{,ﬂ‘ﬂ REPUBLIC OF LIBERIA

t LIBERIA MEDICINES & HEALTH PRODUCTS REGULATORY AUTHORITY (LMHRA)

iy P.O. Box 1994
2nd & 3rd Floors, Clay Building, Sekou Toure Avenue
1000 Monrovia. 10 Liberia

June 9, 2026
_ MEDICAL PRODUCT SAFETY ALERT

Alert Reference: LMHRA/SA/2026/001
Contact: Medicines Information Unit

Email: info@lmhra.gov.Ir
Phone: 0777140-555 / 0888140-555

PUBLIC ALERT: URGENT/IMPORTANT SAFETY ALERT ON ARTELEX FORTE
SUSPENSION (Artemether 180mg/60ml & Lumefantrine 1080mg/60ml oral suspension).

The Liberia Medicines & Health Products Regulatory Authority (LMHRA) hereby informs the general
public, healthcare professionals. and all medicine and health product distributors about critical safety
concerns regarding ARTELEX FORTE ORAL SUSPENSION.

Identification of Affected Product:

e Product Name: ARTELEX FORTE SUSPENSION (Artemether 180mg/60ml & Lumefantrine
1080mg/60ml oral suspension)

e  Active Pharmaceutical Ingredient (API): Artemether/Lumefantrine

e Manufacturer: Lexine Technochem Private Limited

e Batch/Lot Number: G/25/1953

e Manufacturing Date: 02/24

e Expiry Date: 01/2027

¢ Packaging Description: An amber colored 60 ml plastic bottle with a white ribbed plastic cap
e Marketing Authorization Holder (if different): HBW Pharmacy

e Countries of Distribution: Liberia

Please see the product below

Nature of the Alert:
The LMHRA is issuing this alert due to:

e Product Recall: A Mandatory recall has been initiated by the LMHRA due to a QUALITY
DEFECT of ARTELEX FORTE SUSPENSION (Artemether 180mg/60ml & Lumefantrine
1080mg/60ml oral suspension)

Risk to Patients/Public:
The affected batch G/25/1953 poses a potential risk of:

o [Exacerbation of Malaria Symptoms: A dose of the affected batch will not be strong enough
eliminate Plasmodium parasites from the blood.

e Increased Complications & Treatment Delays: The illness will progress, potentially leading to
severe malaria complications such as cerebral malaria, severe anemia, or respiratory distress.



o Potentially Fatal Outcomes: In severe cases, the failure of first-line treatment can lead to death.

* Development of Drug Resistance: Exposure to sub-lethal doses of the drug allows the malaria
parasite to survive and develop resistance, making future infections harder, and sometimes
impossible, to treat with this critical class of medicine

Actions Required:
A. For Patients/Consumers:

e Stop using the product immediately if you have the affected batch.

e Consult your Doctor or Pharmacist for advice on alternative treatment if you are mid-course. Do
not interrupt essential treatment without professional advice.

Return the Product to the point of purchase (pharmacy, clinic, and vendor) for a full refund or safe
disposal.

Report any Adverse Effects experienced to your healthcare provider or directly to the LMHRA
using the contact details above.

Report any unauthorized Advertisements and Promotions of ARTELEX FORTE
SUSPENSION (Artemether 180mg/60ml & Lumefantrine 1080mg/60ml oral suspension) to the
LMHRA using the contact details above

B. For Healthcare Professionals (Doctors, Pharmacists, Nurses):
¢ Immediately Quarantine any stock of the affected batch. Do not dispense, sell, or administer.
¢ Return Stock to your supplier or follow LMHRA disposal instructions.

* Report any suspected adverse reactions linked to this product to the LMHRA Pharmacovigilance
Unit.

C. For Wholesalers, Distributors, and Pharmacies:
o Immediately Cease Distribution and Sale of the affected batch.
e [Initiate a Recall from all downstream points of sale (hospitals, clinics, pharmacies).

¢ Quarantine all Remaining Stock and contact the supplier/Marketing Authorization Holder for
return instructions.

e Submit a detailed Stock Return/Reconciliation Report to the LMHRA Inspectorate & Post-
market Surveillance Department.
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