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Vraylar access in Saudi Arabia

How patients in the Kingdom of Saudi Arabia access Vraylar (cariprazine) for schizophrenia,
bipolar I disorder, or major depressive disorder adjunctive therapy through the SFDA Personal
Importation Program.

A patient-first orientation

Vraylar is the US brand name for cariprazine, an oral once-daily atypical antipsychotic small
molecule that 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. AbbVie markets Vraylar in the United States; Gedeon Richter (the original discoverer)
and Recordati hold rights in Central and Eastern Europe and select Western European and
MENA territories under the brand name Reagila. The US FDA has approved cariprazine across
four indications in adults: schizophrenia, acute manic or mixed episodes associated with bipolar I
disorder, bipolar I depression, and adjunctive therapy to antidepressants for major depressive
disorder (MDD). The EMA label for Reagila covers schizophrenia in adults only; the bipolar and
MDD-adjunct indications are FDA-specific and do not appear on European or most MENA labels.
In Saudi Arabia, the regulatory picture is partial: Reagila has reached commercial availability in
parts of the Gulf via local agents but where the request is for an FDA-only mood-disorder
indication, the lawful route into the Kingdom for the US-labeled product is the SFDA Personal
Importation Program. Reserved for you.

Why Saudi patients need Vraylar through the named-patient pathway

International cash-pay demand for Vraylar in Saudi Arabia concentrates in three buckets. The
first and largest is patients with bipolar I depression or MDD seeking adjunctive cariprazine
where the local market either has no cariprazine product or has a cariprazine product registered
only for schizophrenia. The mood-disorder indications are an FDA-specific label that does not
appear on the EMA Reagila approval, which means a patient whose psychiatrist has identified
bipolar I depression or MDD-adjunct cariprazine as the right next step cannot fill that
prescription through the locally registered Reagila product even where it is available, because
the indication is outside the local label.

The second bucket is patients already responding to Vraylar during travel or US-based 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. The third bucket is
patients seeking the branded AbbVie product specifically because of tolerability concerns with
locally available alternatives, where the prescriber and patient have made an informed choice to
pursue brand-specific supply through a regulated import pathway. In all three cases, the cash-
pay-only, international-patient scope keeps Reserve Meds inside the lawful named-patient
framework and outside any US reimbursement system. Reserve Meds approaches every Vraylar
inquiry with the respectful psychiatric vocabulary the conditions warrant; schizophrenia, bipolar
disorder, and major depressive disorder are real, ongoing conditions that affect real families, and
the patient and family are the decision-makers throughout.
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The SFDA Personal Importation Program for Vraylar

The SFDA Personal Importation Program allows a Saudi-licensed physician to request import of a
specific medicine for a specific named patient when the medicine is approved by a recognized
reference authority and a clinically equivalent locally registered alternative is not suitable.
Cariprazine is approved by both the FDA (as Vraylar) and the EMA (as Reagila for
schizophrenia), which establishes the reference-authority criterion. The "no suitable local
alternative" criterion is where the cell-specific reasoning lives.

The application package contains the clinical justification letter from the treating physician (a
SCFHS-licensed psychiatrist in nearly every Vraylar case), treating physician SCFHS licensing
verification, the patient identifier, product details, the destination dispensing facility license, and
the chain-of-custody plan.

For Vraylar specifically, the clinical justification letter must address indication specificity head-
on. SFDA reviewers expect the letter to state which of the four FDA-approved indications is being
treated and, where the request is for a mood-disorder indication (bipolar I depression or MDD-
adjunct), to explain why a locally registered antipsychotic with a bipolar or MDD label is not
clinically appropriate. The letter documents the diagnosis with ICD-10 coding, the documented
sequence of prior therapy attempts (antidepressants for MDD-adjunct cases, mood stabilizers
and atypical antipsychotics for bipolar cases), the rationale for cariprazine's D3-preferring profile
and longer-acting active metabolites over alternatives such as aripiprazole or brexpiprazole, and
an explicit acknowledgment of the two boxed warnings: increased mortality in elderly patients
with dementia-related psychosis (a class warning for all atypical antipsychotics) and suicidal
thoughts and behaviors in pediatric and young adult patients on antidepressants (applicable to
the MDD adjunctive indication because Vraylar is added on to an antidepressant). The latter
acknowledgment is non-optional and Reserve Meds includes it in the documentation kit. Approval
timelines for routine cases run 10 to 21 business days; Vraylar files typically complete in the
routine band when the indication-specificity reasoning is clearly documented.

Where Vraylar gets dispensed in Saudi Arabia

Because Vraylar is an oral capsule with no cold-chain requirement, it can be dispensed by any
SFDA-licensed import pharmacy. The institutions that handle named-patient imports as
established workflow include the psychiatry departments at King Faisal Specialist Hospital and
Research Centre (KFSH&RC); King Abdulaziz Medical City and the Ministry of National Guard
Health Affairs network; King Saud University Medical City and KSAU-HS affiliated centers; Dr.
Sulaiman Al Habib Medical Group (HMG); Saudi German Health; Dr. Soliman Fakeeh Hospital in
Jeddah; and Dallah Hospital in Riyadh.

For Vraylar specifically, the psychiatry departments at the major tertiary centers and at HMG's
network are the practical entry points. Patients outside the major tertiary centers route through
an SFDA-licensed specialty importer in Riyadh or Jeddah, with the drug then transferred to the
local dispensing facility under the institutional license. The half-life of cariprazine and its active
metabolites is long (parent approximately 2-4 days, active metabolites up to 1-3 weeks), which
means refill intervals can be cleanly set to monthly dispensing cycles aligned with the prescribing
psychiatrist's follow-up cadence.



Real cost picture for Vraylar in Saudi Arabia

US wholesale acquisition cost is approximately USD 1,594.82 per 30-day supply at a per-capsule
rate of USD 50.63, regardless of strength, as of January 2026 per AbbVie's published WAC. At a
standard once-daily dosing cadence, the annualized list-price figure is 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. At the Saudi Riyal peg of approximately 3.75 SAR per USD, the annual drug
cost at WAC is roughly SAR 71,000 to SAR 82,500.

The Reserve Meds firm quote line-items the drug cost at WAC plus standard procurement
margin, the international logistics in the SAR 1,500 to SAR 3,000 range (ambient handling), and
the concierge coordination fee. EU Reagila pricing 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
Saudi patients without local prescriber and pharmacy involvement, and the EU Reagila label does
not cover the mood-disorder indications most Saudi PIP inquiries actually request. Bupa Arabia,
Tawuniya, and MedGulf Arabia handle named-patient imports case-by-case. AbbVie's US patient
access programs (Vraylar Savings Card, AbbVie Patient Assistance Foundation) are US-resident-
only and do not extend to internationally based patients.

Typical timeline for Vraylar in Saudi Arabia

From a complete PIP application filing, routine cases run 10 to 21 business days at SFDA. Vraylar
files typically complete in the routine band when the indication-specificity reasoning is
documented clearly. Reserve Meds aligns US-side sourcing through the open AbbVie wholesale
channel (McKesson, Cardinal Health, AmerisourceBergen/Cencora) in parallel. The international
shipping leg runs 3 to 7 business days under standard ambient pharmaceutical air-freight. End-
to-end, a typical Vraylar PIP case completes inside 4 to 6 weeks from documentation intake to
first dose available to the patient. Because antipsychotic and mood-stabilizing therapy is long-
term, the reorder cadence settles into monthly cycles after the first dispense, with the
coordinator relationship continuing for the duration of treatment.

What your physician needs to provide

The clinical justification letter from the SCFHS-licensed treating psychiatrist addresses the
diagnosis with ICD-10 coding, the documented sequence of prior therapy attempts with response
and tolerability data, the specific FDA-approved indication being requested, the rationale for
cariprazine over alternatives in the same therapeutic space (aripiprazole, brexpiprazole,
lurasidone, quetiapine, olanzapine/fluoxetine combination), the proposed dosing per the FDA-
approved label, and the monitoring plan. Dosing per the FDA label is all once-daily oral with or
without food: schizophrenia, start 1.5 mg, may increase to 3 mg on Day 2, further increases in
1.5 mg or 3 mg increments at no less than 14-day intervals, range 1.5 mg to 6 mg, maximum 6
mg; bipolar I acute mania or mixed episodes, start 1.5 mg Day 1, 3 mg Day 2, range 3 mg to 6
mg, maximum 6 mg; bipolar I depression, start 1.5 mg, may increase to 3 mg on Day 15,
maximum 3 mg; MDD adjunct, start 1.5 mg, may increase to 3 mg on Day 15, maximum 3 mg.
The letter should reference dose adjustment for strong CYP3A4 inhibitors (reduce by half) and
note that the drug is not recommended with strong CYP3A4 inducers or in severe renal or severe
hepatic impairment. The monitoring plan covers baseline and periodic weight, fasting glucose,
lipids, blood pressure, extrapyramidal symptoms and akathisia, prolactin if symptoms emerge,
signs of tardive dyskinesia, and suicidality screening at every adjustment in the MDD adjunct
indication.



Common questions about Vraylar in Saudi Arabia

Will Bupa Arabia, Tawuniya, or MedGulf cover this? Each plan handles named-patient
imports case-by-case. For chronic psychiatric indications, many plans require pre-authorization
with the clinical justification letter. Cash-pay is the default operating posture.

What if Reagila is available locally? Reagila in the GCC carries an EU-derived schizophrenia-
only label. If your prescription is for a mood-disorder indication (bipolar I depression or MDD-
adjunct), the locally registered product does not cover that label, which is a legitimate basis for a
PIP request for the US Vraylar product.

What is the safety profile? Vraylar carries two FDA boxed warnings: increased mortality in
elderly patients with dementia-related psychosis (a class warning for all atypical antipsychotics,
with Vraylar not approved for this use), and suicidal thoughts and behaviors 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 favorable
than older atypicals such as olanzapine, though hyperglycemia, dyslipidemia, and weight changes
remain monitorable.

Why Vraylar versus aripiprazole? Cariprazine's preferential D3 affinity and longer-acting
active metabolites are positioned as differentiators for negative symptoms in schizophrenia and
for sustained adjunct effect in MDD. The clinical choice is prescriber-led, not coordinator-led.

Will my Ministry of Health-employed psychiatrist's letter be sufficient? Yes. KSA-licensed
psychiatrists at MoH hospitals, KFSH&RC, KAMC, MNGHA, and other public-sector institutions
have full PIP signing authority. Private-sector psychiatrists at HMG, Saudi German, Fakeeh, and
Dallah sign under their institutional license.

What is the typical course duration? Antipsychotic and mood-stabilizing therapy is typically
long-term, with periodic prescriber reassessment. Vraylar is not a finite-course therapy; the
coordination relationship continues across monthly reorders.

Where Reserve Meds fits in Vraylar cases

Reserve Meds is a US-based concierge coordinator. We do not replace your psychiatrist, SFDA, or
your dispensing pharmacy. We orchestrate US-side sourcing through the open AbbVie wholesale
channel, prepare the SFDA-aligned documentation kit your psychiatrist needs (with the
indication-specificity reasoning and boxed-warning acknowledgments built in), coordinate
international logistics through standard ambient pharmaceutical air-freight, and assign a single
named coordinator who stays with the case from intake through monthly reorders. Reserve Meds
approaches every Vraylar file with the respectful psychiatric vocabulary the conditions warrant
and treats the patient and family as the decision-makers they are.

Next step

Reserved for you.

About Vraylar

Schizophrenia, bipolar I, MDD adjunct
Manufacturer: AbbVie (US); Gedeon Richter / Recordati (EU as Reagila)



Class: Atypical antipsychotic
Full drug page

About Saudi Arabia

Middle East
Authority: SFDA
Pathway: Personal Importation Program (PIP)
Full country deep dive
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Vraylar in UAE
Vraylar in India
Personal Importation pathway
Bipolar disorder deep dive
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