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Uncommon:

Sleep disorders
Increased hear rate (palpitations)

+  Severe chest pain (arégmapeclmis)
Shonness of breath (dyspnea)

+ Abdominal pain
Obstipation

+ Diarthea

- Nausea

+ Vomiting

*  Urticaria
ltching (pruritus)
R

+  Regional sweling (edema)
Cough

Hypersensitivity

Angioedema (swellings in the hands, feet, faca and tongue)

+  Inflammation of blood vessels (vasculitis including Hsnocn -Schonlein purpura)
+ Numbness or tingling sensatian (paraesthesia)

+  Fainting (syncope)

+  Very rapid and lrr'?gulal heartbeat (alrial fibriliation)

Bran attack (str
Inflammation of the liver (hepatitis)
Elavated blood alanine aminctransferase (ALT) levels, usually resalved upon the discontinuation
of treatment.
Not known:
Reducad number of thrombocytes (platelets)
Migrains

Liver function abnormalities
+ Muscle and joint

= Flu-like symptoms and complainis

- Back pain and urinary track infection

= Increased sansitivity to the sun (pholesensitivit

+ Unexplained muscle pain with dark {tea-colored) urine (thabdomyolysis)
- Impolence (sexual insufficiency)

. of the pancre

Low blood levels of sadium (hypenatraemia)

Depression

Generally fesling unwall (malaise)

Ringing, buzzirg, rearing, or clicking in tha ears {tinnitus)
disturbed taste (dysgeusial.

If you ancounter any side effect that is not included in this patient information iealist or any of the side
s grows serious, imfarm your doctor or pharmacist.

5. How lo slore LOSARTES
Keep LOSARTES out of the sight and reach of children and in its package.
Keep al room temperature under 25°G in 2 dry placs and away from light
Use in line with the expiry date.

Do not use LOSARTES afier the expiry dale on the package.
If you notice dalects in product and/or package, do not uss LOSARTES.

Manufactured for BioActiveT, United Kingdom.
This patfent information leafiet was approved on 13.05.2015.

Bio/ctiveT
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PATIENT INFORMATION LEAFLET

LOSARTES 100 mg film coated tablet

Itis taken orally.

+ Active substance: Losartan Potassium 100 mg

+ Excipienis: Laclose monchydrale, cellulose microcrystalline (E460), pregelatinised starch,
croscarmeliose sodium, magnesium stearate (E572), hydroxypropyl methyl callulose (E464), titanium
dioxide (E171), polyethylens giycal, potassium.

Fead this LEAFLET carefully before you start to use the medicine. It contains important
Information for you.

+  Keep this leaflet. You may need to read it again.

If you have any further guestions, please consult your dociar or pharmacist.

This medicing is prescibad for you persanally. Do not give it to others.

During the use of this medicine, whan you visit a doctor or 2 hospital, lenyourductw that you are
using this medicins.

Foliow the directivas in !hrs leaflet strictly. Do not use higher or lower dose of the medicing than the
one recommended fo

What LOSARTES is and what it is used for

Whal you need ta knaw befare you take LOSARTES
How to take LOSAI

Possible side slleals

How to store LOSARTES

me

Topics are included.

1. What LOSARTES Is and what it Is used for
LOSARTES is blood pressure Iuwenng dmg {antihyperiensive) belonging to the group of drugs called
angiotensin |l receplor antagonists (Al

LOSARTES 100 mg film coated lableis are white, round, scored film coaled tablels. LOSARTES is
presented in packages containing 28 1ablets.

Angiatensin Il is a substance produced in the body, which binds 10 the receplors in the blood vessels,
causing them 1o lighten. This results in an increase in blood pressure. Losartan prevents the binding
of angiotensin Il to these receplors, causing the bleod vessels to relax which in tum lowers tha blood
pressure. Losartan slows the decrease of kidney function in patients with high blood pressure and
type |l diabetes.

LOSARTES s used

1o lower the biood pressure of the adult patients with mgg blood pressure (hypertension). The
blood pressure is the farca exerled by the biood in your blood vessals while your heart beats and
then relaxes, If this force is too high, your blocd pressure (lension) Is high. LOSARTES causes
the blood vassels to relax which in turn lowers your blood pressure.

lo pratect the kidney in hypertensive (high blood pressure) type 2 diabetic (high blood sugar)
patients with laboratory evidence of impaired renal function and > 0.5 g of proteinuria per day

{a condition in which urine conlains an abnormal amount of m in).

In patients with high blood pressure (hypertension) and a thi g of the left ventricle, LOSARTES
has bean shown to decrease the risk of stroke (*LIFE indication”).

2. What you need to know before you take LOSARTES
:JG NOT USE LOSARTES in the following situations:

- if you are allergic to LOSARTES or e of its ingredients,

= il your liver function Is severely impaired,

+ ifyouare pregnant more than 3 months {itis also better to avoid LOSARTES in early pregnancy —
see “Pregnancy”).

+ i you have diabeles or impaired kidney function and you are treated with a blood pressure lowering
medicine containing aliskiran.

USE LOSARTES CAUTIOUSLY in following situations:

If you believe fo be pregnant for if you are fikely to be pregr:anii u_have to tell to your doctar,
LOSARTES is not recommended in early period of pregnancy, and &;ARTES should not be taken if

you are pregnant more than 3 months as it may cause Serious harm to your baby when is used at that

staga {see Pregnancy Section

Itis important ta tel your doclor before laking LOSARTES:

if you have had a history of angiooedema (swelling nr!heface lips, throat, andsor tongue) (see

Section 4 "Possible side effecls”).

if you suffer from excessive vomiling or diarrhea leading to an extreme loss of fluid and/or salt in

your body.

if you re y ive diuratics (madicines that increase the amount of waler that you pass out thraugh

your kidnays) or you are under dietary salt restriction {Ieadmgman extreme loss of fluid and sait

In your bady) (see Section 3 ‘Special administration congitions’).

if you are known to have narrowing or blockage of the blood vessels supplying bload to your

kidnays or if you have recelved a kidney iransplant recenily.

if your llverfunclm |s wmpawrsu (see Section 2 *Do not use LOSARTES in the following

situalions” and “Special administration conditions”).

if you suffer from hean failure with or without renal impairment or concomitant severe life

threatening cardiac arrhythmias. Special caution Is necessary when you are treatad with

a -blocker concomitantly.

if you have problems with your heart valves or heart muscle.

if you suffer from heart disease caused by an impairment of your blood vessels or from
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cersbrovascular disease.
if you suffer from prim (a condition with increased secration of
the harmone aldosterone by the adrenal gland, caused by an abnormality within the gland)

Use of ARB and ACE inhibitors with aliskiren is not recommended since this leads io dual
blackade of ine FAAS.

If these cautions apply to you, even far any previous pericd, please consult to your doct

Using LOSARTES with food and drink
LOSARTES may be taken with or without food.

Pregnancy

Please consull to your docior or pharmacist before using the medicin

If you believe to bé pregnant (or if you are like be nant), you have (o fell o your dactor. Narmally,

o doctor will advice you not to taka LOSART! 10 take a suitable alternalive medicine instead
OSARTES befere thal you become pregnant or upnn getting known your pregnancy. LOSARTES is

m:t recommended in early pregnancy, and should not be taken if you are pregnant more than 3 menths,

as LOSARTES may cause serious harm to your baby when used after the third month of the pregnancy.

it yuudrearizs you are pregnant during the treatment, please consult to your doctor or pharmacist

immediately.

Lactation

Please consult to your doctor or pharmacist befora using the medicine.

If you are breastfeeding or plan to breastfeed, please consult to your doctor.

LOSARTES 1s not recommended for molhers wha are breast leeding, and your doctor may choose
annihar treatment for you if you wish to breast-leed, especially if your baby is a newborn or born
prematurely.

Ability to drive and use machines

No studies on the effects of LOSARTES on the ability to drive and use machines have been performed.
LOSARTES s unlikely to affect your abiliy ta drive or use machines. Hawaver, as with many other
medicines used 1o reat high blood pressure, LOSARTES may cause dizziness or sleepiness in some
DBDI::IE If you experience dizziness or sleepiness, you should consult your doctar befare driving or using
machines.

Important information about some of the excipients in LOSARTES

Each ml;ei contains 8.48 mg of polassium. Na negalive effect due to the amount of potassium is
expecter

Each tablet contains 36 mg of lactose monohydrate. If you have been told by yeur dactor previously
that you have Intalerance ta some sugars contact your doctor before taking this medicinal product.
This medicinal product cenlains less than 1 mmal (23 mg) of sodium in each tablet; basically in other
words itis “sodium-free”.

Using with other medicines
Please tell your doctor if ynu ara taking or have recently laken any other medicines, including prescribed
or aver-the-counter drugs, natural preducts or herbal mad-cmas during your treatment with LgSAP.’TES‘
Take particular care irynu are laking the fallowing during the treatment with LOSARTES:
Other blood pressure lowering medicines; they may further reduce your blood pressura. Blood
pressure may also be lowered by one of the ioiluwmg drugs/class of drugs: tricyclic

clofen,
. Medrcmes whicn retain potassium or may Increase polassium levels (e.g. polassium
ttaining salt or potassium-sparing medivines (e.g.. certain

by [amlkmds triamierene, spironolactone] or heparin).

MNon-steroidal anti-inflammatory drugs (NSAIDs) (e.g., indomethacin) including COX-2
inhibitors; they are the medicines that reduce inflammation, and can be used to help relieve
pain). They may reduce the blood lowering effect of Losartan.

If you have diabetes or impaired kidney funclion and you are treated with a blood pressure
lowering medicine cantaining aliskiren, do not take LOSARTES.

If your lidney functian is impaired, the concomitant use of these medicines may lead to a
worsening of the kidney function.

Lithium containing medicines should not be taken with Losartan without close superwsinnhy your
doctor. Special precautionary measures (e.g. blood tests) may be appropriale.

If you are using a prescribed or non-prascribad medicine cumently. or have used recently, please
inform your docior or pharmacist about these.

3. How to take LOSARTES
Instructions for proper use and dose/dosing intervals:
= Always take LOSARTES exaclly as your doctor has told
Your doctor will decide on the mast appropriate dose for you‘ depending on your condition and
whether you are taking other medicines.
+ ltis important ta continue taking LOSARTES far as long as your doctor preseribes it in
order lo maintain regular contral of your blood pressure.

Administration route and method
+ You should taks Ihis medicine via oral route.
* Youcanuseito stomach or with food.
Take the tablals "with aufficient amount of water without chewing (a.q, a glass of water).
- For and for easily, lry o take LOSARTES every day at the same time.

Adult patiants with high blood pressure
Treatment usually starts with 50 mg Losartan (one tablet of LOSARTES 50 mg) once a day. The
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maximal blood pressure lawering effect is reached 3-6 weeks alter hegnmng trealment. In some

patients the dose may later be increased to 100 mg Losartan (two LOSARTES 50 mg) once

daily. If you have the impression that the effect of Losartan is im s!.mng Br too weak, please talk o

ynur doctor ar phalma‘:isl
with hi

sure and type 2 diabetas mallin

Trealmsnl usually Slaris-wih 80 mg Losartan (one tablet of LOSARTES 50 ma) once a day. The dose
may later be increased to 100 mg Losarian (two tableis of LOSARTES 50 mg) once daily depending
on your blood prassure response.

Lesarlan may be administered with other blood preesis lowering medicines (e.q. diuretics, calclum
channel blockers, alpha- or bela-blockers, and centrally acting agents) as well as with insulin and othar
commonly used medicines that decrease the level of giuoose in the blood (.. sullonylureas, glitazones
and glucosidase inhibitors).

Various age groups:
Pediatric use:

Loartan was studied in the childran. For further information, consult your docter.

LOSARTES is not recommanded for use in children, having renal o hepalic problems or under 6 years
old, as limited data is available in these patiant groups.

Gerlatric use:
OSARTES ganmiiy waorks equally well in and is equally well llerated by elderly patients and younger
adult patier

Special administration conditions:

Tha doctor may advise a lower dose, especially when slarting treatment in certain palients such as
thase ireatad with diurefics at high doses, In patients with liver impairment, or in patients aver the age
of 75 yea

Renal failure:
If you have renal prablem, tell to your doctor.

Liver failure:

The use of Losartan is not recommended in patients with severe hepatic impairment.

1 you have the impressian that the effect of LOSARTES Is either very strong or very weak, please tallc
o' your docler or pharmachst,

If you used more LOSARTES than you should:

If you usad more LOSARTES than you srmuid please talk lo a doctor or a pharmacist.

Symploms of overdose are low blood pre: creased heartbeal, occasionally decreased hearibeat.
In case of accidental intake of LOSAHTES hy tha children, ask medical attention immediately.

If you forget to use LOSARTES:

I you forget to take a tablet al usual time, take it as soon as you remember it. If the scheduled time of
the next dose is near, rasume your normal dose schedule by laking only the next dese as prescribed.
Do nat take double doses fo make up the missed dose.

Possible effects after discontinuing treatment with LOSARTES
Da not discontinue the treatment with LOSARTES before asking to your dector.

4. Possible side effects
As with all medicines, there may ba side effacts in the individuals who are sensitive to any of the
ingredients of LOSARTES.

If any of the followings occur, stop taking LDSAHTES and tell your doctor immediately or go to
the emergency department of your nearest hospita
A severe allsralc reaction which shows ltself as rash itching, swelling of the face, lips, tongue
and/or throat that may cause difficulty in swallowing or breathing.
All of these are serious side effects, If you experiance any of these, you have a severe allargy 1o
LOSARTES. You may need urgen! medical attention or hospitalisation.
Side effects are listed by category as shown below:
Vary Common: May be observed at least one in lealientﬁ.
Common: May be observed in less than one in 10 patients, but more than ene in 100 patients.
Uncommon: May be abserved in less than ona in 100 patients, but more than one in 1000 patients.
Rare: May be abserved in less than ane in 1000 patients, but mara than one in 10000 patients.
Very rare: May be observed in less than one in 10000 patients.
Mot known: May be seen in the palienls as few as that can not be determined through the currant

1a.
Following side effects were reported with the use of LOSARTES:
Common:

siness
Low blood pressure (especially following excessive loss of fluid from blood vessels In the body;
2.g., in the patients with severe heart failure or during the treatment with high doses of diurefics)
Dose-relaled orthostalic effects (e.g., lowering of blood pressure appearing when standing up from
supine or from sitting position)

akness
Faligue
Too less sugar in the bload (hypaglycaemia)
Too much potassium in ine bload (hyperkalaemia)
Changes in kidney function (including kidney failure)
Reduced number of red blood cells (anemia)
Increased blood urea, sarum creatinine and serum potassium in the patients with heart failure.



