PATIENT INFORMATION LEAFLET

Empagliflozin Tablets (5/10/25 mg)

EMPAZ 5/10/25

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

becauseit containsimportantinformation foryou.

< Keepthisleaflet. Youmayneedtoread itagain.

« Ifyouhaveany further 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 of illness are the same as yours.

+ Ifyou get any side effects, talk to your doctor or pharmacist. This includes any
possible side effectsnotlistedn this leaflet.

Whatisinthisleaflet:

1.What Empaz5/10/25isand whatitis used for
2.Whatyou need to know before you take Empaz 5/10/25
3.Howtotake Empaz5/10/25

4. Possibleside effects

5.How tostore Empaz5/10/25

6. Contents of the pack and otherinformation

1.What Empaz5/10/25 isand whatitis used for

Empaz 5/10/25 contains an active substance empagliflozin which works by

blocking a proteinin the kidneys called sodium-glucose co-transporter 2 (SGLT2).

SGLT2 prevents glucose from being excreted in urine by absorbing glucose into

the bloodstream as blood is beingfiltered in the kidneys. By blocking this protein,

the medicine causes glucose (blood sugar) to be removed via urine. Blood glucose

levels, which are too high because of your type 2 diabetes, are thereby reduced.

« Empaz5/10/25isused totreat type 2 diabetesin adult patients (aged 18 years
and older) that cannot be controlled by diet and exercise alone.

<+ Empaz 5/10/25 can be used without other medicines in patients who cannot
take metformin (another diabetes medicine).

«+ Empaz 5/10/25 can also be used with other medicines. These may be
medicines taken by mouth orinsulin given byinjection.

Itisimportant that you continue with your diet and exercise plan as told by your
doctor or pharmacist.

Whatis type 2 diabetes?

Type 2 diabetes is a condition in which your body does not make enough insulin,
and the insulin that your body produces does not work as well as it should. Your
body canalso make too much sugar. When this happens, sugar (glucose) builds up
in the blood. This can lead to serious medical problems like heart disease, kidney
disease, blindness, and amputation.

2.Whatyou need to know before you take Empaz 5/10/25
Donottake Empaz5/10/25
« ifyouareallergictoempagliflozin.

Warningsand precautions

Talktoyourdoctor or pharmacist before taking Empaz 5/10/25:

« if you have“type 1 diabetes". This type usually starts when you are young and
yourbody does not produce any insulin.

« if you have increased levels of “ketone bodies”in your urine or blood, seen in
laboratory tests. This is a sign of “diabetic ketoacidosis” — a problem you can
get with diabetes whose signs include rapid weight loss, feeling sick or being
sick, a sweet smell to your breath, a sweet or metallic taste in your mouth ora
strange odour toyour urine or sweat.

< if you have serious kidney problems — your doctor may ask you to take a
differentmedicine.

if you are 75 years old or older, as increased passing of urine due to the
medicine may affect fluid balance in your body and increase your risk of
dehydration.

ifyouare85yearsold or olderasyou should not start taking Empaz 5/10/25.
if you are being sick, have diarrhoea or fever, or if you are not able to eat or
drink. These conditions can cause dehydration. Your doctor may ask you to
stop taking Empaz 5/10/25 until you recover to prevent loss of too much body
fluid.

< ifyouhaveaseriousinfection of the kidney or the urinary tract with fever. Your
doctormay ask you to stop taking Empaz 5/10/25 until you have recovered.

Urineglucose
Because of how this medicine works, your urine will test positive for sugar while
you are taking this medicine.

Childrenand adolescents
This medicine is not recommended for use in children and adolescents under 18
yearsbecauseit hasnot been studied in these patients.

Othermedicinesand Empaz5/10/25

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

medicines.

Itisimportanttotellyour doctor:

< if you are taking a medicine used to remove water from the body (diuretic).
Your doctor may ask you to stop taking Empaz 5/10/25.

< ifyouaretaking other medicines that lower the amount of sugarin your blood
such as insulin or a“sulphonylurea” medicine. Your doctor may want to lower
the dose of these other medicines, to prevent your blood sugar levels from
gettingtoolow (hypoglycaemia).

Pregnancyand breast-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. Do not use Empaz 5/10/25 if you are pregnant. It is unknown if Empaz
5/10/25is harmful to the unborn child.

Do not use Empaz 5/10/25 if you are breast-feeding. It is not known if Empaz
5/10/25 passesinto human breast milk.

Driving and using machines

Empaz5/10/25 hasminorinfluence on the ability to drive and use machines.
Taking this medicine in combination with medicines called sulphonylureas or
with insulin can cause blood sugar levels to drop too low (hypoglycaemia), which
may cause symptoms such as shaking, sweating and change in vision, and may
affectyourability todrive

and use machines. Do not drive or use any tools ormachines, if you feel dizzy while
taking Empaz5/10/25.

3.Howto take Empaz5/10/25
Always take this medicine exactly as your doctor or pharmacist has told you.
Consultyour doctor or pharmacist if youare notsure.

Howmuch totake

< The starting dose of Empaz 5/10/25 is one tablet once a day. Your doctor will
decide whethertoincrease your dose.

<+ Yourdoctormay limit your dose if you have a kidney problem.

< Yourdoctorwill prescribe the strength thatis right for you. Do not change your
dose unless your doctor has told you to.




How to take thismedicine

« Swallowthe tablet whole with water

+ Youcan take the tabletwith orwithout food

<+ You can take the tablet at any time of the day. However, try to take it at the
sametime each day. This will help youtoremembertotakeit.

Your doctor may prescribe Empaz 5/10/25 together with another diabetes
medicine. Remember to take all medicines as directed by your doctor to achieve
thebestresultsforyour health.

Diet and exercise can help your body use its blood sugar better. It is important to
stay on the diet and exercise program recommended by your doctor while taking
Empaz5/10/25.

Ifyou take more Empaz 5/10/25 thanyou should
If you take more Empaz 5/10/25 than you should, talk to a doctor immediately or
gotoahospitalimmediately.

Ifyouforget to take Empaz5/10/25

What to doif you forget to take a tablet depends on how long it is until your next

dose.

< [fitis 12 hours or more until your next dose, take Empaz 5/10/25 as soon as
youremember. Then take your next dose at the usual time.

< [fitis less than 12 hours until your next dose, skip the missed dose. Then take
yournextdoseat the usual time.

«+ Donottakeadouble dose of Empaz 5/10/25 tomake up for a forgotten dose.

Ifyoustop taking Empaz 5/10/25
Donot stop taking Empaz 5/10/25 without first consulting your doctor. Your blood
sugarlevels mayincrease when you stop taking Empaz 5/10/25.

4.Whatare the possible side effects of Empaz 5/10/25
Like all medicines, this medicine can cause side effects, although not everybody
getsthem.

Contact your doctor as soon as possible if you notice the following side
effects:

Low blood sugar (hypoglycemia), seen very commonly (may affect more
than1in10people)

Ifyou take Empaz 5/10/25 with another medicine that can cause low blood sugar,
suchasasulfonylurea orinsulin, yourrisk of getting low blood sugar s higher. The
signs of low blood sugar mayinclude:

< shaking, sweating, feeling veryanxious or confused, fast heart beat

< excessive hunger, headache

Your doctor will tell you how to treat low blood sugar levels and what to doif you
getany of the signs above. If you have symptoms of low blood sugar, eat glucose
tablets, a high sugar snack or drink fruit juice. Measure your blood sugar if
possibleand rest.

y (mayaffectupto1in10people)

Urinaryhartinfnrtinn

Thesigns of urinary tractinfection are:

<+ burningsensation when passing urine
« urinethatappears cloudy

<+ paininthe pelvis, ormid-back pain (when kidneys are infected)
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An urge to pass urine or more frequent urination may be due to the way Empaz
5/10/25 works, but as they can also be signs of urinary tract infection, if you note
anincreasein such symptoms, you should also contact your doctor.

y ly (may affectup to 1in 100 people)
The signs of dehydration are not specific, but may include: unusual thirst,
lightheadedness or dizziness upon standing and fainting orloss of consciousness.

Otherside effects while taking Empaz 5/10/25:

Common

< thrushorgenital yeastinfection

< passingmore urine than usual orneeding to pass urine more often
< itching

Uncommon
< straining or pain when emptying the bladder

Reporting of side effects
If you get any side effects, talk to your doctor or pharmacist. This includes any
possible side effects notlisted in this leaflet.

5.Howtostore Empaz5/10/25

Keep this medicine out of the sight and reach of children. Do not use this medicine
after the expiry date which s stated on the blister and carton after EXP. The expiry
daterefers tothe last day of that month. Storein adry place at or below 30°C.

Donotuse thismedicineif the package is damaged or shows signs of tampering.

6. Contents of the packand otherinformation
The active substanceis Empagliflozin.

Each film coated tablet contains:
Empagliflozin5mg

Colours: Iron Oxide Yellow &Titanium Dioxide

Each film coated tablet contains:
Empagliflozin10mg
Colours: Iron Oxide Yellow &Titanium Dioxide

Each film coated tablet contains:
Empagliflozin25mg
Colours: Iron Oxide Yellow &Titanium Dioxide

What Empaz 5/10/25 looks like and contents of the pack

EMPAZ 5 is 6.5 mm round, biconvex, film coated tablet with breakline on one
side. It s available in PVDC blister. The pack size is 4 x 3 x 10 tablets in a printed
carton.

Empaz 10is8 mm round, biconvex, film coated tablet with breakline on oneside.
Itisavailablein PVDCblister. The packsizeis4x3x 10tabletsina printed carton.

Empaz 25 is 12.8 x 5.7 mm oval, biconvex, film coated tablet with break line on
oneside. Itisavailablein PVDCblister. The packsizeis 4x 3x 10 tabletsina printed
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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