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Regarding your [etter number 2482P/20.12.2021 and registered under number
67912/20.12.2021 4t the National Agency for Medicines and Medical Devices of
Romania (NAMMDR) on the status of conformity with Good Manufacturing Practice
(GMP) for the manufacturing site of ANTIBIOTICE SA from Str. Valea Lupului nr. 1,
Tasi, jud. Tasi, cod 707410, Romania (Certificates 10.040/2017/RO, no.041/2017/R0
and no. 023/2018/R0), please be inform as follows: ’

- the validity of the GMP Certificates issued by NAMMDR for the company
ANTIBIOTICE..SA, Romania is automatically extended unti] the end of 2022 ag
also specified in the EudraGMDP database, according to the “Notice to
stakeholders—Questions and answers oiregulatory expectations for medicinal
products for human use during the COVID-19 pandemic” issued by European
Commission on 30 September 2021; f

- the Certificates of conformity with Good Manufacturing  Practice
1n0.040/2017/RO, 10.041/2017/RO and 10.023/2018/RO are available in the

EudraGMDP database,
Yours,
Sincerely, |
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