
**דוגמא ליום נטילה של נינלארו

TMלוח זמנים לדוגמא של נטילת נינלארו

מיועד לטיפול בחולי מיאלומה נפוצה אשר קיבלו טיפול רפואי קודם אחד לפחות ועם דקסמתזון נינלארו בשילוב עם לנלידומיד 

*Dexamethasone is taken on days 1, 8, 15, and 22 of a 28-day treatment cycle.1

†NINLARO is taken on days 1, 8, and 15 of a 28-day treatment cycle.1

‡Lenalidomide is taken daily on days 1 to 21 of a 28-day treatment cycle.1

**Consider antiviral prophylaxis in patients being treated with NINLARO to decrease the risk of herpes zoster reactivation.1

References: 1. NINLARO® approved Israeli Prescribing Information. 2. Chu C-C et al. Eur J Pharmacol. 2014;722:48-54. 3. Drug record: thalidomide, lenalidomide. National Institutes of Health. 

https://livertox.nih.gov/Thalidomide_Lenalidomide.htm. Accessed March 2, 2017.
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HIGHLIGHTS OF PRESCRIBING INFORMATION1

These highlights do not include all the information needed to use NINLARO® safely and effectively. Please refer to the full prescribing information, as approved for NINLARO® in last PI revision (March 2020) -

https://data.health.gov.il/drugs/alonim/Rishum_15_252630720.pdf

NINLARO® 2.3 mg, 3 mg and 4 mg  ; Capsules; Contains Ixazomib (As Citrate) 2.3 mg, 3 mg and 4 mg

1. INDICATIONS AND USAGE: NINLARO® is indicated in combination with Lenalidomide and Dexamethasone for the treatment of patients with multiple myeloma who have received at least one prior therapy.

2. DOSAGE AND ADMINISTRATION

The recommended starting dose of NINLARO® is 4 mg administered orally once a week on Days 1, 8, and 15 of a 28-day treatment cycle. NINLARO® should be taken at least one hour before or at least two hours after food with water. The capsule should not be 

crushed, chewed or opened.

The recommended starting dose of Lenalidomide is 25 mg administered daily on Days 1 through 21 of a 28-day treatment cycle. For additional information regarding Lenalidomide, please refer to its prescribing information. 

The recommended starting dose of Dexamethasone is 40 mg administered on Days 1, 8, 15, and 22 of a 28-day treatment cycle. For additional information regarding Dexamethasone, please refer to its prescribing information. 

Dosage in Patients with Hepatic Impairment: Reduce the starting dose of NINLARO® to 3 mg in patients with moderate or severe hepatic impairment.

Dosage in Patients with Renal Impairment: Reduce the starting dose of NINLARO® to 3 mg in patients with severe renal impairment or end-stage renal disease (ESRD) requiring dialysis.

Dose Modification Guidelines: For dose reduction steps and recommendations please refer to full prescribing information.

PRIOR TO INITIATING A NEW CYCLE OF THERAPY:  Absolute neutrophil count should be at least 1,000/mm3. Platelet count should be at least 75,000/mm3. Non-hematologic toxicities should, at the physician’s discretion, generally be recovered to patient’s 

baseline condition or Grade 1 or lower. Treatment should be continued until disease progression or unacceptable toxicity.

3. CONCOMITANT MEDICATIONS: Consider antiviral prophylaxis in patients being treated with NINLARO® to decrease the risk of herpes zoster reactivation.

4. CONTRAINDICATIONS: Hypersensitivity to the active substance or to any of the excipients. 

5. WARNINGS AND PRECAUTIONS

5.1 Thrombocytopenia: Monitor platelet counts at least monthly during treatment with NINLARO®. Consider more frequent monitoring during the first three cycles. Manage thrombocytopenia with dose modifications and platelet transfusions as per standard 

medical guidelines.

5.2 Gastrointestinal Toxicities: Diarrhea, constipation, nausea, and vomiting, have been reported with NINLARO®, occasionally requiring use of antidiarrheal and antiemetic medications, and supportive care. Adjust dosing for Grade 3 or 4 symptoms.

5.3 Peripheral Neuropathy: Patients should be monitored for symptoms of neuropathy. Patients experiencing new or worsening peripheral neuropathy may require dose modification.

5.4 Peripheral Edema: Evaluate for underlying causes and provide supportive care, as necessary. Adjust dosing of Dexamethasone per its prescribing information or NINLARO® for Grade 3 or 4 symptoms. 

5.5 Cutaneous Reactions: Manage rash with supportive care or with dose modification if Grade 2 or higher.

5.6 Thrombotic Microangiopathy: Monitor for signs and symptoms of TTP/HUS. If the diagnosis is suspected- stop Ninlaro® and evaluate. 

5.7 Hepatotoxicity: Monitor hepatic enzymes regularly and adjust dosing for Grade 3 or 4 symptoms.

5.8 Embryo-Fetal Toxicity: Females of reproductive potential should be advised to avoid becoming pregnant while being treated with NINLARO®. If NINLARO® is used during pregnancy or if the patient becomes pregnant while taking NINLARO®, the patient 

should be apprised of the potential hazard to the fetus. Advise females of reproductive potential that they must use effective contraception during treatment with NINLARO® and for 90 days following the final dose. Women using hormonal contraceptives should 

also use a barrier method of contraception.

https://data.health.gov.il/drugs/alonim/Rishum_15_252630720.pdf


HIGHLIGHTS OF PRESCRIBING INFORMATION1

6. ADVERSE REACTIONS: The most frequently reported adverse reactions in clinical trials (≥ 20%) were diarrhea, constipation, thrombocytopenia, peripheral neuropathy, nausea, peripheral edema, vomiting, eye disorders and back pain. Herpes Zoster was 

reported in 4% of the patients.  Serious adverse reactions reported in ≥ 2% of patients included thrombocytopenia (2%) and diarrhea (2%).   

Adverse Reactions Reported Outside of the Randomized Controlled Trials: The following serious adverse reactions have each been reported at a frequency of < 1%: acute febrile neutrophilic dermatosis (Sweet’s syndrome), Stevens-Johnson syndrome, 

transverse myelitis, posterior reversible encephalopathy syndrome, tumor lysis syndrome, and thrombotic thrombocytopenic purpura. 

Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation by using an online form: https://sideeffects.health.gov.il

7. DRUG INTERACTIONS: Strong CYP3A inducers: Avoid concomitant administration of NINLARO® with strong CYP3A inducers (such as rifampin, phenytoin, carbamazepine, and St. John’s Wort).

8. USE IN SPECIFIC POPULATIONS

8.1 Pregnancy: Advise women of the potential risk to a fetus and to avoid becoming pregnant while being treated with NINLARO®.

8.2 Lactation: Advise nursing women not to breastfeed during treatment with NINLARO® and for 90 days after the last dose.

8.3 Females and Males of Reproductive Potential: Male and female patients of childbearing potential must use effective contracept ive measures during and for 90 days following treatment. Advise women using hormonal contraceptives to also use a barrier 

method of contraception.

8.4 Pediatric Use: Safety and effectiveness have not been established in pediatric patients.

8.5 Geriatric Use: No overall differences in safety or effectiveness were observed, but greater sensitivity of some older individuals cannot be ruled out.

8.6 Hepatic Impairment: Reduce the NINLARO® starting dose in patients with moderate or severe hepatic impairment. 

8.7 Renal Impairment: Reduce the NINLARO® starting dose in patients with severe renal impairment or end-stage renal disease (ESRD) requiring dialysis.

9. OVERDOSAGE: There is no known specific antidote for NINLARO® overdose. In the event of an overdose, monitor the patient for adverse reactions and provide appropriate supportive care.

https://sideeffects.health.gov.il/

