
ANNEXIII  

LABELLINGANDpACKAGELEAFLET  
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A．LABELLING  
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PARTICULARSTOAPPEARONTfIEOUTERPACKAGING   

CARTONFORBOTTLEPACK（90film－COatedtab）ets）  

1．  NAⅣ【EOFTHEMEDICINALPRODUCT  

FABI∬N500microgramfilm－COa‡edtこIblets   

lasofoxifene  

2． STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontainslasofoxifenetartrate，equivalentto500microgramlasofoxifene．  

3．  LISTOFEXCIPIENTS  

Containslactose   

Seethepackagelcafletforfurtherinformation．  

4．  PHARMCEUTICALFORMAND CONTENTS  

90film－COatedtablets  

5． METHODANDROUTE（S）OFA♪MINISTRATION  

Fororaluse．   

Readthepackageleafletbeforeuse・  

6．  SPECIALVVARNINGTHATTHEMEDICINAIJPRODUCTMUSTBESTOREI）OUT  

OFTHEREACHANDSIGHTOFCHILDREN  

Keepoutoftherea〔handsightofchildren・  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

Sealedpack．   

Donotu5eifboxhasbeenopened・  
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8．  EXpIRYDATE  

EXP：  

9．  SPECIALSTORAGECONDITIONS  

10． SPECIALPRECAtJTIONSFORI）ISPOSAI，OFUNUSEDMEDICINALPROI）UCTS  

ORWASTEMLrrERIALSDERIVEDFROMSUCHMEDICINALPROI）UCTS，IF  

AIIPROPRIATE  

11． NAMEANDAI）DRESSOFTHEⅣlARKETINGAUTfIORISATIONHOLDER  

PfizerLimited   

RamsgateRoad   

Sandwich  

Kent  

CT139NJ   

United Kingdom 

12． ⅣlARKETINGAUTHORISATIONNUMBER  

EU／0／00／000／000  

13． BATCHNUMI！ER  

14． GENERALCLASSIFICATIONFORSUPPIJY  

MedicinalproductsubjecttomedicalprescrlPt10n・  
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15． INSTRUCTIONSONUSE  

16． INfORMM汀IONINBRAILLE  

FABIJYN  
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mRTICUI．ARSTOAPPEARONTHEOUTERPACKAGING   

CA甘rONFORBLISTERPACK（30film一仁Oatedtablets）  

1．  NAMEOFTHEMEDICINALPRODUCT  

FABIXN500microgramfilm－COatedtablets   

lasofoxifene  

2． STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontainslasofoxifenetartrate，equivaler）ttO500microgramlasofoxifene．  

3．  LISTOFEXCIPIENTS  

Containslactose   

Seethepackageleafletforfurtherinformation．  

4．  PHAMCEUTICALFORMA．NDCONTENTS  

30film－COatedtablets  

5． METHODANDROUTE（S）OFADMINISTRATION  

Fororaluse．   

Readthepackageleafletbeforeuse・  

6．  SPECIALVVARNINGTHATTHEMEDICINALPRODUCTMUSTBESTOREDOUT    OFTIIEREACHANDSIGHTOFCHILDREN  
Keepoutoftherea〔handsightofchildren・  

7． OTHERSPECIALWARNING（S），IFNECESSARY  

Sealedpack．   

Donotuseifboxhasbeenopened．  
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8．  EXplRYDATE  

EXP：  

9．  SPECIALSTORAGECONDITIONS  

10． SPECIALPRECAtJTIONSFORDISPOSALOFUNUSEDMEDICINALPRODtJCTS  

ORWASTEMATERIALSDERIVEI）FROMSUCHMEDICINALPRODUCTS，IF  

ApFROI｝mATE  

11． NAMEANDADDRESSOFTHEM【ARKETINGAUTIlORISATIONHOLDER  

pfiz」erLimited   

RamsgateRoad   

Sandwich  

Kent  

CT139NJ   

United Kingdom 

12． MARXETINGAUTIIORISATIONNUMBE  

EU／0／00／000／000  

13． BATCHNUMBER  

Lot：  

14． GENERALCLASSIFICATIONFORSUPPLY  

Medicinalproductsubje〔ttOmedicalpres〔rlPtlOn・  
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15． INSTRUCTIONSONUSE  

16． INFORⅣ【ATIONINBRAILLE  

FABLYN  
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PARTICULARSTOAPPEARONTHEOt）TERPACKAGING   

CARTONFORBLISTERPACK（7filmNCOatedtablets）  

1．  NAMEOFTHEMEDICINA上PRODUCT  

FABLYN500microgramfilm－⊂Oatedtablets   

lasofoxifene  

2． ST〝rEMENTOFACTIVESUBSTANCE（S）  

EachtabletcontairlSlasofoxifenetartrate，equlValentto500microgramlasofoxifene．  

3．  LISTOFEXCIPIENTS  

Containslactose   

Seethepackageleafletforfurtherinformadon・  

4，  PHAMCEUTICALFORMANI）CONTENTS  

7film－COatedtablets  

5． METHODANDROUTE（S）OFADMINISTRATION  

Fororaluse．   

Readthepackageleafletbeforeuse・  

6． SPECIALWARNINGTIIATTHEMEDICINALPRODUCTMUSTBESTOREDOUT  

OFTHEREACHANDSIGHTOFCHILDRE  

Keepoutoftherea〔handsightofchildren・  

7． OTHERSPECIAl，WARNING（S），IFNECESSARY  

Sealedpack・   

Donotuseifboxhasbeenopened．  
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臥  EXpIRYDATE  

EXp：  

9．  SPECIAI．STORAGECONDITIONS  

10． SPECIALPRECAUTIONSFORDISPOSAl．OFtJNUSEDMEDICINALPRODUCTS  

ORWASTEMATERIALSDERIVEDFROMSUCHMEDICINALPROI）UCTS，IF  

APPROI）MATE  

11． NAMEANDADDRESSOFTHEMARKETINGAtJTHORISATIONHOLDER  

Pfiz．erLimited   

RamsgateRoad   

Sandwich  

Kent  

CT139NJ   

United Kingdom 

12． MARKETINGAUTHORISATIONNUMBER  

EU／0／00／000／000  

13． BATCHNUMBER  

14． GENERALCLASSIFICATIONFORSUPPIJY  

MedicinalproductsubjecttomedicalprescnptlOn・  
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15． INSrrRUCTIONSONtJSE  

16． INI了ORMTIONINBRAILLE  

弘BLYN  
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PARTICULARSTOAPPEARONTHEOUTERPACKAGING   

CARTONFORBLISTERPACK（28film－COatedtablets）  

l．  NAMEOFTHEMEDICINALPRODUCT  

FABLYN500microgramfilm－COatedtablets   

lasofoxifene  

2・ STATEMENTOFACTIVESUBSTANCE（S）  

Eachtabletcontainslasofoxifenetartrate，equivalentto500microgramlasofoxifene．  

3．  LISTOFEXCIPIENTS  

Containslactose   

Seethepackageleafletforfurtherinformation．  

4．  P腱ⅦACEUTICALFORMANI）CONTENTS  

28丘1m－COatedtablets  

5． M玉THODANDROUTE（S）OFADMINISTRATION  

Fororaluse．   

Readthepackageleafletbeforeuse．  

6． SPECIALWARNINGTHATTHEMEDICINALPRODtJCTMUSTBESTOREDOUT  

OFTHEREACHANDSIGHTOFCHILDREN  

Keepoutofthereachandsightofchildren，  

7・ OTIIERSPECIALWARNING（S），IFNECESSARY  

Sealedpack．   

Donotuseifboxhasbeenopened．  
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8．  EXpIRYDATE  

EXP：  

9．  SPECIALSTORAGE CONDITIONS  

10． SPECIALPRECAUTIONSFORDISPOSALOFt）NUSEDMEI）ICINALPRODUCTS  

ORWASTEMArERIALSDERIVEI）FROMSUCHMEDICINALPROI）UCTS，IF  

ApIIROI〉mATE  

11． NAMEANDADI）RESSOFTIIEn4ARKETINGAUTHORISATIONHOLDE  

PfizerLimited   

RamsgateRoad   

Sarldwich  

Kent  

CT139NJ   

Uni［edKingdom  

12． h4AMTINGAUTHORISATIONNt）MBER  

EU／0／00／000／000  

13． BATCtiNUMBER  

Lot：  

14． GENERAIJCl」ASSIFICATIONFORSUPPLY  

MedicinalproductsubjecttomedicalprescrlptlOn．  
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1S． INSTRtJCTIONSONUSE  

16． INFORMATIONINBRAILLE  

FABLYN  
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MINIMUMJnRTICULARSTOAPPEARONBLISTERSORSTRIPS  

BLISTER－28 tablets  

1．  NAMEOFTHEMEDICINALPRODUCT  

FABLYN500microgramfilm－COatedtablets   

lasofoxifene  

2．  NAMEOFTHEMARKETINGAUTHORISATIONHOLDE  

Pfizer  

3．  EXfIRYDATE  

EXp：  

4．  BATCHNUMBER  

Lot：  

5．  OTIiER  

Mon  

Tue  

Wed  

Thu  

Fl・i  

Sat  

Sun  
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MINIMUMPARTICULARSTOAPPEARONSMAIJLIMMEDIATEPACKAGINGUNITS  

BOTTLELA丑EL  

1・ NAMEOFTHEMEDICINALPRODUCTANDROtJTE（S）OFAJ）MINISTRATION  

FABLYN500microgramfilm－COatedtablets   

lasofoxifene  

Fororaluse  

2．  METHODOFADMINISTRATION  

Readthepackageleafletbeforeuse．  

3．  EXpIRYDATE  

EXP：  

4．  BATCHNUⅣ【BER  

Lot：  

5． CONTENTSBYWEIGHT；BYVOLUMEORBYUNIT  

90film－COatedtablets  

6．  OTHER  
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

BLISTER－7tablets  

1．  NAMEOFTHEMEDICINALPRODUCT  

FABLYN500microgramfilm－COatedtablets   

lasofoxj fene 

2．  NAMEOFTHEh4ARKETINGAUTHORISATIONHOI．DER  

Pfizer  

3．  EXpIRYDATE  

l三＼P二  

4．  BATCHNUMBER  

Lot：  

5．  OTHER  

Mon  

Tue  

lへ桓d  

Thu  

Fri  

Sat  

Sun  
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MINIMUMPARTICULARSTOAPPEARONBLISTERSORSTRIPS  

BLISTER－30tablets  

1．  NAMEOFTHEM【EDICINALPRODUCT  

FABLYN500microgramfilm－COatedtablets   

lasofoxifene  

2． NAMEOFTHEMAMTINGAUTHORISATIONHOLDE  

Pfizer  

3．  EXpIRYDArE  

EXP：  

4．  BATCHNUMBER  

3B  
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B．PACKAGELEAFLET  
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PACKAGELEAFLET：INFORMArIONFORTHEUSER  

FABm500microgramfilm一亡Oatedtablets  
lasofoxifene   

Read云1lofthisleafletcarefu11ybeforeyoustarttakingthismedicine．  

・ Keepthisleanet．Youmayneedtoreaditagaln．  
Ifyouhaveanyfurtherquestions，aSkyourdoctororpharmacist．  

●  Thismedicinehasbeenprescribedforyou．Donotpassitontoothers．Itmayharmthem，eVen  
iftheirsymptomsarethesameasyours．  

・ Ifanyofthesideeffectsgetsserious，OrifyounoticearlySideeffectsnotlistedinthisleaflet，  
Pleasetellyourdoctororpharmacist．  

Inthisleaflet：   

1．  What FABIJYNisandwhatitisusedfor  

2． Beforeyoutake FABLYN  

3．  Howtotake FABLYN   

4．  Possiblesideeffects   

5．  Howtostore FABIJYN   

6．  Furtherinformation  

1．  ⅥIAT FABLYNISANDWHATITISUSEDFOR  

FABIXNisusedtotreatosteoporosisinwomenafterthemenopause（POStmenOpauSalosteoporosis）  

Whoarelikelytobreakbones，eSpe〔ial1yinthespine，hipsandwrists．Itbelongstoagroupof  

medicinescalledSelectiveEstrogenReceptorModulators（SERM）．   

Inwomenwithpostmenopausalosteoporosis，FABIXNreducestheriskofbothfracturesofthesplne  
（vertebralfra〔tureS）andnon－Spinefractures（non－VeItebralfra⊂tureS），butnothipfractures．  

2．  BEFOREYOUTAKE FABLyN  

Donottake FA月LYN  

・ ifyouareal1ergic（hypersensitive）tolasofoxifeneoranyoftheotheringredientsofFABtXN．  

・ ifyoucurrentlyhaveorpreviouslyhadbloodclots，forexampleinyourveins，1ungsoreyes  

（deepveinthrombosis，pulmonaryembolismorretinalveinthrombosis）．  

・ ifyouhaveanyvaginalbleeding・Thismuitbeinvestigatedbyyourdoctorbeforestarting  

treatment．  

ifyoucouldstillbecomepregnant．  
ifyouarepregnantorbreast－feeding．  
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rIbkespecialcarewith FABLYN  

ifyouareimmobiIeforsometime，SuChas，needingtobeadmittedtoahospitalorhaving  

tostayinbedwhilerecoveringfromanoperationoranillness，aSthesemayincreaseyour  
riskofbloodclots（deepveinthrombosis，pulmonaryembolismorretinalveinthrombosis），  
Yourdoctormayrecommendthatyoustoptreatmentatleast3weekspriortothis  
dme．TfeatmentwithFABLYNcanberestartedassoonasyouregainyourmobilityandin  
COnSultationwithyourdoctor・  

ifyouaretakingFABLYN，yOuShouldwalkaroundorexerciseyourlegsandfeetatregular  

intervalswhentravelinglongdistances．Thisisbecausesimngforalongtimeinthesame  
POSitionmaypreventgoodbloodcirculationandmayincreaseyourriskofbloodclots・   

ItisunlikelythatFABLYNwillcausevaginalbleeding・Soanyvaginalbleedingwhileyoutake  
FABLYNisunex．pe〔te止Youshouldhavethisinvestigatedbyyourdoctor．   

Thefollowingarereasonswhythismedicinemaynotbesuitableforyou．Youshouldtalktoyour  
doctorbeforestarhngtotakeFABL￥N：  

ifyouhaveorhavehadbreast〔anCer・  

ifyouexperienceanyunexplainl！dbreastabnormality．  

ifyouhavesevereliverdisease・  

・ ifyouhaveseverekidneydisease・   

Taking other medicines 

Pleasetellyo11rdoctororpharmacistifyouaretakingorhaverecentlytakenanyothermedicines，  
includingmedicinesot）tainedwithoutaprescription・Ifyouaretakingestrogenreplacementtherapy  
（ERT）orhorInOnereplacementtherapy（HRT），FABLYNmaynotbesuitableforyou．   

Taking FABLYNwithfoodanddril－k  

FABLYNcanbetakenwithorwithouti’00danddrink．   

pregnancyandbreasトfeeding  

FABIXNisonlyforwomerlafterthemenopauseandmustnotbetakenbywomeIIWhocanstill  
becomepregnant・   

DonottakeFABLYNifyouarepregna】一tOrbreasトfeedingasitmightbeexcretedinmother’smilk．   

Drivingandusingmachines  

Nostudiesontheeffectsontheabilitytodriveandusemachineshavebeenperformed．   

FABIXNhasnoknowninfluenceonthcabilitytodriveandusemachines．   

Importantinformationaboutsomeoftheingredientsof FABLYN  

FABLYNcontainslactose．Ifyouhavebeentoldbyyourdoctorthatyouhaveanintolerancetosome  
sugars，COntaCtyOurdoctorbeforetakingthismedicine・  

3． HOWTOTARE FABLYN  

AIwaystakeFABLYNexactlyasyourdoctorhastoldyou・Youshouldcheckwithyourdo〔tOrOr  

Pharma〔istifvouarenotsure－Theusualdoseisonetableteachday・  
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Swallowthetabletwhole．Youmaytakeitwithorwithoutfood・   

Ifyouwish，yOumaytakeitwithwateroranotherbeverageofchoice・   

Yourdoctormayalsoadviseyou（OtakeCalciumandVitaminDsupplementswhileyouaretreated  
withFABIXNifyourdailyintakesarenotconsideredsufficient・   

Ifyoutakemore FABLYN thanyoushould  

Ifyoutakemoretabletsthanyoushould，tellyourdoctororpharmacist・   

Ifyouforgettotake FAI主m  

Donottakeadoubledosetomakeupforaforgottentablet．1もkeyournexttabletand⊂Ontinueas  

before．   

Ifyoustoptaking FAB  

YoushouldtalktoyourdoctorbeforestoppingFABLYN．   

Ifyouhaveanyfurtherquestionsontheuseofthismedicine，aSkyourdoctororpharmacist・  

4．  POSSIBLESIDEEFFECTS  

Likeallmedicines，FABLYN cancausesideeffects，althoughnoteverybodygetsthem．   

Mostofthesideeffectsthatoccurredduringstudiesweremi1d．   

Thesesideeffectsmayoccurwithcertainfrequencies，Whicharede丘nedasfo1lows：   

・  Verycommon：affectsmorethanluserinlO  

Common：affectsltolOusersinlOO  

Uncommon：affectsltolOusersinl，000  

Rare：affectsltolOusersinlO，000  

Veryrare＝affectslessthanluserinlO，000  

Notknown：frequencycannotbeestimatedfromtheavailabledata   

Verycommonsideeffects：   

・  Musclecramps   

Commonsideeffects：  

Hotflush  

ConstlPation  
Pressure in the lower abdomen 

Vaginaldischarge  
・  Excessivesweatlng  
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Uncommonsideeffects：  

UrinaIytraCtinfec也on，bumingonurination，urgentneedtourinate，urinaryincominence  
Abdominalpainorpressure，Palnintheback，neCk，jointsorchest  
Tiredness，abnormalorexcessivebleedirlgCOmmOnlyfromthenose  
Diabetes（typicalsymptomsareexcessivethirst，frequenturination）  
BurnlngSenSadon，dizziness，numbness，memOrylmpalrment，impairedorpartiallossof  
movementofalimb，headache，reStlesslegssyndrome（anirresistibleurgetomovelegstostop  
anuncomfortableoroddsensations）  
Abnormalorirregularbeatingoftheheart，increasedheartrate  

・  Swellmgofhands，armS，feetorlegs，limbpain  
Cough，difficultybreathing，Stuffyr10Se，runnynOSe  
Drymouth，flatulen〔e（ex［eSSiveaInOuntOfairorgasesinthestomachortheintestine），  
stomachache  

Dryeye，hairloss，Skinrash，nightsweats，itching，feelinghot，Weightgain  
Breaststiffening，breastpain，Vaginalt）leeding，geIlitalitching   

Raresideeffects：  

Infectionintheear，eye，reSPiratorytractorskin，diarrhea，bloodinstooIs  
Changeinappeti［e  

・  Abnormaldreams，mOOdswings  

・ Dizziness，alteredsenseoftaste，Sei乙ureS，migraine，Weaknessofarmsorlegs，SCiati〔a（painfelt  
inthelowerback，buttock，and／orvariouspartsofthelegandfoot；typi〔allyononesideofthe  

body）  
・ Impairedvision，Palnineyes，itchyeyes，SWOlleneyelids，rednessofthceyes，earpaln  

Liplesions，Changeofbowelhabits，difficultyswa1lowing，mOuthulcer，heartburn，mOuthpain，  
anal pain 

・ Jaundice（yellowingoftheskinandeyes），Changesinblc・Odtestsofliverfunction  
・ Dryskin，unuSualhairtexture，naildisorder，Skinrash，Skindarkening，alteredshapeoffingers，  

skinlesion  

Painfu1urinatioIl，bloodinurine  

Breastdischarge，breastlump，Vaginalpaln，Varicosevein  
Decreasedpulseinfeet，bmising   

Ifanyofthesideeffectsgetsserious，Orifyounoticeanysideeffectsnotlistedinthisleaflet，Please  
tellyourdoctororpharmacist・  

5．  HOWTOSTORE FAB  

Keepoutoftherea〔handsightofchildren・   

Donotuse FABLYN aftertheexpirydatewhichisstatedontheblisterorbottlelabelandonthe  
cartonafter“EXP：”．Theexpirydatereferstothelastdayofthatmonth・   

ThismedicinedoesnotrequlreanySPeCialstorageconditions・  
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G．  FURTHERINFORMATION  

What FABm（Ontains  

Theactivesubstanceislasofoxifene．Eachfilm－COatedtabletcontainslasofoxifenetartrate，  

equivalentto500microgramsoflasofoxifene．   

・  Theotheringredientsarelactoseanhydrous；microcrystallinecellulose；CrOSCarmellosesodium；  

Silica・CO1loidalanhydrous；magneSiumstearate；StmSetyellowFCFaluriniumlake（EllO）；  

hypromellose；1actosemonohydrate；titaniumdioxide（E171）andtriacetln・   

What FABLYNlooks）ikeandcontentsofthepack  

FABLYNtabletsaretriangular，peaChcoloured，film－COatedtabletsmarkedwith“Pfiz・er”ononeside  

and〟OPRO5〃ontheother．   

Thetabletsareprovidedinblisterpackscontaiming7，280r30tablets，andinbottlepackscontalnlng  

90tablets．Notal1packsizesmaybemarketed．   

MarketingAuthorisationHolderandManufacturer  

TheMarketingAuthorisationHolderisPfizerLimited，RamsgateRoad，Sandwich，KentCT139NJ，  

UnitedKingdom．   

TheManufacturerisPfiz．erManufacturingDeutschlandGmbH，HeimichMackStrasse35，89257  

Ille血ssen，Gemany・   

Foranyinformationaboutthismedicine，pleasecontactthelocalrepresentativeoftheMarketing  
AuthorisationHolder：  
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Pfizer   Pfiz．erRoIn昌niaS．R．L   

丑＋33（0）15807弓子40   恥1‥＋チ0（0）ざ1ざ？7？80P   

Ireland   Slov巳nlJa   

Pfi乙erHedthcaTeIreland   Pfizer Luxembourg SARL 
Td：＋1800633363   Pfiz，er，POdruZnicaz．asvetova叫espodroEja  

farmacevtskedejavnosti，Ljubljana  
甲‥†386（0）1ラざI1チ甲   

island   Slovensk孟republika   

Vistorhfリ   PfizerLuxembourgSARL，OrganizaEn畠zlo三ka   
Simi：＋3545357000   Tヒ1：＋421－2－33555500   

Italia   Suomi／finland   

PfizerItaliaS．r．l．   PfizerOy   
Tヒ1：＋3906331821   Puh〃tl＝＋358（0）9甲0040   

K6叩0ぢ   Sverige   
GEO．PWLIDES＆ARAOUZOSLTD，   .Pfizer AB 

T巾：＋35722818087   聖二 

Latvija   ,United Kingdom 
Pfizer Luxembourg SARL Pfi乙erLimited   

Fili封eLatvij畠  恥l：十44（0）1737331111   

Tbl：＋37167035775  

Lietuva  

Pfizer Lwembourg SARL 
hhalasLietuvoje  
Tbl．＋37052514000  

ThisIeafletwaslastapprovedin（MMrYYYY）・   

Detailedinformationonthismedi〔ineisavailableontheEuropeanMedicinesAgency（EMEA）web  
site：i■氾  
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