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Public assessment summary report

Name of the Finished Phar maceutical PASURTA (erenumab)

Product 140 mg/mL Solution for injection in a prefilled syringe

Manufacturer of the Finished Product ~ Biofarm Sp. z 0.0.
Poland 13 Walbrzyska St. 60-198 Poznan — Poland

Active Phar maceutical | ngredient Erenumab
(API)

1. Introduction

Based on review of quality, safety and efficacy data through the abbreviated approval
procedure, the authority granted a marketing authorization for PASURTA (erenumab) 140
mg/mL solution for injection in a prefilled syringe.

Pasurta is anti-Calcitonin Gene-Related Peptide Receptor (anti-CGRPR) monoclonal
antibody and indicated for prophylaxis of migraine in adults.

2. Assessment of quality

GMP compliance of the APl manufacture was demonstrated by document review. The
necessary waiver for cGMP of the finished pharmaceutical product manufacturer has been
carried out. Marketing authorization was granted by the stringent regulatory authority (SRA)
and appropriate verification of marketing authorization was performed.

Stability testing:

It is confirmed that the finished product stability studies were conducted in the container
closure system proposed for the marketing of the product in accordance with the current
medicine registration guideline of Ethiopia.

3. Conclusion

Based on assessment of administrative and technical document, it is considered that the
benefit-risk profile of PASURTA (erenumab) 140 mg/mL Solution for injection in a prefilled
syringe is acceptable for the treatment indicated above.
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Solution for injection in a single-use pre-filled syringe /

erenumal

Solucién inyectable en jeringa precargada para uso Unico /
Solution injectable en seringue préremplie a usage unique
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0 Manufactured by Amgen Manufacturing Ltd., Puerto Rico, United States of America
D for Novartis Pharma AG, Basle, Switzerland
P Fabricado por Amgen Manufacturing Ltd., Puerto Rico, Estados Unidos,
para Novartis Pharma AG, Basilea, Suiza
Fabriqué par Amgen Manufacturing Ltd., Puerto Rico, Etats-Unis,
pour Novartis Pharma AG, Bale, Suisse

1 pre-filled syringe = 140 mg erenumab
1 jeringa precargada = 140 mg de erenumab
1 seringue préremplie = 140 mg d’érénumab

Store at 2°C - 8°C (in a refrigerator). Do not freeze.

Store in the original package. Protect from light.
Keep out of the reach and sight of children.
Medicinal product subject to medical prescription.
Read the package leaflet before use.

Needle cap contains latex.

Conservar a temperatura de entre 2°C y 8°C (en refrigeracion). No congelar.
Conservar en el embalaje original. Proteger de la luz.

Mantener fuera del alcance y de la vista de los nifos.
Medicamento sujeto a prescripcion médica.

Leer el prospecto antes de usar.

El capuchodn de la aguja contiene latex.

A conserver entre 2°C et 8°C (au réfrigérateur). Ne pas congeler.

A conserver dans I'emballage d'origine. A conserver a I'abri de la lumigre.
Tenir hors de la portée et de la vue des enfants.

Médicament soumis a prescription médicale.

Lire la notice avant utilisation.

Le capuchon de I'aiguille contient du latex.
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If a manual signature is given the approver hand-sign
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