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 ʩʰʥʩ  2024     

 

 ʤ/ʠʴʥʸ ʺ/ʧʷʥʸ ,ʤ/ʣʡʫʰ   

  ʺʸʡʧ  ʤʷʩʨʡʶʮʸʴ ʦʥʣʰʱ  ʩʸʩʹʫ  ̋ʬʹ ʯʫʸʶʬʥ ʠʴʥʸʬ ʭʩʰʥʬʲʤ ʩʫ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩBinocrit   .ʥʰʫʣʥʲ   

Name and strength of the medicinal product: 

BINOCRIT 1000 IU/0.5ML 

BINOCRIT 10000 IU/1ML 

BINOCRIT 2000 IU/1ML 

BINOCRIT 20000 IU/0.5ML 

BINOCRIT 3000 IU/0.3ML 

BINOCRIT 30000 IU/0.75ML 

BINOCRIT 4000 IU/0.4ML 

BINOCRIT 40000 IU/1ML 

BINOCRIT 5000 IU/0.5ML 

BINOCRIT 6000 IU/0.6ML 

BINOCRIT 8000 IU/0.8ML 

Registration number:  

147-08-33360-00 

147-15-33367-00 

147-09-33361-00 

147-16-33368-00 

147-17-33370-00 

147-10-33362-00 

147-11-33363-00 

147-18-33372-00 

147-12-33364-00 

147-13-33365-00 

147-14-33366-00 

 

 :ʥʰʩʤ ʬʩʲʴʤ ʡʩʫʸʮʤEpoetin alfa 

  

 ʤʮʥʹʸʤ ʤיʥʥʺʤʤ ʬʠʸʹיʡ ʭיʸיʹʫʺʬ   ʤʰיʤ : 

Binocrit is indicated for the treatment of symptomatic anemia associated with chronic renal failure (CRF): 

• in adults and children aged 1 to 18 years on haemodialysis and adult patients on peritoneal 
dialysis (see section 4.4). 

• in adults with renal insufficiency not yet undergoing dialysis for the treatment of severe anemia of 
renal origin accompanied by clinical symptoms in patients (see section 4.4). 
 

Binocrit is indicated in adult patients receiving chemotherapy for solid tumours, malignant lymphoma or 
multiple myeloma, and at risk of transfusion as assessed by the patient's general status (e.g. 

cardiovascular status, pre-existing anemia at the start of chemotherapy) for the treatment of anaemia 
and reduction of transfusion requirements. 

 

Binocrit is indicated in adults in a predonation programme to increase the yield of autologous blood. 

Treatment should only be given to patients with moderate anemia (haemoglobin (Hb) concentration 
range between 10-13 g/dl (6.2-8.1 mmol/l), no iron deficiency), if blood saving procedures are not 
available or insufficient when the scheduled major elective surgery requires a large volume of blood (4 or 
more units of blood for females or 5 or more units for males). 
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Binocrit is indicated for non-iron deficient adult prior to major elective orthopaedic surgery, having a high 

perceived risk for transfusion complications to reduce exposure to allogeneic blood transfusions. Use 

should be restricted to patients with moderate anemia (e.g. Hb concentration range between 10-13 g/dl 

or 6.2-8.1 mmol/l) who do not have an autologous predonation programme available and with an 

expected blood loss (900 to 1800 ml).  

 

 

 ʥʲʶʥʡ ʭʤʡ ʭʩʴʩʲʱʤ ʷʸ ʭʩʰʩʩʥʶʮ ʥʦ ʤʲʣʥʤʡʭʩʩʺʥʤʮ ʭʩʩʥʰʩʹ  ʡ ʥʬʲ  ʯʬʬ ʯʥʬʲʡʥ ʠʴʥʸ  .ʯʫʸʶ 

 ʭʩʨʸʥʴʮʤ ʭʩʩʥʰʩʹʤ ʣʡʬʮ ʮʤʨ ʭʩʮʩʩʷ ,ʭʩʴʱʥʰ ʭʩʰʥʫʣʲ ʯʥʬʲʡ , .ʭʥʹʩʸʤ ʬʲʡ ʯʥʫʣʲ ʬʬʥʫ 

 .ʥʦ ʤʲʣʥʤʬ ʳʸʥʶʮʤ ʯʫʸʶʬ ʯʥʬʲʡ ʯʩʩʲʬ ʯʺʩʰ ,ʳʱʥʰ ʲʣʩʮʬ 

 ʸʢʠʮʡ ʭʥʱʸʴʬ ʧʬʹʰ ʯʫʸʶʬ ʯʥʬʲʤ :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ 

.health.gov.il/#!/byDrugisraeldrugshttps:// 

 ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʰʴ ʩʣʩ ʬʲ ʱʴʣʥʮʤ ʯʥʬʲʤ ʺʠ ʬʡʷʬ ʯʺʩʰ ʯʫ ʥʮʫ – ʤʷʩʨʡʶʮʸʴ ʦʥʣʰʱ  ʮ"ʲʡ ʬʠʸʹʩ 

 

  ,ʤʫʸʡʡ ʭʫʰʥʫʣʲʬ 

ʩʷʱʡʥʣʰʱ ʤʰʴʣ 'ʸʢʮ , 

 ,ʤʰʥʮʮ ʺʧʷʥʸ 

ʤʷʩʨʡʶʮʸʴ ʦʥʣʰʱ  "ʲʡ ʬʠʸʹʩʮ 

 

 

 :ʠʴʥʸʬ ʯʥʬʲʡ ʭייʥʰיʹʤ 

... 

 

3. PHARMACEUTICAL FORM  

Solution for injection in a pre-filled syringe (injection)  

Clear colorless solution. 

 

Binocrit is a biosimilar medicinal product that has been demonstrated to be similar in quality, safety 
and efficacy to the reference medicinal product Eprex. Please be aware of any differences in the 
indications between the biosimilar medicinal product and the reference medicinal product. The 
biosimilar is not to be switched with the reference medicinal product unless specifically stated 
otherwise. More detailed information regarding biosimilar medicinal products is available on the 
website of the Ministry of Health: 
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/Registration/Pages/Biosimilars.aspx 

... 
 

4.4  Special warnings and precautions for use 

 

General 
... 

https://israeldrugs.health.gov.il/#!/byDrug
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/Registration/Pages/Biosimilars.aspx
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In all patients receiving Binocrit, blood pressure should be closely monitored and controlled as necessary. 
Binocrit should be used with caution in the presence of untreated, inadequately treated or poorly 
controllable hypertension. It may be necessary to add or increase antihypertensive treatment. If blood 
pressure cannot be controlled, Binocrit treatment should be discontinued.  
 

Hypertensive crisis with encephalopathy and seizures, requiring the immediate attention of a physician 
and intensive medical care, have occurred also during epoetin alfa treatment in patients with previously 
normal or low blood pressure. Particular attention should be paid to sudden stabbing migraine-like 
headaches as a possible warning signal (See section 4.8: ”Undesirable effects”).  
 

Epoetin alfa should also be used with caution in patients with epilepsy, history of seizures, or medical 
condition associated with a predisposition to seizure activity such as CNS infections and brain metastases.  

 

Epoetin alfa should be used with caution  in patients with   chronic liver failure. The safety of epoetin alfa 
has not been established with hepatic dysfunction. 

 

An increased incidence of thrombotic vascular events (TVEs) has been observed in patients receiving 

ESAs (see section 4.8). These include venous and arterial thromboses and embolism (including some 

with fatal outcomes), such as deep venous thrombosis, pulmonary emboli, retinal thrombosis, and 

myocardial infarction. Additionally, cerebrovascular accidents (including cerebral infarction, cerebral 

haemorrhage and transient ischaemic attacks) have been reported. 

 

The reported risk of these TVEs should be carefully weighed against the benefits to be derived from 

treatment with epoetin alfa particularly in patients with pre-existing risk factors for TVE, including 

obesity and prior history of TVEs (e.g. deep venous thrombosis, pulmonary embolism, and cerebral 

vascular accident). 

 

In all patients, haemoglobin levels should be closely monitored due to a potential increased risk of 

thromboembolic events and fatal outcomes when patients are treated at haemoglobin levels above the 

concentration range for the indication of use. 

 

There may be a moderate dose-dependent rise in the platelet count within the normal range during 

treatment with epoetin alfa. This regresses during the course of continued therapy. In addition, 

thrombocythaemia above the normal range has been reported. It is recommended that the platelet count 

is regularly monitored during the first 8 weeks of therapy.  

 

All other causes of anaemia (iron, folate or vitamin B12 deficiency, aluminium intoxication, infection or 

inflammation, blood loss, haemolysis and bone marrow fibrosis of any origin) should be evaluated and 

treated prior to initiating therapy with epoetin alfa, and when deciding to increase the dose. In most 

cases, the ferritin values in the serum fall simultaneously with the rise in packed cell volume. In order to 

ensure optimum response to epoetin alfa, adequate iron stores should be assured and iron 

supplementation should be administered if necessary (see section 4.2). For the selection of the best 

treatment option according to the patient’s needs, current treatment guidelines on iron supplementation 
in combination with dose instructions approved and outlined in the SmPC of the iron medication should 

be followed:  

 
- For chronic renal failure patients, iron supplementation is recommended if serum ferritin levels 

are below 100 ng/mL. 

 
- For cancer patients, iron supplementation is recommended if transferrin saturation is below 20%.  
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- For patients in an autologous predonation programme, iron supplementation should be 

administered several weeks prior to initiating the autologous predeposit in order to achieve high 

iron stores prior to starting epoetin alfa therapy, and throughout the course of epoetin alfa therapy. 

 
- For patients scheduled for major elective orthopaedic surgery, iron supplementation should be 

administered throughout the course of epoetin alfa therapy. If possible, iron supplementation 

should be initiated prior to starting epoetin alfa therapy to achieve adequate iron stores. 

 

Very rarely, development of or exacerbation of porphyria has been observed in epoetin alfa-treated 

patients. Epoetin alfa should be used with caution in patients with porphyria. 

 
 

Severe cutaneous adverse reactions (SCARs) including Stevens-Johnson syndrome (SJS) and toxic 
epidermal necrolysis (TEN), which can be life-threatiening or fatal, have been reported in association 

with epoetin treatment. More severe cases have been observed with long-acting epoetins. 
 
More severe cases have been observed with long-acting epoetins. At the time of prescription patients 
should be advised of the signs and symptoms and monitored closely for skin reactions. If signs and 
symptoms suggestive of these reactions appear, Binocrit should be withdrawn immediately and an 
alternative treatment considered. 
 
If the patient has developed a severe cutaneous skin reaction such as SJS or TEN due to the use of 
Binocrit, treatment with Binocrit must not be restarted in this patient at any time. 
 

 
An increased incidence of thrombotic vascular events (TVEs) has been observed in patients receiving 
ESAs (see section 4.8: ”Undesirable effects”). These include venous and arterial thromboses and 
embolism (including some with fatal outcomes), such as deep venous thrombosis, pulmonary emboli, 
retinal thrombosis, and myocardial infarction. Additionally, cerebrovascular accidents (including cerebral 
infarction, cerebral haemorrhage and transient ischaemic attacks) have been reported.  
 
The reported risk of these TVEs should be carefully weighed against the benefits to be derived from 
treatment with epoetin alfa particularly in patients with pre-existing risk factors for TVE, including obesity 
and prior history of TVEs (e.g., deep venous thrombosis, pulmonary embolism, and cerebral vascular 
accident). 
 
In all patients, haemoglobin levels should be closely monitored due to a potential increased risk of 
thromboembolic events and fatal outcomes when patients are treated at haemoglobin levels above the 
concentration range for the indication of use. 
 

There may be a moderate dose-dependent rise in the platelet count within the normal range during 
treatment with epoetin alfa. This regresses during the course of continued therapy. In addition, 
thrombocythaemia above the normal range has been reported. It is recommended that the platelet count 
is regularly monitored during the first 8 weeks of therapy.  

 
All other causes of anemia (iron, folate or Vitamin B12 deficiency, aluminum intoxication, infection or 

inflammation, blood loss, haemolysis and bone marrow fibrosis of any origin) should be evaluated and 
treated prior to initiating therapy with epoetin alfa, and when deciding to increase the dose. In most cases, 
the ferritin values in the serum fall simultaneously with the rise in packed cell volume. In order to ensure 
optimum response to epoetin alfa, adequate iron stores should be assured and iron supplementation 
should be administered if necessary (see section 4.2: ”Posolgy and method of administration”): 
 
-For chronic renal failure patients, iron supplementation (elemental iron 200 to 300 mg/day orally for 

adults and 100 to 200 mg/day orally for paediatrics) is recommended if serum ferritin levels are below 
100 ng/ml. 
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-For cancer patients, iron supplementation (elemental iron 200 to 300 mg/day orally) is recommended if 
transferrin saturation is below 20%. 

 
-For patients in an autologous predonation programme, iron supplementation (elemental iron 200 

mg/day orally) should be administered several weeks prior to initiating the autologous predeposit in 
order to achieve high iron stores prior to starting epoetin alfa therapy, and throughout the course of 
epoetin alfa therapy. 

 
-For patients scheduled for major elective orthopaedic surgery, iron supplementation (elemental iron 200 

mg/day orally) should be administered throughout the course of epoetin alfa therapy. If possible, iron 
supplementation should be initiated prior to starting epoetin alfa therapy to achieve adequate iron 
stores. 

 
Very rarely, development of or exacerbation of porphyria has been observed in epoetin alfa-treated 
patients. Epoetin alfa should be used with caution in patients with porphyria. 
 

 

4.8  Undesirable effects 
... 
 

Description of selected adverse reactions 

Hypersensitivity reactions, including cases of rash (including urticaria), anaphylactic reactions, and 
angioneurotic oedema have been reported (see section 4.4: ”Special warnings and precautions for 
use”). 
 

SCARs including SJS and TEN, which can be life-threatening or fatal, have been reported in association 

with epoetin treatment (see section 4.4). 
 
 
Hypertensive crisis with encephalopathy and seizures, requiring the immediate attention of a 
physician and intensive medical care, have occurred also during epoetin alfa treatment in patients 
with previously normal or low blood pressure. Particular attention should be paid to sudden stabbing 
migraine-like headaches as a possible warning signal (see section 4.4: ”Special warnings and 
precautions for use”). 
 
Antibody-mediated pure red cell aplasia has been very rarely reported in <1/10,000 cases per patient 
year after months to years of treatment with epoetin alfa (see section 4.4: ”Special warnings and 
precautions for use”). More cases have been reported with subcutaneous (SC) route of 
administration, compared with the IV route. 
 
 
Severe cutaneous adverse reactions (SCARS) including Stevens-Johnson syndrome (SJS) and toxic 
epidermal necrolysis (TEN), which can be life-threatening or fatal, have been reported in association 
with epoetin treatment (see section 4.4). 
 

7. MANUFACTURER: 

Sandoz GmbH 
Biochemiestrasse 10 
A-6250 Kundl 
Austria 

 

7. 8. MARKETING AUTHORIZATION HOLDER LICENSE HOLDER AND IMPORTER’S 
NAME AND ADDRESS 

Novartis Israel Ltd., P.O.Box 7126, Tel Aviv  
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 :ʯʫʸצʬ ʯʥʬʲʡ ʭייʥʰיʹʤ 

 ... 

ʪʡʩʬ ʺʮʥʹʺʬ ʠʴʥʸ ʪʬ ʭʹʸʹ ʤʴʥʸʺʤ ʤʺʥʠ ʺʠ ʬʡʷʮ ʣʩʮʺ ʤʺʠʹ ʠʣʥʥʺʹ ʡʥʹʧ ,  ʭʲʴ ʬʫʡ ʬʴʨʮ ʤʧʮʥʮ
  ʥʠ ʬʬʫ ʪʸʣʡ ʬʡʷʮ ʤʺʠʹ ʥʦʮ ʤʰʥʹ ʺʩʠʸʰ ʺʬʡʩʷʹ ʤʴʥʸʺʤ ʭʠ .ʺʧʷʸʮʤ ʺʩʡʡ ʤʴʥʸʺʤ ʺʠ ʬʡʷʮ ʤʺʠʹ

  ʬʹ ʯʥʰʩʮ ʩʥʰʩʹ ʥʠ ʤʴʬʧʤ ʬʫ .ʤʰʥʫʰʤ ʤʴʥʸʺʤ ʺʠ ʺʬʡʩʷʹ ʠʣʥʥʬ ʧʷʥʸʬ ʣʩʮ ʤʰʴ ʠʰʠ ,ʥʰʺʹʤ ʹʥʮʩʹʤ ʺʥʩʧʰʤʹ
ʬʩʲʴʤ ʸʮʥʧʤ( ʠʴʬʠ ʯʩʨʠʥʴʠ ʤʬʩʫʮʤ ʤʴʥʸʺ  ʲʶʡʺʤʬ ʭʩʡʩʩʧ )ʤʴʥʸʺʡʬʲ-ʩʣʩ  ʷʥʣʡ ʠʰʠ .ʬʴʨʮʤ ʤʧʮʥʮʤ ʠʴʥʸʤ

.ʭʩʤʦ ʭʤʹ ʠʣʥʥ ʧʷʥʸʤʮ ʺʬʡʩʷʹ ʤʴʥʸʺʤ ʬʥʮ ʭʹʸʮʡ ʤʧʮʥʮʤ ʠʴʥʸʤ ʭʹʸʹ ʸʩʹʫʺʤ ʬʹ ʩʸʧʱʮʤ ʥʮʹ ʺʠ 

• ʨʩʸʷʥʰʩʡ ʥʰʩʤ ʸʩʹʫʺ ʥʩʡ- .ʸʠʬʩʮʩʱ ̡ ʣʩʮʬ ʳʱʥʰ ʬʲ ʩʸʩʹʫʺ ʥʩʡ- ʸʠʬʩʮʩʱʹʩ  ʺʥʰʴʬ ʸʺʠʬ  ʣʸʹʮ  ̋ ʥʠʩʸʡʤ 

https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/Registration/Pages/Biosimilars.aspx 
 

 ... 

 
 
 

2 .ʩʰʴʬ  ́ ʥʮʩʹ ʤʴʥʸʺʡ: 
ʯʩʠ  ́ ʮʺʹʤʬ ʤʴʥʸʺʡ ʭʠ: 

 -  ʪʰʩʤʺʠ ʤ )ʩʢʸʬʠ( ʹʩʢʸ  ʠʴʬʠ ʯʩʨʠʥʴʠʬʥʠ ʣʧʠʬ ʩʡʩʫʸʮʮ ʤʴʥʸʺʤ  ʩʺʬʡʤ ʭʩʬʩʲʴ ʭʩʲʩʴʥʮʤ ʳʩʲʱʡ 6 . 
 - ʺʧʺʩʴʭʲ ʺʰʧʡʥʠ Pure Red Cell Aplasia (PRCA) )ʭʩʮʥʣʠ ʭʣ ʩʠʺ ʷʩʴʱʮ ʸʶʩʩʬ  ʬʥʫʩ  ʠʬ ʭʶʲʤ ʧʮʤʺʧʴʤ ʥʠ 

ʤʷʱʴʤ ʸʥʶʩʩʡ ʩʠʺ ʭʣ ʭʩʮʥʣʠ( ʸʧʠʬ   ʬʥʴʩʨ   ʭʣʥʷʯʩʨʠʩʥʴʥʸʺʩʸʠʡ ʬʫʮ ʢʥʱ ʠʥʤʹ.    ʭʣ ʩʠʺ ʺʸʩʶʩ ʸʸʥʲʮʤ ʸʩʹʫʺ ʬʫʡ
  .)ʨʩʸʷʥʰʩʡ ʬʬʥʫ( ʥʤʹʬʫ 

 - ʹʩ ʪʬ ʵʧʬ ʭʣ  ʤʥʡʢ ʥʰʩʠʹ ʯʦʥʠʮ ʩʥʠʸʫ ʬʥʴʩʨʡ ʩʺʴʥʸʺ. 
ʯʩʠ ʹʮʺʹʤʬ ʨʩʸʷʥʰʩʡʡ ʣʥʣʩʲʬ ʺʸʩʶʩ ʩʠʺ ʭʣ ʭʩʮʥʣʠ) ʪʫ ʯʺʩʰʹ ʤʩʤʩ ʺʧʷʬ ʪʮʮ ʸʺʥʩ ʭʣ( ʭʠ ʪʰʩʠ ʬʥʫʩ ʬʡʷʬ ʭʩʩʥʸʩʲ 
ʬʹ ʭʣʤ ʪʬʹ ʯʮʦʡ ʥʠ ʸʧʠʬ ʧʥʺʩʰ. 

 -ʤʺʠ ʯʰʫʥʺʮ ʸʥʡʲʬ ʧʥʺʩʰ  ʩʡʩʨʷʬʠ ʩʣʴʥʺʸʥʠ)ʢʮ( ʩʸʥ' ʬʹʮʬ ʪʸʩʡ ʥʠ ʪʸʡʡ( ʤʺʠʥ ʬʡʥʱ ʺʬʧʮʮ  ʡʬ ʤʸʥʮʧ, ʬʡʥʱ ʤʺʠ 
ʤʬʧʮʮ ʤʸʥʮʧ ʭʩʷʸʥʲʡ ʭʩʣʩʸʥʥʡʥʭʠ , ʤʰʥʸʧʠʬ ʤʩʤ ʪʬ ʳʷʺʤ ʡʬ  ʥʠ ʵʡʹ, ʭʠ ʤʺʠ ʠʬ ʬʥʫʩ      ʺʧʷʬ ʺʥʴʥʸʺ ʬʥʬʩʣʬ 

ʭʣʤ. 
 

  ʯʫʺʩ  ʺʥʴʥʸʺʬ ʭʩʷʥʷʦ ʭʩʮʩʩʥʱʮ ʭʩʬʴʥʨʮ ,ʨʩʸʷʥʰʩʡʡ ʬʥʴʩʨʤ ʪʬʤʮʡ .ʠʴʥʸʤ ʭʲ ʯʥʣʬ ʪʩʬʲ .ʪʬ ʭʩʠʺʮ ʥʰʩʠ ʨʩʸʷʥʰʩʡʥ
 .ʨʩʸʷʥʰʩʡʡ ʹʮʹʺʹʺ ʬʠ ,ʭʣ ʩʹʩʸʷ ʺʲʩʰʮʬ ʺʥʴʥʸʺ ʬʥʨʩʬ ʬʥʫʩ ʪʰʩʠ ʭʠ .ʭʣ ʩʹʩʸʷʬ ʯʥʫʩʱʤ ʺʣʸʥʤʬ 

 
 -ʤʺʠ ʩʰʴʬ ʧʥʺʩʰ ʪʰʩʠ ʪʠ ʬʥʫʩ ʬʡʷʬ ʬʥʴʩʨ ʺʥʠʰ ʺʲʩʰʮʬ ʺʥʸʶʥʥʩʤ  ʩʹʩʸʷ ʭʣ. 
 - ʤʺʠ  ʯʰʫʥʺʮ  y ʥʡʲʬ ʧʥʺʩʰ ʩʣʴʥʺʸʥʠ) ʬʹʮʬ ʪʸʩʡ ʥʠ ʪʸʡʡ( ʤʺʠʥ ʬʡʥʱ  ̋ ʬʧʮʮ ʡʬ ʤʸʥʮʧ, ʬʡʥʱ ʤʺʠ ʤʬʧʮʮ ʤʸʥʮʧ 

ʭʩʷʸʥʲʡ ʭʩʣʩʸʥʥʡʥʭʠ ,  ʤʰʥʸʧʠʬ ʤʩʤ ʪʬ ʳʷʺʤ ʡʬ ʥʠ ʵʡʹ, ʭʠ ʤʺʠ ʠʬ ʬʥʫʩ      ʺʧʷʬ ʺʥʴʥʸʺ ʬʥʬʩʣʬ ʭʣʤ. 
 - ʯʩʠ  ́ ʮʺʹʤʬ ʨʩʸʷʥʰʩʡʡ ʣʥʣʩʲʬ ʺʸʩʶʩ ʩʠʺ ʭʣ ʭʩʮʥʣʠ) ʪʫ ʯʺʩʰʹ ʤʩʤʩ ʺʧʷʬ ʪʮʮ ʸʺʥʩ ʭʣ( ʭʠ ʪʰʩʠ ʬʥʫʩ ʬʡʷʬ ʭʩʩʥʸʩʲ 

ʭʲ ʭʣʤ ʪʬʹ  ʯʮʦʡ ʥʠ ʸʧʠʬ ʧʥʺʩʰ. 

 

 ... 

ʩʰʴʬ ʬʥʴʩʨʤ ʨʩʸʷʥʰʩʡʡ ʸʴʱ ʠʴʥʸʬ ʮ ʬʡʥʱ ʤʺʠ ʭʠ: 
•  ʭʣ ʵʧʬ ʸʺʩ 
•  ʭʩʱʥʫʸʴ ʥʠ ʭʩʩʨʴʬʩʴʠ ʭʩʴʷʺʤ 
•  ʣʡʫ ʺʬʧʮ 
•  ʭʩʸʧʠ ʭʩʮʸʥʢʮ ʤʩʮʰʠ 
•   ʭʣ ʺʬʧʮ( ʤʩʸʩʴʸʥʴ )ʤʸʩʣʰ 

 ʤ ʭʠʩʯʨʸʱ ʤʬʥʧ ʪʰ - ʩ ʺʥʣʣʥʲʮʤ ʺʥʴʥʸʺʹ ʡʬ ʭʩʹʩ  ʸʥʨʷʴʫ ʬʥʲʴʬ ʺʥʬʥʬʲ )ʨʩʸʷʥʰʩʡ ʥʮʫ( ʭʩʮʥʣʠ ʭʣ ʩʠʺ ʸʥʶ
 .ʪʬʹ ʯʨʸʱʤ ʺʬʧʮ ʺʥʮʣʷʺʤ ʬʲ ʲʩʴʹʤʬ ʺʥʬʥʬʲ ʯʫʬʥ ʤʬʩʣʢ 

ʩ ʩ ʯʫʺʹ .ʩʬʠʥʣʩʡʩʣʰʩʠʤ ʪʡʶʮ ʩʴʬ ʭʣ ʩʥʸʩʲ ʬʡʷʺʹ ʳʩʣʲ ʤʩʤʩ 
 ʤ ʭʠʩ  ʱʩʨʩʨʴʤʡ ʤʬʥʧ ʪʰC  ʤʺʠʥʬʴʥʨʮ ʡ ʪʫʡ ʯʥʣʬ ʪʩʬʲ ,ʯʩʸʩʥʡʩʸʥ ʯʥʸʴʸʨʰʩʠ ʭʲ  ʬʹ ʡʥʬʩʹʹ ʯʥʥʩʫʮ ʪʠʴʥʸ

ʭʸʢ ʯʩʸʩʥʡʩʸʥ ʯʥʸʴʸʨʰʩʠ ʭʲ ʠʴʬʠ ʯʩʨʠʥʴʠ ʭʩʸʷʮʡ ʤʩʮʰʠ ʺʥʧʺʴʺʤʥ ʤʲʴʹʤ ʯʣʡʥʠʬ ʭʩʸʩʣʰ ʤʹʷ ʤʠʶʥʺʫ 

https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/Registration/Pages/Biosimilars.aspx
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ʩʥʫʩʣʮ ʦʫʸʮ ʺʸʩʶʩ ʩʠʺ  ʭʣʤ ʣʹʬʡ ʭʩʮʥʣʠʤ ʭʶʲʤ  PRCA –Pure Red Cell Aplasia   ʣʲʥʩʮ ʥʰʩʠ ʨʩʸʷʥʰʩʡ .
 ʱʩʨʩʨʴʤʬ ʤʸʥʹʷʤ ʤʩʮʰʠʡ ʬʥʴʩʨʬC . 

• ʠʩʬʫ ʺʷʩʴʱ ʩʠʮ ʬʡʥʱ ʤʺʠ ʭ ̋ ʥʤ   ʺʠ ʷʥʣʡʩ ʪʠʴʥʸ ,ʨʩʸʷʥʰʩʡʡ ʬʥʴʩʨʬ ʡʥʨ ʡʩʢʮ ʠʬ ʤʺʠ ʭʠ ʣʧʥʩʮʡʥ ,ʺʩʰʥʸʫ
 ʯʥʰʩʮʤ ʬʹ ʺʸʦʥʧ ʤʠʬʲʤʹ ʯʥʥʩʫʮ ʪʬʹ ʨʩʸʷʥʰʩʡʤ ʯʥʰʩʮ ʭʠ  ʺʥʩʲʡʬ ʯʥʫʩʱʤ ʺʠ ʺʥʬʲʤʬ ʤʬʥʬʲ ʬʥʴʩʨʬ ʡʩʢʮ ʪʰʩʠ

ʡ ʥʠ ʡʬʡ ʩʬʫʤ .ʺʥʥʮʥ ʵʡʹ ,ʡʬ ʳʷʺʤʬ ʯʥʫʩʱʤ ʺʠ ʺʥʬʲʤʬ ʤʬʥʬʲʥ ʭʣ 
 

• ʤ ʭʠʩʯʨʸʱ ʤʬʥʧ ʪʰ - ʩ ʺʥʣʣʥʲʮʤ ʺʥʴʥʸʺʹ ʡʬ ʭʩʹʩ  ʸʥʨʷʴʫ ʬʥʲʴʬ ʺʥʬʥʬʲ )ʨʩʸʷʥʰʩʡ ʥʮʫ( ʭʩʮʥʣʠ ʭʣ ʩʠʺ ʸʥʶ
 .ʪʬʹ ʯʨʸʱʤ ʺʬʧʮ ʺʥʮʣʷʺʤ ʬʲ ʲʩʴʹʤʬ ʺʥʬʥʬʲ ʯʫʬʥ ʤʬʩʣʢ 

ʩ ʩ ʯʫʺʹ .ʩʬʠʥʣʩʡʩʣʰʩʠʤ ʪʡʶʮ ʩʴʬ ʭʣ ʩʥʸʩʲ ʬʡʷʺʹ ʳʩʣʲ ʤʩʤʩ 
 

 ... 

 

ʭʠ ʪʰʩʤ  ʤʬʥʧ ʺʷʬʣʡ  ʢʥʱʮ ʺʩʴʩʢʰ ʣʡʫC (ʱʩʨʩʨʴʤ C  )ʤʺʠʥ  ʯʥʸʴʸʨʰʩʠʡ ʬʴʥʨʮʥ ʯʩʸʩʥʡʩʸ 
 

  ʯʣʡʥʠʬ ʭʩʸʩʣʰ ʭʩʸʷʮʡ ʬʩʡʥʤ ʯʩʸʩʥʡʩʸʥ ʯʥʸʴʸʨʰʩʠ ʭʲ ʠʴʬʠ ʯʩʨʠʥʴʠ ʬʹ ʡʥʬʩʹʹ ʯʥʥʩʫʮ ʠʴʥʸʤ ʭʲ ʠʹʥʰʡ ʯʥʣʬ ʪʩʬʲ
 ʬʹ ʡʶʮ ʺʥʧʺʴʺʤʥ ʤʲʴʹʤʤʤʩʮʰʠ ʺʩʮʥʠʺʴʥ ʤʹʷ ʤʠʶʥʺʫ  ʩʥʫʩʣʮ ʦʫʸʮ ʺʸʩʶʩ ʩʠʺ ʭʣʤ   ʭʶʲʤ ʣʹʬʡ ʭʩʮʥʣʠʤ

(PRCA  –  AplasiaPure Red Cell ) ʢʥʱʮ ʺʩʴʩʢʰ ʣʡʫ ʺʷʬʣʡ ʤʸʥʹʷʤ ʤʩʮʰʠʡ ʬʥʴʩʨʬ ʣʲʥʩʮ ʥʰʩʠ ʨʩʸʷʥʰʩʡ .C . 
 

 ʯʩʸʥʴʱʥʬʷʩʶ –   ʸʥʨʩʰʬ ʭʣ ʺʥʷʩʣʡ ʬʲ ʺʥʸʥʤʬ ʩʥʹʲ ʠʴʥʸʤ ,)ʤʩʬʫ ʺʬʺʹʤ ʸʧʠʬ ʬʹʮʬ( ʬʺʹ ʺʩʩʧʣ ʺʲʩʰʮʬ ʺʰʺʩʰʤ ʤʴʥʸʺ
  .ʨʩʸʷʥʰʩʡ ʭʲ ʬʥʴʩʨʤ ʯʮʦʡ ʯʩʸʥʴʱʥʬʷʩʶʤ ʺʮʸ 

 
  ʭʲ ʵʲʥʥʩʤ .ʨʩʸʷʥʰʩʡ ʬʹ ʺʥʬʩʲʩʤ ʺʠ ʺʥʬʲʤʬ ʭʩʩʥʹʲ ʺʥʮʥʣʠ ʭʣ ʺʥʩʸʥʣʫ ʸʥʶʩʩ ʭʩʣʣʥʲʮʤ ʭʩʸʧʠ ʭʩʸʩʹʸʺʥ ʬʦʸʡ ʩʴʱʥʺ

 .ʭʺʥʠ ʬʥʨʩʬ ʪʩʬʲ ʭʠ ʨʩʬʧʩ ʠʥʤʥ ʠʴʥʸʤ 
 

  ʤʧʴʹʮʤ ʠʴʥʸʬ ʥʠ ʩʤʹʬʫ ʤʠʴʸʮʡ ʥʠ ʭʩʬʥʧ ʺʩʡʡ ʺʥʶʲʩʩʺʤ/ʬʥʴʩʨʬ ʲʩʢʮ ʪʰʩʤʥ ʤʣʩʮʡ–   ʪʰʩʤʹ ʩʠʥʴʸʤ ʺʥʥʶʤ ʺʠ ʲʣʩʩ
ʡ ʬʴʥʨʮʨʩʸʷʥʰʩʡ ʹ ʯʥʥʩʫʨʩʸʷʥʰʩʡ  ʩʥʹʲ ʤʣʡʲʮ ʺʥʷʩʣʡ ʺʥʠʶʥʺ ʬʲ ʥʠ ʭʩʸʧʠ ʭʩʬʥʴʩʨ ʬʲ ʲʩʴʹʤʬ. 

 
 ʯʥʸʴʸʨʰʩʠ  ʣʧʩ ʭʲ ʸʩʥʡʩʸʯʩ; ʯʩʸʥʴʱʥʬʷʩʶ  ,ʬʦʸʡ ʩʴʱʥʺ ʩʶʩʸʮʮʥ ʺʥʩʸʥʣʫ ʭʣ . 

ʤʩʯʥʩʸ , ʥʤʷʰʤ ʺʥʩʸʥʴʥ 
ʣʥʠʮ ʡʥʹʧ ʵʲʥʥʩʤʬ ʠʴʥʸʡ ʭʠ ʤʩʪʰ  ʤʡʩʯʥʩʸ ʥʠ ,ʯʥʩʸʩʤʡ ʺʠʹ ʺʡʹʥʧ , ʺʰʰʫʺʮ  ʤʩʯʥʩʸ ̋ ʠ ʭʠ ʥʠ , ʮʩʤʷʩʰ. 

 ʭʩʩʷ ʠʬ .ʺʥʩʸʥʴ ʬʲ ʨʩʸʷʥʰʩʡ ʺʲʴʹʤ ʬʲ ʲʣʩʮ 
 

 ... 

5 .ʪʩʠ ʯʱʧʠʬ ʺʠ ʤʴʥʸʺʤ? 
 
. .. 

 
  ʥʬʠ ʭʩʲʶʮʠ .ʣʥʲ ʹʥʮʩʹʡ ʯʰʩʠʹ ʺʥʴʥʸʺ ʪʩʬʹʤʬ ʪʩʠ ʧʷʥʸʤ ʺʠ ʬʠʹ .ʩʺʩʡ ʤʴʹʠ ʧʴʬ ʥʠ ʡʥʩʡʬ ʺʥʴʥʸʺ ʪʩʬʹʤʬ ʯʩʠ

 .ʤʡʩʡʱʤ ʬʲ ʯʢʤʬ ʥʲʩʩʱʩ 
 
 

 ... 

6ʳʱʥʰ ʲʣיʮ . 
 ... 

ʣʶʩʫ ʺʩʠʸʰ ʤʴʥʸʺʤ ʤʮʥ ʯʫʥʺ ʤʦʩʸʠʤ - ʨʩʸʷʥʰʩʡ  ʥʰʩʤ ʤʱʩʮʺ ʤʬʥʬʶ, ʺʸʱʧ ʲʡʶ ʷʸʦʮʡ ʯʫʥʮ ʹʠʸʮ.  ʭʩʷʸʦʮʤ   ʭʩʦʥʸʠ
 ʺʩʹʢʮʡʭʩʴʥʨʲ ʸʨʱʩʬʡʡ. 

 
ʬʲʡ ʭʥʹʩʸʤ  ʯʠʥʡʩʤʥ  ʥʺʡʥʺʫʥ:  ʦʥʣʰʱ  ʤʷʩʨʡʶʮʸʴ   .ʣ.ʺ ,ʮ"ʲʡ ʬʠʸʹʩ9015 ʡʩʡʠ ʬʺ , ,ʮ"ʲʡ ʬʠʸʹʩ ʱʩʨʸʡʥʰ  .ʣ.ʺ7126  ,

 .ʡʩʡʠ ʬʺ 
 

ʭʹ ʯʸʶʩʤ ʥʺʡʥʺʫʥ :ʦʥʣʰʱ   ,ʮ"ʲʡʬʣʰʥʷ ,ʤʩʸʨʱʥʠ. 
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 ʺʥʠʸʥʤʤʷʸʦʤ ʺʩʮʶʲ   ʤʩʮʰʠ ʭʲ ʭʩʬʥʧʬ ʷʸʥ ʪʠ ʣʲʥʩʮ(ʺʩʨʮʥʨʴʮʩʱ  ,ʺʥʩʬʫ ʺʬʧʮ ʡʷʲ ʺʮʸʢʰʤʬʭʩʬʥʧ   ʭʩʸʢʥʡʮ
ʭʩʸʡʥʲʹ ʩʬʥʴʩʨ ʩʴʸʺʥʮʩʫʤ ʥʠ ,ʭʩʬʥʧʬ  ʭʩʸʢʥʡʮʭʲ  ʤʩʮʰʠ ʤʢʸʣʡ ʺʩʰʥʰʩʡ ʲʡʷʰʹ   ʩʣʴʥʺʸʥʠ ʧʥʺʩʰ ʭʤʬʢʮ )ʩʸʥ' 

 ... 

  ʠʬʥʮʮ ʨʩʸʷʥʰʩʡ ʷʸʦʮʡ ʹʮʺʹʺ ʬʠ .ʨʧʮʤ ʩʥʱʩʫ ʺʸʱʤ ʸʧʠʬ ʬʴʰ ʥʠ ,ʤʹʷ ʧʨʹʮ ʬʲ ʬʴʰ ʷʸʦʮʤ ʭʠ ʹʮʺʹʺ ʬʠ :ʤʸʤʦʠ
 ʭʠ ʹʠʸʮ .ʲʩʢʤ ʠʥʤ ʤʫʥʺʡʹ ʤʦʩʸʠʤ ʭʲ ʣʧʩ ʷʸʦʮʤ ʺʠ ʺʧʷʸʮʤ ʺʩʡʬ ʸʦʧʤ .ʬʷʬʥʷʮ ʥʠ ʸʥʡʹ ʠʥʤ 

 
 ... 

 

 


