PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE

PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1966
This medicine can be sold without a doctor's prescription «

VOLTAREN ACTI-GO® & NovarTis

Active ingredient and its quantity:

Diclofanac Potassium 12.5mg

For list gf excipients and allergens in the medicine, please see
section

Read Ihl| entlre leaflet canefully before you siart using this
medicine. This leafiet confains concise information about the
medicine. If you have any further questions, ask your doctor or

pl
Thls medlune is infanded for adutts and adolescents ower 14
a%e Swallow in the comsct manner. Consult your
nead additional information. Refier to your doctor

|f the fever or pain last longer than 3 days.

1. What Is the medicine used for?

The medicine is intended for. shor-lerm trealment (up to 3
days) in adults and adolescents over 14 years of age, for relisf
of headache, toothache, manstlual paln, Joint and muscle paln,
back pain and for faver reductio

Therapeutic group: Vcltaren Am-Go is an analgesic and
belongs to Iha%lun%temdal Anti-inflammatory Drugs {NSAIDs)
group.

2. Before you take the medicine:

Do not use the medicine if:

= you are hypersensitive (allergic) fo the actve ingredient or fo
any of the other ingredients of tL
+ you are ngorlnyourlasthmesternf nancy.

= you have had in the past an allergic reaction when taking
a medicine for pain relief, inflammation or fever, such as.
diclofenac, |buprofen or acetylsallcyilc acid {a substance
used o prevem . The reactions can
mclude asthma, whaamng, skln rash cial swelling, unny

sdfnguu are not surs, consult your doctor,
froma %Imdm of infestinal ulcer.

. you suffer from ing of the digestive system, the
symptoms can includs: blood in the stoolsorblad(shols

= you suffer from severe liver or kidney disease.

+ you suffer from severe heart failure.

. yuu have recently undergene or ane about to undergo heart

= do nc:r take simultansously with other medicines of the

NSAIDs grou

. yousulfa?fmn?admm heart disease orfromosmbmvaswla'
disease ormpharal artery dissase (a.. f havasulfered
inthe past aftack, stroke or of arter
leading to the heart, brain or Iegs)

Special wamin: ing the use of this medicine:

Bafora treatment o Vo?laranAdl-Gn, tall your doclor if:
you suffer or have suffered in the past from impaired funciion
of the heart andlor vascular system (including: uncontrolied
high blood pressurs, congestive heart failure, ischemic heart
dissase, peripheral arterial diseass).

- you have significant risk Raciors such as: high biood pressur,
high levels of cholesterol, of trighycerides, diabeles, i you
smoke.

« you have suffered in the past from gastroinestinal problems
such as stomach ulcer, bieading or black stools.

» you have suffered Ih the past from stomach discomfort
or heertbum after taking analgesics or antHrflammatory
medicines.

« you suffer from intestinal problems.

« you are taking analgesics or additional antiHnflammatory
medicines.

« you are over 6 years of age.

« you consume more than 3 alcohelic beverages per day.

« you suffer from Systemic Lupus Erylhematosus (SLE) or similar
medical condiion.

« you have asthma or an allergy.

« you have kidney or liver problams.

+ you suffer from swelling of the legs.

» you are in danger of dehydration (due fo sickness, diamhea,
before or after surgery).

« you suffer from a bleeding disorder or other blood system
disor#;g including a rare condition of the liver named hepatic
porpi

. you are pregnant or planning to become pregnant, inform your

. hldng a medidne from this group or any other analgesic has
wumu sarious side affects in the past.
= you from nasal polyps or from connactive tissue dissase.

Additional Warnings:

» Madicines such as diclofenac may be associated with & small
increase in the risk of heart attack ("myocardial infarction™
or stroke. The risk is more lkely at high dosages and in
prolonged uss.

« In general, it is important to take the lowest dosage which
relieves the pain for the shortest duration, in order to minimize
as much as possible the risk for cardio-vascular side effects.

« Do not exceed tha recommended dosage of up to 6 tablets per
day or the recommended treatment duration (3 days).

« If during the use of Voltaren Act-Go you experiance signs or
symptoms of heart or vascular problems, such as chest pain,
shoriness of breath, weakness or slumed speech, refer to your
'i'*r,lcsm”ergmadlamwrad of infection (headache, fever),

. medicine m: uce signs of infection a
thus makes |nfagi¥0n diagnosis difficult. If you do not foel wel

and you rafer to your doctor, inform him that you are taking
}ffolhren ﬁto nd (including dental )
are al underge surgery {including surgery
rrﬁm your doctor about taking this medicine.
» Eldery patients may be more sensiive to Voltaren Acti-Go
compared o other adults. Therefore, be sure fo take this
medicine according to the doctor’s instruclions, and to take the
minimal amourt of tablets required to alleviate the symploms.
It is important to immediately inform the attending doctor about
any side affact.
When taking Voltaren Acti-Co acconding to the doclor's
instructions, at a high dosﬁe orfora prolonged paricd of time,
it i recommend tasts (blood, urine,
liver and kidney fumhans to make sure the test results are
within the normal range. An increase in liver snzymes, which
requires discontinuation of treatment after consulting a doctor, |
&y ocCur.

Please tell your doctor or pharmacist if you are taki
or have recently taken any other medicines, Including
non-prescription drugs” and food supplements.
Espacially inform your doctor or pharmaclst if you are taking:

» lithium (lithium levels mags

= ant-depressants of th
pgastmintestinal blsading)

« digoxin {used to treat heart problems, digedn levels may
increase)

« diuretics {may reduce blood pressure lowering activity}

» ACE inhibitors and beta blockers (a group of medicines used
to treat hypariension and heart failure, concomitant use may
reduce blood pressure lowsring admly)

» medicines used to reat diabetes (excluding insulin

= other ant-nflammatory drugs or analgesics such as
Acetylsalicylic acid (Aspirin) or ibuprofen (may increase
frequency of side effects in the digestive system

= corticostaroids (may increase the frequency of side effects in

the digestive system)
ulants such as werfarin (may

» blood thinners or
increase the risk for bleeding

» methotrexate (used for certain types of cancer or arthrifis, may
Increase methotrexate levels)

+ cyclosporine and tacrolimus (mainly used for fransplant
reci , concomitant use may increase renal foxitity)

« antiblotics of the quinolone type

« phenyloin {(may calise increass in exposure fo phenytoin)

» medicines that inhibit the meiabolism of Voltaren Acti-go such
:1'5 ‘:gww(fzr the treatment and ntion of tract

+ nmethopnm -] ent an on urlnary
infections, may cause an increase o# blood potassium levels).

Use of this medicine and food
Take this medicine before food

Rl gruup {may increase the risk for

Pregnancy and breastfeeding:

Ifyou are pregnant, think that you are pregnant or plan to become:
pregnant, do not take Voltaren Acti-Go and refer to your doctor.
Espacially do not take this medicine if you ara in the last three
months of preg .rg

IFyou are b ing, do not take this medicine.

Driving and use of machinery:
In rare cases, the use of this medicine may cause dizziness,
tiredness or slespiness. In addition cases of vision problems

were reporied. If you rience these effects, you should avoid
driving & car, operali I?.Iemus machines and any activity that
requires aleriness. | 8 doclor a8 soon as possibla if you
experience these eﬁeds

of I;hn‘t’énfonnatuon about some of the ingredients
m
This medicine contains lactesa. If you have been told by your

iNg doctor that you suffer from intolerance fo cartain sugars, refer fo

your docior before use.

3. How to use this medicine

Check with your doctor or phammacist if you are not sure.

Usual recommended dosage:

Adults and adolescents over 14 years of age: 2 tablets with the
appearance of symploms. If necessary, continue with one or two
tablafs every 4-6 hours as neaded.

Do not take mare than 6 tablets in a 24 hour pericd.

If there is no improvement in your condition within 3 days for fever
and § days for pain, refer fo your doctor.

If the symptoms persist, consult a doctor.

This medicine is not intended for children under 14 years of age.

Do not exceed the recommended dose.

Take the lowest dose which achieves the desired effect.

mlow the whole medicine with werer, take this medicine before

If you have accldently taken a higher dosage, orifyou °
hazgiam an werdusgﬂgr if a child has accidentally swallowed
the medicine, proceed |mmed|aHy to a doclor or a hospital
emergency room and bring the package of the medicine with you,
If you forget fo take a dose, take it as soon as you remember; if
the timing is close to the next dose, skip the forgotien dose and
teke the next dose at the regular time.

De not take two doses at the same time.

Donothka medicinas in the dark! Check the label and the dose
each fime you take your medicine. Wear glasses if you nesd

em.

If you have any furher questions regarding the use of this
madicing, consult your doctor or pharmacist.

4. Side effects:

Like all medicines, the use of Voltaren Acti-Go can cause side

affects, although not gets them. Do not be alarmed

gfh#\eeraadmg o list of sice effects. You may not suffer from any
m.

Stop use of this medicine and refer to your doctor
immediately i you experience one of the following effects:
« Abdominal pain, digestive difficulties, heartbum, flatulence,
qusea. vomiting {very common side effects, appearin 1 out of

« Palpitations, sudden and oppressive chest pain (signs of heart
attack or myocardial infarcion); breathlessnaess, difficulty
of braathing when lying down, swelling of the legs (signs of
heart failurs). Thess side effects are uncommon (appear at a
frequency of 1-10 out of 1,000).

nshon

« Severe abdominal pain, bloody or black stools, bloody vomit,
bloady dianhea

« An allergic reaction induding difficulty in breathing or
swallowing , swelllng oflhefaoe mouth, fongue or throat, often
acmmpamed by skd

« Fainting

=« Sudden difficulty in breathing, fesling of chest tightness
accompaniad by wheezing or coughing ;‘ﬁ signs of asthma);
sudden and imense headache, stiff neck, difficutty to speak

= Convulsions

= Siin rash accompanled by blisters, peeling skin, purple spots
on the skin, blisters in the mouth or eyes, skin inflammation
accompanied by peeling or flaking

« Swelling of the arms, hands, legs and feet (edema)

« Change in color or volume of the urine, excess of protein in the
urine, blood in the urine

» Yollow skin or eyss (signs of jaundica'hepatic failure), increase
of liver enzymes, sensitivily of the upper right side of the
ahdomen and fi-ike symptoms
= bleeding or unusual bruising, high fever or persistent sore
throat, frequent infections

» |ncreased sensitivity of the skin to the sun

Teking medicines such as diclofenac may be associated with

increased risk of heart attack (myocardial infaretion). The: risk is

higher with high dosage and prolonged use.

Additional side effects:

Additional side effects that may occur are usually mild. If you fesl
one of these effects, refer o your doctor or pharmacist.

Appear commonly frequency of up to 1:10: diamthoea, decrease
in appetite; headache, dizziness; skin rash; vertigo.

Rare side effects, frequancy up to 1:1,000: drowsiness; unusual



