NATIONAL AUTHORITY

CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE
GUIDELINES

THE NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP 206
Issued under Regulation 19(5) of the National Drug Policy and Authority (Licensing) Regulations,
2014

Certificate No. 128/GMP/2023
This is to certify that the drug manufacturing facility:
Name of facility: Labor LS SE & Co. KG.

Physical address of facility: Mangelsfeld 4,5,6 97708 Bad Bocklet - Grossenbrach
Germany.

License number of the manufacturer: DE_BY_05_MIA_2022_0050/55.2-2678.4-1-52-3.

Has been inspected by the Authority for compliance with the Good Manufacturing Practice
Guidelines.

On the basis of the inspection carried out on 17t and 18t October 2023, it is certified that
the facility indicated on this certificate complies with Good Manufacturing Practice for dosage
forms listed in Table 1 below. :

Table 1: Approved lines

No. | Dosage form Category Activities

1. Not Applicable Not Applicable Microbiology Testing

The responsibility for the quality of the individual batches of the drugs manufactured through
this process lies with the manufacturer. :

This certificate remains valid until 18t October 2026. |t ipvalid if the activities or
the categories certified change or if the Tacility is no Iongﬁrrmﬁqrad to be in compliance

with GMP. NATIONAL DRUG

Issue Date: 30" November 2023. - ¢
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