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CERTIFICATE OF ANALYSIS

Product Name: Fluanxol Depot Injection 20 mg/ml - 2 ml Ampoules
Batch no.: 2662063

Manufacturing date: March 2020

Expiry date: March 2024

Country: Thailand

e manutacturing stages ot thi pateh of rinished product have heen carried vut in full complianee W ith the GMP

| hereby eertify that ull L
jarketing Authorisationis) of thie destination country/countries.

requirements of the LU and with the requirements of the M
Date: June 22, 2020

Signature: Martin See Rasmussen, QP-delegate authorizing the batch release.

1. Lundbeck A8, Ottiliavej 9, 2500 Vathy, Denmark

Ihis COA has been signed electronically. It is valid without 2 handwritten signature

Additional remarks:

Report 1D 1114350 49212015,2662003.20 (2854 142) 51102 0 010 A
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CERTIFICATE OF ANALYSIS

Product Name: Fluanxol Depot Injection 20 mg/ml - 2 ml Ampou!es/
Batch no.: 2662063
/
Test: Results: Requirements:
Deseription; Conforms ~_, Clear, colourless to slightly yellowish oil,
practically free from particles
Identification, HPLL, Conforms The retention times of Lu 05-110 in the
sample and the standard solutions are in
_ accordance
Identification, NIR: Conforms p. Pass
Assay. mg Cis(2)-Flupentixol Decanoate/m: 19.8 J 190t021.0
Degradation Product, % wiw of active
ingredient:
Lu 15-045: 0 / Max |
Lu 00-010: Below Quantification Limit ~ Max 0.5
P
Lu 14-119: 00 Max 0.2
Lu 14-054: Below Quantll‘l}alion Limit  Max 0.3
Unknown degradation products, each: Conforms , Max 0.2
Unknown degradation products in total: 0.0 7 Max 0.3
Degradation products in totak: 03 , Max 1.5
Lixtractable valume; 24 Min nominal volume
Test for sterility: Conforms / Complies with Ph.Eur.
Bacterial ndotoxins, [U/ml: Conforms Max 110 in accordance with Ph.Eur.
Particulate Contamination:
Sub-visible particles, particles > 10pm: 49 Max 6000 in accordance with Ph.Eur.
Sub-visible particles, particles > 25pm: | / Max 600 in accordance with Ph.Eur.
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