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 2023 ספטמבר

 רופא/ה נכבד/ה
 רוקח/ת נכבד/ת

 
 :התכשיר של לצרכן ןעלוהודיעכם על עדכון החברת תרו מבקשת ל

 
 XL 400 אתופן
 XL 600אתופן 

 

Etopan 400 XL 
Etopan 600 XL 

  :הרכב וחוזק

Etopan 400 XL 
Extended release tablets 

Etopan 600 XL 
Extended release tablets 

Each capsule contains: 
Etodolac 400 mg 

Each capsule contains: 
Etodolac 600 mg 

 

 התוויה מאושרת:
 

For the management of signs and symptoms of osteoarthritis and rheumatoid arthritis. 

 

 
מסומנות  מחיקות, באדוםתוספות חשובות מסומנות  ,צהובשינויים המהווים החמרה מודגשים ברקע 

בוצעו שינויים נוספים הכוללים תוספת מידע, השמטת מידע ועדכוני נוסח נים כמו כן, בעלו. השמטהב
 .שאינם מהווים החמרה

 
במאגר התרופות שבאתר משרד הבריאות וניתן  ונשלח למשרד הבריאות לצורך פרסומ ןהמעודכ ןהעלו
, מפרץ חיפה 14בע"מ, רחוב הקיטור  תעשייה רוקחיתתרו  מודפס על ידי פנייה לבעל הרישום: ולקבל

 .04-8475700טל. , 2624761
 
 

 בעלון לצרכן:עיקריים עדכונים 
 
 
2. ʤʴʥʸʺʡ ʹʥʮʩʹ ʩʰʴʬ 

..... 
ʬʥʫʩʲʤ ʺʫʸʲʮʡ ʺʥʸʥʮʧ ʩʠʥʥʬ ʺʥʲʴʥʺ  ʩʰʩʮʱʺ ʠʬʬ ʥʠ ʭʲ ʬʥʴʩʨʤ ʪʬʤʮʡ ʠʥʤʹ ʯʮʦ ʬʫʡ ʲʩʴʥʤʬ ʺʥʬʥʬʲ ʡʷʰʥ ʡʩʫ ,ʭʥʮʩʣ ʥʮʫ

 .ʭʩʣʩʠʥʸʨʱ ʠʬ ʺʷʬʣ ʩʣʢʥʰ ʺʶʥʡʷʮ ʺʥʴʥʸʺʡ ʭʩʬʴʥʨʮʡ ʤʸʤʦʠ ʬʥʫʩʲʤ ʺʫʸʲʮʡ ʭʥʮʩʣʬ ʥʤʹʬʫ ʯʮʩʱ ʪʬ ʹʩ ʭʠ ʷʩʱʴʤʬ ʹʩ
 ʣʩʩʮ.ʯʴʥʺʠʡ ʹʥʮʩʹʤ ʺʠ 

 ʠʴʥʸʤ ʺʠ ʯʫʣʲ ,ʯʺʹ ʺʷʩʣʡ ʥʠ ʭʣ ʺʷʩʣʡ ʸʡʥʲ ʤʺʠ ʭʠ.ʺʥʠʶʥʺʤ ʬʲ ʲʩʴʹʤʬ ʤʬʥʫʩ ʥʦ ʤʴʥʸʺʹ ʯʥʥʩʫʮ ʯʴʥʺʠ ʬʨʥʰ ʤʺʠʹ 
 

..... 

ʤʷʰʤʥ ʯʥʩʸʩʤ: 

ʭʠ ʺʠ ʯʥʩʸʩʤʡ, ʤʷʩʰʮ ,ʺʡʹʥʧ ʺʠʹ ʯʥʩʸʩʤʡ ʥʠ ʤʱʰʮ ʱʰʫʩʤʬ  ʯʥʩʸʩʤʬʮ ʥʠʩ ʤʷʩʰ–, ʩʰʴ ʠʴʥʸʬ ʧʷʥʸʬ ʥʠ ʩʰʴʬ ʹʥʮʩʹʤ 
ʤʴʥʸʺʡ. 

 
 

ʯʥʩʸʩʤ 
 .ʯʥʩʸʩʤʬ ʤʱʩʰʫʡ ʭʩʩʹʷ ʪʬ ʹʩ ʭʠ ʠʴʥʸʬ ʲʩʣʥʤʬ ʪʩʩʬʲʭʩʬʥʬʲ ʭʩʣʩʠʥʸʨʱ ʠʬ ʺʷʬʣ ʩʣʢʥʰ  ʤʱʩʰʫ ʬʲ ʺʥʹʷʤʬʯʥʩʸʩʤʬ.  ʲʣʩʩʬ ʹʩ

 ʤʹʷʺʮ ʥʠ ʺʰʰʫʺʮ ʺʠ ʭʠ ʠʴʥʸʤ ʺʠʤʬ ʱʰʫʩʤʬʩʯʥʩʸ. 
 



 

Taro Pharmaceutical Industries Ltd. / Taro International Ltd. 

 04-8475700טל:  ,2624761, מפרץ חיפה 14הקיטור , בע"מ תרו אינטרנשיונלתעשייה רוקחית בע"מ / תרו 

ʯʩʠ ʹʮʺʹʤʬ ʤʴʥʸʺʡ ʭʠ ʺʠ ʯʥʸʧʠʤ ʹʩʬʹʡʬʹʡʥʹʭʩʹʣʥʧʤ ʺ ʥʸʧʠʤʭʩʰ ʬʹ ʯʥʩʸʩʤʤ  ʥʠ ʸʡʥʲʬ ʷʩʦʤʬ ʬʥʬʲ ʤʦʹ ʯʥʥʩʫʮ
ʤʣʩʬʡ ʺʥʩʲʡʬ ʭʥʸʢʬ. 

ʤʸʩʹʫʺ ʬʥʬʲ ʭʥʸʢʬ  ʡʬʡʥ ʺʥʩʬʫʡ ʺʥʩʲʡʬʤ ʬʹʸʡʥʲ .ʬʥʬʲ ʸʩʹʫʺʤ ʲʩʴʹʤʬ ʬʲ ʤʩʩʨʰʤ ʬʹ ʺʣʬʥʩʤ ʥʠ ʬʹ 
ʸʡʥʲʤ ʭʮʣʬ ʢʬʥʸʭʥ ʪʫʬ ʤʣʩʬʤʹ ʤʩʤʺ ʺʸʧʥʠʮ ʸʺʥʩ ʥʠ ʤʫʥʸʠ ʸʺʥʩ ʩʥʴʶʤʮ.  

ʯʩʠ ʹʮʺʹʤʬ ʤʴʥʸʺʡ ʭʩʹʩʬʹʤ ʩʰʹʡʭʩʹʣʥʧʤ ʺʹʹ ʪʬʤʮʡ ʯʴʥʺʠ ʬʥʨʩʬ  ʭʩʰʥʹʠʸʤʬʹ ʯʥʩʸʩʤʤ ʠʬʠ ʭʠ  ʪʬ ʤʸʥʤ ʠʴʥʸʤ
.ʺʸʧʠ 

 ʸʩʴʹ ʩʮ ʨʥʲʩʮʥ ʸʡʥʲʡ ʺʩʺʩʩʬʫ ʤʲʩʢʴ ʬʹ ʺʩʸʹʴʠ ʩʠʥʥʬ ʺʲʴʥʺ ʺʮʩʩʷ ʤʦ ʸʩʹʫʺʬ ʩʧʸʫʤ ʹʮʮ ʤʦʪʫʥ ʠʴʥʸʤ ʵʩʬʮʤ 
ʺʥʹʲʬ.  ʸʺʥʩʡ ʪʥʮʰʤ ʯʥʰʩʮʤ ʺʠ ʬʥʨʩʬ ʹʩ ,ʯʥʩʸʩʤʬ ʱʰʫʩʤʬ ʤʱʰʮ ʺʠʹʫ ʥʠ ʥʦ ʤʴʥʷʺ ʪʬʤʮʡ ʬʥʴʩʨʬ ʤʷʥʷʦ ʺʠ ʭʠ

 .ʺʩʸʹʴʠʤ ʸʺʥʩʡ ʤʸʶʷʤ ʤʴʥʷʺʬ 
 ʭʩʮʩ ʸʴʱʮʮ ʸʺʥʩ ʪʹʮʬ ʯʴʥʺʠ ʺʬʩʨʰʬʧʤ  ʲʥʡʹʮ20 ʺʧʴʹʮʮ ʭʩʸʩʹʫʺʡ ʹʥʮʩʹʮ ʲʰʮʩʤʬ ʵʬʮʥʮ .ʯʥʩʸʩʤʬʲʥʡʹʤʮ 

ʤ- NSAIDs  ʲʥʡʹʮ ʬʧʤ20  ʯʥʩʸʩʤʬʪʸʥʶʤ ʺʣʩʮʡ ʩʠʥʴʸ ʺʥʥʶ ʹʩʠʡ ʵʲʥʥʩʤʬʥ ʺʥʬʥʫʩʹ ʸʡʥʲʡ ʺʥʩʬʫʡ ʺʥʩʲʡʬ ʭʥʸʢʬ ʤʬʥʫʩ
ʭʣ ʩʬʫ ʬʹ ʺʥʸʶʩʤ ʥʠ ʸʩʴʹ ʩʮ ʨʥʲʩʮʬ ʬʩʡʥʤʬ ( ʸʥʰʩʶʰʷʸʥʲ)ʩ ʡʥʲʤ ʡʬʡ.ʸ ʭʩʮʩ ʸʴʱʮʮ ʸʺʥʩ ʪʹʮʡ ʬʥʴʩʨʬ ʤʷʥʷʦ ʺʠ ʭʠ ,

ʳʱʥʰ ʸʥʨʩʰ ʬʲ ʵʩʬʮʩ ʠʴʥʸʤʹ ʯʫʺʩʩ. 

 ʹʥʮʩʹʬ ʤʧʥʨʡʫ ʤʧʫʥʤ ʠʬ ʤʴʥʸʺʤʮ ʭʩʹʰʡʩʮ ʺʠ ʭʠ .ʺʥʷʩʰʩ ʤʷʩʰ– .ʠʴʥʸʬ ʩʰʴ 
 

ʤʷʰʤ 

ʯʴʥʺʠʡ ʹʮʺʹʤʬ ʯʩʠ  ʠʴʥʸʤ ʭʠ ʠʬʠ ʤʷʰʤ ʪʬʤʮʡ ʹʮʺʹʤʬ ʵʬʮʥʮ ʠʬ .ʭʠ ʡʬʧʬ ʺʸʡʥʲ ʤʴʥʸʺʤ ʭʠ ʲʥʣʩ ʠʬ .ʤʷʰʤ ʪʬʤʮʡ
.ʩʧʸʫʤ ʤʦʹ ʡʹʥʧ 

 

3. ?ʤʴʥʸʺʡ ʹʮʺʹʺ ʣʶʩʫ 
 

..... 
ʭʠ ʺʬʨʰ ʺʥʲʨʡ ʯʥʰʩʮ ʤʥʡʢ ʸʺʥʩ ʥʠ ʭʠ ʺʥʲʨʡ ʲʬʡ ʣʬʩ ʯʮ ʤʴʥʸʺʤ, ʤʰʴ ʣʩʩʮ ʠʴʥʸʬ ʥʠ ʸʣʧʬ ʯʥʩʮ ʬʹ ʺʩʡ-ʭʩʬʥʧ, 

ʠʡʤʥ 
ʺʦʩʸʠ ʤʴʥʸʺʤ ʪʺʩʠ. ʭʩʰʩʮʱʺʤ ʬʹ ʺʰʮ ʸʺʩ ʭʩʬʬʥʫ ʡʠʫ ʹʠʸ, ʤʬʩʧʡ ʤʠʷʤʥ, ʡʠʫ ʯʨʡ , ʤʠʥʶ ʥʠ ʤʠʥʶʡ ʭʣ

ʺʴʦ ʺʩʥʮʣ ʤʸʥʧʹ .ʬʥʹʬʹ ʭʩʸʩʣʰ ʭʩʸʷʮʡ ,ʸʱʥʧ ʺʥʠʶʮʺʤ, ʸʥʸʩʲ, ʺʮʣʸʺ, ʭʥʰʮʰ, ʺʸʥʧʸʧʱ, ʭʩʬʥʶʬʶ ʭʩʩʰʦʥʠʡ,( 
ʺʥʴʬʲʺʤ ʭʩʱʥʫʸʴʥ. ʩʠ ʭʢ ʥʰʫʺʩʩ ʺʩʺʥʲʮʹʮ ʸʺʩ ʺʰʮ ʬʹ ʭʩʸʷʮʡ-.ʣʡʫʬ ʷʦʰʥ ʺʥʩʬʫ ʺʷʩʴʱ 

 

4. :ʩʠʥʥʬ ʺʥʲʴʥʺ 
 

..... 
:ʭʣʤ ʸʥʦʧʮʡʥ ʡʬʡ ʺʥʲʸʴʤ ʬʹ ʭʩʰʩʮʱʺ 

•  ,ʭʩʩʬʥʱʸʷʡ ʺʥʧʩʴʰ ,ʤʥʡʢ ʭʣ ʵʧʬ ,ʤʦʧʡ ʡʠʫ ʺʥʸʧʠ ʺʥʲʸʴʤ ʥʠ ʤʩʮʰʠ ʬʹ ʭʩʢʥʱ ʸʴʱʮ ,ʡʬ ʺʥʷʩʴʣ
.ʭʥʮʩʣʥ ʺʥʩʥʴʶ ʠʬ ʺʥʸʥʡʧ ,ʭʣʡ 

:)ʬʥʫʩʲʤ ʺʫʸʲʮ( ʭʩʩʲʮʡʥ ʤʡʩʷʡ ʺʥʩʲʡ ʬʹ ʭʩʰʩʮʱʺ 

• ,ʤʠʥʶʡ ʭʣ 
• ,ʺʴʦ ʺʩʥʮʣ ʤʸʥʧʹ ʤʠʥʶ 

•  ʥʠ ʭʣ ʺʠʷʤʤʴʷ ʩʸʩʢʸʢ ʥʮʫ ʭʩʠʸʰʹ ʭʩʤʫ ʭʩʷʩʷʬʧ. 

:ʺʥʩʬʫ ʺʷʩʴʱ ʩʠ ʬʹ ʭʩʰʩʮʱʺ 

•  ʥʠ ʩʹʥʷʡʠʫ ʯʺʹʤ ʬʹ ʲʡʶʤ ʩʥʰʩʹ ,ʯʺʹ ʯʺʮʡ  ʥʠ ʸʺʥʩ ʤʤʥʡʢ ʺʥʸʩʣʺʡ ʤʰʺʹʤ ʥʠ ʸʺʥʩ ʤʫʥʮʰ
ʬʩʢʸʤʮ. 

 

ʩʠ ʬʹ ʭʩʰʩʮʱʺ-:ʡʬʡʬ ʺʷʬʣʥ ʣʡʫ ʺʷʩʴʱ 
•  ,)ʸʥʲʤ ʥʠ ʭʩʩʰʩʲʤ ʬʹ ʤʡʤʶʤ( ʺʡʤʶʯʨʡ ʩʡʠʫ ʺʥʠʶʥʺ ,

.ʣʡʫ ʩʣʥʷʴʺ ʺʥʷʩʣʡ ʬʹ ʺʥʢʩʸʧ 
 

ʧʥʮʤ ʭʥʸʷ ʬʹ ʺʩʨʴʱʠ ʺʷʬʣ ʬʹ ʭʩʰʩʮʱʺ 
 ʺʬʧʮ ʥʠ ʺʡʠʦ ʥʮʫ ʺʩʰʥʮʩʠʥʨʥʠ ʤʬʧʮ ʭʲ ʭʩʬʴʥʨʮʡ ʺʥʸʷʬ ʬʥʬʲ ʧʥʮʤ ʭʥʸʷ ʬʹ ʺʩʨʴʱʠ ʺʷʬʣ ʬʹ ʸʩʣʰʥ ʸʥʮʧ ʤʸʷʮ

.ʺʸʧʠ ʺʡʸʥʲʮ ʸʥʡʩʧ ʺʮʷʸ 
:ʭʤ ʧʥʮʤ ʭʥʸʷ ʬʹ ʺʩʨʴʱʠ ʺʷʬʣ ʬʹ ʭʩʰʩʮʱʺʤ 

•  ʭʥʧʣʥʠʮ ʤʥʡʢ ,ʹʠʸ ʩʡʠʫ ,ʺʥʠʷʤ , ʠʬʹ ʯʫʺʩʩ( ʸʥʲʤ ʬʲ ʵʧʬ ʺʬʲʴʤʡ ʭʩʮʬʲʰ ʭʰʩʠʹ ʭʩʮʺʫʡ ʤʧʩʸʴ
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,)ʥʧʺʴʺʩ  ,ʸʠʥʥʶʡ ʺʥʹʷʥʰʭʩʱʥʫʸʴʥ ʭʥʰʮʰ ,ʸʥʠʬ ʺʥʹʩʢʸ. 
 

..... 
•  ,ʤʧʩʸʴ ,ʸʥʲʡ ʣʸʢ ,ʺʥʮʷʸʡ ʺʥʧʩʴʰ ʥʮʫ ʸʥʲʡ ʺʥʲʸʴʤʺʥʩʮʥʮʣʠ. 

 
 

 :לרופאבעלון עיקריים עדכונים 
1.1 Fertility, pregnancy and lactation 

 

Drugs which inhibit prostaglandin biosynthesis may cause dystocia and delayed parturition as 

evidenced by studies in pregnant animals. 

Congenital abnormalities have been reported in association with NSAID administration in man; 

however, these are low in frequency and do not appear to follow any discernible pattern. In view of 

the known effects of NSAIDs on the foetal cardiovascular system, some inhibitors of prostaglandin 

biosynthesis have been shown to interfere with the risk of closure of the ductus arteriosus, use in the 

last trimester of pregnancy is contraindicated. The onset of labour may be delayed and the duration 

increased with an increased bleeding tendency in both mother and child (see section 4.3). 

NSAIDs should not be used during the first two trimesters of pregnancy or labour unless the potential 

benefit to the patient outweighs the potential risk to the foetus.  

 

Fetal Toxicity 

 

Premature Closure of Fetal Ductus Arteriosus: 

Avoid use of NSAIDs, including ETOPAN XL, in pregnant women at about 28 weeks gestation and later. 

NSAIDs, including ETOPAN XL, increase the risk of premature closure of the fetal ductus arteriosus at 

approximately this gestational age. 

 

Oligohydramnios/Neonatal Renal Impairment: 

Use of NSAIDs, including ETOPAN XL, at about 20 weeks gestation or later in pregnancy may cause 

fetal renal dysfunction leading to oligohydramnios and, in some cases, neonatal renal impairment. 

These adverse outcomes are seen, on average, after days to weeks of treatment, although 

oligohydramnios has been infrequently reported as soon as 48 hours after NSAID initiation. 

Oligohydramnios is often, but not always, reversible with treatment  discontinuation. Complications of 

prolonged oligohydramnios may, for example, include limb contractures and delayed lung maturation. In 

some postmarketing cases of impaired neonatal renal function, invasive procedures such as 

exchange transfusion or dialysis were required. If NSAID treatment is necessary between about 20 

weeks and 28 weeks gestation, limit ETOPAN XL use to the lowest effective dose and shortest 

duration possible. Consider ultrasound monitoring of amniotic fluid if ETOPAN XL treatment extends 

beyond 5 days. Discontinue ETOPAN XL if oligohydramnios occurs and follow up according to clinical 

practice. 

 

Breast‐feeding 

In limited studies so far available, NSAIDs can appear in breast milk in very low concentrations. NSAIDs 

should, if possible, be avoided when breastfeeding. See section 4.4 Special warnings and precautions 

for use, regarding female fertility. 

 

From the 20th week of pregnancy onward, etodolac use may cause oligohydramnios resulting from 

foetal renal dysfunction. This may occur shortly after treatment initiation and is usually reversible 

upon discontinuation. ln addition, there have been reports of ductus arteriosus constriction following 

treatment in the second trimester, most of which resolved after treatment cessation. Therefore, during 

the first and second trimester of pregnancy, etodolac should not be given unless clearly necessary. lf 

etodolac is used by a woman attempting to conceive, or during the first and second trimester of 

pregnancy, the dose should be kept as low and duration of treatment as short as possible. Antenatal 

monitoring (by ultrasound screening) for oligohydramnios and ductus arteriosus constriction should be 

considered after exposure to etodolac in its therapeutic dose for more than five days from gestational 
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week 20 onward. Etodolac should be discontinued if oligohydramnios or ductus arteriosus 

constriction are found. 

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose the foetus to: 

- cardiopulmonary toxicity (premature constriction/closure of the ductus arteriosus and pulmonary 
hypertension); 

- renal dysfunction (see above); 

the mother and the neonate, at the end of pregnancy, to: 

- possible prolongation of bleeding time, an anti-aggregating effect which may occur even at very low 
doses. 

- inhibition of uterine contractions resulting in delayed or prolonged labour. 

Consequently, etodolac is contraindicated during the third trimester of pregnancy (see section 4.3). 

Lactation: 

ln limited studies so far available, NSAIDs can appear in breast milk in very low concentrations. 

NSAIDs should, if possible, be avoided when breastfeeding. 

 

 
4.6 Undesirable effects 
 

……… 

Gastrointestinal: Reported side effects include nausea, epigastric pain, diarrhoea, indigestion, 

heartburn, flatulence, abdominal pain, constipation, vomiting, ulcerative stomatitis, dyspepsia, 

haematemesis, melaena, rectal bleeding, exacerbation of colitis, vasculitis, Stevens-Johnson 

syndrome and Crohn's disease (See section 4.4) have been reported following administration. Less 

frequently, gastritis has been observed. Pancreatitis has been reported very rarely. 

Hypersensitivity: Hypersensitivity reactions have been reported following treatment with NSAIDs. 
These may consist of (a) non-specific allergic reactions and anaphylaxis (b) respiratory tract reactivity 
comprising asthma, aggravated asthma, bronchospasm or dyspnoea, or (c) assorted skin disorders, 
including rashes of various types, pruritus, urticaria, purpura, angioedema and more rarely exfoliative 
and bullous dermatoses (including epidermal necrolysis and erythema multiforme). 

Cardiovascular and cerebrovascular: Palpitations, vasculitis, oedema, hypertension and cardiac failure 
have been reported in association with NSAID treatment. 

……… 

Dermatological: Bullous reactions including Stevens Johnson Syndrome and Toxic Epidermal 

Necrolysis (very rare), photosensitivity, vasculitis.  

 

 

 

 
 

 


