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VILDARIL M

Patient Information Leaflet

Read allof this eaflt carofully before you start taking this

«if you are breast-feeding (see also “Pregnancy and breast-
feeding

Warnings and precautions
Risk of lactic acidosis

«beta-2agonists generally used to treat respiratory disorders
«othermedicines used to treat diabetes

Vildaril M may cause a very rare, but called
lactic acidosis, particularly f your Kidneys are not working
properly. The risk of developing lactic acidosis is also increased

foryou.

« Keepthis Ieaﬂei, Youmay needtoread itagain.

« Ifyou have any further questions, ask your doctor, pharmacist
ornurse.

« This medicine has been prescribed for you only. Do not pass it
ontoothers. Itmay harm them, even ftheir signs of liness are
the same as yours.

« If you get any side effects, talk to your doctor, pharmacist or
nurse. This includes any possible side effects notlisted i this
leaflet.

Whatis inthis leaflet

1.What Vildaril Mis and whatitis used for

2.Whatyou need to know before you take Vildaril M

3. How to take Vildaril M

4. Possible side effects

5. How tostore Vildaril M

6. Contents of the pack and other information

1. What Vildaril Mis and whatit is used for

The active substances of Vidaril M, vildagiiptin and metformin,

belongtoagroup

Vidaril M is used o troat adull patients with type 2 diabetes. This

type of diabetes is also known as noninsulin-dependent diabetes

mellitus.

Type 2 diabetes develops if the body does not make enough

insulin or if the insulin that the body makes does not work as well

as it should. It can also develop if the body produces too much

glucagon.

Both insulin and glucagon are made in the pancreas. Insulin helps

to lower the level of sugar in the blood, especially after meals.
lucagon gar, causing

leveltorise.

How Vildaril Mworks

Both acti iidaglipi

helpto control
the level of sugar in the blood. The substance vildagliptin works by
making the pancreas produce more insulin and less glucagon.
The substance metformin works by helping the body to make
better use of insulin. This medicine has been shown to reduce
blood sugar, which may help to prevent complications from your
diabetes.

2.Whatyou need to know before you take Vildaril M

Do ot take Vildaril M

« if you are allergic to vildagliptin, metformin or any of the other
ingredients of this medicine. If you think you may be allergic to
any of these, talk to your doctor before taking Vildaril M.

« if you have uncontrolled diabetes, with, for example, severe
hyperglycaemia (high blood glucose), nausea, vomiting,
diarrhoea, rapid weight loss, lactic acidosis (see “Risk of lacti

with diabetes, serious infections, prolonged fasting
or alcohol intake, dehydration (see further information below),
liver problems and any medical conditions in which a part of the
body has a reduced supply of oxygen (such as acute severe heart
disease).

If any of the above apply to you, talk to your doctor for further
instructions.

Stop taking Vildarll M for a shorttims Ifyou have = condition

used to treat pain and inflammation (NSAID and

oAb e mation |

«certain medicines for ofhi (ACE
hibite i lireceptor i

«certain medicines affecting the thyroid, or

«certain medicines affecting the nervous system.

Vildaril M with alcohol

Avoid excessive alcohol intake while taking Vildaril M since this

may increase the risk of lactic acidosis (please see section

“Warnings and precautions”).

that may be loss of

body fluids) such as severe vommng, diarrhoea, fever, exposure
o heat or i you drink less fluid than normal. Talk to your doctor for
furtherinstructions.

Stop taking Vildaril M and contact a doctor or the nearest
hospital immediately if you experience some of the
symptoms of lactic acidosis, as this condition may lead to
coma.

Symptoms of lactic acidosis include:

-vomiting

- stomach ache (abdominal pain)

-muscle cramps

-ageneral feeling of not being well with severe tiredness
- difficulty in breathing

-reduced body temperature and heartbeat

Lactic acidosis is a medical emergency and must be treated in a
hospital.

Vildaril M s not a substitute for insulin. Therefore, you should not
receive Vildaril M for the treatment of type 1 diabetes.
Talk o your doctor pharmacistofnursa befor taking Vidar M

Talk to your doclor, pharmacistor nurse before aking Vidari M i
you are taking an anti-diabetic medicine known as a
sulphonylurea. Your doctor may want to reduce your dose of the
sulphonylurea when you take it together with Vildaril M in order to
avoid low blood glucose (hypoglycaemia).

If you have previously taken vildagliptin but had to stop taking it
because of iver disease, you should notake this medicine.

Diabetic skin lesi acommon on of diabetes. You
are advised to follow the recommendations for skin and foot care
that you are given by your doctor or nurse. You are also advised to
pay particular attention to new onset of blisters or ulcers while
taking Vildaril M. Should these occur, you should promptly consult
yourdoctor.

If you need to have major surgery you must stop taking Vildaril M
during and for some time after the procedure. Your doctor will
decide when you must stop and when to restart your treatment
with Vildaril M.

Atestto determine your liver function will be performed before the
start of Vildaril M treatment, at three-month intervals for the first
year and periodically thereatter. This is 50 tha signs of ncreased

acidosis” below) or dition in
which substances called ketone bodies accumulate in the
blood and which can lead to diabetic pre-coma, Symptoms

liver

During treatment with Vildaril M, your doctor will check your kidney
function at least once a year or more frequently if you are elderly

include stomach pain, fast and deep breathing,
yourbreath developing an unusual fruity smell.

«if you have recently had a heart attack or if you have heart
failure or serious problems with your blood circulation or
difficulties in breathing which could be a sign of heart
problems.

« ifyou have severely reduced kidney function.

«if you have a severe infection or are seriously dehydrated
(have lostalot of water from your body).

.if toh; tx i fxray
involving an injectable dye).
Please also see information about this in section “Warnings
and precautions”.
«ifyou have liver problems.
«if you drink alcohol excessively (whether every day or only from
timetotime).

andlor function.
Your doctorwill test your blood and urine for sugar regularly.
Children and adolescents

The use of Vildaril M in children and adolescents up to 18 years of
age s notrecommended

Other medicines and Vildaril M

Ifyou need o have an injection of a contrast medium that contains
iodine into your bloodstream, for example in the context of an X-
ray or scan, you must stop taking Vildaril M before or at the time of
the injection. Your doctor will decide when you must stop and
whentorestart your treatment with Vildaril M.

Tell your doctor if you are taking, have recently taken or might take
any other medicines. You may need more frequent blood glucose
and kidney function tests, or your doctor may need to adjust the
dosage of Vildaril M. It is especially important to mention the
following:

gnancy 9

+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. Your doctor will discuss with you the potential risk of
taking Vildaril M during pregnancy.

A0 vot v cidapih M 1 oo ape Tpervavt op Bpeact-gesdivy
(08£0AG0 A0 VOTTOKE GIASAPIAM ).

Ask your doctor or pharmacist for advice before taking any

medicine.

Driving and using machines

Ifyou feel dizzy while taking Vildaril M, do not drive or use any tools

ormachines.

3. Howto take Vildaril M

The amount of Vildarl M that people have to take varies

depending on their condition. Your doctor will tell you exactly the

dose of Vildaril Mo take.

Aluays take tis medicine exactly as your doctor has told you.

Checwith yourdoctoror

fVildariM i
u you have reduced kidny funciion, your doclor may prescribe a
lower dose. Alo fyou are lakingan antdiabelic medicine known
yourdoctorn

Your doctor may prescribe this medicine alone or wl(h certain

other medici inyour blood.

When and how to take Vildaril M

+ Swallow the tablets whole with a glass of water,

difficulty breathing, sudden onset of rash or hives, which
mayincicale areaction called “angioedemar

InstaMoistshield A21R01474 Yellow (Hypromellose, Ethyl
Cellulose, Triacetin, Talc, Titanium Dioxide, Yellow iron oxide, Red

Liver dit (h
eyes, nausea, Ioss of appeliteor dark-coloured urine, which may
indicate liver disease (hepatitis).

Inflammation of the pancreas (pancreatitis) (frequency not
known): Symptoms include severeand persistent pain in the
abdomen (stomach area), which might reach through to your
back, aswell as nausea and vomiting.

Other side effects

Some patients have experienced the following side effects while
taking Vildaril M:

«Very common (may affect more than 1 in 10 people): nausea,
vomiting, diarthoea, pain in the stomach

VILDARIL M 50/1000(Vildagliptin 50 mg and Metformin
Hydrochloride 1000 mg Tablets)

Lactose (Monohydrate), Hydroxypropyl cellulose, Isopropyl
Alcohol, Sodium Starch Glycolate Type B, Microcrystalline
Cellulose, Hydrophobic Colloidal Silica, Magnesium Stearate,
InstaMoistshield A21R01475 Yellow (Hypromellose, Ethyl
Cellulose, Triacetin, Talc, Titanium Dioxide, Yellow iron oxide, Red
iron oxide) and Dichloromethane.

pain), loss of appetite.
«Common (may affect up to 1in 10 people): dizziness, headache,
trembling that cannot becontrolled, metallic taste, low blood
glucose.

«Uncommon (may affect up to 1 in 100 people): joint pain,
tiredness, constipation, swollenhands, ankle or feet (oedema).
«Very rare (may affect up o 1 in 10,000 people): sore throat, runny
nose, fever; signs of a highlevel of lactic acid in the blood (known

What Vildaril M 50/500, Vildaril M 50/850 and Vildaril M
50/ d Fthe pack.

VILDARIL M 50/500 (Vildagliptin 50 mg and Metformin
Hydrochloride 500 mg Tablets)

Beige to creamish yellow coloured, oval shaped, film coated
tablets, plain on both sides.

VILDARIL M 50/850 (Vildagliptin 50 mg and Metformin
Hydrochloride 850 mg Tablets)
Yellow to dark yellow coloured, oval shaped, film coated tablets,

or vomiting, abdominal pain, irregular heart beat or deep, rapid
breathing; rednessof the skin, itching; decreased vitamin B12
levels (paleness, tiredness, mental symptoms such asconfusion
ormemory disturbances).

Some patients have experienced the following side effects
ile taking Vildaril M

«Common: dizziness, tremor, weakness, low blood glucose,
excessive sweating.

Some patients have had the following side effects while taking
VildarilM and insulin:

sCommon: headache, chills, nausea (feeling sick), low blood
glucose, heartburn.

sUncommon: diarrhoea, flatulence.

Since this product has been marketed, the following side
effects have also been reported:

_sFrequency not known (cannot be estimated from the available
data): itchy rash, inflammation ofthe pancreas, localised peeling
of skin or blisters, muscle pain.

«Take one tablet in the moring and the other in th
orjust aftor food, Taking totapietjust afer food willower 1 e
risk of an upset stomach.

Continue to follow any advice about diet that your doctor has given

Ifyou getany side effects, talk to your doctor, pharmacist or nurse.
This includes any possible sideeffects not listed inthis leaflet.

VILDARIL M 50/1000 (Vildagliptin 50 mg and Metformin
Hydrochloride 1000 mg Tablets)

Dark yellow to brownish yellow coloured, oval shaped, film coated
tablets, plain on both sides

10tablotsin Alu-Alubister pack, 3 bistars na printed carton
along with Pack Inses
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you. In particular, if igl ,
continue with this while you are taking Vildaril M.

Ifyou take more Vildaril M than you should

If you take too many Vildaril M tablets, or if someone else takes
your tablets, talk to a doctor orpharmacist immediately. Medical
attention may be necessary. If you have to go to a doctor
orhospital, take the pack and this leaflet with you.

Ifyou forgetto take Vildaril M

Ifyou forget to take atablet, take it with your next meal unless you
are due to take one then anyway.Do not take a double dose (two
tablets atonce) to make up fora forgotten tablet.

Ifyou stop taking Vildaril M

Continue to take this medicine as long as your doctor prescribes it
so that it can continue to controlyour blood sugar. Do not stop
taking Vidar M unless your doctor tells you to. If you have any
talkto your doctor.
I you have any further questions on the se of this médicine. ask
your doctor, pharmacist or nurse.

4.Possible side effects

Like all medicines, this medicine can cause side effects, although
noteverybody gets them.

By reporting side effects, you can help provide more i
o de effects,

5.Howto store Vildaril M

+ Kespthis meic o L

« Do not use this medicine after the expiry date which is stated
on the blister and carton after'EXP". The expiry date refers to
the last day of thatmonth.

« Do notstore above 30°C.

« Store in the original package (blister) in order to protect from
moisture

6. Contents of the pacl
What Vildaril M 50/500 V'Idalll M 50/850 and Vildaril M
50/1000 Contains:

List of Excipients
VILDARIL M ildagliptin 50 mg and
Hydrochloride 500 mg Tablets)

Lactose (Monohydrate), Hydroxypropyl cellulose, Isopropyl
Alcohol, Sodium Stan:h Glycolate Type B, Mlcrucrystalllne
Cellulose, Colloidal Silica, Stearate,

You should stop taking Vildaril M and see your doctori
ifyou experience the followingside effects:

Lactic acidosis (very rare: may affectupto 1 user in 10,000):
Vildaril M may cause a very rare, but very serious side effect called
lactic acidosis (see section"Warnings and precautions”). If this
happens you must stoptaking Vidaril and contact adoctor or the
nearest

Angioedema (rare: may affect upm i 1,000 people): Symptoms
include swollen face, tongueor throat, difficulty swallowing,

A21R01476 Yellow (Hypromellose, Ethyl
Cellulose, Triacetin, Talc, Titanium Dioxide, Yellow iron oxide, Red
iron oxide) and Dichloromethane

VILDARIL M iptin 50 mg and
Hydrochloride 850 mg Tablets)

Lactose (Monohydrate), Hydroxypropyl cellulose, Isopropyl
Alcohol, Sodium Starch Glycolate Type B, Microcrystalline
Cellulose, + Colloidal Silica, Stearate,

For
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