
P,ck,ge lutlet: Information for the patl•nt 

Betmiga™ 25 mg prolonged-release tablets 

Betmiga'" SO mg prolonged-release tablets 

Mirabegron 

�astellas 

Re.ad all of this leaflet carefully bctfore you n.art using thi, medicine becauH it cont aim Important informatiort for you. 
• Keep this Jeanet You may need 10 1tbd ,1 ,19.aln 
• If you h.lve any furthtt quest1ons.1sk yoU1 doctor o, pharmarnl 

This medic/� h.u been pre�ribtd for you only. Do not pass It on 10 others. U may harm them, r11en ,f 1heir signs ol illness are the wme as yourL 
ff you get •rt'J side efft<ts. "1k to your do<:10, °' pti.rmac:lst. Thts includes any possible side tffecu not 6stfd m this lf•flet 

Wh•t l.s in  thh t.aflet: 
1. Wh.lt Betmiga tSand who11 it 1s used f0f 
2. Wh,t you need 10 know before you use 8t1m19o1 
3. How to use 8e-l:m,ga 
4. Pou1ble slde effects 
5. How to s101e 6etmlga 
6. Con1tnts of the p.Kk and other information 

1. What Betmlga i.s and what It Is used for 

Setmiga con1a,ns 1he ac11ve substance m,r.,begron. It rs a bl.tdder muscle 
relaxant (a lO called beta 3-adrenoceotor agonlstl. whkh reduces the 
KWity of ln ove,act1vt blad� and treats tile r65ted symptoms 

8ermlga 1s used to lfe&! the symptoms of an overactlve bladder In adulu 
suchu· 

suddenly nffding to empty ,-our b\adder k:alled urgency) 

If you are bteast feeding. 1sk your doctOf o, pNtmacist lor advice befofe 
us,ng 1h1s medicine. It 1s likely 1ha1 this me,ciicjne p.1sses into your b1east 
milk. You and your doctOf should decide ,f you should us.e Setmlga or 
breastfeed You should not cfo both. 

Driving 1nd using machlnH 
Thefe ii no lnform.ioon 10 sug�st thal this m�1C111eo1ffects your ability to 
dnve or use machines. 

J. How to use Betrniga 

A/ways USt" 1h15 medicine exactly as your doctor hu told >'()U. (hKkwith 
)'Ol.lt doctor or pha1m.K1st If you are not sote. 

having to empty your bladdtl' more than usual (called Increased u11nary 
•equ,ncy> 

The recommended dose ,s one SO mg tt1ble1 by mouth onct daUy. lfyou 
have k,dney or liver problfms. 'fOiJ' doctor may nHd to rtduct" yoUfdose 
to one 2S mg tablet by mouth once da1t;, You should take this medl(ine 
with liquk:ls and swallow 1he tablet wholt. Do not c,ush o, chew tht- t.ablel 
8e1miga an be taken with o, w,1hovt food. 

not being able 10 control when to empty your bladde-t (calk!d urgeticy 
1ncornlneno) 

2. What you need to know before you USC' Betmiga 

Oo not u� Betmiga: 
rfyou are alltfgic: 10 mirabegron or any of the other 1ngredlenu of this 
medicine {listed In section 6). 

w�rnings •nd pr•cautlons 
T•lk to your docto, Of pharmacist before us.ng 8etmlga. 
• If you haVP kdney o, hver prob'ems Your doctor may need to reduce 

your dose or may ren you not to use Betmlg.a. especiaUy ,f you are 
taking othe, mediclnt-s svch ,u ,traconazole, kecocon.uole, rltOl'l,,J'Vlr or 
cl.lrithrornycin TeU your doctor about the medlcmes that you talte 
if you hive vtry high unconuoned blood pre-ssurt. 
,f you have an ECG (heart trclC1ngJabno1mahry known as QT 
p,ok)ngat10n or ycu ,re taking 1ny mtdictoe known 10 uuse this such 
.,

• medicines used for abnormal heart rhythm such asqumldine, sot.a lo� 
p,oc;,lnarrudt, ibuti'de flec1in,de dofetihde. and amlOdarone 

• medicines used for allerg,c rh1n1t1s: 
• ant/psychotic med1Clnes (medicines lo, menr,I illness) such ,u 

lhiofkl'azine. i'MSOtditlne Nlo�idol and chlorp,oma:rine 
• an1 .. 1nfectlvu such u pentamldlne, rnoxiflo,c-1ctn, erythromycin. and 

clarithromycln. 

Child,.n and •dol•sc•nU 
Oo not give lhls medicine to child1en and ldofescenu undtt the age of 
18 �an b«ause the �fety and efficacy of ktmiga in thts age g•oup has 
not been established. 

Other m•dkines •nd S.tmlg• 
Tell ,our doctor or ph.a,mac,u if you are usmg, have rt"cently ..ned or mighl 
use any oth� medlcines. 

Setmtga may affect the w,y other tnfd1cines worl(. •nd othtr medic,ne-s 
may affec-t how this medklne work..s. 
• Tfll your doctor If you u� th10rida:!ne (a medicine for mental illn�s). 

p,opafu'IOne or Recainlde (mcd<ines fOf abnormal hem rhythm), 
lnupramlne or deslpram1nt" (mechclnes used for depreulon). These 
specln( medklMS may rtQu1re dose ad;ustrnen1 by your doc to, 

- Ttd yOUI doctor If you vst" digoxln (a mecf<,ne for hea11 failure or 
abnormal hear I rhythm) Blood lt"11t>ls of 1h1s med1clne ,re measured by 
your doctor If the blood�� is out of r•�- )'OUf doc1or may oldJUSt the 
doseof d,gox.n 
fell your doctor If you vse dab,g"ran t"te,ulate (a med1Cine 10 preveor 
thf fo«nat,on of blood cSots ,n the wms after knN °' �o replacement 
surgery). Th,s mtdtcine m•y rtQu11e dose ad1unme-n1 by your doc101. 

P,•sn•ncy 1nd breHt•fHding 
If you a1e p,egnant think you may be pregnant 01 a,e planning 10 havt" a 
�b)' you ,hovld not i.,st: B�tmiga 

If you t.ake more 8etmiga than you should 
If you have taken more tablets than you have bet-n tok1 to 1,1kt. or lf 
)Omeone t"lse .ccdent•ll'y take-s your tabl�s. cont•ct your doctOr. 
pharmamt or hospital for advo lmmed111ety. 

Symptoms of overdose may lndude • fotcelul beating of the Ma,t an 
incre.ased pulse ralt' or an increased blood pressu,e-. 

If you forget to takt 8t1rn�a 
If you forget to take- your medkme, take the mis� dose H soon IS you 
remember. If It Is le-u than 6 hours befort" your nt>xt scheduled dose-. skip 
the dose and con1.11u;e to take your m«hc,ne at the usUill tlmr. 

Do not 1ake a double do�e to make up for a forgotten do�. If you miss 
st'Yt<al doses, tell your doctor •nd fO,low the adYice gl,-en IO)'OU 

If you stop using eetmiga 
Do not stoo 11ea1ment wllh Setmlga early t you do not set 1n immecba1e 
effect. You, btilddet might ntecf some time 10 adap1. You shouk1conW'lue 
t.lk:lng your 1ableu. Oo not uop taking them when yovr bladder c:ondllion 
improves. Stopping treatment may te-sult in recurre-nce of symptoms of 
overact1v-e bloldder. 

Oo not stop taking Betrniga wllhO\lt tflklng 10 your doc10,#im .. ,u you, 
OYeract,vt bl.tdder symptoms may come back. 

If you havt" any forther questions on the use of this medicine. as� your 
doctor or phirmKtSI 

4. Possibluide effecu 

like all medkln� this med,cine can UttSt" side effects. 1tthough not 
everybody gets them 

The mos! serious side effe<u may W'ldude luegular hurt beat latr1,1l 
tib,,lla1ionl. This 1s an uncommon side effect (may affect up to 1 in 
100 people), but 1f this sldr etfec1 occurs. immedi.ately stop 11klng 1he 
med.c1ne •nd seek urgent medical fdvke. 

Other side effects include: 

Common side-effects lmay aff«t upto 1 In 10 people) 
• tncrused heart ratt !tachycardia) 
• Infection ol the suuctv,es thit uuy ur111e (urinary tract lnfect,ons} 

Uncommon side effects (m1y afft"ct up to 11n 100 pe-opleJ 
• Bladdt>r lnfec:oon (cystitis) 

Feehng your he.1rt�t (palp,tat10ns) 
vaginal infe-c tlon 
lnchgestion (dyspepsia) 
Infection of the s1omKh (9.umltS) 
Swelling of the joints 
ltCh1t19 of the vulv• 01 v.19,na (vuh,J(lvag1nal prurnus) 

+ lncrHSl!d bk>od prt'SSUI? 
Jl"(r�ose 1n liver en.tyl'lltc") {GGT, -'ST anCl AL11 
Itching. rash or tuves (urtic:an•. rash. ,ash macular. rash papular. pru,1tus) 
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Rare sldeaffects(may•ffect up tot In t,000 people) 
Swelling of the eyehd (eyelld oedema) 
Swelling of the lip (lip oedema) 
Small pu,ple spots on the skin (purpo,a) 

8e1m1ga is available in aluminium-aluminium blister in padu coniainmg 
10, 20, 30, 60, 90 or 200 tablets and In htgh density polyethylene (HOPE) 
bottles with chrld•1esrstant closures containing 90 rablets. 

lnflammanon of small blood vessels ma1n)y affoctm9 1he skin 
fleukocvtoclast,c vascul,tis). 

Not au pack ifzes may be avaiable in your counuy. The bonle may nor be 
available In your countty. 

ff you get ony s1de etfects. talk to your doctor or pharmacist. Th1!. indvdes 
any possible ude effe<ts not li�ted ,n this leaflet. 

s. How to store 8etmig• 

J<eep this medietnc out of the s1gh1 and reach of child,en. 

Oo no1 u� this medicine after the eJ1p11y date which is staled on 1he 
canon, blis1er o, bottle after EXP. The expiry date refers 10 1he Ian day of 
that month 

Thrs medicme does not require any special storage conditions. 

After fil'!>t opening of the bonle, the t<lblets can be stored fo, 6 months. 

Do not throw away any medkines vra wutewater or household waste. Ask 
your pharmacist how to 1hrow away medkines you oo longer u�. These 
measures .,...,II help to protect the environment 

6. Contents of the pack and other information 

What Betmi9a contains 
The active substance is mirabegron. Each tablet cont aim 25 mg or 
50 mg of mirabegron. 
The other ingredients are: 
Tablet core: Macrogols. hydroX)'propykellulose, butylhydroxytolvene, 
magneslvm stearate 
FIim-coating: Hyp,omellose. macrogol. iton oxide yellow IE 17 2), Iron 
oxide red (E 172) (25 mg 1ablet only). 

What Betmlga looks like and contenu of the pack 
Betmigc, 25 mg prolonged release lilm-co,Hed tablets are oval. brown 
film'.coated tablets, debossed with tne company logo and •325�on 1tie 
same side. 
Bermiga 50 mg prolonged releasefilm-coo{ed 1ablets are oval, yellow 
film-coated tablets, debossed wi1h the company logo and "355"on the 

same sk:le. 

Mark�ting Authorisation Holder and Monufocturer 
Astellas Pharma Europe B.V. 
Sylviusweg 62 
2333 BE Leiden 
The Netherlands 

For a,ny inform,ltt0n about this medicine. pledse conrict the local 1epresen1at1ve of the Marketing Authorisatmn Holder: 

France Romilnia 
S.C. Astellas Pharma $Rt. 

&elgiti/8elgique/8elgien 
Astellas Pharma B.V. Branch 
Tel/Tel: +32 (0)2 5580710 

Astellas Pharm.i SAS. 
T@'l:+33(0)1 55917500 

luxembourg/1.uxemburg 
Astellas Pttarma 8.V. Branch 
8('1gique/8elg!en Tel: t40(0)2136104 95/96/92 

6'b11rapM11 
AcTenac (l)aoMa EOOA 

Ten� +359 2 862 53 72 

Ceska republlka 
Astellas Pharma s.r.o. 
Tel: f.420 236 080300 

Oanrno1rk 
Astellas Pharma a/s 
Tlf: +-iS 43 430355 

Oeuts<hland 
Astellas Pharm.i GmbH 
Tel.: f.49 (0)89 454401 

Eesti 
Aste:las Pharma Europe 8.V. 
Hollmd 
Tel: •31 {0)7154557<:5 

- U>.Ma 
- Astellas Pharmaceullc:.Jls AEBE 
- Tri�:.,.30210 8189900 
-

- Espana 
= AJtell,uPharmaS.A 
- Tel:•3<:914952700 

h•land 
Astella� Pharma Co Ltd. 
Tel: •353 (OJl 4671555 

Island 
Vistorhf 
Simi: +354 535 7000 

IUlia 
Astellas Phar� S.p.A 
Tel: +39 (0)2 921381 

KVffpO( 
Astellas Pharmaceuticals AEBE 
Tr}).: +302108189900 

Latvlja 
Astellas Pharma Europe a.v. 
Nidertande 
Tef:-t31 {0)715455745 

Lietuv• 
As1eUas Ph.irma Ewope B .V 
Nyderlandai 
Te!.:+31 (0171 54557-'5 

This leaflet was last revi5ed in January 2013. 

Tel/iel: +32 (0)2 5580710 

Ma9yarors�g 
Astellas Pharma Kh. 
Tel.:+36 1 5778200 

Malta 
EJ. Svsuml Ltd. 
Tel: ♦3562144718' 

Nederland 
Astellds Pharma 8.V. 
Tel: +31 {0)71 5455745 

Norge 
Astellas Pharma 
Tlf; +47 66 76 46 00 

Osttaelch 
Aste/fas Phauna Ges.m.b.H 
Tel: +43 (0)1 8772668 

Polska 
Astellas Ph.ltm.i Sp.z.o o. 
Tel: ,t.48 215451 111 

Portugal 
Astellas fdrma. Lda. 
Tel:+351 214401310 

Sloven/Ja 
Astellas Pharma d.o.o 
Tel: +386 14011400 

Slovenska republllca 
Astellas Pharma s.r.o. 
Tel: +421 24444 2157 

Suomi/Finland 
As1ellas Pharma 
Puh/Tet + 358 (0)9 85606000 

Sverige 
Astellas Pharma AS 
T�: -t46 (0}40.650 15 00 

United Kingdom 
Astellas Pharma lid. 
Tel: +44 (0)203 379 8700 

Deti�ed informarion on 1h1s medicine 1s available on the European Medicines Agency website hnp,J/www.ema.europa.eu. 
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