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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986

The medicine is dispensed with a doctor’s prescription only

Betmi ga”” 25m g Prolonged-release tablets
Betmiga“” 50mg Prolonged-release tablets

Composition:
Each tablet of Betmiga 50mg contains: Mirabegron 50 mg.
Each tablet of Betmiga 25mg contains: Mirabegron 25 mg.

Excipients - see section 6 "Additional Information”

Please read the leaflet carefully in its entirety before
using the medicine.

This leaflet contains concise information about the
medicine. If you have further questions, please ask the
physician or the pharmacist.

This medicine has been prescribed for the treatment of your
ailment. Do not pass it on to others. It may harm them even
if it seems to you that their ailment is similar. The medicine
is not intended for children under the age of 18 as the safety
and efficacy of Betmiga was not established in this age

group.

1.What is the medicine intended for?

The medicine is meant for treatment of symptoms of an
overactive bladder.

Therapeutic group: Beta-3-adrenoreceptor agonist.

2.Before using the medicine.

Do not use the medicine:

- If you have hypersensitivity (allergy) to the active
substance or any of the additional components which
the medicine contains (see section 6).

- if you have very high uncontrolled blood pressure

Special warnings regarding use of the medicine:

Consult your physician before starting of treatment:
- If you have difficulties in emptying your bladder, if you
have weak urine stream or if you take other medicines

for the treatment of an overactive bladder such as

anticholinergic medicines.

- If you have abnormal liver or kidney functions. Your
physician may need to reduce your dose or may guide
you not to use the medicine, especially if you are taking
other medicines, such as Itraconazole, Ketoconazole
(fungal infections), Ritonavir (HIV/AIDS) or Clarithromycin
(bacterial infections). Tell your doctor about the medicines
that you take.

- If an ECG test (tracing of the heart's electrical activity)
shows an abnormal result called QT prolongation or if
you take medicines known to be capable of causing this
condition, such as:

- Medicines used to treat arrhythmia, such as: Quinidine,
Sotalol, Procainamide, Ibutilide, Flecainide, Dofetilide,
Amiodarone.

- Medicines for treatment of allergic rhinitis.

- Anti-psychotic medicines (medicines for treatment of
mental illnesses) such as Thioridazine, Mesoridazine,
Haloperidol and Chlorpromazine.

- Anti-infective medicines such as Pentamidine,
Moxifloxacin, Erythromycin, Clarithromycin.

Mirabegron may cause your blood pressure to increase
or make your blood pressure worse if you have a history
of high blood pressure. It is recommended that your
doctor check your blood pressure while you are taking
Mirabegron

If you are currently taking, or have recently taken,
other medicines, including non-prescription medicines
and nutritional supplements, tell the physician or the
pharmacist. The physician or the pharmacist should
especially be informed if you take:

- Thioridazine -medicine for the treatment of mental
illnesses - the physician may need to adjust the dose.

- Propafenone, Flecainide - medicines for the treatment of
arrhythmia - the physician may need to adjust the dose of
these medicines.

- Imipramine or Desipramine - antidepressant medicines
- the physician may need to adjust the dose of these
medicines.

- Digoxin - medicine for the treatment of heart failure or
arrhythmia - your physician will examine the medicine
levels in your blood. If the medicine level in your blood
will be out of the required range, the physician may adjust
the dose of this medicine.

- Dabigatran etexilate - a medicine which is used to reduce
the risk of brain or body vessel obstruction by blood clot
formation in adult patients with an abnormal heart beat
(atrial fibrillation) and additional risk factors. This medicine
may require dose adjustment by your doctor.

Use of the medicine and food: The medicine may be taken
with or without food.

Pregnancy and breastfeeding: Do not use the medicine if
you are pregnant, think you may be pregnant or planning to
have a baby.

If you are breastfeeding, you should consult the physician or
the pharmacist before using the medicine. It is likely that the
medicine passes into your breastmilk and thus the physician
and you should decide whether to use the medicine or
breastfeed. Do not breastfeed while using the medicine.

Driving and using machinery: There is no information
indicating that this medicine has an impact on the ability to
drive or use machines.

3.How should you use the medicine?

Always use according to the physician's instructions.

You should check with the physician or the pharmacist if you
are unsure.

The dosage and treatment regimen will be determined only
by the physician. Normally, the usual dose is one tablet of
50mg once daily. If you have a problem with liver or kidney
functions, the physician may need to decrease the dose to
one tablet of 25mg once daily.

Do not exceed the recommended dose.

directions for use:

- The medicine should be swallowed as a whole with water.

- Do not crush, split or chew the tablet, as it is intended for
prolonged release.

If you have taken an overdose by mistake, or if a child
has swallowed some of the medicine by mistake, refer
immediately to a physician or the hospital's Emergency
Room and bring with you the package of the medicine.
Symptoms of overdose may be, among others, forceful
heartbeats, increase in heart rate or increase of blood
pressure.
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If you forgot to take this medicine at the designated
time, you should take a dose immediately when you
remembered it. If you remembered to take the dose less
than 6 hours before the next scheduled dose, the missed
dose should be skipped and you should continue taking the
medicine at the usual time. You should never take two doses
at once!

If you miss several doses, tell the physician and act according
to his advice.

You should adhere to the treatment as recommended by the
physician.

Even if there is an improvement in your health condition,
you should not stop the treatment with the medicine
without consulting the physician.

If you stop taking the medicine: Do not stop the use of
Betmiga early if you do not notice an immediate effect. It
is possible that some time may pass before the medicine
impacts the bladder condition. You should continue taking
the tablets and should not stop using of the medicine
when the bladder's condition improves. Discontinuation
of treatment may cause a return of the overactive bladder
symptoms.

Do not take medicines in the dark! Check the label and dose
each time you take a medicine. Wear eyeglasses if you need
them.

If you have further questions about the medicine's use,
consult the physician or pharmacist.

4.Side effects.

Like with any medicine, the use of Betmiga might cause side
effects in some of the users. Do not be alarmed by reading
the list of side effects. You may not suffer any of them.

Discontinue the use and contact the physician at once
In case of irregular heart beat (atrial fibrillation) the use
of the medicine should be discontinued immediately
and treatment must be sought. This phenomenon is not
common (may appear in 1-10 users out of 1,000).

If you get headaches, especially sudden, migraine-like
(throbbing) headaches, tell your doctor. These may be signs
of severely elevated blood pressure.

other side effects:

Common side effects (may affect 1-10 users out of 100):
= Increased heart rate (tachycardia)
= Urinary tract infections
= Nausea

= Constipation
* Headache

= Diarrhoea

= Dizziness

Uncommon side effects (may affect 1-10 users out
of 1,000):
= Bladder infections (cystitis)
= Pulsation, heart pounding (palpitations)
= Vaginal infection
= Dyspepsia (indigestion)
= infection of the stomach (gastritis)
= Joints swelling
= [tching in the vulva or vagina
= Increased blood pressure
= Increase of liver enzymes (ALT, AST, GGT)
= itching, rash or hives.

Rare side effects (may affect 1-10 users out of 10,000):

= Swelling of the eyelids

= Swelling of the lips

= Swelling of the deep layers of the skin as a result of fluid
accumulation, which may affect any part of the body,
including the face, tongue or throat and may cause
breathing difficulties (angioedema).

= Small purple spots on the skin (purpura)

= Inflammation of the small blood vessels in the skin
(leukocytoclastic vasculitis)

= Inability to completely empty the bladder (urinary
retention)

Very Rare (may affect up to 1in 10,000 people)
= Drastic and severe increase in blood pressure
(Hypertensive crisis)

Not known (frequency cannot be estimated from the
available data)

* Insomnia

= Confusion

Betmiga might increase the chances of you not being able
to empty the bladder if you suffer from an bladder outlet
obstruction or if you take other medicines for the treatment
of an overactive bladder. The physician should be updated
immediately if you cannot empty the bladder.

If a side effect appears, or if one of the side effects
exacerbates, or when you have a side effect not mentioned
in this leaflet, you should consult the physician.

Any suspected adverse events should be reported to the
Ministry of Health using an online form in the Ministry of
health home page www.health.gov.il or by using the link:
https://sideeffects.health.gov.il/

5.How to store the medicine?

Avoid poisoning! This medicine, and any other medicine,
should be kept in a closed place out of the reach of children
and/or infants, and thus poisoning will be avoided.

Do not cause vomiting unless explicitly instructed by the
physician.

Do not use the medicine after its expiry date (exp. date)
which appears on the package. The expiry date refers to the
last day of that month.

Store below 25°C, in its original packaging.

6.Additional information.

In addition to the active substances, the medicine also
contains:

Tablet core:

Magnesium stearat, Butylhydroxytoluene,
Hydroxypropylcellulose, Macrogols

Tablet's coating:

Hypromellose, Macrogol, Iron oxide yellow (E172),
Iron oxide red (E172) - present only in Betmiga 25mg

What does the medicine look like and what are the
contents of the package:

Betmiga 25mg - prolonged release coated tablets - oval,
brown tablets, debossed with "325" and the company's logo
on the same side.

Betmiga 50mg - prolonged release coated tablets - oval,
yellow- tablets, debossed with "355" and the company's logo
on the same side.

The tablets are in a blister packs, and the blisters are in a
cardboard package.

Name and address of the registration owner:
Astellas Pharma International B.V., Rosh Ha'Ayin, Israel

Name and address of Manufacturer:
Astellas Pharma Europe B.V.
Sylviusweg 62, 2333 BE Leiden, The Netherlands

Approved in: 08.2016
Revised in: 08.2024 according to MoH guidelines

Registration number of the medicine in the national
Drug Registry of the Ministry of Health:

Betmiga 25mg - 153-46-34104

Betmiga 50mg - 153-47-34113

dagall 8 oAl 88
(ALT<GGT:AST) 2SI ey 33) ubym gl -
L5J":" J‘ Cdja sé& L

H AREERRI % e Yun LR PR RPRURSYS - B ST P UV EQ P I
Cidal) el -
Ol el -
S B ) el gl o8I Aa Al 8 Aeal) Gl Flaw)
Ayl @lld g ca gl 5l Gladll can gl Glld 3 Lay el ¢ 3al 23S e
(Rile 5 Aad5) el A Gl s Chaad
(B8 ) Al o dudiy 3 jin Ll s
b Bl due V) Cilgl) Aall L85 pall 4 sedl) due V) Gilgill
(L
(sl oelial) JalSIL Bl 580 e 5,0l axe

(arina Ve v daal ) gl pgda) an 0l Agila Gl e -
(Hypertensive crisis) pall laa d dla 5 305 g lés )

g s g swds Lls G2l e -
SoY) -
el )

Slawsil (ya cagle 13 Bl £18) e o, axe Jlaial (e lagaly 3y 5 38
Jba) a4 Tl da g Ml Al ol Jlim e Jla b )
AL &1 dleUniney (5 ol 13 1)) 58 apall

o Ll daniladl (ol je Y1 aad oy ol daniladl ol je Y1 aad bl jela 1)
5Ll elle Caad s pdill sda (A S 6l ils (e e cile Jla
Cuall

Dkl 23 saill Aand 53 Aaaall )35 dpils gl el Ge gl SV
Aaall 5l s sl At Aniiall o 3 g sall dpila al el e gl
bl ) miesi 3k oo sl www.health.gov.il
https://sideeffects.health.gov.il/

o1l (p3AS g S 0

O 1am Glae lSa 8 AT 6150 (g5 el sall 138 Lads Cany faansl) g/ i
anily pgtilial (salil dlld g a1 i/ 5 Jib Y1 sl Jsliia

sl e Ay pea AL ) s 58 g/ s Y

(eXp.date) :\.AAM\ el GJJU eliagi) aay ;\j.\l\ Jlaxicd Y-SR
el Gl e sy HAT I el A Slall eletil & )5 5 sl e (5l

Al Al A3 Aa 0 YO e 03 Y 550a Aan (B Al sy

Adla) claglea v

tsle Wil o) gall (g singy Alladl) o) gl ) AELYL
Al Al
Macrogols, Hydroxypropylcellulose,
Butylhydroxytoluene, Magnesium stearate

Hypromellose, Macrogol, Iron oxide yellow(E172)
Iron oxide red (E172) — ki ila Yo Laoahy A b ghy

) s sina 94 Lag sl gall 9o S
o (IS (5 pan B -Jshae g at) Aallae yal A - gl YO Laaty
Stlal i 8 AS N a5 "325" Wl ek« W

Jieal (JSall (5 pmn g B - shae g adl dlas al AT 1ale 04 Lagals
el (i 84S 58l Jledi s "BE5" AN jeday sl

S e JAIs m 8 il d e al A1 i

) gie g Y] alia aud
e Jb sl ) Lejld Sl
S8l ealaa

1400 gis g giial) ol
Astellas Pharma Europe B.V.
Sylviusweg 62, 2333 BE Leiden, The Netherlands

08.2016 (& e ddadl &
daall 5l 55 el o 50 08.2024 3 Walae) o

Aaall 159 A assall 4001 S B o1 gl Ja ad
YOY_£TYEY v g - ale Yo Ly
VOV_EV-TEN VY - ala 00 Lanaly

;\)ﬂ\di%cﬁﬂ\mﬁﬁﬂ\o&&\:\m@&;\ﬂ\dﬂ_ﬂid.&iw
Omaiall ST jaiada

170373

Sl st of plalaas i€

oAl e L dlexinl) J8 sl Sl Calall 5Ll i R ye S 1)
u@ﬁbjuiw)ssoiqmwmyy\f?yn%gjc\jgndsz;ﬂoi
Jlanind A debia )l ey Al am 53 () 5l ol sall Galeaiaiinn € 13
L) sal)

e el 1l ) il sbea s Y seliSlall aladiad g Alud)
S Jlexind 55 ) 338 e 5 )l

Co)gall Jardid CAS ¥

Ll Codall ol ) s o) 5al) el cany

bl e sf aall G plaiul) dlle T 5 ¢S5 213

Lasiall de pall Canlall U (e 8 JlewinY] 46 5 400 520l e yal) 2aaias
Ao o (Aot S agll (B3aal 55 e dla 00 e 2aly pa B o8 Bale
a5 el de jall paia ) Jlo o gy 288 (KN i Sl dida s
sl G525 e ale YO (40

M2 peasall Ao sl Sgan Y

sdlaxiay) Culald
oLl g DS ol ol iy -
Jsha

g #1931 Jika aly 130 of o1 9al) Jlaniad A Uaddl (3330 oo cada 0 130
sl e kil b (sl shall 40 e ) i qundall ) s sil) and

iy @l L Ly il jiall e jall gl e f 05S5 08 Gles ) sall Ade jliaal s
el gl sl il iy ey b g i) iy 8 B

sl e de all J5ls gl cdaaal) cB gl b gl gal) 1A gLl cusad 1)
L) i) A0 A o) J8 e el J sl o S5 Alla 3 ellyy o (S35 xie
b el sall 5 Alal o s il e all e IR Cand el T e JiL
) Ilie ey 5 Ul e g sian Al V) ye) sl
Asibai al s elly ulall als cle ja Bae Jls s 13

bl 8 e 4y e sal) 23R e A ghaall g
RERTT (b S W

TSl 13 1580 Ll Sl (e i35 Y 1) gl (Jgl8 o g5 1)

Ua e s i gl Gians o0l 30 v 5 55,5

sie o) gl Jlaxind o a8 gl my Yy Gl 51 gl Alual go clde 435l
L gl el Hselasale) ) 3l pe @l (a5 8 Al Ala s

LAlial) alis

Ao pall e 2SU 5 o) sl e il cany JAaiall (8 3 50) J gl Y
3 e a1 Agdal) ol Uil aaa o sall Lgad 5L 3 ye IS 200 sl
tamall sl cadall s el sall Jlaniad Jsa (5 al Al el cul< 1)

Al G 291 ¢

G Al m el seds ) Lty Jlasil oy 38 ¢ AT 50 6f e
O had ¥ 8 Aplal) Gl ye Y Al 3e) 8 vie BIE Y Cplexiuall (any

10l e Gl da gill g ¢ gal) Jlarind o B gl cuay

Jloniad (e <38 5l ang (21 Olia ) Q) il juim Qs e Alls 3
@ el 38) Aaild ye 5 _alall s oSlal) il as il 5 sl e ol sl
(Ve Om e plentins V0o

) ABEE 4nty lad g laa (IS 13 aald (g laa e Culle 5 Cuan 13
58 &) (S 1368 g aem iy el Al (Gl b <l e Y)
) Jaramy aal i ) () dise

(oAl duila (el

AV Om O Olariann Voo gl el Aaild Auily bl e -
(BN Dy o g ) ) L i Ao g gl )
Aol Sl & g5
ole
el =
&\A...a-
Jlgsl =

J\JJI

O Oalartiens ) on) gl pgdi) dadld e iy ) e -
:(\s~~~ Sual

(Al gall) il &l -

(Odia) 358 8 s B il yum m

Jugall aglim

(e L snm) paingl) s =

3amall gl =

Saalaall Flasl -

Y4AT (Q\M)MM\M\%&M%SJ&S

Laid e diia g on gay o5l (3 5m

sha ot it pal il Zla YO lagaly

sha it il paldl Rla 0+ lagaly

HEEp

Usoaxl e -Mirabegron 50 mg :le gle 0+ el pa B S (5 5iny
2 O

Csoawlwe -Mirabegron 25 mg ile @le Y0 ety pa B S (553
e Yo

Masilin) il glaa T oand) et — Aladl) @ 3 gal)

152l elilanion) S8 Lgiiled a Claaly 8 il 1)

Al el clS 1Y o) sall e 3 sa laslra o 5 il o3 (5 sial
gtiall sl culall Y a5 Al

oed Jmal) iy 38 lly 0y a3 aband Y shin pa g Slal 65l 138 Ciaay
Alda e e sl pedl Gl 1 1Y) s

e g AaDls aas a2ed 15005 L VA Jin 090 JUb Ganada y ¢l sl
A yend) 454 o3a (o0l Laaly

S8l 9dll paady oo ¥ L)
Al Bl Lo i (ol el 3l pavadia ¢l gl

Al oY) ¥ Uy et jiaa rdaadlall Auadl)

98l Jlaxil g8 ¥

o) gl Jlarins) Joaa ¥

o) sall LS ya 2a Y gl Alledl) salall (R ) Apusbians Glial chaa 5 1) -
NSRRI FPRERY

5handl JE e s dle po daaa el IS 1Y) -

10 9l Jlantioaly (3lati duald &f pdad

bl Ay J canlall 3 Ll g
b sh U Gl gl (385 S 13 (Al ¢ 8] &y g el cilS 1Y) -
salmall 4y 501 e Aabiall i Ja 53 - Mhal (5 A 4y ol Jewtiast i€ Jls
bl dads e QS AR ) AS A 5 (e (il St S 1Y) -
13 ali el sl Jlaniad ade dlia qallay o i dejall (it ) dlle
(s b S gl5) U5 35S S e 5 3580 i) e (5580 Ay gl J gl
s NS S OWV/(HIV) Lol Aeliall el (a5 58) s
Ll ) Ay W) I elinda g Gaal elle (o sisa sK)
Ll Qi) (L. @ll) il 4y 5eS Jahada (s A Cijela 13) -
IS 13 QT e sl (o 535 A (lill 3Ly 5
2B o e el o3 ey condil) e Alainall Lo i yad 4 gl
el e oS tia o) alas Ul ol Aallad 4 50Y) -
sl s 2l 53 (A culi syl (el 5 )
gl A el L) 45031 -
(O 5 e (Apmsdil) Gial ye¥) 2 Bad Ay 5a¥1) ladll saliaall 4y 5aY) -
(sl s st sla (0l ) e
Ot s 5 ) ¢ Ol laansS g ¢ paalitty Jie gl = Blal 4 g0l -
e R )AS 5

T Q88 ) g2 o (Saall o sf Glial o) Tz o185 ) o sl ey 8
Sl (andy o (a s pall Jaka Lo i (e g lial (IS 13) @il o)
o) sl Lgd 5l ) 55l 8 el aall aia

il A a1 QY A ey g AT A g0l 10A0 cl gl 13) gl (J gli ciS )
RGN al) S quulal) HaAld (Au)ial) il g s dda g ¢ g L el
2ok s 1) Jsall g cusdall JLAS Gy LS

Fae Do ) o an gy 38 - Gl (gl ) 2l )5 - il s -
Aeal)

sl o sy 38 - Q) i il laal el 50l - Sl (o gidlys oy -
590 638 Ao ja e cankall

bl e gy 38 - QLSO Baliae 4500 = (el sy sl (el eyl -
_Q.JJJ‘Y\ oda A.GJA L;m

Ot = Q) a5 il ylacal ol ) B 2B o 5 - S gan -
oA ) 8 e sall (5 gia o i 13 tlad A el sall (5 gine Slinla
Lelsall 138 de ja Cuall 253 N cad st el (3l

8 Ayseall llalall IS5 Hlad e Jliy 6] 90 - DS) of lals -
e Osibay Gl lll) (sl sl 3 gf gLl 8 By peal) e )
s B g AT ha dalse s [0 lin ] QA i) el
Lehsall Ao ja Aee caphall e

Al s b e el sall Ol Say 1013801 g £ gl Jlantina

Jala il (et i€ Slala S 13 61530 Jlaxine) giad Aol sl g Jaal)

4006760



