PATIENT INFORMATION LEAFLET

Sacubitril & Valsartan Tablets
(24 & 26 mg/ 49 & 51 mg/ 97 & 103 mg)

VALBIT 50/100/200

intervals during VALBIT treatment. In addition, your doctor may check your blood pressure at
thestartof treatmentand when the doses areincreased.

Childrenandadolescents
Do notgive this medicine to children aged below 1year becauseit has not been studied i this
agegroup.

Read all of this leaflet carefully before you start taking this medicine because it

containsimportantinformation foryou.

< Keepthisleaflet.You may needtoreaditagain.

< Ifyouhaveanyfurther questions, ask your doctor or pharmacist.

< This medicine has been prescribed for you only. Do not pass it on to others. It may harm
them, eveniftheirsigns ofillness are the same as yours.

< If you get any side effects, talk to your doctor or pharmacist. This includes any possible
side effects notlistedin this leaflet.

Whatisin this leaflet

1.WhatVALBITisand whatitis used for
2.Whatyou need to know before you take VALBIT
3.How to take VALBIT

4.Possibleside effects

5.Howtostore VALBIT

6.Contentsofthe packand otherinformation

1.WhatVALBITisandwhatiitis used for

VALBIT is a heart medicine containing an Angiotensin Receptor Neprilysin Inhibitor. It
ive sub: SacubitrilandValsartan.

VALBIT s used to treat a type of long-term heart failure in adults, children and adolescents

(oneyearand older).

This type of heart failure occurs when the heart is weak and cannot pump enough blood to

the lungs and the rest of the body. The mast common symptoms of heart failure are
fatigue, tiredness and ankl

2.Whatyou need to know before you take VALBIT

DonottakeVALBIT

< Ifyouareallergicto Sacubitril, Valsartan or any of the otheringredients of this medicine.

< If you are taking another type of medicine called an Angiotensin Converting Enzyme
(ACE) inhibitor (for example Enalapril, Lisinopril or Ramipril), which s used to treat high
blood pressure or heart failure. If you have been taking an ACE inhibitor, wait for 36 hours.
aftertaking thelast dose before youstartto take VALBIT.

> Ifyouhave ever had areaction called Angioedema (rapid swelling under the skinin areas

such as the face, throat, arms and legs which can be life-threatening if throat swelling

blocks the airway) when taking an ACE inhibitor or an Angiotensin receptor blocker (ARB)

(suchasValsartan, Telmisartan or Irbesartan).

If you have a history of angioedema which is hereditary or for which the cause is

unknown (idiopathic).

 Ifyou have diabetes orimpaired kidney function and you are being treated with a blood
pressure lowering medicine containing Aliskiren

» Ifyouhave severe liver disease.

Ifyouare more than 3 months pregnant

Ifany of the above applies to you, do not take VALBITand talk to your doctor.

Warningsand precautions

Talktoyour doctor, pharmacist or nurse hefmeorwhemaklngVALBIT

+ Ifyouarebeing treated wi I blocker (ARB) or Aliskiren

< Ifyouhave everhadangioedema

% Ifyou have low blood pressure or are taking any other medicines that reduce your blood
pressure (for example, a medicine that increases urine production (diuretic)) or are
suffering from vomiting or diarrhoea, especially if d 65 years ormore, orif you
have kidney disease and low blood pressure.

» Ifyou have kidney disease.

Ifyouare suffering from dehydration.

Ifyourkidneyartery has narrowed.

Ifyouhave liver disease.

> If you experience hallucinations, paranoia or changes in sleeping pattern while taking
VALBIT.

> Ifyouhave hyperkalemia (high evels of potassium inthe blood

IfyuusufferfvomheartfmluveclasmfedasNVHAcIass\V(unabletocavryonanyphysmal

activity without discomfortand may have symptoms even when resting).

If any of the above applies to you, tell your doctor, pharmacist or nurse before you take
VALBIT.
Your doctor may check the amount of potassium and sodium in your blood at regular

Other medici dVALBIT

Tell your doctor, pharmacist or nurse if you are taking, have recently taken or might take any

othermedicines. Itmaybenecessavytu(hangethedcse totakeothevpve(aunons orevento
p taki fthe medicines. This s particularly important for icine

2 ACE inhibitors. Do not take VALBIT with ACE inhibitors. If you have been taking an ACE

inhibitor, wait 36 hours after taking the last dose of the ACE inhibitor before starting to

take VALBIT. If you stop taking VALBIT, wait 36 hours after taking your last dose of VALBIT

before startingan ACEinhibitor.

Other medicines used to treat heart failure or lower blood pressure, such as Angiotensin

receptor blockersor Aliskiren.

> Some medicines known as statins that are used to lower high cholesterol levels (for

exampleatorvastatin).

Sildenafil, Tadalafil, Vardenafil or Avanafil, which are medicines used to treat erectile

dysfunction orlung hypertension.

Medicines that increase the amount of potassium in the blood. These include potassium

supplements, salt substitutes containing potassium, potassium-sparing medicines and

heparin.

Painkillers of the type called non-steroidal anti-inflammatory medicines (NSAIDs) or

selective cyclooxygenase -2 (COX-2) inhibitors. If you are taking one of these, your doctor

may wantto check your kidney function when starting or adjusting treatment.

Lithium, amedicine used to treat some types of Psychiatricillness.

» Furosemide, a medicine belonging to the type known as diuretics, which are used to
increase theamount of urine you produce.

» Nitroglycerine, a medicine used to treat Angina pectoris.

Some types of antibiotics (leamycm group) (|c|ospor|n (used to prevent rejection of

A (usedto treat HIV/AIDS).

 Metformin, amedicine used totreat diabetes.
Ifany of the above appliesto you, tell your doctor or pharmacist before you take VALBIT.

Pregnancyandbreast-feeding
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before taking this medicine.

Pregnancy

You must tell your doctor if you think that you are (or might become) pregnant. Your doctor
will normally advise you to stop taking this medicine before you become pregnant or as soon
asyou know andwill advisey medicinei fVALBIT.

This medicine is not recommended in early pregnancy, and must not be taken when more
than 3 months pregnant, as it may cause serious harm to your baby if it is used after the third
monthof pregnancy.

Breast-feeding
VALBIT is not recommended for mothers who are breast-feeding. Tell your doctor if you are
breast-feeding orabout tostart breast-feeding.

Drivingand usingmachines

Before you drive a vehicle, use tools or operate machines, or carry out other activities that
require concentration, make sure you know how VALBIT affects you. If you feel dizzy or very
tired while taking this medicine, donot drive avehicle, cycle or use any tools ormachines.

3.Howto take VALBIT
Always take this medicine exactly as your doctor or pharmacist has told you. Check with your
doctoror pharmacistifyou are not sure.

Adults

You will usually start by taking a 24 mg/26 mg or 49 mg/51 mg tablet twice a day (one tablet
in the morning and one tablet in the evening). Your doctor will decide your exact starting
dose based on which medicines you have been taking previously and your blood pressure.
Your doctor will then adjust the dose every 2-4 weeks depending on how you respond to the
treatment until the bestdose foryouis found.

The usual recommended target dose is 97 mg/103 mg twice a day (one tabletin the morning
andonetabletinthe evening).




Childs

yearandolder)

Your (or your child’s) doctor will decide the starting dose based on body weight and other
factorsincluding previously taken medicines. The doctor will adjust the dose every 2-4 weeks
untilthebest doseis found.
VALBITshould be gi
VALBITfilm-coated tablets are not meant to be usedin children who weigh less than 40 kg.
Patients taking VALBIT can develop low blood pressure (dizziness, light-headedness), a high
level of potassium in the blood (which would be detected when your doctor performed a
blood test) or decreased kidney function. I this happens, your doctor may reduce the dose of
any other medicine you are taking, temporarily reduce the VALBIT dose, or stop VALBIT
treatment completely.

A IS Dot i .
(onetablet in q).

Swallow the tablets with a glass of water. You can take VALBIT with or without food. Splitting
orcrushing of the tabletsis not recommended.

Ifyou take more VALBIT than you should

If you have accidentally taken too many VALBIT tablets, or if someone else has taken your
tablets, contact your doctor immediately. If you experience severe dizziness and/or fainting,
tellyour doctoras quickly as possible andlie down.

Ifyouforgetto take VALBIT
Itisadvisable to take your medicine at the same time each day. However, If you forget to take

y upto1in100peop
<+ Allergicreaction withrash and itching (Hypersensitivity)
< Dizzi itchi itting to standing position (Dizzi

< Lowlevelofsodiuminthe blood, showninablood test (Hyponatraemia)

Rare (mayaffectupto1in 1000 people)
<+ Seeing, hearing orfeeling things that are not there (Hallucinations)
< Changesinsleeping pattern (Sleep disorder)

Veryrare (mayaffectupto 1in 10000 people)
< Paranoia

Reporting of side effects

Ifyou get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible
side effects not listed in this leaflet. By reporting side effects, you can help provide more
information on the safety ofthis medicine.

5.Howtostore VALBIT

Keepthismedicine outof the sightandreach of children.

Do not use this medicine after the expiry date which is stated on the carton and blister after
EXP.The expiry date refers tothe last day ofthat month.

This medicine does not require any special temperature storage conditions. Store in the

adose, you should simply take the next one at the scheduled time. Do not take a double d
tomake upforaforgotten dose.

Ifyoustop taking VALBIT

Stopping your treatment with VALBIT may cause your condition to get worse. Do not stop
taking your medicine unless your doctor tells you to.

Ifyou have any further questions on the use of this medicine, ask your doctor or pharmacist.

4.Possibleside effects
Likeall medicines, thismedicine can

ybody getsthem.

Someside effects may be serious.

«+ Stop taking VALBIT and seek immediate medical attention if you notice any swelling of
the face, lips, tongue and/or throat, which may cause difficulties in breathing or
swallowing. These may be signs of angioedema (an uncommon side effect which may
affectupto1in 100 people).

Otherpossibleside effects:
Ifany of the side effectslisted below becomes severe, tell your doctor or pharmacist.

Very e hanin10people)

<+ Low blood pressure, which can cause symptoms of dizziness and light-headedness
(hypotension)

<+ Highlevelof intheblood, showninablood test (h

< Dec idneyfunction impai

C 0

ffectupto1in10peopl

+ Cough

«% Dizziness

< Diarrhoea

«% Lowlevel of red blood cells, showninablood test (Anaemia)

< tiredness (fatigue)

< Acuteinability of the kidney to work properly (Renal failure)

% Low level of intheblood, showninablood test kal:

< Headache

% Fainting (Syncope)

 Weakness (Asthenia)

% Feelingsick (Nausea)

 Low blood pressure (Dizziness, Light-Headedness) when switching from sitting or lying
tostanding position

» Gastritis (Stomach pain, Nausea)

Spinningssensation (Vertigo)

Low level of sugarin the blood, showninablood test (Hypoglycaemia)

Manufactured by :

() Quest Pharmaceuticals Pvt. Ltd.

Chhata Pipara, Bara, Nepal

P~

d fi
toprotect

Do notuse this medicine if you notice that the packis damaged or shows signs of tampering.

Do not throw away any medicines via wastewater. Ask your pharmacist how to throw away

medicinesyouno longeruse. Th: illhelp protect th

6.C fthe packand
WhatVALBIT contains
Theactive substances are Sacubitril and Valsartan.

VALBIT50

Eachfilm-coated tablet contains:

24mg Sacubitriland 26 mgValsartan as sodium salt complex
Colours:Tartrazine Lake & Titanium Dioxide

VALBIT100

Eachfilm-coated tablet contains:

49mg Sacubitriland 51 mgValsartan as sodium salt complex
Colours: Tartrazine Lake & Titanium Dioxide

VALBIT200

Eachfilm-coated tablet contains:

97 mg Sacubitril and 103 mg Valsartan as sodium salt complex
Colours: Tartrazine Lake &Titanium Dioxide

WhatVALBIT lookslike and contents of the pack

VALBIT 50 tablets are Yellow, Round, biconvex, film-coated tablets with "Q" logo scored on
one side. Tablets are packed into Alu-Alu Blister. The pack size is 10 x 10 tablets in a printed
paper carton.

VALBIT 100 tablets are Yellow, Round, biconvex, film-coated tablets with "Q" logo scored on
one side. Tablets are packed into Alu-Alu Blister. The pack size is 10 x 10 tablets in a printed
papercarton.

VALBIT 200 tablets are Yellow, Round, biconvex, film-coated tablets with "Q" logo scored on
one side. Tablets are packed into Alu-Alu Blister. The pack size is 10 x 10 tablets in a printed
paper carton.

For further information
Quest Pharmaceuticals Pvt. Ltd.
Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest ktm@quest.com.np,
Website : www.quest.com.np
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