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Vraylar access in Egypt: the EDA personal-import
pathway

How adult patients in Egypt living with schizophrenia, bipolar I disorder, or major depressive
disorder requiring adjunctive therapy access Vraylar, the once-daily atypical antipsychotic from
AbbVie, through the Egyptian Drug Authority personal-import framework.

Last reviewed 2026-05-12 by Reserve Meds clinical and regulatory team.
This page describes the EDA personal-import pathway for Vraylar for adult
patients in Egypt whose psychiatrist has selected cariprazine for
schizophrenia, bipolar I disorder, or adjunctive treatment of major depressive

disorder.

Section 1. Quick orientation

Vraylar (cariprazine) is an oral once-daily atypical antipsychotic small molecule. Cariprazine acts
as a partial agonist at central dopamine D2 and D3 receptors with preferential binding affinity for
D3, and as a partial agonist at serotonin 5-HT1A receptors with antagonism at 5-HT2A. It is
marketed in the United States by AbbVie Inc.; the molecule was originally discovered by Gedeon
Richter of Budapest, Hungary, with European rights held by Gedeon Richter and Recordati under
the brand name Reagila. The FDA has approved Vraylar across four indications in adults:
schizophrenia (September 2015, with pediatric extension to ages 13 and older), acute manic or
mixed episodes associated with bipolar I disorder (September 2015, with pediatric extension to
ages 10 and older), depressive episodes associated with bipolar I disorder (May 2019), and
adjunctive therapy to antidepressants for major depressive disorder (MDD) in adults (16
December 2022). The MDD-adjunct approval opened Vraylar to a much broader prescriber base.
Vraylar is not registered with the Egyptian Drug Authority (EDA) under the AbbVie brand. For
Egyptian adults whose psychiatrist has selected cariprazine for an indication not served by
locally available alternatives, the lawful pathway is EDA personal-import, with the application
filed by a licensed Egyptian dispensing facility. Reserve Meds coordinates US-side sourcing and
international logistics. Reserved for you.

Section 2. Why patients in Egypt need Vraylar through a named-patient
pathway

The Egyptian mental health field has a substantial population of patients living with
schizophrenia, bipolar I disorder, and major depressive disorder. Care is concentrated at Kasr Al
Ainy, Ain Shams, and the major private specialty hospitals, with psychiatrists across both public
and private practice. The structural reason Egyptian patients reach for Vraylar through a named-
patient pathway is concentrated in the mood-disorder indications. EMA-approved Reagila
(Gedeon Richter, Recordati) carries an EU label for schizophrenia in adults only; the bipolar I
depression and MDD-adjunct indications approved by the FDA are not part of the EMA label,
which is a material gap for international patients seeking cariprazine for mood-spectrum use.
Recordati holds rights in several MENA markets including Turkey, Algeria, and Tunisia, and
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Reagila has reached commercial availability in parts of the Gulf via local agents, but Egypt does
not have a consistent local commercial supply of cariprazine across all four indications, and the
schizophrenia-only labelling where Reagila is available means Egyptian patients seeking the
bipolar I depression or MDD-adjunct indication are effectively in named-patient territory for the
US Vraylar product.

The patient cohort reaching for Vraylar through EDA personal-import concentrates in three
buckets. First, patients in Egypt with bipolar I depression or MDD seeking adjunctive
cariprazine, where the local market has either no cariprazine product or a cariprazine product
registered only for schizophrenia. Second, patients already responding to Vraylar during travel
or US treatment who need continuity of supply after returning home, where local substitution to
a different atypical antipsychotic is not clinically acceptable to the treating psychiatrist. Third,
patients seeking the branded AbbVie product specifically because of tolerability concerns with
locally available alternatives or generics, where the prescriber and patient have made an
informed choice to pursue brand-specific supply through a regulated import pathway. The
post-2022 EGP depreciation continues to push Egyptian families to coordinate USD funds across
the diaspora for ongoing chronic psychiatric therapy.

Section 3. The EDA personal-import pathway for Vraylar

The Egyptian Drug Authority was created by Law No. 151 of 2019, issued 25 August 2019 in the
Official Gazette No. 34 bis (A), with executive regulations issued by Prime Minister Decision No.
777 of 2020 on 29 March 2020. EDA is a public service authority affiliated to the Prime Minister
and consolidates functions previously held by NODCAR, NORCB, and CAPA. EDA permits the
importation of unregistered medicines for a specific patient under defined conditions, most
importantly where no equivalent registered product is available locally, or where the available
quantity of an equivalent registered product cannot meet the patient's clinical need. The pathway
is commonly referred to as Personal Importation. The application is filed through the dispensing
institution's import pharmacy. Reserve Meds does not file with EDA and does not act as an
Egyptian importer of record.

For a drug like cariprazine where a related product (Reagila) may be locally available in a
different indication scope, the clinical-justification framework needs to address the registered-
but-different-indication scenario explicitly. The standard application package includes a clinical
justification letter from the treating psychiatrist on hospital letterhead, a recent prescription
specifying brand name (Vraylar), generic name (cariprazine), strength (0.5 mg, 0.75 mg, 1.5 mg,
3 mg, 4.5 mg, or 6 mg capsules), dosage form, and quantity required, a patient identifier
(national ID card or passport copy), physician licensing verification, product details including
manufacturer (AbbVie), country of origin, FDA approval reference, and storage conditions, the
destination dispensing facility licence, and a chain-of-custody plan with port of entry typically at
Cairo International Airport.

The cell-specific clinical-justification framework for Vraylar is indication-specific and tonally
respectful of the patient throughout. The psychiatrist's letter documents the patient's diagnosis
using current ICD-10 or DSM-5 criteria with person-first vocabulary, the symptom history and
severity assessment using a validated scale appropriate to the indication (PANSS for
schizophrenia, YMRS for bipolar mania, MADRS or HAM-D for depressive presentations), the
prior therapeutic history (which antipsychotics or antidepressants have been tried, at what
doses, for what duration, and with what outcome), the rationale for cariprazine specifically (D3-
preferring partial agonist profile for negative symptoms in schizophrenia, sustained adjunct
effect in MDD, mood-spectrum coverage), the rationale for the branded AbbVie Vraylar over the



locally available Reagila where that comparison is relevant (typically: indication scope,
tolerability profile, prior response, or brand-specific clinical choice), the dosing plan referencing
the FDA label per indication, the drug-interaction review for strong CYP3A4 inhibitors (dose
reduced by half) and strong CYP3A4 inducers (not recommended), and the boxed-warning
acknowledgement framework (see Section 7). Routine EDA authorisations for psychiatry cases of
this type typically run 3 to 6 weeks; complex cases extend.

Section 4. Where Vraylar gets dispensed in Egypt

Vraylar is supplied as oral hard-gelatin capsules in six strengths, room-temperature stable at 20
to 25 degrees Celsius with permitted excursions to 15 to 30 degrees Celsius. No refrigeration, no
freezing, no reconstitution. The room-temperature profile makes Vraylar one of the lower-friction
international logistics cases in psychiatry, which means dispense can run through any Egyptian
dispensing facility with import-pharmacy infrastructure or a relationship with a licensed Cairo
specialty importer.

The hospitals that most often handle imported psychiatric specialty drugs include Cairo
University Hospitals (Kasr Al Ainy), with the Drug Information Center and the institutional
psychiatric services; Ain Shams University Hospitals, with strong psychiatry infrastructure; Dar
Al Fouad Hospital in 6th of October City, Giza, JCI-accredited since 2005 and part of the Alameda
Healthcare Group; As-Salam International Hospital; and the Cleopatra Hospitals Group, the
largest private hospital group in Egypt. For patients receiving psychiatric care at outpatient
clinics or smaller private psychiatry practices, the practical route is partnering with a Cairo-
based licensed specialty importer that holds the dispensing pharmacy licence; the clinical
justification still comes from the treating psychiatrist. The half-life of the parent compound and
active metabolites is long (parent approximately 2 to 4 days, active metabolites up to 1 to 3
weeks), which means small dispensing intervals are not driven by stability concerns but by
prescriber follow-up cadence and the prudent practice of monthly review during early titration.

Section 5. Real cost picture for Vraylar in Egypt

Reserve Meds quotes in US dollars and accepts USD wire transfers. The EGP has lost more than
70 percent of its value against the US dollar since early 2022, with the USD/EGP rate near 52 to
53 in May 2026 and a controlled-depreciation outlook through end of year per IMF Article IV
consultation forecasts. Quoting in USD insulates the patient from intra-case currency drift.

* Drug cost reference. US WAC for Vraylar is approximately USD 1,594.82 per 30-day
supply at the per-capsule rate of USD 50.63, regardless of strength, as of January 2026 per
AbbVie's published WAC. At once-daily dosing, this is a list-price annualised figure of
approximately USD 19,000 to USD 22,000 per year depending on whether the 30-day
calculation uses 30 capsules or a 28-day refill rhythm. Reagila list pricing in EU markets is
materially lower than US WAC for the schizophrenia indication, often by a factor of 3 to 5%,
but EU pricing is not directly accessible to non-EU patients without local prescriber and
pharmacy involvement and does not cover the bipolar and MDD-adjunct indications.

* International logistics. Standard ambient air-freight from the US source to Cairo
International Airport runs typically USD 400 to USD 800 for a one-month supply; the
molecule does not require cold-chain shipping or temperature-monitored couriers. Customs
documentation and the dispensing facility's regulatory handling fees vary by institution.

* Reserve Meds concierge. Itemised separately on every firm quote, never bundled.



For chronic monthly psychiatric therapy, the cumulative annual envelope is meaningful and the
financing posture is typically cash-pay or family-pooled cash-pay. Bupa Egypt, AXA Egypt,
MetLife Egypt, Allianz Egypt, Misr Insurance, MedGulf Egypt, Orient Takaful, and Royal
Insurance each assess named-patient claims case by case; some plans may reimburse a
percentage for mental-health drugs treating a covered indication, with pre-authorisation typically
required. UHIA does not currently cover most specialty imports across most governorates.
AbbVie's US-only Vraylar Savings Card and AbbVie Patient Assistance Foundation do not extend
to international patients.

Section 6. Typical timeline for Vraylar in Egypt

End-to-end planning horizon for an Egyptian Vraylar case is typically 3 to 6 weeks from first
contact to first dispense. Reserve Meds confirms eligibility within 24 to 48 hours. The treating
psychiatrist prepares the clinical justification letter within the first week; cases involving the
registered-but-different-indication scenario (where Reagila exists locally for schizophrenia but
the patient needs cariprazine for bipolar I depression or MDD-adjunct) typically take a few extra
days for the comparative-rationale documentation. The dispensing facility files the EDA personal-
import application; routine authorisations run a 3 to 6 week window for psychiatry cases. US-side
sourcing runs in parallel through the open wholesaler chain (McKesson, Cardinal Health,
AmerisourceBergen/Cencora); Vraylar is not on the FDA drug shortage list as of the most recent
verification window. Ambient air-freight to Cairo International Airport is typically 5 to 7 business
days, with the dispensing facility handling customs clearance. Refills run on a monthly cadence;
once the first cycle is dispensed, subsequent monthly refills compress to a steady-state 2 to 4
week turnaround. These ranges are typical, not promises.

Section 7. What your physician needs to provide

For Vraylar the documentation pack is meaningfully more substantive than for an episodic
medication because both the chronic-therapy framing and the dual-boxed-warning structure
require careful, respectful documentation. The treating psychiatrist provides the patient
identifier (national ID card or passport copy), the indication (schizophrenia, bipolar I acute mania
or mixed episodes, bipolar I depression, or MDD-adjunctive), the diagnostic confirmation using
current criteria with person-first vocabulary throughout, the symptom-severity assessment using
a validated scale appropriate to the indication, the prior therapeutic history with documented
duration, dose, response, and tolerability of prior antipsychotic and antidepressant agents, the
rationale for cariprazine specifically (D3-preferring partial agonist profile, sustained adjunct
effect, mood-spectrum coverage), the dosing plan referencing the FDA label per indication, and
the CYP3A4 interaction review (strong inhibitors require dose reduction by half; strong inducers
are not recommended).

Vraylar carries two FDA boxed warnings that the psychiatrist's letter must acknowledge
explicitly. The first is the class warning for increased mortality in elderly patients with dementia-
related psychosis, applicable to all atypical antipsychotics, with Vraylar not approved for that
use; the second is suicidal thoughts and behaviours in pediatric and young adult patients taking
antidepressants, applicable to the MDD-adjunct indication because Vraylar is added on to an
antidepressant. The letter should document the suicidality screening at every adjustment in the
MDD-adjunct indication and the absence of off-label use. The monitoring framework includes
baseline and periodic monitoring of weight, fasting glucose, lipids, blood pressure, EPS and
akathisia, prolactin if symptoms emerge, and signs of tardive dyskinesia. The metabolic and
weight profile is generally more favourable than older atypicals such as olanzapine, though the
label still flags hyperglycemia, dyslipidemia, and weight changes as monitorable. The treating



psychiatrist's Egyptian Medical Syndicate (EMS) membership number and Ministry of Health
licence reference are on every page of the file. Pharmacovigilance reporting through the
Egyptian Pharmacovigilance Center (EPVC) runs through the chronic course of therapy.

Section 8. Common questions about Vraylar in Egypt

Will Bupa Egypt, AXA Egypt, MetLife, or Allianz cover this? Each insurer assesses named-
patient imports case by case. Some plans may reimburse a percentage for mental-health drugs
treating a covered indication, with pre-authorisation typically required. Reserve Meds supplies
the documentation an insurer needs to assess. Cash-pay is the default posture, particularly for
chronic monthly therapy at this price band.

Reagila is available locally for schizophrenia; can I take that instead? The choice between
the locally available Reagila and the imported US Vraylar is your psychiatrist's clinical call.
Where the indication is bipolar I depression or MDD-adjunctive, the FDA-approved Vraylar is the
labelled product because the EMA Reagila label is schizophrenia-only; where the indication is
schizophrenia and tolerability or prior response is the issue, the psychiatrist may choose either
product. Reserve Meds does not steer this decision.

What is the safety profile? Vraylar carries two FDA boxed warnings: increased mortality in
elderly patients with dementia-related psychosis (a class warning for atypical antipsychotics,
with Vraylar not approved for this use), and suicidal thoughts and behaviours in pediatric and
young adult patients taking antidepressants, applicable to the MDD-adjunctive indication.
Common adverse reactions across indications include akathisia, extrapyramidal symptoms,
somnolence, nausea, and headache. The metabolic and weight profile is generally more
favourable than older atypicals though monitoring still applies.

What is the monitoring requirement? Baseline and periodic monitoring of weight, fasting
glucose, lipids, blood pressure, EPS and akathisia, prolactin if symptoms emerge, and signs of
tardive dyskinesia. Suicidality screening at every adjustment in the MDD-adjunctive indication.

Is there a competitor or alternative? Other atypical antipsychotics with mood-spectrum labels
include aripiprazole, brexpiprazole, lurasidone, quetiapine, and the olanzapine/fluoxetine
combination. None has the same D3-preferring partial agonist profile. Choice is prescriber-led.

What is the typical course duration? Antipsychotic and mood-stabilising therapy is typically
long-term, with periodic prescriber reassessment. Vraylar is not a finite-course therapy. Refill
cadence stabilises after the first one to two cycles.

Section 9. Where Reserve Meds fits in Vraylar cases

Reserve Meds is a US-based concierge coordinator. We do not replace your psychiatrist, we do
not replace the EDA, we do not replace your dispensing pharmacy, and we do not act as an
importer of record in Egypt. For Vraylar specifically, the orchestration we provide is US-side
sourcing through the open-distribution wholesaler chain, the regulatory documentation kit your
psychiatrist needs for the EDA filing including the indication-specific clinical-justification framing
with respect for person-first language and explicit boxed-warning acknowledgement, the
comparative documentation where the locally available Reagila is the alternative to address,
international ambient air-freight from the US source to Cairo International Airport with the
dispensing facility handling customs clearance, Arabic-language patient-facing materials with
respectful psychiatric vocabulary where the family requests them, and a single named
coordinator running the case end-to-end in both English and Arabic for what is a long-running



monthly relationship. We support cross-border family coordination where the patient is in Cairo
or Alexandria and an adult child handles correspondence from Dubai, Riyadh, London, or New
York. No prior Reserve Meds case experience exists for Vraylar at the date of this page; standard
NPP coordination applies. Anticipated case patterns are bipolar I depression and MDD-adjunct
cases from Egypt where the local cariprazine option is either absent or restricted to
schizophrenia labelling, schizophrenia continuity-of-supply cases from patients returning from US
treatment, and brand-specific requests where a local product exists but the prescriber and
patient have selected the US Vraylar.

Section 10. Next step

If your psychiatrist has identified Vraylar as the right next step and you are based in Egypt, the
next step is the waitlist. We confirm eligibility within 24 to 48 hours, route a documentation kit to
your psychiatrist, and align with your dispensing facility on the EDA filing. Reserved for you.

This guide is informational, not medical or legal advice. The EDA personal-import pathway
requires licensed clinical judgment and a licensed Egyptian dispensing facility; Reserve
Meds is the coordinator, not the prescriber or the dispenser.

Review & oversight. Content on this page is reviewed by Reserve Meds's clinical and
regulatory team. A US-licensed pharmacist reviews every prescription before dispensing.
Regulatory posture is informational, not legal advice; case-specific questions route to
retained outside counsel. Review methodology »

Last medically reviewed: 2026-05-12.
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