PATIENT INFORMATION LEAFLET

Empagliflozin & Linagliptin Tablets
(10 mg/ 5 mg & 25 mg/ 5 mg)

EMPAZ L10/25

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

it containsimp i ion foryou.

< Keepthisleaflet.Youmayneed toreaditagain.

< Ifyouhaveanyfurther questions, ask yourdoctor or pharmacist.

<+ This medicine has been prescribed for you only. Do not pass it on to others. It may
harmthem, eveniftheirsigns of illness are the sameas yours.

% Ifyou getanyside effects, talk to your doctor or pharmacist. This includes any possible
side effects notlistedin thisleaflet.

Whatisinthisleaflet

1.What EMPAZ Lis and whatitis used for
2.Whatyou need to know before you take EMPAZ L
3. Howtotake EMPAZL

4.Whatarethe possible side effects of EMPAZL
5.Howtostore EMPAZL

6.Contents of the packand otherinformation

1.What EMPAZ Lisand whatitisused for

EMPAZ L contains two active substances called Empagliflozin and Linagliptin. Each
belongs to a group of medicines called “oral anti-diabetics”. These are medicines taken by
mouthtotreatType 2 diabetes.

EMPAZ L is added to metformin and/or sulphonylurea (SU) to treat type 2 diabetes in
adult patients aged 18 years and older whose diabetes cannot be controlled when treated
with metformin and/or sulphonylurea in c with empagliflozin, or when

dwith metf nd Iohonvlureai " ith [inagl

EMPAZ L can also be used as an alternative to taking both Empagliflozin and Linagliptin as
single tablets. To avoid overdose, do not continue taking Empagliflozin and Linagliptin
tabletsseparately, if you are taking this medicine

2.Whatyou need to know before you take EMPAZL

Donottake EMPAZLif:

If you are allergic to empagliflozin, linagliptin, any other SGLT2 inhibitor
(e.g.dapagliflozin, canagliflozin), any other DPP-4inhibitor (e.q. sitagliptin, vildagliptin),
oranyofthe otheringredients of this medicine.

Warningsand precautions

Talktoyour doctor, before taking this medicine, and during treatment:

< Ifyou have type 1 diabetes (your body does not produce any insulin). Empaz L should
notbe used may limit your daily dose or ask you to take adifferent medicine

2+ Ifyou experience rapid weight loss, feeling sick or being sick, stomach pain, excessive
thirst, fast and deep breathing, confusion, unusual sleepiness or tiredness, a sweet
smell to your breath, a sweet or metallic taste in your mouth, or a different odour to
your urine or sweat. Contact a doctor or the nearest hospital straight away as these

<+ If you develop symptoms of acute pancreatitis, likepersistent, severe stomach ache
(abdominal pain).

< Ifyou have a serious infection of the kidney or theurinary tract with fever. Your doctor
may ask you tostop taking EMPAZ L until you have recovered.

< If you encounter blistering of the skin, it may bea sign for a condition called
bullouspemphigoid.

Othermedicinesand EMPAZL

Tell your doctor or pharmacist if you are using, have recently used or might use any other

medicines. In particular, you should tell your doctor if you are using the following

medicines:

<+ Other anti-diabetic medicines, such as insulin or a sulphonylurea. Your doctor may
want to lower the dose of these other medicines, to prevent your blood sugar levels
from getting toolow.

< Medicines used to remove water from your body (diuretics). Your doctor may ask you
tostop taking EMPAZL.

< Medicines that might have an effect on the breakdown of empagliflozin or linagliptin
in your body such as rifampicin (an antibiotic used to treat tuberculosis) or certain
medicines used to treat seizures (such as carbamazepine, phenobarbital or
phenytoin). The effect of EMPAZ L may be reduced.

< Lithium because EMPAZ L can lower the amount of lithium in your blood

Pregnancyand breast-feeding

If you are pregnant, think you may be pregnant or are planning to have a baby, ask your
doctor for advice before taking this medicine.It is not known whether EMPAZ L is harmful
to the unborn child. As a precautionary measure it is preferable to avoid the use of this
medicine during pregnancy. It is not known whether the active substances of EMPAZ L
pass into human breast milk. Do not use this medicine if you are breast-feeding. Itis not
knownwhether EMPAZ L has an effect on the fertility in humans.

Drivingand usingmachines

EMPAZ L has minorinfluence on the ability to drive and use machines.

Taking this medicine in combination with sulphonylureas orinsulin, can cause your blood
sugar levels to drop too low (hypoglycaemia), which may cause symptoms such as
shaking, sweating and changes in vision, and may affect your ability to drive and use
machines. Do not drive or use any tools or machines, if you experience any of these
symptoms while taking EMPAZ L

3.How totake EMPAZL
Always take this medicine exactly as your doctor has told you. Check with your doctor or
pharmacistifyouare notsure.

Howmuchtotake

The usual starting dose is one film coated tablet of EMPAZ L 10 mg/5 mg (10 mg
empaglifiozinand 5mglinagliptin) once a day.

Your doctor will decide whether you need to increase your dose to one film-coated tablet
of EMPAZ L 25 mg/5 mg (25 mg empagliflozin and 5 mg linagliptin) once a day. If you
already take 25 mg empagliflozin and 5 mg linagliptin asseparate tablets and you switch
to EMPAZL, you cansstart directly with EMPAZL 25 mg/5 mg.

symptoms could be a sign of “diabetic ketoacidosis” - a rare, but serious,

life-threatening problem you can get with diabetes because of increased levels of

“ketone bodies”in yoururine orblood, seenintests.

Ifyou have orhave had adisease of the pancreas.

Ifyou have serious kidney problems. Your doctor may limit your daily dose or ask you

totakeadifferent medicine

» If you have serious liver problems. Your doctor may ask you to take a different

medicine.

Ifyou might be atrisk of dehydration, forexample:

Ifyouare beingsick, have diarrhoea or fever, orif you are not able to eat or drink

If you are taking medicines that increase urine production [diuretics] or lower blood

pressure or lower blood pressure

Possible signs of dehydration’ Your doctor may ask you to stop taking EMPAZ L until

you recover to prevent loss of too much body fluid. Ask about ways to prevent

dehydration.

ifyouare75yearsold orolder, youshould not start taking EMPAZ L.

ifyou have anincrease in the proportion of red blood cells in your blood (hematorit),

seeninlaboratory blood tests

« Contact your doctor if you experience any of the following during treatment with
EMPAZL:

Renalimpairment
Talk to your doctor if you have kidney problems. Your doctor may limit your dose or decide
Hepaticimpairment

Talk to your doctor in case you suffer from severe hepatic impairment. EMPAZ L is not
recommended and your doctor may decide to use an alternative medicine.

Elderly

Thereis very little experience in patients aged 75 years or older. Treatment with EMPAZ L
should not be started in patients above the age of 75.

How to take EMPAZ L tablets
Swallow the tablet whole with water.

< Youcantake EMPAZ Lwith orwithout food.
< Youcantakethetabletatanytime of the day.

However, try totake it at the same time each day. This will help you to remember to take t.
Your doctor may prescribe EMPAZ L together with another anti-diabetic medicine.
Remember to take all medicines as directed by your doctor to achieve the best results for
your health.

Appropriate diet and exercise help your body to use its blood sugar better. Itis important
to stay on the diet and exercise program recommended by your doctor while taking
EMPAZL.




How long totake EMPAZ L for
EMPAZ Lisalong-term treatment keep taking EMPAZ L until your doctortells you tostop.

Ifyou take more EMPAZL than you should
If you take more of this medicine than you should, immediately talk to a doctor or goto a
hospital. Take the medicine pack with you.

Ifyouforgettotake EMPAZ L

What todoifyou forget to take a tablet depends on how longitis until your next dose:

< Ifitis 12 hours or more until your next dose, take EMPAZ L as soon as you remember.
Thentake your next dose at the usual time.

< Ifitislessthan 12 hours until your next dose, skip the missed dose. Then take your next
doseattheusual time.

<+ Donottakeadoubled ‘this medicin keupfora d

Ifyoustop taking EMPAZL

Do not stop taking this medicine without first consulting your doctor. Your blood sugar
levels may increase when you stop taking EMPAZ L.

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

4.Possibleside effects

Like all medicines, this medicine can cause side effects, although not everybody gets
them.

Urinary tractinfection, seen commonly

Thesigns of urinary tract infection are:

< burningsensation when passing urine

< urinethatappears cloudy

< paininthe pelvis, ormid-back pain (when kidneysare infected)

An urge to pass urine or more frequent urinationmay be due to the way this medicine
works, butas

they can also be signs of urinary tract infection, ifyou note an increase in such symptoms,
youshould

also contactyourdoctor.

Lossof body

Thesigns of dehydration are not specific, but may include:
<% unusual thirst

< fainting orloss of consciousness
Otherside effectswhile taking EMPAZL:
Seencommonly

< genital yeastinfection like thrush

< inflamed nose or throat (nasopharyngitis)
< cough
< passing
< itching
< skinrash

< increased blood enzyme amylase
< increased pancreas enzyme lipase
« thirst

< constipation

tanding

needing

Contacta doctor or the nearest hospital straight away if you have any of the following side
effects:
Diabetick (
Theseare thesigns of diabetic ketoacidosis
—increased levels of “ketone bodies”in your urine or blood
—rapidweight loss

—feelingsick or being sick

—stomach pain

—excessivethirst

—fastand deep breathing

— confusion

—unusualsleepinessor tiredness
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—asweet smell to your breath, a sweet or metallictaste in your mouth ora different odour

toyoururine orsweat.

This may occur regardless of blood glucose level. Your doctor may decide to temporarily or
top yourtreatment with this medicine.

Contactyourdoctorimmediatelyif you notice any of the following side effects:
Allergicreacti

(may tupto1in100people)

This medicine may cause allergic reactions, which may be serious, including hives

(urticaria) and swelling of the face, lips, tongue, and throat that may cause difficulty in

breathing or swallowing (angioedema).
< onof th

This medicine may cause pancreatitis, which usually shows as persistent, severe
abdominal (stomach) pain that might reach through to your back, often accompanied by
feelingsick orbeingsick. Your doctor will need to change your treatment.

Low blood sugar (hypoglycaemia), seen commonly (may affect up to 1in 10
people)

If you take EMPAZ L with another medicine that can cause low blood sugar, such as a
sulphonylureaorinsulin, you reatrisk of getting too low blood sugar (hypoglycaemia).
Thesigns of too low blood sugar may include:
< shaking, sweating, feeling very anxious or confused, fast heart beat
< excessive hunger, headache
Your doctor will tell you how to treat low blood sugar levels and what to do if you get any
of the signs above. If you have symptoms of low blood sugar, eat glucose tablets, a high
sugar snack or drink fruitjuice. Measure your blood sugarif possible and rest.

5.Howtostore EMPAZL

< Keepthis medicine out of the sightand reach of children.

< Donotuse this medicine after the expiry date which is stated on the carton and blister
after EXP.

< Theexpiry daterefersto the last day of that month.

< Thismedicine does not requi special storage conditions.

< Do not throw away any medicines via wastewater or household waste. Ask your
pharmacist how tothrow away medicines you no longer use. These measures will help
protect the environment.

6.Ce fthe packand oth

What EMPAZ L contains

Theactive substanceis Empaglifiozin and Linagliptin.
EMPAZL10

Eachfilm coated tablet contains:

Empagliflozin 10mg

LinagliptinIP5mg

Colours: Iron Oxide Red &Titanium Dioxide

EMPAZL25

Eachfilm coated tablet contains:

Empagliflozin 25 mg

LinagliptinIP5mg

Colours: Brilliant Blue Lake, Tartrazine Lake & Titanium Dioxide

What EMPAZ Llooks like and contents of the pack
EMPAZL10isred, round, biconvex, film coated tablets. EMPAZ L 10 tablets are packed in
PVDCBIister. The packsizeis 4x3x 10tabletsinaprinted paper carton.

EMPAZ L 25 is green, round, biconvex, film coated tablets with 'Q' logo scored on one
side. EMPAZ L 25 tablets are packed in PVDC Blister. The pack size is 4 x 3 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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