
Patient leaflet in accordance with the
Pharmacists’ Regulations )Preparations( -  1986

This medicine is to be supplied by physician’s prescription 
only

Swiss Relief Dual Release
Capsules
Each capsule contains diclofenac sodium 75 mg.
Inactive ingredients and allergens: see section 6 ״Additional 
information״.
Read the entire leaflet carefully before you start using this 
medicine. This leaflet contains essential information about 
this medicine. If you have any further questions, refer to the 
physician or the pharmacist.
This medicine has been prescribed for you only. Do not pass 
it on to others. It may harm them, even if it seems to you that 
their medical condition is similar.
Swiss relief dual release is not suitable for children and 
adolescents under 18 years because the content of active 
substance is too high.

1. What is the medicine intended for?
Swiss Relief Dual Release is for the treatment of pain and 
inflammation due to: acute attack of gout, severe disorders 
of the musculoskeletal system, dental surgery or other minor 
surgery, joint function disturbances, lower back pain and cases 
of trauma )sprains, strains, fractures(.
Because the release of the active substance diclofenac is 
modified, Swiss Relief Dual Release is not suitable for starting 
treatment in conditions where rapid onset of action is needed.
Therapeutic group: Non-steroidal anti-inflammatory drugs 
)NSAIDs(.

2. Before using the medicine
  Do not use the medicine if:

	· You are sensitive )allergic( to the active ingredient 
diclofenac sodium or to any of the other ingredients that 
the medicine contains )see section 6 in the leaflet(;

	· If you are sensitive )allergic( to ibuprofen, aspirin or 
other medicines of the non-steroidal 

· anti-inflammatory agents )NSAIDs( class;
	· You have previously suffered from asthma exacerbations, 

swelling of the nasal mucosa or skin reactions after taking 
acetylsalicylic acid; or other NSAIDs;

	· You suffer from unexplained haematopoietic disorders;
	· You suffer from, or have a history of, peptic ulceration 

or gastric and duodenal haemorrhage )at least 2 
different episodes of proven ulceration or bleeding(;

	· You have a history of gastrointestinal bleeding or 
perforation, associated with previous NSAID treatment;

	· You suffer from cerebrovascular or other active bleeding;
	· You suffer from severe hepatic failure or renal 

impairment;
	· You suffer from severe cardiac impairment;
	· You suffer from established heart disease and/or 

cerebrovascular disease e.g. if you have had a heart 
attack, stroke, mini-stroke )TIA( or blockages to blood 
vessels leading to the heart or brain or you have 
undergone an operation to clear or bypass blockages;

	· You have or have had problems with your blood 
circulation )peripheral arterial disease(;

	· You are in the last trimester of pregnancy.
! ·Before treatment with Swiss Relief Dual Release, tell 

your physician if:
	· You smoke.
	· You suffer from diabetes.
	· You suffer from angina pectoris, blood clots, hypertension, a 

high level of cholesterol or triglycerides in the blood.
! ·Special warnings regarding the use of this medicine:
	· If there is no improvement in your condition within one 

month, consult the physician.
	· Tell your physician if you are about to undergo laboratory 

tests, since treatment with this medicine may interfere with 
the results.

	· Swiss Relief Dual Release may cause hypersensitivity 
during sun exposure; therefore, avoid exposure to the 
sun and take appropriate precautions )long clothes, a hat, 
protective creams, etc.(.

	· Side effects may be avoided by using the lowest effective 
dose for the shortest duration necessary for improvement 
of symptoms.

	· Gastrointestinal safety:
 Avoid taking Swiss Relief Dual Release concomitantly 

with other NSAIDs, including COX-2 inhibitors 
)cyclo-oxygenase-2(.

	· Elderly patients:
 Elderly patients suffer from side effects more often following 

NSAID therapy, especially from effects like gastrointestinal 
bleeding and perforation, which may be life threatening in 
certain circumstances. Therefore, elderly patients should be 
monitored with particular care.

	· Gastrointestinal bleeding, ulcers and perforations
 Gastrointestinal bleeding, ulcers or perforations, sometimes 

fatal, have been reported when using all NSAIDs. They have 
occurred with and without previous warning symptoms or 
any history of serious gastrointestinal events, and at any 
point in the treatment.

 The risk of gastrointestinal bleeding, ulceration or perforation 
is greater the higher the dose of the NSAID, in patients with 
a history of ulcers, especially with complications involving 
bleeding or perforation )see above ״Do not use the medicine 
if״(, and in elderly patients. These patients should start the 
treatment at the lowest available dose.

 For these patients, as well as for patients who need 
concomitant treatment with low dose acetylsalicylic acid 
)ASA( or other medicinal products, which can increase 
the gastrointestinal risk, a combination treatment with 
medicines, which protect stomach mucosa )e.g. misoprostol 
or proton pump inhibitors( should be considered.

 If you have a history of gastrointestinal side effects, 
particularly if you are elderly, you should report any unusual 
abdominal symptoms )especially gastrointestinal bleeding(, 
especially at the beginning of treatment.

 Caution is advised if you are concomitantly taking medicines 
which can increase the risk of ulcers or bleeding, such as: 
oral corticosteroids; anticoagulants like warfarin; selective 
serotonin reuptake inhibitors, which are used, among other 
things, to treat depressive moods; or platelet aggregation 
inhibitors like aspirin )see below ״Drug interactions״(.

 If gastrointestinal bleeding or ulcers occur while you are 
taking Swiss Relief Dual Release, treatment should be 
discontinued.

 Caution should be exercised when administering NSAIDs to 
patients with a history of gastrointestinal disease )ulcerative 
colitis, Crohn’s disease(, as their condition can worsen )see 
section 4 ״Side effects״(.

	· Effects on the cardiovascular system:
 Medicines like Swiss Relief Dual Release are associated 

with a slight increased risk of heart attacks )myocardial 
infarction( or strokes. The risk is more likely to be related 
to high doses of the medicines for prolonged treatment 
periods. Do not exceed the recommended dose or duration 
of treatment.

 If you have heart problems or have previously had a stroke 
or think that you might be at risk of these conditions )for 
instance, if you suffer from high blood pressure, diabetes or 
high cholesterol levels, or if you are a smoker( you should 
consult your physician. The dose must not exceed 100 mg 
per day, if you are being treated for more than four weeks. 

 It is usually important to use the lowest dose for the minimal 
possible period of time, in order to keep the risk to develop 
cardiovascular side effects as low as possible. If, at any time 
while taking Swiss Relief Dual Release, you experience 
any signs or symptoms of heart or vascular problems such 
as chest pain, shortness of breath, weakness or slurred 
speech, contact your physician immediately.

	· Skin reactions:
 Severe skin reactions accompanied by redness and 

blistering, sometimes fatal )exfoliative dermatitis - skin 
inflammation with significant skin peeling, Stevens-Johnson 
syndrome and toxic epidermal necrolysis/Lyell’s syndrome: 
see section 4( have been reported rarely during NSAID 
treatment. It seems that the highest risk of such reactions 
occurs at the beginning of treatment, as in most cases these 
reactions occurred in the first month of treatment. Treatment 
with Swiss Relief Dual Release should be discontinued with 
the first signs of skin rashes, lesions of mucous membranes 
or other signs of a hypersensitivity reaction, and the 
physician should be consulted immediately.

	· Hepatic effects:
 Caution must be exercised )discussion with the physician 

or pharmacist( prior to starting treatment in patients, who 
suffer from hepatic dysfunction, since their condition 
could worsen under treatment with diclofenac. When a 
prolonged or recurrent treatment is given with Swiss Relief 
Dual Release, regular monitoring of liver function is an 
appropriate precaution. Upon discovery of clinical signs 
of liver disease, treatment with Swiss Relief Dual Release 
should be discontinued immediately.

	· Swiss Relief Dual Release should be given only after 
carefully evaluating the risk/benefit ratio in:
ͦ  Certain congenital haematopoietic disorders )disorders 

of blood product production( )such as acute intermittent 
porphyria(;

ͦ  Certain autoimmune diseases )such as systemic lupus 
erythematosus and mixed connective tissue disorders(.

	· Special strict medical supervision is required:
ͦ  Directly after major surgery;
ͦ  In patients with allergies )such as skin reactions to other 

medicines, asthma, hay fever(, chronic swelling of nasal 
mucous membranes or chronic respiratory disease, 
associated with obstruction of airways;

ͦ  In patients with impaired kidney or liver function.
	· Severe acute hypersensitivity reactions )such as 

anaphylactic shock( were observed in very rare cases. 
As first signs of a hypersensitivity reaction appear after 
taking Swiss Relief Dual Release, treatment must be 
stopped. Medically necessary procedures appropriate to the 
symptoms must be initiated by suitable specialists. 

	· Diclofenac might temporarily inhibit platelet aggregation. 
Therefore, patients suffering from coagulation disorders 
should be under strict observation.

	· As with other NSAIDs, diclofenac can mask the signs and 
symptoms of an infection. In case signs of infection )such 
as redness, swelling, local heat, pain and fever( appear 
or worsen while taking Swiss Relief Dual Release, the 
physician should be consulted without delay.

	· If you are taking Swiss Relief Dual Release before a surgical 
procedure, you should ask or tell the physician or dentist 
about it.

	· During long-term use of analgesics, headaches might occur. 
They should not be treated with increased doses of the 
medicine. Consult your physician if you suffer from frequent 
headaches despite taking Swiss Relief Dual Release

	· Generally, regular use of analgesics, especially when a 
combined therapy is given with several analgesic products, 
might lead to permanent kidney damage associated with 
a risk of kidney failure )analgesic nephropathy – renal 
impairment due to use of analgesics(.

	· As with other medicines, inhibiting prostaglandin synthesis, 
Swiss Relief Dual Release may cause difficulty becoming 
pregnant. You  should inform your physician if you plan to 
become pregnant or if you suffer from difficulty becoming 
pregnant.

! Drug interactions
 If you are taking or have recently taken other 

medicines, including nonprescription medications and 
food supplements, inform your physician or pharmacist. In 
particular inform your physician if you are taking:

	· Digoxin - to strengthen the heart.
	· Phenytoin - to treat convulsions.
	· Lithium - to treat mental/emotional disorders. Taking Swiss 

Relief Dual Release concomitantly with these medicines 
might raise concentration of these medicines in the blood. 
Monitoring serum lithium levels is necessary. Monitoring 
serum levels of digoxin and phenytoin is recommended.

	· Diuretics
	· Medicines to treat high blood pressure and heart diseases - 

ACE inhibitors and angiotensin II antagonists. Swiss Relief 
Dual Release might decrease the effect of these medicines. 
Additionally, taking these medicines concomitantly, might 
increase the risk of impaired kidney function.

	· Potassium sparing diuretics.
 Concomitant administration of Swiss Relief Dual Release 

with potassium sparing diuretics, might increase the 
concentration of potassium in the blood. Therefore, 
potassium blood level monitoring is recommended.

	· Aspirin, salicylates and platelet aggregation inhibitors.
	· Other medicines of NSAID class for treatment of pain and 

inflammation.
	· Glucocorticosteroids.
	· Antidepressants )selective serotonin reuptake inhibitors/

SSRIs(.
 Concomitant administration of Swiss Relief Dual Release 

with these medicines increases the risk of gastrointestinal 
ulcers or bleeding.

	· Methotrexate – for treatment of some types of cancer and 
arthritis. Giving Swiss Relief Dual Release less than 24 
hours before or after the administration of methotrexate 
might raise the concentration of  methotrexate in the blood 
and worsen its undesirable effects.

	· Cyclosporine or tacrolimus - medicines for suppressing the 
immune system and sometimes used to treat rheumatism. 
NSAIDs )like diclofenac( might worsen the damaging effects 
of these medicines on the kidneys.

	· Medicines which contain probenecid or sulfinpyrazone 
)medicines to treat gout( - might inhibit excretion of 
diclofenac. This might cause diclofenac to accumulate in the 
body and worsen its undesirable effects.

	· Blood thinning medicines like warfarin - NSAIDs might 
increase the effect of these medicines.

Using the medicine and food
If you suffer from a sensitive stomach, the recommendation 
is to take Swiss Relief Dual Release during meals. Take with 
plenty of fluid.
Using the medicine and alcohol consumption
Do not drink alcoholic beverages while using the medicine.
Pregnancy and breastfeeding
Do not use the medicine without consulting the physician prior 
to beginning treatment if you are pregnant, planning to become 
pregnant or breastfeeding.
Pregnancy:
If you are found to be pregnant while taking Swiss Relief Dual 
Release, tell the physician. In the first and second trimester of 
pregnancy, Swiss Relief Dual Release should be taken only 
after discussion with the physician. Swiss Relief Dual Release 
should not be used in the last trimester of pregnancy, due to 
increased risk of complications for the mother and the baby.
Breastfeeding:
Small amounts of the active substance diclofenac and its 
breakdown products pass into breast milk. As no harmful effects 
on the baby are yet known, it is usually not necessary to stop 
breastfeeding during short term use. However, if long-term use or 
high doses are necessary, early weaning from breastfeeding 
should be considered.
Driving and using machines
As the use of Swiss Relief Dual Release, especially at higher-
dosages, might cause central nervous system side effects 
such as tiredness and dizziness, reaction time can change in 
isolated cases, impairing the ability to drive and use machines. 

This is especially true while concomitantly consuming alcohol. 
You may not be able to react quickly or purposefully enough 
to unexpected or sudden events. In this case, you should not 
drive a car or other vehicles. Do not use tools or machinery. Do 
not work without reliable safety conditions.
Smoking
If you are a smoker – consult the physician )see above ״Before 
treatment with Swiss Relief Dual Release, tell your physician 
if:"(.

3. How should you use the medicine?
Always use according to the physician’s instructions. You must 
check with the physician or the pharmacist if you are uncertain 
about the  dosage and treatment regimen of the medicine. 
The dosage and treatment regimen will be determined by the 
physician only. 
To treat rheumatic diseases: 
The dosage of diclofenac depends on the severity of the 
condition. The recommended dose range for adults lies 
between 50 and 150 mg diclofenac sodium per day.

Age Single dose:

Number of Swiss Relief 
Dual Release

modified-release capsules

Total daily dose:

Number of Swiss Relief 
Dual Release

modified-release capsules
Adults 1 

)equivalent to 75 mg 
diclofenac sodium(

2 
)equivalent to 150 mg 

diclofenac sodium(

Do not exceed the recommended dosage.
Method of administration:
Modified-release capsules, hard for oral use. 
Do not chew! Do not break the capsule.
The medicine should be swallowed with plenty of water.
Treatment duration:
The physician will determine the duration of treatment.
For Rheumatic Diseases, it may be necessary to take Swiss 
Relief Dual Release for a long time.
Please speak to your physician or pharmacist if you are under 
the impression that the effect of Swiss Relief Dual Release is 
too strong or too weak.
Tests and follow-up
During prolonged treatment with the medicine, or when 
treatment involves high dosages, the physician will regularly 
refer you to perform blood, urine and liver and kidney function 
tests. 
Liver function values should be regularly monitored during 
long-term treatment.
If you are concomitantly taking blood thinning medicines 
to inhibit blood clotting or medicines to reduce blood sugar 
levels, coagulation function or blood sugar values should be 
monitored as a precaution.
If you have accidently taken a higher dose
Symptoms of overdose can be expressed as central nervous 
system disorders such as headache, dizziness, drowsiness and 
loss of consciousness )in children, also myoclonic seizures(, 
and abdominal pain, nausea and vomiting. Furthermore, 
gastrointestinal bleeding and liver and kidney dysfunction are 
possible. A drop in blood pressure, slower/shallower breathing 
)respiratory depression( and blue-red discoloration of the skin 
and mucous membranes )cyanosis( may occur.
No specific antidote exists.
If an overdose is suspected, or if a child or someone else 
has accidentally swallowed the medicine, please inform your 
physician immediately, he or she can decide what are the 
necessary measures, depending on the severity of the toxic 
effects, or proceed to a hospital emergency room and bring the 
package of the medicine with you.
If you forget to take the medicine at the scheduled time, do 
not take a double dose. Take the next dose at the usual time 
and consult the physician.
Persist with the treatment as recommended by the physician.
Do not take medicines in the dark! Check the label and 
the dose each time you take the medicine. Wear glasses 
if you need them.
If you have questions regarding the use of the medicine, 
consult the physician or the pharmacist.

4. Side effects
Like all medicines, Swiss Relief Dual Release may cause 
side effects in some users. Do not be alarmed while reading 
the list of side effects. You might not suffer from any of them. 
It must be borne in mind that the following side effects are 
predominantly dose related and differ from one patient to another.
The most commonly observed side effects are effects on 
the gastrointestinal system. Peptic ulcers, perforations or 
haemorrhage in the stomach and in the duodenum, may develop 
and can be sometimes fatal, especially in elderly patients )see 
section ״Special warnings regarding the use of this medicine״(. 
Nausea, vomiting, diarrhoea, melena )black stool( constipation, 
indigestion, abdominal pain, heartburn, "tarry stool," vomiting 
blood, ulcerating inflammation of the mucous membrane of the 
mouth )ulcerative stomatitis(, worsening of colitis and Crohn’s 
disease )see section ״Special warnings regarding the use of 
this medicine״( have been reported after use. In less common 
cases, inflammation of the stomach lining has been observed.
Fluid retention )oedema(, hypertension and cardiac insufficiency 
have been reported in association with NSAID treatment.
There is a possible connection between Swiss Relief Dual 
Release use and a slight rise in the risk of heart attacks 
)myocardial infarction( or strokes.
	· Cardiac disorders:
 Uncommon: palpitations, fluid retention )oedema(, myocardial 

infarction )cardiac impairment(, heart attack )sudden 
compressing chest pain(, shortness of breath, difficulty breathing 
when lying down, swelling of the feet or legs )signs of cardiac 
insufficiency(.

 These effects are manifested mainly with a high daily dose 
)150 mg( for a long period of time.

	· Blood and lymphatic system disorders:
 Very rare: haematopoietic disorders )anaemia, leukopenia, 

thrombocytopenia, pancytopenia, agranulocytosis(.
 The first signs might be: fever, sore throat, superficial 

lesions in the mouth, flu like symptoms, severe exhaustion, 
nosebleeds and subcutaneous bleeding.

 Stop using the medicine and refer to the physician 
immediately if any of these side effects occur.

 Do not self-treat with any medicines to reduce pain or fever.
 In very rare cases: haemolytic anaemia )anaemia caused 

by accelerated breakdown of red blood cells( might develop.
	· Nervous system disorders:
 Common: central nervous system disorders such as 

headaches, dizziness, drowsiness, agitation, irritability or 
fatigue.

 Very rare: impaired sensitivity, impaired sense of taste, 
impaired memory, confusion, convulsions, tremor.

	· Eye disorders:
 Very rare: visual impairment )blurred vision and diplopia(.
	· Ear disorders:
 Very rare: noise in the ear )tinnitus(, temporary hearing 

impairment.
	· Gastrointestinal disorders:
 Very common: gastrointestinal disorders such as nausea, 

vomiting and diarrhoea, and also slight gastrointestinal blood 
loss, which can cause anaemia in exceptional cases.

 Common: ingestion disorders )dyspepsia(, flatulence, 
abdominal cramps, loss of appetite and gastrointestinal 
ulcers )in some circumstances with bleeding and perforation(.

 Uncommon: vomiting blood, blood in the stool, tarry stools 
or bloody diarrhoea.

 If you suffer from quite severe pain in the upper abdomen, 
tarry stool or blood in the stool, you should stop using the 
medicine and refer to a physician immediately.

 Very rare: inflammation of the mucous membranes of the 
mouth, inflammation of the tongue, lesions of the oesophagus, 
constipation and lower abdominal disorders, such as 
inflammation and bleeding of the large intestine, worsening 
of Crohn’s disease/ulcerative colitis )specific inflammations 
of the large intestine associated with ulceration(, 
inflammation of the pancreas )pancreatitis(. Narrowing of

 the intestine has been reported  in very rare cases.
	· Renal and urinary disorders:
 Uncommon: development of oedema )retention of fluid in 

the body(, especially in patients suffering from high blood 
pressure or impaired kidney function.

 Very rare: damage to renal tissue )interstitial nephritis, papillary 
necrosis(, which can be accompanied by acute renal failure, 
protein in the urine )proteinuria( and/or blood in the urine 
)haematuria(; Nephrotic syndrome )fluid retention in the 
body ]oedema[ and excessive protein excretion in the urine(.

 Reduced urine excretion, fluid retention in the body 
)oedema(, and malaise )a general feeling of illness( might 
be manifestations of kidney disease or even kidney failure.

 If any of these effects occur or worsen, you should stop 
using the medicine and refer to your physician immediately.

	· Skin and subcutaneous tissue disorders:
 Uncommon: hair loss.
 Very rare: skin rash accompanied by redness )eczema, 

erythema, exanthema(, hypersensitivity to light )ensure skin 
protection(, small spots of subcutaneous bleeding, severe 
skin reactions like skin rash accompanied by blisters )such 
as Stevens-Johnson syndrome, toxic epidermal necrolysis/
Lyell’s syndrome(.

	· Infections:
 In very rare cases, worsening of inflammations due to 

infection )e.g. development of a necrotic condition in the 
subcutaneous tissues - necrotizing fasciitis( has been 
described in the time span of administration of specific anti-
inflammatory medicines )NSAIDs, the group to which Swiss 
Relief Dual Release belongs(.

 If signs of an infection appear or worsen )such as 
redness, swelling, local heat, pain and fever( while 
using Swiss Relief Dual Release, refer to the physician 
immediately.

 In very rare cases, symptoms of non-infectious meningitis 
)aseptic meningitis(, such as severe headache, nausea, 
vomiting, fever, spinal pain, neck stiffness and muscle 
stiffness or clouding of consciousness and loss of 
orientation ability have been observed. It seems that the risk 
is greater for patients who are already suffering from certain 
autoimmune diseases )systemic lupus erythematosus, 
connective tissue disorders(.

	· Vascular disorders:
 Very rare: high blood pressure )hypertension(.
	· Immune system disorders:
 Common: hypersensitivity reactions such as skin rash and 

itching of the skin.
 Uncommon: nettle rash )urticaria(.
 Very rare: severe general hypersensitivity reactions. 

These reactions may be expressed as swelling of 
the face, tongue and pharynx, lips and extremities, 
with constriction of airways, shortness of breath, 
tachycardia, drop in blood pressure, up to the point 
of anaphylactic shock. If one of these symptoms 
develops, which might occur even during the first 
use, seek medical attention immediately. Additionally, 
stop using Swiss Relief Dual Release and refer to the 
physician immediately.

 In very rare cases, allergic inflammation of the blood vessels 
)vasculitis( and the lungs )pneumonia( have been observed.

	· Hepatobiliary disorders:
 Common: raised levels of liver enzymes in the blood.
 Uncommon: liver damage, especially during long-term 

treatment, acute hepatitis with or without jaundice ]very 
rarely, with a very severe )fulminant( course, even without 
early signs[.

	· Psychiatric disorders:
 Very rare: psychotic reactions, depression, a feeling of 

anxiety, nightmares.
If a side effect appears, if one of the side effects worsens, 
or when you suffer from a side effect not mentioned in the 
leaflet, you should consult the physician.
Reporting Side Effects:
Side effects can be reported to the Ministry of Health by clicking 
on the link ״Report Side Effects of Drug Treatment״ found on the 
Ministry of Health homepage website )www.health.gov.il(, which 
directs to the online form for reporting side effects, or by entering 
the link: https://sideeffects.health.gov.il
Additionally, you can report to Perrigo via the following address:
www.perrigo-pharma.co.il.

5. How to store the medicine?
	· Avoid poisoning! This medicine and any other medicine 

should be kept in a closed place out of the reach and sight 
of children and/or infants in order to avoid poisoning. Do 
not induce vomiting without an explicit instruction from the 
physician.

	· Do not use the medicine after the expiry date )exp. date( that 
appears on the package and blister. The expiry date refers 
to the last day of that month.

	· Even if kept in their original container and stored as 
recommended, medicines may be kept for a limited period 
only. Please note the expiry date of the product! In case of 
doubt, you should consult the pharmacist who dispensed 
the medicine to you.

	· Store below 25°C.
	· Store in the original package.

6. Additional information
In addition to the active ingredient the medicine also 
contains:
Microcrystalline cellulose, gelatin, povidone K 25  ,methacrylic 
acid ethyl acrylate copolymer )1:1( neutralized with sodium 
hydroxide, talc, ammonio methacrylate copolymer type B, 
colloidal anhydrous silica, propylene glycol, ammonio 
methacrylate copolymer type A, titanium dioxide, triethylcitrate, 
indigo carmine ,sodium lauryl sulphate, printing ink.
What does the medicine look like and contents of the 
package:
Hard gelatin capsules, with a white ״D75M״ imprinting on the 
capsule cap and body. Colour of the capsule cap: opaque light 
blue, colour of the capsule body: transparent.
Packs size of 4, 10, 20 and 56 capsules packed in blisters.
Not all pack sizes may be marketed.
Registration holder and address:
Perrigo Israel Agencies Ltd., 1 Rakefet St., Shoham.
Manufacturer and address:
Swiss Caps GmbH, Bad Aibling, Germany.
This leaflet was checked and approved by the Ministry of 
Health in: July 2015.
Registration number of the medicine in the National Drug 
Registry of the Ministry of Health: 14210.31815
22.12.19
Swiss Relief Dual Release PIL PB0420-10

الدم، تنفس بطيئ أكثر/ سطحي أكثر وتغير في لون الجلد والأغشية ألمخاطية الى 
أزرق – أحمر )زراق(.

لا يوجد ترياق محدّد.
قام طفل أو شخص آخرعن طريق  إذا  أو  أعلى  جرعة  بتناول  شك  وجود  حال  في 
الخطأ بابتلاع كمَية من الدواء، بلغ الطبيب فورًا، بالإمكان إتخاذ القرار بخصوص 
الوسائل الضرورية، بحسب شدة التأثيرات السامة، أو توجّه فورًا إلى غرفة الطوارئ في 

المستشفى وأحضر عبوة الدواء معك. 
إذا نسيت تناول الدواء في الوقت المحدّد فلا تتناول وجبة مضاعفة. قم بتناول الجرعة 

التالية في وقتها المعتاد واستشر الطبيب.
يجب الاستمرار في تناول الدواء حسب توصية الطبيب.

يُمنع تناول الدواء في الظلام! تحقّق من الملصق على الدواء والجرعة الدوائية في كل 
مرة تتناول فيها دواء. ضع النظارات الطبية إذا كنت بحاجة إليها.

إذا كانت لديك أسئلة إضافية بالنسبة إلى استعمال الدواء، فاستشِر الطبيب أو الصيدليّ.

4. الأعراض الجانبية
كجميع الأدوية، قد يسبّب استعمال سويس ريليف دووال ريليس أعراضًا جانبية لدى 
قسم من متناولي الدواء. لا تصدم عند قراءة قائمة الأعراض الجانبية. من المحتمل ألا 

تعاني من أي منها. 
تذكر أن التأثيرات الغير مرغوب بها المفصلة فيما يلي هي بالأساس تتعلق بالجرعة 

الدوائية وتتغير من مريض إلى آخر.
الأعراض الجانبية التي تظهر بأعلى وتيرة هي التأثيرات على الجهاز الهضمي. من 
الممكن أن تطور تقرّحات )تقرّحات هضمية(، ثقوب أو نزيف في المعدة وفي المعي 
الإثني عشر، التي ممكن أن تكون أحيانًا مميتة، خاصة لدى المرضى كبار السن )أنظر 
البند ״تحذيرات خاصة تتعلق باستعمال الدواء״(. غثيان، تقيؤات، إسهال، تجمع غازات، 
إمساك، صعوبات في الهضم، ألم في البطن، حرقة، براز اسود اللون، تقيؤ دموي، 
إلتهاب يرافقه تقرّحات في الغشاء المخاطي في الفم )إلتهاب الفم التقرّحيّ(، تفاقم إلتهاب 
البند ״تحذيرات خاصة تتعلق بإستعمال الدواء״( تم  القولون ومرض كرون. )أنظر 

التبليغ عنها بعد استعمال الدواء. في حالات أقل شيوعًا، ظهر إلتهاب في غشاء المعدة.
انحباس السوائل )وذمة(، ضغط دم مرتفع وقصور في عمل القلب، تم التبليغ عنه في 

.NSAID -سياق العلاج ب
توجد علاقة محتملة بين استعمال سويس ريليف دووال ريليس وبين ارتفاع خفيف في 

خطر حدوث نوبات قلبيّة )احتشاء عضلة القلب( أو سكتات دماغية.
· إضطرابات قلبية:	

غير شائعة: ضربات قلب )خفقان(، احتباس السوائل )وذمة(، احتشاء عضلة القلب   
)اضطراب في القلب(، نوبة قلبية )ألم فجائي في الصدر(، ضيق تنفس، صعوبة في 
التنفس أثناء الاستلقاء، تورّم في كفات القدمين أو في القدمين )أعراض لقصور عمل 

القلب(.
تظهر هذه الأعراض بالأساس في جرعة يومية عالية )150 ملغ( لفترة زمنية   

طويلة.
· إضطرابات في جهاز الدم والجهاز الليمفوي:	

نادرة جدّا: إضطرابات في جهاز الدم: )فقر دم، نقص كريات الدم البيضاء، قلة   
الكريات الشاملة، ندرة المحببات(.

إصابات  الحلق،  في  ألم  الحرارة،  درجة  إرتفاع  تكون:  قد  الأولى  الأعراض   
الأنف  من  نزيف  شديد،  إرهاق  بالأنفلونزا،  شبيهة  أعراض  الفم،  في  سطحية 

ونزيف تحت الجلد.
يجب التوقف عن استعمال الدواء والتوجه إلى الطبيب فورًا إذا ظهر أحد هذه   

الأعراض.
ممنوع العلاج بأي أدوية لتسكين الألم أو لتخفيف الحرارة بصورة مستقلة.  

في حالات نادرة جدًا: من الممكن أن يتطور فقر الدم الإنحلالي )فقر الدم الناجم عن   
تحلل متسارع لخلايا الدم الحمراء(.

· إضطرابات الجهاز العصبي:	
شائعة: اضطراب في الجهاز العصبي المركزي مثل ألم في الرأس، دوار، نعاس،   

تهيج، عصبية أو إرهاق.
نادرة جدًا: إضطرابات في الإحساس، إصابة في حاسة الذوق، إصابة في الذاكرة،   

ارتباك، نوبات صرع، ارتجاف.
· إضطرابات في العينين:	

نادرة جدًا: إضطرابات في الرؤية )تشوش الرؤية ورؤية مضاعفة(.  
· إضطرابات في الأذنين:	
· نادرة جدًا: ضجيج في الأذنين )طنين(، إصابة مؤقتة في السمع.	
· إضطرابات في الجهاز الهضمي:	

شائعة جدًا: إضطرابات في الجهاز الهضمي مثل غثيان، تقيؤات وإسهال، وكذلك   
فقدان دم خفيف من الجهاز الهضمي الذي ممكن أن يُسبب فقر دم في حالات شاذة.

شائعة: إضطرابات في الهضم )سوء هضم(، تراكم غازات، تشنجات في البطن،   
إنعدام الشهية وتقرحات في الجهاز الهضميّ )في ظروف معينة تكون مع نزيف 

وثقوب(.
غير شائعة: تقيؤ دم، دم في البراز، براز أسود اللون أو إسهال دموي.  

إذا كنت تعاني من آلام شديدة في الجزء العلوي من البطن، براز أسود أو دم في   
البراز، يجب عليك التوقف عن استخدام الدواء والتوجه فورًا إلى الطبيب.

نادرة جدًا: إلتهاب في الأغشية ألمخاطية في الفم، إلتهاب في اللسان، إصابات في   
المريء، إمساك وإضطرابات في البطن السفلي مثل إلتهاب ونزيف في الأمعاء 
الغليظة، تفاقم مرض كرون/إلتهاب القولون التقرّحي )إلتهابات معينة في الأمعاء 
الغليظة مصحوبة بتقرّحات(، التهاب في البنكرياس. في حالات نادرة تم التبليغ عن 

تضييق في الأمعاء.
· إضطرابات في الكلى وفي جهاز البول:	

غير شائعة: تطور وذمة )احتباس سوائل في الجسم(، خاصة لدى المرضى الذين   
يعانون من ضغط دم مرتفع أو من اضطراب في وظائف الكلى.

نادرة جدا: إصابة في غشاء الكلية )إلتهاب الكلى الخلالي، نخر حليمي(، الذي يمكن   
أن يكون مصحوبًا باضطراب في وظائف الكلى )قصور كلوي(، بروتين في البول 
)بيلة بروتينية( و/أو دم في البول )بول دموي(؛ متلازمة كلوية )احتباس سوائل في 

الجسم ]وذمة[ وزيادة إفراز البروتين في البول(.
إنخفاض في إفراز البول، احتباس السوائل في الجسم )وذمة(، وشعور عام بالمرض   

ممكن أن يشكل علامة لمرض كلوي أو حتى قصور كلوي.
إذا حدثت وتفاقمت إحدى هذه الأعراض يجب التوقف عن استعمال الدواء والتوجه   

فورًا للطبيب.
· إضطرابات في الجلد وفي الأنسجة تحت الجلد:	

غير شائعة: تساقط الشعر.  
نادرة جدًا: طفح جلدي يرافقه إحمرار )أكزيما، حُمامى، طفح(، حساسية مفرطة   

للضوء )يجب الإهتمام بحماية الجلد(، نقاط صغيرة من نزف تحت الجلد، ردود فعل 
جلديّة شديدة مثل طفح جلدي يرافقه البثور )مثل متلازمة ستيڤنز - جونسون(، ونخر 

)necrosis( سام بسبب إلتهاب الجلد/متلازمة لايل(.
· عدوى:	

في حالات نادرة جدًا تمّ التبليغ عن حالات تفاقم الإلتهاب بسبب عدوى )مثل تطور   
حالة إصابات في الأنسجة تحت الجلد – necrosis fasciitis( في فترات إعطاء 
أدوية مضادة لإلتهابات معينة )مستحضرات NSAID، المجموعة التي ينتمي إليها 

سويس ريليف دووال ريليس(.
إذا ظهرت أو تفاقمت علامات العدوى )مثل الإحمرار، التورم، حرارة موضعية، ألم   
وارتفاع درجة الحرارة( أثناء استعمال سويس ريليف دووال ريليس، يجب التوجه 

للطبيب فورًا.
في حالات نادرة جدا شوهدت علامات من إلتهاب السحايا الغير معدي )إلتهاب   
السحايا العقيم(، مثل ألم راس شديد جدا، غثيان، تقيؤات، ارتفاع درجة الحرارة، 
الوعي  تشوش  أو  العضلات  وتصلب  الرقبة  تصلب  الفقري،  العمود  في  آلام 
أمراض  من  يعانون  الذين  المرضى  لدى  أعلى  الخطر  أن  يبدو  والإرتباك. 
 systemic lupus الجهازيّة الحُماميّة  الذئبة  الذاتية )مثل  المناعة  معينة في 

erythematosus  وإضطرابات في النسيج الضام المختلط
.)mixed connective tissue disorder  

· إضطرابات في الأوعية الدموية:	
نادرة جدًا: ضغط دم مرتفع )ارتفاع ضغط الدم(.  

· إضطرابات في جهاز المناعة:	
شائعة: ردود فعل تحسسية مفرطة مثل طفح جلدي وحكة في الجلد.  

غير شائعة: الشرى.  
نادرة جدا: ردود فعل تحسسية مفرطة عامة وخطيرة. ردود الفعل هذه ممكن أن   
تظهر كتورّم في الوجه، في اللسان والحلق، في الشفاه والأطراف، إلى جانب تضيق 
مجاري التنفس، ضيق في التنفس، تسارع في نبضات القلب، هبوط في ضغط الدم، 
حتى حالة صدمة تأقية. إذا تطور أحد هذه الاعراض، الأمر الذي قد يحدث أيضًا 
أثناء استعمال الدواء في المرة الأولى، يجب طلب المساعدة الطبية على الفور. 

كذلك، يجب وقف استعمال الدواء والتوجه فورًا الى الطبيب.
في حالات نادرة جدًا، شوهد إلتهاب تحسسي في الأوعية الدموية )إلتهاب الأوعية   

الدموية( وفي الرئتين )إلتهاب رئتين(.
· إضطرابات في الكبد وفي قنوات المرارة:	

شائعة: ارتفاع في مستويات انزيمات الكبد في الدم.  
غير شائعة: إصابة في الكبد، خاصة أثناء العلاج لفترات طويلة، إلتهاب حاد في الكبد   
مع أو بدون يرقان ]والتي تتميز، في أوقات نادرة جدًا، بمسار تطور وخيم للغاية 
)إلتهاب الكبد الخاطف – fulminant hepatitis(، وبدون علامات مسبقة حتى[.

· إضطرابات نفسية:	
نادرة جدًا: ردود فعل نفسية، اكتئاب، شعور بالخوف والقلق، كوابيس ليلية.  

إذا ظهرت أعراض جانبية، إذا تفاقمت إحدى الأعراض الجانبية أو إذا عانيت من   
أحد الأعراض الجانبية التي لم تذكر في هذه النشرة، يجب عليك استشارة الطبيب.

التبليغ عن الأعراض الجانبية:
الرابط  على  النقر  بواسطة  الصحة  لوزارة  جانبية  أعراض  عن  التبليغ  يمكن 
"דיווח על תופעות לוואי עקב טיפול תרופתי" الموجود بصفحة البيت بموقع 
وزارة الصّحة )www.health.gov.il( الذي يوجّه إلى النموذج الإنترنتي للتبليغ 

عن الأعراض الجانبية، أو عن طريق الدخول للرابط:
https://sideeffects.health.gov.il

بالإضافة، يمكن التبليغ لشركة پريچو بواسطة العنوان التالي:
www.perrigo-pharma.co.il

5. كيف يخزن الدواء؟
· تجنب التسمم! يجب حفظ هذا الدواء، وكلّ دواء آخر، في مكان مغلق، بعيدًا عن 	

متناول أيدي الأطفال ونطاق رؤيتهم وهكذا تتجنب التسمم. لا تسبب التقيؤ بدون 
تعليمات صريحة من الطبيب.

· يُمنع تناول الدواء بعد تاريخ انتهاء الصلاحية )exp. date( الظاهر على العبوّة 	
وشريط الألومنيوم تاريخ انتهاء الصلاحية ينسب إلى اليوم الأخير من نفس الشهر.

· حتى مع العمل بشروط الرزم/الخزن الموصى بها، تُحفظ الأدوية لمدّة محدودة، فقط. 	
يُرجى الإنتباه إلى تاريخ انتهاء الصلاحية للمستحضر! في أي حال من الشك عليك 

أن تستشير الصيدليّ الذي صرف لك الدواء.
· يجب التخزين دون ال C 25ْ درجة مئوية.	
· يحفظ بالعلبة الأصلية.	

6.  معلومات إضافية
بالإضافة إلى المادّة الفعّالة، يحتوي الدواء، أيضًا:

Microcrystalline cellulose, gelatin, povidone K 25, 
methacrylic acid ethyl acrylate copolymer )1:1( neutralized 
with sodium hydroxide, talc, ammonio methacrylate 
copolymer type B,  colloidal anhydrous silica, propylene 
glycol, ammonio methacrylate copolymer type A, titanium 
dioxide, triethylcitrate, indigo carmine  ,sodium lauryl 
sulphate, printing ink.

كيف يبدو الدواء وماذا تحوي العبوّة:
كبسولات جِلاتين صلبة، مع طباعة بيضاء ״D75M״ على غطاء وجسم الكبسولة. لون 

غطاء الكبسولة: أزرق سماوي أكمد، لون جسم الكبسولة: شفاف.
رزمات بحجم: 4، 10، 20، 56 كبسولة مغلفة بأشرطة )نفطة الأدوية(.

قد لا يتمّ تسويق جميع أحجام الرزم.
صاحب التسجيل وعنوانه:

پريچو اسرائيل وكالات م.ض.، شارع ركيفت 1، شوهَم.
المنتج وعنوانه:

سويس كاپس GmbH، باد آيڤلينغ، ألمانيا.
تمّ فحص هذه النشرة والتصديق عليها من قبل وزارة الصحّة في تاريخ: تموز 2015.
رقم تسجيل الدواء في سجلّ الأدوية الرسميّ في وزارة الصحّة: 14210.31815

لتبسيط قراءة هذه النشرة وتسهيلها ورد النص بصيغة المذكر. مع هذا فالدواء معدّ 
لكلا الجنسين.
22.12.19




