FRONT SIDE / PLEASE, INCLUDE YOUR DESIGN ON THIS KEYLINE

LAETUS INSERTION 315 MM FROM THE VERTEX I

LAETUS INSERTION 45 MM FROM THE VERTEX

foryou.
. Keep this leaflet, You may need to read itagain.

o lfyouhave any frther questons, ask yourdocto, pharmacit, ornurse.

. i for i tmay , even ftheir signs
oflness are the same asyours

o lfyou getany side efiecs,talk fo yourdoctor, phamacis, o urse. This ncludes any posslole side efiecs ot
lsted i this el See sectiond.

Whatis i thislcflet

1. What StagiptMetforni s and what s used for

2 hat you need t know b

5 Howtotake StagipinMetimin

4. Possie sideefects

5. Howtostore StagiptiMietornin

6. Contents of thepack and otherinformation

1. What SitagipinMetformin ks and what It ks usad for

. 4inhiitors)

They work together o contrl bood sugar levels in adult atients with a form of iabetes called type 2 diabetes melius..
‘s medicine helps to ncrease the levels of imnsuli produced ater @ meal and lowers te amoun of sugar made by your
body.

Along ith diet and exercise, r bood suger.

your with certain
other medicinesfo diabetes (nsuln, sulphonylureas, or gltazones).

Wihatis lype 2 dicbetes?
Type 2 diabetes s a condition in which your body does not make enough inulin and the nsulnthat your body produces

 Your body
Vihen this happens, sugar (glucose) bulds up in te blood. This can lead o serous medical problems i heart disease,
idney disease, bindness, and amputation.

2

D0 not ek SitagiiptnMtomrin
o ifyouere allrgic o stagipt or metformin o any ofthe ther ingrecents of this medicine (lsted in section
6).

ifyou have severely reduced Kidney function

o i you have uncontrolled diabetes, with e.g. severe hyperglycaemia (figh blood glucose), nausea, vomiting,

diarhoe, rapid weight loss, lctic acidosis (see “Risk of lactic acidosis” below)or ketoacidosis, Ketoacidos's is

a condion in which subsiances called 'ketone badies' accumulate in the blood and wich can lead to dibetic
ve-coma. Symploms include stomach pain, fast and deep breating, sleepiness or your breath developing an

unusual iy smell.

o ifyouhave a severe infecton o ae dehydrated
o i youare going lo have an Xeay where you wil be infected vilh @ dye. You wil need 1o siop taking
cray and for 201 as directed by your doclor,dependingon

how your kidneys are working

oy e ety etk o hve severe ciraltor roloms, st as shock o eahng
dffcules

o ifyouhaveliver problems

o ifyoudi iher every day or oy

. ifyou are breastfeeding

Dot sk StagpiMotomin oy ol he abave apply to you and talk with your doctor about oer ways of managing
your diabetes. talk o yourdocior, pharmacistor

Warings and precautons
Cases of nflammation of the pancreas (pancrealis) have been reported in patents receiving SiagliptinMetiormin (see
section 4).

1fyou encounter bistering of te skin, it may be a sign for a condition caled bullous pemphigoid.
Your doctor may ask you to stop SitaglpinMetiormin.

‘Risk of lactic eddosls:
SiagiptinMetiomin may cause a very rare, but very serious side effect called lacic acidosis, parculaly i your idneys

are not working properly. The risk of developing lecic acdosis s also increased with uncontrolled dizbetes, serious
infections

ver
hear disease).

2 partof the body has a
Ifany ofthe above applyto you talk fo yourdoctorfor futher nstuctons.

loss of body flds) such as severe voming, iarhoea, fever, exposure t heat or i you drink lss fuid than normel, Tak
1o your dociorfor further nstuctons.

Sip taking o the

Symplomsofactc cidos's ncluce:
- vomiling
-~ stomach ache (sbdominel pain)
- muscle cramps
= ageneral eeling o not being wellwih sever trecess
- diffculy inbreathing
- recuced body temperature an hearbeat

Talk!to your doctor or pharmacistbefore taking Staglptnetormin
- ifyouhave or have hed 2 disease of the pancreas (such as pancreaits)

= i youhaveorhae pd gl ot ceendero or ey nghleels of et + ool n you b,
clon

- ifyouhave type 1 diabetes. Ths is somefimes calld insulir-dependent dabetes
- ifyouhave or have had tositaglptn, metormin, or

Tow blood sugs ) Your doctor may ur insuln,
Tfyou need t have major surgery, the procedure,
Your doctor hen fo estart yous treatment
Ifyau ae not sure ftany o ly toyou,talk o your doctor or

During treatmen wih SitaglptiMetori, your doclor wil check o Kidney function at least once a year or more
requently if ifyou

‘Children and adolescents

medicine is safe and effective
when used n chidren and adolescents under 18 years o age.

Other mecicines and SiaghotvMitionin

blaodsteam, orexampl, nthe context
our doctor wildecide:

i ¥
ofan Xeray orscan, 2t
fhen torestart your

Tellyour doctor o phamacistifyou ae taking, have recently taken or mighttake any other medicines, You may need more
frequent blood glucose and kidney function tests, o your docior may need to adjust the dosage of StagiptinMetiomin, |t
is especall important to meniion the folowing;

. inhalation,
lie asthma and arfrts (cotcosteroids)

®  medcines which increase urine procuction (durefics)

. b
celecorb)

e cerain medicines for the reatment of high blood pressure (ACE inhibitors and angiolensin I receplor
antagoniss)

. for the treatment of

o odinated contrastagents or elcohokcontaining medicines

.

o ranoleine, 2 medicine used o reat angina

o doluegravi, a mediine used to reat HIV infecton

o vandelen, thyroid cancer

. e lvel of igoininyour bod may s

ineguier other
1o be checked iftaking with SiaglpinMetiormin.

withakobol
Avoi excessive alohol intake while taking Stagiptin/Metformin since tis may increase the rsk of actc acdos’s (see
secton “Watnings and precautons).

Pregnancy and breast-foeding

1f you are pregnant or breast-feeding, trink you oy be pregnant or are planning to have a baby, ask your doctor or
pharmacist for should not are breasl-
feeding. See seclion 2, Do not take smhpnnrMetlamm

Driving and using machines
Ths medcne o 1o r el e oo e sty 1o e nd s s, Hovee, dziess and
¥ use maching

which

may affect your abilty work
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BACK SIDE / PLEASE, INCLUDE YOUR DESIGN ONTHIS KEYLINE

Tryou five been Told by your docior fhat
product

3. Howlo ke SiagipinMetorrin

. contact your doctor

your doctor has told you. doclor o
. Take one ablet

o twice daiy bymouth

® with meals o lower your chance of an upset somach.
. Your doclor may need o ncrease your dose to control your blood sugar.

. [ funcion, your doctor
You should cortinue the dietrecommended by your doctor during treatment vith tis medicine and take care that your
carbohydrate itake s equalydistibuted over the day.

T unlkely to low blood sugar Vit
abhanres modche of 4 el ow tood Sugar 2 o, g your doctor may reduce the oty your
sulphonylurea or nsulin.

If you take more then you shoud

If you take more than the prescribed dosage of this medicine, contact your doctor immediately. Go to the huspnal if o
have symptoms of lacic acidosis such as feelng cold or uncomfortable, severe nausea or vomiting, si

unexpleined weightloss, muscular cramps, of rapid breathing (see secton “Warnings and precaufions”).

f you forget fo take |

SigipinMetormin
1fyou miss a dose, take L as soon as you remember. If you do not emember unt it s time for your nex! dose, skip the
missed dose and go back to your regularschedule, Do not take a double dose of this medicite.

1 you stop taking StaglptnMetfomin

Continue o take this medicine as long as your doctor prescries it so you can continue o help conirl your blood sugar.
You should not stop taking this mediine without alking to your doctor firs. I you stop taking Staglptn/Metormin, your
blood sugar may i again.

1fyou have any further questions on the use ofthis medicine, sk your doctor or pharmacis,

4. Possible side effects

i i o
STO immediatel the followr
. Severe and persen an i e abdrnn (satach area) wichmight rach mmgn 3 your back with or
mitng,
y ( i 10,000 peopl), butvery serious side efect alled lactc
“ ) I this happens, you
adodoror to coma.

1fyou have  serous allrgi reacton (requency not known), incuding rash, ives, bisters on the skin/peeling skin and
swellng of the face, s, tongue, and troatthat may cause dificuly in bmalhmg or swallowing,stop aking this medicine
and call your doctoright away. Your

o your diabetes.

tents taking mefformin h Common (may affec
up to 1 in 10 people): low blood sugar, nausea, flatulence, vomiting Uncommon (may affect up to 1 in 100 people:
stomachache, dianhoea, constipaion, rowsiness

Some ptts ot oprncd o, s, aoncs, oo, sonsch s or g wensring o
(irequency

Some patets hae experinced the follwing side efiecs whil taking this mecicne wih a suphonylaa such a5
glimepiride:
Very common (may afect e than 1 in 10 peopl):low bood suger Common:

it

constpaton
Common: swelling of the hands orkegs

Very common: ow blood sugar Uncommon: ary mouth, headache:

Some patents following side effects curing clrical studies il ki {one of the

edcresn Stgpi Menom\m) o g postapproial use of Siagipineliormi or siaglptn oo
dbetes

Corn oo sugar,headache, upper respiratory nfecion, stufy or runny nose and sore throt,ostecartt, am
orleg pan

Uncommn diziness, constpation, feing Rare: reduced number o platlets

Frequency not known: Kidney problems (sometimes requirng diabysis), voriting, fint pan, musde pain, back pain,
interstiial g disease, buous pemphigoid a type ofskinbister)

M
Very common: nausea, vonitng, diarthoea, stomachache and loss of ppelie. These symploms may happen when you
start tzkmg metformin. znd usually go away

Com et

Commu

e o i B12 s i s {symptoms may include extreme firedness (fatgue), @ sore and red|

e or yellow skin). Your doctor
dueto other unrelaed health problems.
Vel ot hepals (3 probem wihyour e, ves, dness fhe sk ) o LCig.

of side efects
1fyou get any side effecs, tal to yourdoctor, phamacst, o nurs. This incudes any possible side ffects notsted nhis
leaflt. va the search for

WHRA dl
onthe safey of this medicine.

5. How o store SitaglipivMatformin

Keep this medicine out of the sight and reach of children.

tothe last day of that month.
Do not store above 30°C.

Do ot throw away medicines via wasteviter o household waste, Ask your pharmacist ot thron away medicines you
10 longer use. These measures will elp protec e environment.

1 ‘Cantents of Ihe pack and other information

What SkagiptinMeforrin contsins
©  The acive substances aresiaglptin and metforin.

StaglptnMetformin 50 mg/850 mg filmcoated tablts: Each tabletcontains 50 g of siagiptin as hydrochlorde) and

850 mg of meformin hydrochioide.

d tabets:

1000 mg of meformin hydrochloride.

o Theater ingredients are:
atiet core: . SodumL
Hypromellose. Triacetin &

Blck on Oride

StagipinMeforni 50 mgf0 mg i-<coale tables: Ovekshaped,biconvex fimcoated tablts approrimalely 205 mm x 951

mm, pink, debossed with “S476" on one side and plain on the other.

SitagliptinMetformin 50 mg/1000 mg film-coated tablets: Oval-shaped, biconvex, fim-coated tablets approximately 21.5 mm x 10, 0‘

mm, brown, debossed with “S477" on one side and plain on the other.

- Bisters composed by PVC/PVAC-Aluminium
14,28, 30, 5, 60, 196 and 210

- container
100

tablets
- Blisters composed by PVC/PVAC-Aluminium

- 14,28,30,56,60, 196 and 210

- container P

100

Not el pack sizes may be marketed.

lln.h Liconsa SA
Dulcinea sir
28805 Alcale de Henares,

Spain
Manufacturer

Laboraiodos Liconsa, SA.
Avda. Miakcampo, N° 7,

Pol. Ind. Miralcampo

19200 Azugueca de Henares
Guadalajara

SPAIN
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