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INDICATION AND IMPORTANT SAFETY INFORMATION

INDICATION

APHEXDA is indicated in combination with filgrastim (G-CSF) to mobilize hematopoietic stem cells to the
peripheral blood for collection and subsequent autologous transplantation in patients with multiple
myeloma.

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

APHEXDA is contraindicated in patients with a history of serious hypersensitivity reactions to motixafortide.

WARNINGS AND PRECAUTIONS

Anaphylactic Shock and Hypersensitivity Reactions: Anaphylactic shock and hypersensitivity
reactions have occurred. Premedicate all patients with a triple drug premedication regimen that
includes an Hl-antihistamine, an H2 blocker, and a leukotriene inhibitor approximately 30-60
minutes prior to each dose of APHEXDA. Administer APHEXDA in a setting where personnel and
therapies are immediately available for treatment of anaphylaxis and other systemic reactions.
Monitor patients for 1 hour following APHEXDA administration and manage reactions promptly.
Patients receiving negative chronotropic drugs (e.g., beta-blockers) may be more at risk for
hypotension in the event of a hypersensitivity reaction and these drugs, when appropriate, should
be replaced with non-chronotropic drugs.

Injection Site Reactions: Injection site reactions (73%) including pain (53%), erythema (27%), and
pruritus (24%) have occurred. Severe reactions occurred in 9% of patients. Premedicate with an
analgesic premedication (e.g., acetaminophen) prior to each APHEXDA dose. Use analgesic
medication and local treatments post-dose, as needed.

Tumor Cell Mobilization in Patients with Leukemia: For the purpose of hematopoietic stem cell
(HSC) mobilization, APHEXDA may cause mobilization of leukemic cells and subsequent
contamination of the apheresis product. Therefore, APHEXDA is not intended for HSC mobilization
and harvest in patients with leukemia.

Leukocytosis: Administering APHEXDA in conjunction with filgrastim increases circulating leukocytes
as well as HSC populations. Monitor white blood cell counts during APHEXDA use.

Potential for Tumor Cell Mobilization: When APHEXDA is used in combination with filgrastim for
HSC mobilization, tumor cells may be released from the marrow and subsequently collected in the
leukapheresis product. The effect of potential reinfusion of tumor cells has not been well-studied.

Embryo-fetal Toxicity: Based on its mechanism of action, APHEXDA can cause fetal harm. Advise
pregnant women of the potential risk to the fetus. Verify pregnancy status in females of
reproductive potential prior to initiating treatment with APHEXDA and advise use of effective
contraception during treatment and for 8 days after the final dose.

ADVERSE REACTIONS

The most common adverse reactions (incidence >20%) in patients treated with APHEXDA were injection site
reactions [73%, including pain (53%), erythema (27%), pruritis (24%)]; pruritus (38%); flushing (33%); back
pain (21%).



USE IN SPECIFIC POPULATIONS
Pregnancy: Please see the important information in Warnings and Precautions under Embryo-fetal Toxicity.

Lactation: There are no data on the presence of motixafortide in human milk, the effects on the breastfed
child, or the effects on milk production. Advise females that breastfeeding is not recommended during
treatment with APHEXDA and for 8 days after the final dose.

Pediatric Use: The safety and effectiveness of APHEXDA have not been established in pediatric patients.
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Various statements in this release concerning BioLineRx's future expectations constitute "forward-looking
statements" within the meaning of the Private Securities Litigation Reform Act of 1995. These statements
include words such as "anticipates,"” "believes," "could," "estimates," "expects," "intends," "may," "plans,"
"potential," "predicts," "projects," "should," "will," and "would," and describe opinions about future events.
These include statements regarding

nn mnn nn mnn

management’s expectations, beliefs and intentions regarding, among other things, the potential benefits of
APHEXDA, the timing of the launch of APHEXDA and the plans and objectives of management for future
operations and expectations and commercial potential of motixafortide. These forward-looking statements
involve known and unknown risks, uncertainties and other factors that may cause the actual results,
performance or achievements of BioLineRx to be materially different from any future results, performance or
achievements expressed or implied by such forward-looking statements. Factors that could cause BiolLineRx's
actual results to differ materially from those expressed or implied in such forward-looking statements
include, but are not limited to: the initiation, timing, progress and results of BioLineRx's preclinical studies,
clinical trials and other therapeutic candidate development efforts; BioLineRx's ability to advance its
therapeutic candidates into clinical trials or to successfully complete its preclinical studies or clinical trials;
whether the clinical trial results for APHEXDA will be predictive of real-world results; BioLineRx's receipt of
regulatory approvals for its therapeutic candidates, and the timing of other regulatory filings and approvals;
the clinical development, commercialization and market acceptance of BioLineRx's therapeutic candidates,
including the degree and pace of market uptake of APHEXDA for the mobilization of hematopoietic stem cells
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for autologous transplantation in multiple myeloma patients; whether access to APHEXDA is achieved in a
commercially viable manner and whether APHEXDA receives adequate reimbursement from third-party
payors; BioLineRx's ability to establish and maintain corporate collaborations; BioLineRx's ability to integrate
new therapeutic candidates and new personnel; the interpretation of the properties and characteristics of
BiolLineRx's therapeutic candidates and of the results obtained with its therapeutic candidates in preclinical
studies or clinical trials; the implementation of BioLineRx's business model and strategic plans for its business
and therapeutic candidates; the scope of protection BiolLineRx is able to establish and maintain for
intellectual property rights covering its therapeutic candidates and its ability to operate its business without
infringing the intellectual property rights of others; estimates of BioLineRx's expenses, future revenues,
capital requirements and its needs for and ability to access sufficient additional financing, including any
unexpected costs or delays in the commercial launch of APHEXDA,; risks related to changes in healthcare laws,
rules and regulations in the United States or elsewhere; competitive companies, technologies and BioLineRx's
industry; statements as to the impact of the political and security situation in Israel on BioLineRx's business;
and the impact of the COVID-19 pandemic and the Russian invasion of Ukraine, which may exacerbate the
magnitude of the factors discussed above. These and other factors are more fully discussed in the "Risk
Factors" section of BioLineRx's most recent annual report on Form 20-F filed with the Securities and Exchange
Commission on March 22, 2023. In addition, any forward-looking statements represent BioLineRx's views only
as of the date of this release and should not be relied upon as representing its views as of any subsequent
date. BiolLineRx does not assume any obligation to update any forward-looking statements unless required by
law.
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