiletakingGalvusandmetfbrmin＝  
・ Common：Trembling，headache，dizziness，nauSea  

●  UncomnlLOn：Tiredness   

SomepatientshavehadthefbllowlngSideefftctswhiletakingGalvusandasulphonylurea‥  

・ Common：Trembling，headache，dizziness，Weakness  

・ Uncommon：ConstlPation  

・ Veryrare：Sorethroat，runnynOSe   

SomepatientshavehadthefbllowlngSideefftctswhiletakingGalvusandaglitazone‥  

・ Common：Weightincrease，SWOllenhands，ankleorfbet（Oedema）  

●  UncomrrltOn：Headache，Weakness   

SomepatientshavehadthefbllowlngSideeffectswhiletakingGalvusalone＝  
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Common：Dizziness  

Uncommon：Headache，COnStipation，SWOllenhands，ankleorftet（Oedema），jointpain  

Veryrare：Sorethroat，runnynOSe，ftver  

1fanyofthesideefftctsgetsserious，Orifyounoticeanysideef詣ctsnotlistedinthisleafIet，Please  
tellyourdoctororpharmacist・  

5． HOWTOSTOREGALVUS   

・ Keepoutofthereachandsightofchildren．  

●  DonotuseGalvusaftertheexpirydatewhichisstatedontheblisterandthecarton．Theexplry  
datereftrstothelastdayofthatmonth．  

・ Storeintheorlglnalpackageinordertoprotectfrommoisture．  

●  DonotuseanyGalvusPaCkthatisdamagedorshowsslgnSOftamperlng・  

‘． FURTHERINFORMATION  

WhatGalvuscontaims  

●  Theactivesubstanceisvildagliptln．  
Galvus50mgtablets：Eachtabletcontains50mgvildagliptln・  
Galvus100mgtab］ets：EachtabletcontainslOOmgvildagliptln．  

●  Theotheringredientsarelactoseanhydrous，microcrystallinecellulose，SOdiumstarchglycolate  
（typeA）andmagnesiumstearate・   

WhatGalvuslookslikeandconteIltSOfthepack  
Galvus50mgtabletsareround，Whitetolightyellowishandnat，with“NVR”ononesideand”FB’’  
ontheother．  

GalvuSlOOmgtabJetsareelongatedandwhitetolightyellowish，with”NVR’’ononesideand“HL”  
ontheother．   

Galvus50mgtabletsareavailabIeinpackscontaining7，14，28，30，56，60，90，112，1800r  
336tablets．  

GalvuSlOOmgtabletsareavailableinpackscontaining7，14，28，30，90，1120r336tablets・  
Nota11packsizesmaybemarketedinyourcountry・   

MarketingAuthorisationHoJder  
NovartisEuropharmLimited  
Wimbiehurst Road 

Horsham  

WestSussex，RH125AB  
UnitedKingdom   

Manuねcturer  
Novartis Pharma GmbH 
Roonstraβe25  

D－90429Nuremberg  
Gemany   

Foranyinformationaboutthismedicine，PleasecontactthelocalrepresentativeoftheMarketing  
AuthorisationHolder：  

Belgii5／Belgique／Belgien  

NovartisPharmaN．V．  

T61／Tel：＋322246161l  

Luxemt）OtJrg／Luxemburg  

NovartisPharmaGmbH  
T61／Tel：＋499112730   
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Magyarorszag  
NovartisHungAriaKft．Pharma  
Tel∴＋3614576500  

Ma Ita 
NovartisPharmaServiceslnc．  
Tel：＋35（i22983217  

Nederland  
Novartis PharmaB．V．  

Tel：＋31263782111   

Norge  
NovartisNorgeAS  
Tlf：＋472う052000  

ijsterreich 
NovartisPharmaGmbH  
Tel：＋431866570  

PoIska  
NovartisPolandSp．zo．0．  

Tel∴＋48225508888   

Portugal  
NovartisFarma－ProdutosFarmaceuticos，S，A．  

Tel：＋351210008600  

Romamia  

NovartisPharmaServicesInc．  
Tel：＋40213129901   

SloYenlJa  
NovartisPharmaServicesInc．  
Te】：＋38613007577   

Slovemsk畠republika  

NovartisSlovakias．r．0．  

Te】：＋421255425439  

Suomi／Finland  
NovartisFinlandOy  
Puh／Tel：＋358961332211   

Sverige  
NovartisSverlgeAB  
Tel：＋4687323200   

United Kingdom 
NovartisPhamaceuticalsUK Ltd．  
Tel：＋441276（i98370  

6も皿rapHⅥ  

NovartisPharmaServiceslnc．  
Te爪∴＋35924899828   

Cesk点republika  
Novartiss．r．0．  

Tel：十420225つ■75＝l  

Danmark  
NovartisHea）thcareA／S  

Tlr：十4539168400  

DeutschJand  
Novartis Pharma GmbH 
Tel：十4991127■30  

Eesti  
NovartisPharmaServiceslnc．  
Tel：十3726062400  

Eu通8α  

Novartis（Hel）as）A．E．B．E．  

T－1）し：＋302102Sl1712   

Espa良a  

NovartisFarmac6utica，S．A．  

Tel：＋34933064200  

FrallCe  

NovartisPhamlaS．A．S．  

Tel：＋331554′76600  

Ireland  
Novartis Ireland Limited 
Tel：＋35312（iO1255  

Island  
Vistorhf．  

Simi：＋3545357000  

Italia  
NovartisFarmaS．p・A．  

Tel：＋390296541   

K血po⊆  

△n州TPtd8¶ちKq．1日α冗α£九叫Vα；八て8  

T小：＋35722690690   

Latvija  
NovartisPharmaServicesInc．  
Tel：＋3717887070  

LietuYa  
NovartisPharmaServicesInc．  
Tel：＋37052691650  
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