FATIENT PACKAGE INSERT IN ACCORDANGE
WITH THE PHARMACISTS REGULATIONS
PREPARATIONS)— 1985
“The medicine is cispensed wih a dottor's prescripton only

ANAFRANIL® 25 mg
Coated tablets

Each tablet contains:

Clomipramine Hydrochloride 25 mg

ANAFRANIL® SR 75 mg
TABLETS

Sustained-release tablets, Divisible
Each tablet contains:

Clomipramine Hydrochloride 75 mg

inactive ingredients: See chapter § Further
information’ and chapter 2, section ‘Important
information about some of the ingredients of the.
medicine’.

Read the laiﬂei carefully in its entirety before
using the medicine. This leaflet contains concise
information abot the medicine. If you have further
questions, refer to the doctor or pharmacist.

“This medici

£2ems 1o you that their medical condiion s similar.
LANHAT IS THE MEDICINE INTENDED

newessmn of varying origin
The use of Anaftani i roat states of depression
of various causes and symptoms in chi

and adolescents (cf ages 0-17 Jears) e not.
recommended as there is insufficient information on
the safety and efficacy of Anafranil for treatment of
this indication in children and adolescents.
Obsessive-compulsive disorder (OCD)

There is no experience in chidren younger than §
years of age.

Therapeutic group

reuptake inhibitors.

Elderly patiel
Elderly fiiees Senerally need lower dosages than
ing and middle-aged patients. Side effects are
ore ey to ocour n ddrly patints. The doctor
will provide any special information about dosage
precautions and the need for close monitoring.
Pregnancy and breasticeding
hfom the doctorf you ars pragnant,planning to
come pragrant o are breas
Do ot naffani dung przgnam:y unless
speml‘mllly presaibed by the
The doctor will weigh the risk Ry baby
sersus the medical bensi Lo the mothar and make
2dssiion regarcing uss of Anaita
The acive ingredient of Anaffanil passasinto broast
mik and mothers taking Anaftanilars therefor
advised not to breastfee
Drug interactions
¥ you are taking, or have recently tsks

more than 1 user in 10
Light-headedness
Temporary tiredness
Dizziness

.

e
Restlessness
Increased appetite
* Weight gain

» Dry mouth

» Disturbances passing urine
» Muscle spasm:

s

Inability to focus vision

Blurred vision

Headach:

» Sweating

» Constipation

Gommon side effects — effects that occur n 1-10

in 100 u

+ Confusion with spatialdisorientation and
 hallucinations

et medicines, including non- pwscrlp(mn
medicines and nutri il the
Gclor or pharmacel

. Speech il
» Sleep disturbances

+ Increased anergy and slated mood

h particular if you are taking:
+Fiedicins for the heart of blood pre + Arcdel
» Medicines that affect the central Rervous system

urgical

thetics)
» Other antidepressants (such as: SSRIs or
SNaRls)

* Sedatives

» Epilepsy medicines (such as: barbiturates or
valproic acid, carbamazepine and phenytoin)
yprotics (such as-benzodiazepines)

» Strong analgesics (opiates)

» Medicines for preventing blood clotting
(anticoagulants)

» Medicines for asthma or allergies

» Medicines for Parkinson's disease

» Thyroid medicines

» Medicines with the active ingredient cimetidine,
for excessive secretion of gastric acid or gastric

icers
» Hormonal contraceptives (birth control pills)

» Estrogens
» Methylphenidate (primarily used for attention

Arafranilis used inaduts to

typ:
puisive disorders

o

to reduce blood ipids (ion-

assoviated with

Moo, as wall as physical symptoms, such as
sleaplessness, dizziness, heart palpitations and
other disturbances, improve.

Anafranil s also used o treat obsessive-compulsive
dsorders i chicran and adolesoents over the age

Anafranil sesms to act by increasing the amount of
natural chemical transmitters (noradrenaline and
serotonin) in the brain or by extending the duration
oftheir effect
2 BEFORE USING THE MEDICINE
Do nof use the medicine:
¥ you have or have had hypersensitivity (an
allergic reaction) to clomiprarmine, or any of the
additional ingredients listed in chapter & ‘Further
information’ or to any other medicine from the
tricyclic antidepressant group
‘combination with certain medicines to treat
depression, such as monoamine oxidase (MAC)
nbitors o ing the 14 days before or 14 days
atment with MAQ inhibitors
T Combmation with anarythmis, such as
quinidine and propafenone
you have recently had a heart attack of if you
suffer from a serious heart disease (congenital
prolonged QT irterval syndrome]
Inthe following conditions:

9

Since many medicines may interact with Anafranil,

itmay be necessary to adjust the dose or stop

reatment with one of the medicines.

Use of Anafranil and food

* Grspettut, rapertuice, cranberry s - may

affect how the medicing works

Driving and operating machinery

This medicine may impair your responses, your

ability to drive and your ability to use tools or

machines.

Anafranil may cause you to be slepy, reduce your

dlertness or cause blurred vision. If this happens to
, avoid driving a vehicle, operating machinery or

engaging in any activity that requires full alertness.

These effects may b increased by other medicines

o alcohol.

Children shouid be cautioned against riding a

bicycle or playing near the road, and the liks.

Alcohol consumption

ks recommended to avoid drinking albohol during

e course of treatment, as Anafrani may reduce

alcohol tolerance.

Smoking
hform your doctor of changes in smoking habits.

Important lnfummwn about some of the.
of the medicine

depressants (e.g., hypnotics, analgesics or
geychotiopics) ot from alcahol

ere urinary retention
Severe confusion (delirium)
Untreated narrow-angle glaucoma (increased
intraocular pressure)
Prostatic hyperplasia with winary retention
Pyloric (the passage between the stomach and
the duodenum) stenosis

Special warnings regarding use of the medicine
In certain circumstances, Anafranil should not be
taken or should only be taken after a thorough

N,«.,-nu w:!u: tion. Therefore, inform the tiocto:

£ you sufer rom or have suffsred fom any of the

oy Ciotnancas b Sasaceer

» Tendency for epileptic seizures

* Heartrhythm diorders o other heart o blood
vessel problem:
+ Gther mentai conditions

» Increased intraocular pressure (glaucoma)

» Liver or kidney disease

» Changes in blood cell count

+ lnoxicaton (2. flom medicines)

. Gasmcempzy

ifficlties pass

i or an snlarged prostats

< Oraracten thyroid gland o taking thyroid
medication atthe same time with Anafranil

» Alcohol addiction

§ ey conatylo o il e

- Fainti

. Change in mood from depression to extreme
euj
fyuu have suicidal though s

+ Fyou sufferfrom schizopiren

Fyouare aboutto undergo Slectroconvulsive
therapy (EC
ryuu e canain medicinesto et depression,

. selective serotonin reuptake inhibitors
(S5Ris) (such as Tluareting or semtonin and
noradrenaline reuptake inhibitors (SNaRls), other
tricyclic antidepressants and lithium

* Fyou are suffering from hypokalemia (low
concentrations of potassium in the blood)

Further safety measure:

» Itis important that you and your family or
caregivers discuss with the doctor any change
inmood during the course of treatment with
Anafranil.

» Fyou wear contact lenses and suffer from eye
ritation, inform your doctor.

» Before every surgical procedure or before starting
dental treatment, inform the doctor or the dentist
 thatyouare xakmg Anafra

anil may ur skin to be more
" Senstive to sunight. Thersfore, avoid drect
exposure to suniight, wear sunglasses, and
protect the skin with appropriate clothing.

Anafranil 25 mg, coated tablets: The tablet

contains lactose and sucrose. If you have been told

ty the doctor that you have an intolerance to certain

sugars (eg., lactose, sucrose), refer to the doctor

before taking Anafranil 25 mg, coated tablets.

Anafranil SR 75 mg tablets: The tablet contains

castoroi which may causs abdominal scomfort

and diarr

3. HOW SHOULD YOU USE THE

MEDICINI

Aways use !he pnap:ranun according to the

c‘onurs instructior

Char with tha clotior or pharmarist f you are

uncertain about the dosage and treatment regimen
the preparation.

Dosage
The dosage and treatment regimen will be
determined by the doctor only.

Do not exceed the recommended dose.
Vethod of administration

Anafranil SR 75 mg tablets

The tables oan b i But should not be

Snchranl 25 m There a no infomation about
Falving or chewing the tablet.
Anafranil can be taken with or without food.
f you accidentally took a higher dosage
The following symptoms of overdose usually

in a few hours: heavy drowsiness;
foor concentration; dulled senses; fast, slow,
iregular he: . restlessness and agitatiof
oss of muscle coordination and muscle snﬂnas 3
shortness of breath, seizures; vomiting, fi
¥ you took an overdose or if a child has amdemally
swallowed the medicine, refer immediately to a
cbctor or proceed to a hospital emergency room
and bring the package of the menﬁcme with you.
Medical treatment may be necess:
A overdoss of ths mading i parbculsrly
cangerous in young children.
f you forget to take the medicine
Use this medicine at set intervals, as determined by
e attending doctor.
¥ you forget to take this medicine atthe designated
sme, take the missed dose as soon as possible and
feturn 1o the usual dosing schedule. However, if it is
amost time to take the next dose, skip the missed
ob se and continue with the reguiar reatment

w, or

program.
Adnere to the treatment as recommended by the

Bronifthereis an improvement in your health,
 nt sioptreatment with the mecicine without
consulting the

» Tell your doctor or
faintng,any othr cisease, any alergies, suger
ntolerance (e.q., lactose, sucrose) or
ary other meitine (nclucing non preacription) or
applying oy medicines externally.

k is important thet y yaur doctor regularly monitor the
progress of your treatment so that he can adjust the
se and consequently reduce the side ef
Your doctor may also perform blood
your blood pressure and check your heart and liver
functions.
Avafiani may causs cry mouth, which may
noreass the sk of caries, Thersfore, during
Profonged irsatment, dental examinations shold be
performed regularly.
Children and adolescents
he medicine is not intended for children
adolescents underths age of 18 orthe hepton of
depression of varying ofi
The mecicine is nof itanded for children under the
age of § for the indication of obsessive-compulsive
disorder (OCD).
Information for families and caregivers
en Anafranil is given to children and
adolsscents, behavioral changes shouid bs ooked
out for.

The symptoms of depression, particularly suicidal
behavior, may get worse during the course of
treatment with Anafranil. If they worsen, contact the
doctor immediately.

There have been reports of an increase in the
frequency of behavioral disorders ~ including
increased risk of suicidal thoughts, seff-ham and
sucide ~ inchidren, adolescents énd young ackts
(1p tothe 25

f you stop likmg lhe medicine
sion

dsorder mquire long-term treatment with st

‘The duration of treatment is determined by the

coctor only.

The doctor may want to gracually lower the dosage

before completsly stopping treatment in order to

svoid worsening of the conition and to reduce

o sk of madicin wihciawal symy

as: filling sick, abdominal pain, diarhea, difficulty

Bling aslosp, anety o ornsrvousr\ess headaches,

rausea and generalized discom!

Do not take modidings in e dark! Gheck the

abel and the dose you take medicine.

Wear glasses if you need them.

f you have further questions reyavdmg use of
medicine, consult a doctor

» Aggressiveness
» Behavioral disorders

. N\.mhness or atingling sensation i the arms and
leg;
+ Muacle wealness
* Muscle stifness
+ Hotflushes
» Dilated pupils
+ Heart palpitations
+ Low blood pressure combined with dizziness
on changing position
+ Worsening depression
» Nausea
» Sensitivity to light
: Allergic i roactions

. hcreaseﬂlaboratcrytestva es
al function and drive (iiido) disturbances
* Ringing inthe ears
Uncommon side effects — effects that occur in
110 in 1,000 users
» Increased blood pressure
» Seizures
» Heartrhythm disorders
» Loss of appetite
» Movement and coordination disturbances
: Changes n percepton andifeeings

iting
Gasrrcm[eslmal diseases

. Eﬂlargement of the breast glands and increased
milk secretion

+ Unpleasant taste in the mouth

Very rare side effects — effects that occur in less

than one user in 10,000

* Hightever

* Degrease i the pumber of whits bood cels
(eukocytopenia).deciease Inthe number of
Nuud atslets (hrombocytopenia), decrease

e number of neutrophil white blood cells

(agranulocytoss) of increased number of
gosinophilthite blogd cels(eosinophila)

» Bleeding under the

* Fypersensitviy reaction (allergy), including
shock with reactions of the lungs and the entire

. g‘ovement disorders

: Gonduston dsordersofhe neart

» Hepatits with or without jaundice
* Edema (sueling o thejonts, hands or sther parts
of th

+ Harr loss
. hsufﬁl:lent urine output

+ EEG changes

+ Preumonia

Side effects of unknown frequency feffects
whose frequency has not yet been determined)
+ Inner restlessness and a constant urge to move

» Repeated, involuntary and inegular movements
» Muscle breakdown

* Incroase n he blood leve o the hormone that

. produces milk (prolacti)
elayed or no ejaculation (in me

The majorty of the side effecs ot above

away during treatment, after the acjustment peru)d

o the preparation

¥ these sffects continue or become bothersome,

refer to a doctor.

There have been eports of an increase i the
frequency of behavioral disorders ~ includi
S Yok o St houghs, 0k harm
and suicide - in children and adolescents with
deprassion or ather paychatricdiagnoses who
are being treated with antidepress:

+ A increased sk of bone ractures n patients
ageds0and oider Taking ths ype of medicine
was obse

Ka side uﬂ‘ed oceurs, if one of the side ffects

worsens or if you suffer from a side effect

mentioned in he leafle, ol vt the doctor.

Reporting side effect

Side effects can be rspuned to the Ministry of

Health by clicking on the link “Report Side Effects

o Drg Treatment found on the Minty of Heaith

mepag h.gov.il) that directs you
tothe mllnefnrm for reporting side effects, or by
entering th

3 How s SHOULD THE MEDICINE BE

Avoid pmsomng"rms medicine, and any other
medicine, should be kept in a safe place out of the
reach and sight of children andlor infants in order to
avoid poisoning.
ot ingucs vomiting unless explctly instructed
930 30 by he doc
Do rot usy the meditine afar the expiry date (&xp.
dare) that appears on the package.
xpiry tate refers to the last day of that month.
rage condition:
i sfod 25°C, protect from moisture.
6. FURTHER INFORMATION
In addition to the active ingredient, the medicine
also contains:
Anafranil 25 mg:
Sucrose, Lactose monohydrate, Talc, Maize
starch, Silica colloidal anhydrous, Stearic acid,
Megnesiun atsarate, Gycarol 85%, Hypromaliose,
Vinypymolicon, Povidone, Titanium dioxide (CI
7891, E171), Polyethylena gycol 8000, Celluiose
mn:rm: stalline, Iron oxide yellow (CI 77492,
E172)

Each tablet contains 15 mg lactose @ monohycrats
and approximately 17 mg sucrose.
Anfrani SR 75 mg tablots:
Calcium hydrogen dihydrat
Polyacrylate digpersion %, Calbim siearate,

i

4, SIDE EFFECTS

s with any madicie, uss of Analrenil may cause
ide sffects in some users. Do not be alarmed when

faacing the st of acie sfects. You may ot aufer

Fom any of them.

Side effects that require special attention

* Distubancas in bodly lud quantties and sak

‘symptoms

ica,
Castor ol hydrogenated, Pigment suspension’
white: Titanum dioxide (u 77891, E171),
Hypromeloss (£464) Piome nt suspension red: Iron
oxidle red (CI 77491, £172), Hypromelose (E464).
What the medicine looks like and the contents

otusion. bahaGrations, samron and o
edema (sweling due to accumulation of fluids
nthe brain) may occu. I such cases, refr toa
doctor immediately.

* Very rarey, neuroleptic maignant syndrome may

e main symptoms are fever, irregular

Reartbeat, conscigusness cisturbances and
muscle stifiness. In such cases, refer to a doctor
immediately.

» Medicines such as Anafranil, alone or in
combination with ather medicines, may couse

Sy CRAmC Saonasa, Whos IS baiy veater with
antidepressants. This was observed in data from
dinical trials.

Treatment must not be stopped suddenly,

rather, only i consultation wih the docte, since
withdrawal symptoms may ocour.

this synd

<t ght yelow, round and biconvex

tablat.

Package size: 30 tablsts.

Anafranil SR 75 mg tablets:

Pink, film-coated, capsule-shaped, convex tablet
a score ling on both sides. CG is imprinted on

one sids and GD on the other sids.

Package size: 20 tablsts.

Registration Holder and Importer and

its address: Tzamal Bio-Phama Ltd., 20

Hamagshimim St., Petah-Tikva

Revised in March 2022 according to MOH

guidelines.

seizures, wsuessr}ess Confusion and lack of
ess. In such cases, refer to a doctor
immediately.
Additional side effects
Very common side effects —effects that occur in

ber of the medicine in the National
Drug Registy of he Minisyy of Health:
Aoafian 25 mg: 108

Anafranil SR 75 mg tablets: 053 91 26407

45298-1222 ANAAPL OCT21 V8




