Hemlibra® 30 mg/ml & 150 mg/ml
emicizumab
Solution for injection
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Hemlibra is indicated for routine prophylaxis to prevent bleeding or reduce the
frequency of bleeding episodes in patients with hemophilia A (congenital factor VIl
deficiency) with or without factor VIII inhibitors.
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Roche Pharmaceuticals (Israel) Ltd.
Drugs Regulatory Affairs
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Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is
important. It allows continued monitoring of the benefit/risk balance of the medicinal product.
Any suspected adverse events should be reported to the Ministry of Health according to the
Natlonal Regulatlon by using %hean onhne form https //51deeffects health gov.il/

:Xan yTnn PTY 6.2 Incompatibilities qwwoa
No incompatibilities between Hemlibra and polypropylene or polycarbonate syringes;

pelyearbonate-vial-adapters and stainless steel needles have been observed.

:Nan yTnn PTIY 6.6 Special precautions for disposal and other handling q'woa
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A syringe, a transfer needle ervial-adapter) and an injection needle are needed to withdraw
Hemlibra solution from the vial and inject it subcutaneously.

[..]

1 mL syringe

Criteria: Transparent polypropylene or polycarbonate syringe with Luer-lock tip, graduation
0.01 mL.

2 to 3 mL syringe

Criteria: Transparent polypropylene or polycarbonate syringe with Luer-lock tip, graduation
0.1 mL.

Transfer needle with filter erwial-adapter

Criteria for transfer needle with filter: Stainless steel with Luer-lock connection, gauge 18 G,
length 35mm (1'4"), containing a 5 pum filter and preferably with semi-blunted tip.
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