PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE

This medication may be sold without a doctor’s prescri_plion
VOLTAREN ACTI-GO® Liquid Gelcaps

Active ingredient and its quantity:
Each capsule contains:
Diclofenac Polassium 12.5mg

For list of excipients and allengens, pleass see seclion 6.

Read this entire lsafiet carefully before you start taking this medication. This
leaflet contains concise information about the medicine. If you have any further
$uestiuns, ask your doctor or pharmacist.

his medicine can be given without a doctor's prescription. This medicine is infended
for adults and adolescents over 14 years of age. llow in the correct manner.
Consult your pharmaclist if you need additional Information. Refer to your doctor If the
fever or pain last longer than 3 days.

1 § §
The medicine is indicated for: short-term freatment (up fo 3 days) for relief of joint and
muscular pain, back pain, headache, toothache, menstrual pain and fever raduction,
in adults and adclescents over 14 years of age.

Thel tic rgt:.g:_\romran Act-Go liquid Gelcaps Is an analgesic and belongs 1o the
Non-Stercidal Anti-Inflammatory Drugs (NSNDB? group.

2. Before you take the medicine:
Do not use the medicine if:

* youare thersenait'Ne (allergic} to the active ingredient or to any of the cther
ingredients of this medicine.

® you are in your last timester of pregnancy or breastfeeding.

= you have previously had an allergic reaction when hﬁ:&: medicine for pain
relief, inflammation or fever, such as: diclofenac, ibuprofen or acetylsalicylic

acim: substance used {o prevent blood clols formation). Reactions may

Include: asthma, wheezing, skin rash, faclal swelling, runny nose. if you are
uncertain, consult your doctor.

= you suffar from a gastric or intestinal ulcar.
u suffer from bleeding of the digestive system, symptoms may include:

d in the stools or black stools.

you suffer from severs liver or kidney disease.

you sﬁr from ;ever; heart failure. — o

you racently undergone or are planning to underge heart surgary.

do not take simultanecusly with other medic?nes of the NSAIDs group.

Speclal warnings regarding the use of this medicine:
Bafore treatment with Voltaren Acti-Go Liquid Geleaps, fell your doctor if:
= you suffer or have suffered in the past from impaired function of the heart
andlor vascular m (Including uncontrolled high blood pressure,
congestive heart failure ischemic heart disease, peripheral arierial disease).
+ you have significant risk factors such as: high blood pressure, high levels of
cholesterol, of mtycaﬁdes, digbetes, in case you smoke.
= you have suffered in the past from gastrointestinal problems such as stomach
ulcer, blood in your stools or black siools. ]
= m.l have suffered in the from stomach discomfort or heartbumn after
Ing analgesics or antHnfiammatory medicines.
you suffer from intestinal problems.
you use analgssics or additional anti-inflammatory medicinas.
you ara over 60 years of age.
you consume more than 3 alcoholic beverages per da{.
youdisﬁlgﬁer from Systemic Lupus Erythematosus (SLE) or similar medical
condition.
you have asthma or an allergy.
you have kidney or liver problems.
you suffer from swelling of the legs.
you are in danger of dehydration {due to sickness, dianhea, before or after

surgery).
r from a bleading disorder or other blood system disorders, including

* YOu s
a rare condition of the liver named hepatic porphyria.
. {ﬂou are pragnant or planning to become pregnant, Inform your dector.
king 2 medicine from this group or any other analgesic has caused you
serious side sffects in the

= you suffar from nasal polyps o from connective tissue dissase.

Additional Wamings:
* Madicnes such as diclcfenac me:#aba assoclated with a small Increasa In the
risk of heart attack ("myocardial infarction®) or stroke. The rigk is more likely at

high dosaFas and in prolongad usa.

= |ngeneral, itis im) t {0 take the lowest dosage which relieves the pain for
the shorlest duration, in order to minimize as possible the risk for
B o et s e dosage of up to & capsules per day or th

= Do not exceed the recomme u ules per day or the
recommandad treatment duration (3 days). P PR

= In case you experience, durin% freatment with Voltaren Acti-Go Liguid
(elcaps, signs or symploms of heart or vascular problsms, such as chest
pain.eghot;tlnass of breath, wealness or slurred speach, refer to your doctor
immediataly.

* This madigna may roduce signs of infection (headache, fover), therefore
makes infection diagnosis difficult In case you do not feel well and rafer
to your dacter, Inform him that you are taking Voltarsn Actl-Go IJ1uId alcaps.

= | you are about to undergo surgery {including dental surgery} tell your doctor
about taking this medicine.

= Eldordy q_aliams ma!ebe more sensitive to Voltaren Adti-Go compared to other
adults. Therefore, sure to take this medicine according to the dodlor's
instructions, and fo take the minimal amount of capsules required io alleviate
the sg{anpm It Is important to immediately inform the atlending doctor about
any side

= ‘When Iakingn\follmen Acti-Go mrdinghlo the doclor's instructions, at a high
dosage or for a rrolunged pariod of time, & is recommended to conduct
laboratory tests (biood, urine, liver and kidney functions), to make sure the test
results are within the normal range. An increase in liver enzymes, which
requiras discontinuation of treatment after consulting a doctor, may oceur.

Please tell your doctor or pharmaclist If you are taking or have recent
hkeri any %thar medicines, Including nen-prascription drugs and
supplements.
Especially inform your doctor or pharmacist if you are taking:
. Iiﬂ1'|y1'1m {lithium levels increase]
. gmlepr;assanm of the SSRI group {may increase the risk for gastrointestinal
n
. digo:dn?used fo treat heart problems, digoxin levels may increase)
+ dluratics {may raduce blood prassura lowaring activity)
= ACE inhibitors and beta blockers (a group of medicines used to treat
hypertension and heart failure, concomitant use may reduce blood pressure
lowering activity}
= drugs used to treat diabetes (excluding insulin)
« other antl-inflammatory drugs or analgesics such as acetylsallcvlic acld
(Aspirin) or ibuprofen (may increase frequency of gastrointestinal side effects)

+ corti roids (may increasethefra*encyofrfgasmntesﬁnal side effects)
. l;llgllhigmars or anti-coagulants such as warfarin (may increasa the risi for
ing
= methotrexate (used for carlain types of cancer or arthriis, may increase
methotrexale levels)
« cyclosporine and facrolimus (malnly used for transplant reciplants, may
increase renal toxicity)

« antibiotics of the quinolone type

+ phenytoin (may cause increase in exposure to phenytoin)

= medicines that inhibit the metabolism of Voltaren Acti-go Liquid Gelcaps such
as voriconazole

= timethoprim {for the treatment and prevention of urdnary tract infections, may
cause an increasa of blood polassium levels).

Use of this medicine and food:
This medicine should ba taken befora food.

Il;ngmnw e Emm’: nt or plan to t, do not take
you are pregnant, thin you are pregnant or plan pregnant, do n

Voltaren Ac?—%o Liguid Gelnsﬂls and refer to your cﬁ:ctnr. I:'B:p}eur:ﬁy do not take this
rel

madicine if you are in the last three months of pregnancy.
Do not take this medicine if you are breastfeedkl)ng.

Driving and use of mlchin:gy:

In rare cases, tha use of this medicine may cause dizziness, tiredness or slaspinass.
In addition cases of vision problems were reporied. If you experience these effects,
you should avoid driving a car, operating dangerous machines and any acﬁvi%mat
requires alertnass. Inform the doclor as soon as possible if you expariance these

Important information about some of the ingredients of this medicine:

This medicine contains sorbitol. If you have been told by your doctor that you suffer
from infolerarice to certain sugars, refer to your doctor bafora use.

3 H his medicin

Check with your r or pharmacist if you are not sure.

Commeon recommended dosage:
Adults and adolescents over 14 years of age: 2 capsules with the appearance of
sym| eclms. If necessary, confinue with one or two capsules every 4-6 hours as
n

Do net take more than & capsules in a 24-hour periad.
I your ocgtgrdlﬂon does not Improve within 3 days for fever and 5 days for paln, refer to

rd ]
me symptoms parsist, consult a doctor.
This medicine is not intended for children under 14 years of age.
Do not exceed the recommended dose.
* Take the lowsst dose which achieves the purpose of use.
» Swallow the whole liquid g%mn with water.
* Take this medicine befora food.

If you have accidsntly takan a higher dosags, or If you have taken an ovardosa, or
if your child has accidentally swallowed the medicine, procesd immedi toa
dactor or a hospital emargency room and bring the package of the medicine with you.

If you forget to take a dose, take it as soon as you remember; if the timing is close
1o the next dose, skip the forgotten dose and take the next dose at the regular time.
Do not take two doses at the same time.

* Do not take medicines in the dark! Check the label and the dose each fime you
take your medicine. Wear glasses if you need them.

If you have any further questions regarding the use of this medicine, consult your
doctor or pharmaclist.

4. Side effects:

As with all medicines, Vollaren Acti-Go Liquid Gelcaps can cause side effects,
although not everybody gets them. Do not be alarmed while reading the list of side
effects. You may not su

Stop use of this medicine and refer to your doctor iInmediately I you experience
one of the following effects:
= Abdominal pain, digestive difficulties, hearthum, flatulence, nausea, vomiting

l(-\'rary common side effects, appear in 1 out of 10).

alpiations, sudden and oppressive chast pain {signs of hoart attack or
myocardial infarction); breathlessness, difficulty of breathing when lying down,
swelllng of the legs (signs of heart fallure). Thesae sids sffacts are uncommon
ﬁ\ppear at a frequency of 1-10 out of 1000},

igh blood prassure.
or black stools, bloody vomit, bloody diarhea

= Savere abdominal pain, bloodg
+ An allergic reaction including difficulty in breathing or swallowing , swelling of
n accompanied by skin ragh.

gwl fgue , mouth, tengue or throat,

* Fainting.

. Sudd;ﬁ difficuty In breathing, feeling of chest tightness accompanied
wheezing or coughing (signs of asthma); sudden and intense headache, sti
neck, difficulty to speak.

. glc;invulsigns. ied by blista ling of the ski le spats on th

* n rash accompanie: isters, pesling e skin, purpl on the
skin, blisters in the mouth or eyes, sklpr?i;nﬂammation awompani:dpgy peeling

r from any of them.

or flaking.

. Swalllnggnf the arms, hands , lags and feat (adema).

% gt;ange in color or volume of the urine, excess of protein in the urine, blood in

urine.

* Yellow skin or eyes (signs of jaundice / hepatic failure), increase of liver
enzy;tnoes, sensitivity of the upper right side of the abdomen and fli-ike
symptoms.

* bleeding or unusual bruising, high fever or persistent sore throat, frequent
Infactions.

« Incressed sensitivity of the skin io the sun.

Taking medicines such as diclofenac may be associated with increased risk of heart
attack {myocardial infarction). Risk is higher with high dosage and prolonged use.

Additional slde ﬁ that may occur are usually mild. K you feel one of these sffects,
refer io your doclor or pharmacist.

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

Appear rarely frequency up to 1:1000: drowsiness, unusual fatigue, rash
accompanied by itching.

Apgenrv:ay rarely frequency up to 1:10000: decrease in level of white or red blood
calls; constipation, mouth ulcars, swollen, red and sore tongue, taste disturbances,
upper sbdominal cramp; iiching and redness of the skin, hair loss; linglling or
numbness in hands or legs, frembling; blumed vision, ringing in the ears, hearing
deterioration; mood swings, difficulty sleeping, feeling of confusion, disorientation,
depression, nightmares, memory disorder, esophageal ulcer.

If any of the side effects worsens, or if you experience side effects not mentioned in
this [safiat, consult your doclor.

5. How to store the medicine

= Avoid poisoning! This medicine, and all sther medicines, must b stored in a
safa place out of the reach of children and/or Infants, to avold polsoning. Do
not induce vomiting unless explicily instructed to do so by your doctor.

* Do not use the medicine after the expiry date (exp. date) stated on the
package/bottie/carton/label. The expiry date refers fo the last day of that
month

. Smde conditions: Store at a temperature below 30°C.

6.
In addition to the active Ingredisnt, this medicine also contains:

Macrogol 600 (Polyethylene glycol 800), Glycercl 85%, Purified Water, Gelatin,
Polysorb 85’?0!80 dry subsiaf?ceyc)?ouino)line yellow 70% E104.

What does the medicine look like and what doas the pack contaln?
Voltaren Acti-Go Liquid Gelcaps are small yellow capsules.

Ragistration holder: NCH Ltd., 14 Hamefalsim St., Petach — Tlkva.
This leaflet was checked and approved by the Ministry of Health in November 2013.

Drug reglstration number at the natlonal medicines registry of the Minlstry of
Health: 150-93-33771-00
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