/ COUNCIL OF EUROPE
CERTIFICATION OF SUBSTANCES DEPARTMENT ; m €5

zRVICE CERTIFICATION DES SUBSTANCES European Directorate | Direction européenne
for the Quality | de la qualité
of Medicines ' du médicament

& HealthCare ' & soins de santé CONSEIL DE UEUROPE

~ ATTESTATION OF REAL TIME REMOTE INSPECTION

Anqiu Lu'an Pharmaceutical Co., Ltd.
Workshop No. 1,3and 5

No. 35, Weixu North Road

Hi a - 262 100 Angiu City, Shandong Province

Holder of the .’Anqw;:Lu'an Pharmaceutical Co., Ltd.
Ce.rt |ﬁc?§te of | No. 35, Weixu North Road
Suitability iy T

“China = 262 100 Angiu City, Shandong Province

References of

CEP dossier CEP20~124/ Paracetamol

Inspection dates 12 August2022 ahq*‘ﬁﬁ to 19 August 2022

Scope of the Real time remote '«ih"spec::ﬁc‘m carried out by EDQM.

Inspeelion The inspection focused “on the compliance with the

information provided in‘the above-mentioned application for a
certificate of suitability, as well as the implementation of a
suitable Quality Management: System, based on Good
Manufacturing Practice as laid down in the EU Rules
governing Medicinal Products:in: the European Union, Volume
4.

Conclusion The company operates in accordance with the application
submitted and the requirements of Resolution AP-CSP (07) 1.

This attestation is valid only in conjunction with a valid version
of a CEP for the dossier mentioned above.

EDQM Inspection Reference number: INSP 2008-028-P04

Strasbourg, 26 January 2023

On behalf of the
Director of EDQM
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