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Lactose monohydrate, calcium hydrogen phosphate dihydrate, ammonio methacrylate
copolymer (Type-B), talc, silica colloidal anhydrous, magnesium stearate.

.DITTYN W "M NE7N ,D0P-127 TV 27 Yava ,n71ay 01720 TR DIN ANl ASInN DRI TYD

.(0mvo'7a) nirwana nir7a0 30 N7'DNN 1V NTIINA NPDION NOINNN IATMIXRD 210

.72 12,2349 7.0 ,n"ya NNIXD TN (NI DIYRAA 7va

TN, NP0, TRARTA ,N"YA INIRD ITIANIRK (X

.2025 7982 1w

178-95-38204 :nix'1an Tiwna 'M>7ann NISNNN 07192 N9INNN DIY™M 190N

.D'IMN Y 127 NTYIM N9NNN NRT R 2V 0T IW72 non AT 7y ,ARMPN D707 NIvwen nwh

MEL PRT PIL INVP 04_25

Ol s 53 SO Baliae Ay ol ¢(Fan s i) V) Clabiae (Jia) clipaiblaliv gyl cilladia () il e clesyl
Jsasll g

O 555 mand g 5 bl ) Jie el Jha g Hinll Aluad e Gl a5l eatl 5 A :‘rufb Sl g jial) o

(SUESY) 2 3ad) (el ) 5 (bl Z3lad) (a5 o

alatall g &1 gall Jlaatica)

pladall o g ey ale 2 el i) o e Il g

Jeastl gl g ¢ gl Jlantin)

)5l A ad (e JBy J5asl) (Y el 2 2l gh) 0 5e Jgli day 5 IS 5l U8 Jsasl) b e Y

) glayly Jaadl

M ye i€ e of cpl glas sl Jalas i s Slala i€ 13) e 2 2l 1) (45 500 lantios ¥

Lol 138 Jlesind J8 Aol 5l Caplall 5 )Ll cany

lislal) Jlaninsd g A3lacad)

Jlexin 558 & 5 ylaall cliSlall Jais 5 (35 D (JSEN 13 e o sall 5313 eladl) a8 ale 2 2l 53 (4 53000

) S (Jaal sie (elad (e lad S 1) e sall

gl gall il ja lany oo Aala Claglea

kel Al (ool Gnsnsnd Jad 3 oy 38 (o) o( LSl (g g 58) 550U ol pam sise o (ssing dle 2 20l 5h) (i 5Dlae

Lol sl 13 By el U el 5Ll Cand g <l S Jan axe @bl of cagdall @ pal 135 S0 cauliall

fo) gl Jariud S 3

Cras Al sall Ao el e 1S 0S5 A 1Y) Janall o capdall 5 5Ll elle caplall Ciladed Can gay oo o sall Jlastios) cany
Lol sall 23l 4

(st Bale Aadial) A sall Aol Jadd Culall Ladadaa 2 Olal) 288 5 35050l el

13 oo 23 Y sadde jalloda o daglaall (Say il () Aol o sill 05 8 ISV 2my o(ie 2) psal) (8 2a) 5 (a8
Lo 271 2 Q8L 13) 5l ) nd puany a1 13 el B 5L Cany 2 g

L asall Ao all gl pdad

pladall A g ey JalSI AlSE o) ol oy Cangy linmall 5 smy Y sdberia) AudsS

o=l e gl el e Y

sl (g el de a J5l (Sae s g puly Jauall o ulal) daal o Glilad a3 (e ST Al 93 4y Und ol gl 13)
) il el llany S8 gy

mal s i) b (s lshll A8 ) sl cuall 1) 105 a2 g ek g gal) ady alg al8 1) gf Adasda d il sl 1)
o) sl 35 e

D Y S Jual 5 &5 saliie V) Aadll de i ciy b sl U8 o A 5 La il J i gl gal) J gl o 3]
) o ol Laie 3l e e glaall Gang

Galel e sii e dlad Y a3 e Sl Slad IS8 23l Gl die L il e aled Y ) gl Jgl oo g 1)
e 2 2B gyl (i 5 g Mall sl aay sy

S 1Y) Agdall cl JUBT aula 3199 b J Ui B e JS (B Ao jadl (e SUy (ualall ol M) B Ay ga) gl e Y
el Aalay

small g qulall jaiuld ool gl Jlexind g ALl Abind bl ¢ g 1)

Ll ol Y 4

Al 5 B vie GG Y Cplasioall Glany die dgla Gl el o s ) e 2 aalhgiy) o4 5i0he sl (525 38 cel 50 gl Jie
oo aaly gl e Al Y 8 Al (al e Y

() 8 el o) a4 g 13) undall () 1358 A sl Jlania) e i g1 e

11,000 O (1 Crlariess 1041 die glsS (2 ef - (Uncommon) Axild & dila Sl e

aall il e

1986 - 1I"nwnn (D"1'wON) D'NFINA NIAPN '9Y7 XY 17V
7272 91N DWIN 19 7V NIwn n9INNn

a"n 2 an'x iu'n
IYinn ANNnw1a nir'av

I'7'yo WnIn
107 A" 2 27'on N0 D
(Melatonin 2 mg)

770 7y 21wn yTN" 2 qwoa a1 "qon yTn" 6 9o nNX1 'wdna nmMal7NI 0f2'yo '7a pnin
"nonnn 7w oranannn

37 W' DX .NOINNN 7V MN¥AN VTN 790 0T |17V .N91NN2 YNNYN DIV 1910 TV [I'7VN DX [I'VA ’)?
.NPNN IR IR X9NN 7R 119 ,NID0N NI7RY

'XIDIN DAXN D 7 RN DX 17'9X DN 7'TN7 N717V X'N.DMINKR7 NNIX 1'AYN 7R .)112Y NNYN T N9INN
i

.55 7% Jyn oMaln? nvim noinnn

?honnn nTvI'm nn% .1

9120 T 7Y DXIMN 01Ya0 DRIMIIN NXRPT? 1"Y A" 2 TN 110na 7'von minn L 11o'mn
[IY'7 IR DT'N? 'WIR N1 TIT) NIIWKRY NRNI01'RA ¥R NNV 719'0%7 wnwn 2" 2 Tnain'k 110'm
.N7uni 55 1 0™ina (DTN NI'Y NIDR IR N9

.N20 IX 'Y ,'RIS 2¥N 12D ,NNITA N2'ON D'V DI'R DN TWKRD 'DMIYXRYD DTN NI'YR TIM
.90 T 7Y WD [INNIN IN'0NI9IN AXIAY

N9NNA vin'v 1947 .2

:ON N9INN2 WNNWAY? 'R
NN'WI7) NDNNN 17N MWK D'9011N DADINNA TNX 757 IX 110710 7'v9n MiIN? (117K) v X
770 2y 21wn yTNn" 2 qyoa X1 LP Md J"qon yTn" 6 9'wo nXY KIX 0'7'W9 'M7an Dninn
.("noNnn 7w n'anInnn

N9NN2A YIN'WY? NIYANN NITNIM NNATX

:OX X917 190 ,2"n 2 TNAN'X 110N 719'0A 19

.("nan " 9o ') NP IR MDA NK ¢

1271 K7W |11 ,Y701m 1'R 178 D2¥NA A" 2 TN 10702 WIn'wn .07 IX TAD Ni'van 7110 X ¢
.N172 IX T2 NI7Nn Dy D'WINA A"n 2 TR 107 7y 0pnn

.0'n'on 0107 NI70-101INN 7210 NNKX *

(17w 10'n N>WN T 7Y pNIm 910 N2 N7NN) NMIKRIVIX 17NN 7210 NNX ©
TNAIN 07N 7Y DFNN 1DY] K7W I Ly'min 1'K 178 DAxYN] A"n 2 TN 10N wintuin
IMINRIVIK NI7NN DY D'WIRA A"n 2

[12> NI N2'NNN NI7'WO Yyxa7 N7102 Yiade 717y 271 nimnw' ona? 71ty ' 2 Tnan'k 1u'm

[("nnpna wim'wi narna” 9'wo nx1) narm

IR 107 017V Pa0N [wya DY (I, 2 TR 107 7Y nyoswnnn N'NonY? 717 1wy

.Ta01 'i0'nn pe

VT NYRENIPN X7 DAY Nnwoswnw i 00w 18 Ty 0 7'an 0177 n9INnn NR NN7 'R

NIMOINN "2 NRRAN/NIYZRI0IN

7V 190 ,NITN '90IN1 DWIN X'77 NISINN 7710 NNNK NISIN ,NINNKY? NNPY DX IX ,NPI7 ANX DX

:NPI7 DNXR DR NPINN DX IR KONN DR YTU7 U TN .NpinY IX X9N'7 72

,(0'TXMI0D |12 V1Y NI'YAA 719'07) DI7RI109 ,(N'MM9-N1TII0 NYIDNAI [IXD'TA 719'07) 'ARO7IAITD *
DMIN'TA 719'07) 'X'ONX9MI DAIZIMIPN NNDYNN NIP'VIMMYLVIR (N7 2D 719'07) |'T'un'o
['OTRANQINPI ('917N *22I0In 719'07 NIDNNA IR [IND DY Ni171722 0''p) 0aNVoX L(D'PT'N
.(N'097'9x1 719'07)

YN'7 NI0'I7 NIN'IoN NISNN L[I2d DTN D'V0NIAVIND IN D'VONIARN NNDYNYT NIDY'YA NI9SNN ©
NNOWN7 NIDM'WN NIDIAN ;DT YN7 NTINZ NI9DNN X2 WTIA NNNONY? NI9INN DTN 22 YD T 72y 0Tn
0'2'T17200N9-20yn ;0'MO7 NNdANNA 719'07 NIDINN L|IAD D'VUMOINN D'VOIAVIRD IX D'V0IIANND
S2IN1DYRI 191090 L [IND'T TA1 NIDNN L (D' T'RNVO DI'RY NP7T *Ta1 [12D)

71917 DTO'IT, (17977 (120 ,0''OTRITITIAN NXIAPA [I'KY NI'W NXIWA? NINNK NIDNNIDR'OTRITITA °

(JIX2* T2 719107) "AXN9'ARI (NNDITD0A 719'0Y7) 'TRTIM ©

It 29NN YIn'y

.NNNKRNKRYT 2" 2 TR aIu'm 7101 v

2IND7X NdMINI N9INN] YIN'Y
NI IR N'NON 7INDZRAY 111,21 2 TNAI'R [11071 N7'01 MNR IX 17002 ,197 2IND9R NINYY 'R
.N9NNN

O AhIN[Rh!
.71 IN NNNY 101N L[N JINY NAYIN [N DX DX A" 2 TNAI'KR 110702 'UNNun X
.IT NONN2 WIN'WUN 1197 NPNA IR XKON2 YVI7 W

NNIDN YIN'YI DAl
NP 7'YON IX ANIN 7R )7V NO9INNN DYDY IT DX NIMRYY? DMa7 717 A" 2 Tman'x io'm
.X9IM2 YVII'D ,NDUNNN NINIRYM 7210 12N DX .N9NNA YIN'Yn NT2 NIdIoN

N9NNa 7¥ nranInan 770 7 a1vn yT'n

079100 7¥X N'AN7X NAANYT DNAY 7170, (1010 7w 210) DRAT'NNRIM TIVPY? 7o A" 2 TNAI'R |11V'N
1197 X91M2 YVII'N7 W' ,0M'I0N DN107 NIZ0-'K 17 W'Y KON T 2V 17 10Nl DX .TI0j777 D'wnn
T N9NN2 719'0N N7NNN

?09Nna wnnwn 1O .3

Y2112 NIV 'R DX NPNN IX KD DY 7ITA7 17V .X9NN NIXIINY DXNN2 TN N9NNA WNNwn7 u*
.N91NN2 719'0N [9IX7I [11'Y

ININ 775 0T 721N 1'an . T2%72 XN T 7Y 1vapt 719100 [9INI [11'AN

NOIPN wUNY7 0T [1'2 T'ANNY N1 .N1'wn Nyw 197 nivw 1-2 '221kn Anx ,(3"n 2) or'? nnx 0710
.01I' 21 ANX7 NMMNN IX NNSNWN X7 NWAIN DX X9N2 yvirn? v .niiw 13 1y v

JX'nima nana 7y 2y 'R

.NNINXN TNX NNIN7Y2 N9NNN DR V1727 v loy'77 'R :wim'wn DI
.N'"720N DR WINDY IR NIXNY 'R

ANI' D122 121! N7'01 IYWORN DTN NPT IR X91N7 NID7 77V ANI' 21aa [1' NIyva N701 DX
.Yowiun win? 17 nmat 2wy ynimnn

1986 (<l panica) Aalual) dakiil cia gay dllgiocall s § 4
Jads Cunda ddia g oy o) gall 138 (3 gus

L = 7 *
e 2 2ale i) Oy gDl
asdicuall UYL Gal B
Adladl) Balall
OpisBhe e 2 e a8 UK (g iny
(Melatonin 2 mg)
U o Aala e glaa 2 il 3 GUIS 5 M dln) il sbaa” 6 2l il 1 puaaieeal) b A Y Gl g Aladl) e 3 gall
et sall il ya
Al @l &3 513 o) sal) e Auadle Cilaglee o 5 il 38 (g siad 0] gall dlilaniad J Lgiled a claaly 8 ) )
gtall s culall gl i il
Al dlal) agilla of @l hay o g sall aa pmy o8 a3 adend Y llad e o sall 138 Ciua § )
Lle 55 (e aa e 35 0ol (pallll Ganada o) all

Solgall 13a Lawda i g Y 1

mendl Lgaiy S Ampdall U o sl Al ) it eile 2 208 53] (a8 5850 (8 Alladll 52l (8 5350

85l 5l (Joal gia IS o il 8 5l elae ) 33 smaall 3 Y1) el 20 ISV (55N 0] ale 2 aald i) (558 300a Janinsd
Bl lle 55 janll (e () sidyy il (am el sl (il Al

ot s i S b aas e caama e e paty Y Leie "L Al e 591 il

el J8 e 508 G5 thadial) Aadl)

¢ 9al) Jlazin) S8 .2

13 o) gl Jleatiaa) Joaa ¥

Al e ¢ 3aU) o sall Lo (5 im0 Alal) L&l (e (5Y sl (0 530k Allndl) Balall (R i) Ao Gl cina

(") 5 R e o Al il slaa” 2 2l A lail Gl ML) e slae B i) slay Skl AlRA e o sall

£ 98l Jlariny (3laii duald ) pdas

23 Guhal) i) cila 2 2ald g (o 5By ) JE

("l s Jeall” 2l g kil L ye 5l Shalas i o

el ya) ae s Vlall o3 L dle 2 2l il (8 5Be Jlasindy (om0 Y A 8 5 2Kl 8 JSLE (e las S o
QKN b sl 8 ey cpbaall (alas ) sl ale 2 2l gl o4 5ie e cilad o

A Gl S Jhadade (e el i e

(o= ball o e 8 (e pusad) 4 adilen (2 y0) (I3 (o lie e (g (el S o
G dle 2 adlgil (i iBle o lal ) slal pie o VLA oda 8 dle 2 adlB gl (0 iBle Jlealiuly (as Y
Ay daelie (al s cpbiadl) (alail)

Al i) Bl ALl S ALl o iy Loy Ll o ol jo Cieaia) 38 G (el Cannsy 38 e 2 20l8 53] (08 5000e

(Sl Jleiasd 5

AN B 0 Sl SLSE (e 3 5 8 Gl Glas 8 i 3Sall oY cple 2 2l sl G 5De il (g JIGy 38 il

Loslae Gl 525 agale o535 A o 25 A asY (Ule 18 (1) 0 o 00 Y 52 gl sall ellac) Hoan ¥

AW edleldn)

S cudal) Al (A i) g b dda g g Aygal D B Lay o AT Ay gl 108790 cileatian) 38 i (oY) Jariad S 1)

sdaniog S 13 Janall o Cudall o) cany Aals Al Jual)

(Ll smy) Adaall Jie dala JSUG & kal) lil) ) sl (5l Gl s sl slaal 5 UESY) 23al) (ralS B 5la o
Gl 5 i) ¢(Ae s pad) B Sl = Bal) Caaaldy ) 5 ol 5 oS Al (g A s Cilalias ¢(3anall Aa 8 2 Dlal) (padivans
(gl &) el S 5 (ALl g el g Mall Aol 8 5f Janll e uon 85393 54)

A gal) Ao g1 Gl IS (e ) Jaain adatil Aipes Ay sl ¢ Jie Al 50 ilianlial) 5 ciliaalill Aluad ) ity 0l o
o Ay sl e A 581 laaliall ol lianlil) Alpad ) i Ay sl ol dadia il ol st liial il 4 gl




Bl ilad 3l oda B ST Al il Ga e (e Cuile 13 gl Andladl () oY) aaf A8l 1Y) ils pa e B 1Y
Skl

" sl Ml e Ayl (el e qlal dal ) e Jakall Al 5 dasal) 550550 Aila (el e adall YL
oo dlall Alatdl 3 Lau¥! ) 4a s @35 (www.health.gov.il) dasall 55155 adsel g ) dadiall 8 3 sa sall
https://sideeffects.health.gov.il a1 ) Jsaall Gyl ge ol daila () el

foloal) (n)AS iS5

e ge 5 a1 JUBYI i/ 5 3 1 sl Jsliia (g 13iay GBlia IS0 8 adais angy AT 6150 (sl 5 ol sl 138 Taandl) aial
sl (e Aoy pea laglat G sy 58 ot Y aenl] aiais Sl 5 cagyy )

Bl e o5l (exp. date) sdball slemi) sl ol gall Jleaivl jsaa Y

el Gy e 5V ol ) A dlall el g ) ady

10 AL g b

o3l Go Aleall LAY 5 gl (8 adais any 25°C 053 800 Aa L b Al ey

) dals dllia Cusd ol e Galiall 488 e Janall Jlol Al Sl sl Gojeall 8 Gy ooV o) jsa Y
) ) A ilalan,

Kﬂél..b\ Sila gl2a |6

1l Ul Adladl) 5alal) ) ABLYL o1 9al) (5 gy

Lactose monohydrate, calcium hydrogen phosphate dihydrate, ammonio methacrylate
copolymer (Type-B), talc, silica colloidal anhydrous, magnesium stearate.
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PATIENT LEAFLET IN ACCORDANCE WITH THE PHARMACISTS’ REGULATIONS
(PREPARATIONS) — 1986
The medicine is dispensed with a doctor’s prescription only

Melatonin Inovamed 2 mg
Prolonged-release tablets

Active ingredient:
Each tablet contains 2 mg melatonin

Inactive ingredients and allergens in the preparation: see section 6 “Additional information”
and in section 2 “Important information about some of the ingredients of the medicine”.

Read the entire leaflet carefully before using the medicine. This leaflet contains concise
information about the medicine. If you have additional questions, refer to the doctor or the
pharmacist.

This medicine has been prescribed for you. Do not pass it on to others. It may harm them even
if it seems to you that their medical condition is similar.

The medicine is intended for adults over the age of 55.

1. What is the medicine intended for?

Melatonin, the active ingredient in Melatonin Inovamed 2 mg, belongs to a group of natural
hormones produced by the body.

Melatonin Inovamed 2 mgis used for a short-term treatment of primary insomnia (sleeplessness,
difficulty falling asleep or staying asleep or poor quality of sleep), in patients aged 55 and over.
Insomnia is defined as ‘primary’ when it is not the result of an identified cause, such as a
medical, mental or environmental condition.

Therapeutic class: a hormone secreted by the body.

2. Before using the medicine
Do not use this medicine if:

You are sensitive (allergic) to the active ingredient melatonin or to any of the additional
components the medicine contains (for a list of inactive ingredients please see section 6
“Additional information”. In addition, see in section 2 “Important information about some of
the ingredients of the medicine”).

Special warnings regarding the use of the medicine

Before treatment with Melatonin Inovamed 2 mg, inform the doctor if:

* You are pregnant or breastfeeding (see section “Pregnancy and breastfeeding”).

* You suffer from liver or kidney problems. Using Melatonin Inovamed 2 mg is not recommended
in these conditions, since no studies on Melatonin Inovamed 2 mg have been conducted in
people with liver or kidney diseases.

* You suffer from intolerance to certain sugars.

* You suffer from an autoimmune disease (a disease in which the body is attacked by its own
immune system).

Using Melatonin Inovamed 2 mg is not recommended in these conditions, since no studies
on Melatonin Inovamed 2 mg have been conducted in people with autoimmune diseases.
Melatonin Inovamed 2 mg may cause sleepiness and therefore may impair your ability to
perform any activity requiring alertness, such as driving (see section “Driving and operating

machinery”).

Smoking may reduce the effect of Melatonin Inovamed 2 mg, since ingredients in the tobacco

smoke may increase the breakdown of melatonin in the liver.

Do not administer the medicine to children aged 0 to 18 years, since its effect on them has not

been studied and is unknown.

Drug interactions

If you are taking, or have recently taken, other medicines including non-prescription

medicines and nutritional supplements, tell the doctor or the pharmacist. Especially

inform the doctor or pharmacist if you are taking:

» Fluvoxamine (for treatment of depression and obsessive-compulsive disorder), psoralens
(for treatment of skin problems such as psoriasis), cimetidine (for treatment of gastric ulcers),
quinolone antibiotics and rifampicin (for treatment of bacterial infections), estrogens (found
in contraceptive pills or in medicines for hormone replacement therapy) and carbamazepine
(for treatment of epilepsy).

» Medicines belonging to the family of adrenergic agonists or antagonists such as certain
medicines for regulating blood pressure by blood vessel contraction, medicines for reducing
nasal congestion, medicines for lowering blood pressure; medicines belonging to the
family of opiate agonists or antagonists such as medicines for treating narcotic addiction;
prostaglandin inhibitors (such as non-steroidal anti-inflammatory drugs), antidepressants,
tryptophan and alcohol.

» Benzodiazepines and other sleep-inducing medicines that do not belong to the
benzodiazepines group, such as zaleplon, zolpidem and zopiclone.

 Thioridazine (for treatment of schizophrenia) and imipramine (for treatment of depression).

Use of the medicine and food
Melatonin Inovamed 2 mg should be taken after a meal.

Use of the medicine and alcohol consumption
Do not drink alcohol before, during or after taking Melatonin Inovamed 2 mg, since alcohol
reduces the medicine’s efficacy.

Pregnancy and breastfeeding

Do not use Melatonin Inovamed 2 mg if you are pregnant, think you are pregnant, are trying
to become pregnant or breastfeeding.

Consult a doctor or pharmacist before using this medicine.

Driving and operating machinery

Melatonin Inovamed 2 mg may cause sleepiness. If this is how the medicine affects you,
do not drive or operate dangerous machinery while using the medicine. If you suffer from
persistent sleepiness, consult a doctor.

Important information about some of the ingredients of the medicine

Melatonin Inovamed 2 mg contains lactose monohydrate (a type of sugar), which may cause
an allergic reaction in patients who are sensitive to lactose. If you have been told by the doctor
that you have an intolerance to some sugars, consult the doctor before starting treatment with
this medicine.

3. How should you use the medicine?

Always use the medicine according to the doctor's instructions. Check with the doctor or
pharmacist if you are uncertain about the dosage and how to use the medicine.

The dosage and treatment regimen will be determined by the doctor only. The generally
accepted dosage is:

One tablet per day (2 mg), after food, 1-2 hours before bedtime. You may continue this dosage
for a period of up to 13 weeks. Consult the doctor if you do not feel better or if you feel worse
after 21 days.

Do not exceed the recommended dose.

Method of use: do not chew! The medicine should be swallowed whole after a meal.
The tablet should not be halved or crushed.
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If you accidentally took a higher dosage refer to a doctor or pharmacist as soon as possible.
Taking a higher dosage than recommended may make you feel groggy.

If you took an overdose or if a child swallowed this medicine by mistake, go to the doctor
or to a hospital emergency room immediately and take the package of the medicine with you.

If you forgot to take the medicine, take the tablet as soon as you remember, before going to
sleep, or at the usual time of the next dose, and then proceed as usual. Do not take a double
dose.

Follow the treatment as recommended by the doctor.

If you stop taking the medicine: no harmful effect is known when treatment is discontinued
suddenly or prematurely. There are no known withdrawal symptoms following end of treatment
with Melatonin Inovamed 2 mg.

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

If you have any other questions regarding the use of the medicine, consult the doctor
or the pharmacist.

4. Side effects

As with any medicine, using Melatonin Inovamed 2 mg may cause side effects in some users.
Do not be alarmed when reading the list of side effects. You may not experience any of them.
Stop use and refer immediately to the doctor if the following serious side effects appear:
Uncommon side effects — effects that occur in 1-10 users out of 1,000:

 Chest pain

Rare side effects — effects that occur in 1-10 users out of 10,000:

* Loss of consciousness or fainting

« Serious chest pain resulting from angina pectoris

 Palpitations

* Depression

* Visual disorders

* Blurred vision

* Disorientation

* Vertigo (dizziness)

» Presence of red blood cells in the urine

* Reduced amount of white blood cells in the blood

» Reduced amount of platelets in the blood, which increases the risk of bleeding or contusions
* Psoriasis

Refer to the doctor if the following non-serious side effects appear:

Uncommon side effects — effects that occur in 1-10 users out of 1,000:

Irritability, nervousness, restlessness, insomnia, abnormal dreams, nightmares, anxiety,
migraines, headaches, exhaustion, psychomotor hyperactivity (restlessness accompanied by
increased activity), dizziness, fatigue, hypertension, upper abdominal pain, digestive disorders,
mouth ulceration, dry mouth, nausea, hyperbilirubinemia (a change in the composition of the
blood which could cause yellowing of the skin or eyes), skin inflammation (dermatitis), night
sweats, pruritus or skin rash, dry skin, limb pains, menopausal symptoms, weakness feeling,
secretion of glucose or protein in the urine, abnormal results of liver function tests, weight
increase.

Rare side effects — effects that occur in 1-10 users out of 10,000:

Shingles (herpes zoster, a viral disease), high level of lipids in the blood, low level of calcium
in the blood, low level of sodium in the blood, mood swings, aggression, excitement, crying,
stress symptoms, waking up early in the morning, increased libido, deteriorated mood, memory
impairment, concentration disorders, dreaminess, restless legs syndrome, poor quality of
sleep, pins and needles sensation, teary eyes, dizziness when standing up or sitting down,
hot flashes, heartburn (reflux of acid from the stomach to the esophagus), gastrointestinal
problems, mouth blisters, tongue ulceration, abdominal pain, vomiting, abnormal sounds
from the digestive system, gastrointestinal flatulence, increased saliva secretion, bad breath,
abdominal discomfort, stomach disorders, gastritis, eczema, skin rash, inflammation of the skin
of the hands, itchy rash, nail problems, arthritis, muscle cramps, neck pain, muscle cramps
at night, priapism that might be painful, prostate inflammation, fatigue, pain, thirst, passing a
larger than usual volume of urine, night urination, increased liver enzymes, abnormal results
of blood electrolytes and laboratory tests.

Side effects with unknown frequency (effects whose frequency has not yet been
determined):

Hypersensitivity, swelling of the mouth or tongue, swelling of the skin and abnormal milk
secretion.

If a side effect occurs, if one of the side effects worsens, or if you suffer from a side
effect not mentioned in this leaflet, consult your doctor.

Side effects may be reported to the Ministry of Health by clicking on the link “Report side
effects due to medicinal treatment” found on the Ministry of Health website homepage
(www.health.gov.il), which will direct you to the online form for reporting side effects, or by
clicking on the following link: https://sideeffects.health.gov.il

5. How to store the medicine?

Avoid poisoning! This medicine and any other medicine must be kept in a closed place out
of the reach and sight of children and/or infants to avoid poisoning. Do not induce vomiting
without an explicit instruction from the doctor.

Do not use the medicine after the expiry date (exp. date) appearing on the package.

The expiry date refers to the last day of that month.

Storage conditions:

Store below 25°C. Keep in the original package to protect from light.

Do not discard medicines in wastewater or domestic trash. Ask the pharmacist how to discard
an unneeded medicine, in order to protect the environment.

6. Additional information

In addition to the active ingredient the medicine also contains:

Lactose monohydrate, calcium hydrogen phosphate dihydrate, ammonio methacrylate
copolymer (Type-B), talc, silica colloidal anhydrous, magnesium stearate.

What does the medicine look like and what are the contents of the package? White to
off-white, round shaped biconvex tablet, plain on both sides.

Package type: the medicine is supplied in a carton package containing 30 tablets in trays
(blisters).

License holder and importer: Inovamed Pharma Ltd., P.O. Box 2349, Bnei Brak.
Manufacturer: Aurobindo Pharma Ltd., Hyderabad, Telangana, India.

Revised in April 2025.

Registration number of the medicine in the national drug registry of the Ministry of Health:
178-95-38204
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