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Ms. Silvia Armada

Technical Director

Eurofins BioPharma Product Testing Spain S.1.U.
Calle Josep Argemi 13-15

Esplogues de Liobregat ,Barcelona ,08950, Spain

Dear Ms. Armada:

The U.S. Food and Drug Administration (FDA) reviewed an inspection conducted by the General Sub-Directorate
of Planning and Healthcare and Pharmaceutical Quality, Catalonia Ministry of Health, at Eurofins BioPharma
Product Testing Spain S.L.U., located at Calle Josep Argemi 13-15 Esplugues de Llobregat, from 5-6 November
2018. FDA has determined that the inspection classification of this facility is "voluntary action indicated"
("VAI").! Based on this inspection, this facility is considered to be in a minimally acceptable state of
compliance with regards to current good manufacturing practice (CGMP).

A VAI mspection classification indicates that, although documented objectionable conditions were found during the
inspection, FDA will not take or recommend regulatory or enforcementaction because the objectionable conditions
do not meet the threshold for action at this time. Despite this facility inspection classification, FDA recommends that
you address any deviations noted during the inspection or otherwise conveyed to you following the inspection. Ifnot
corrected, the same or similar conditions could lead to afuture mspection being ¢lassified as "officialaction indicated”
(HOAIH).

This letter s not intended as an endorsement or certification of the facility. It remains your responsibility to ensure
continued compliance with CGMP.

An inspection classification of VAI for CGMP compliance will not directly negatively impact FDA's assessment of
any pending marketing application referencing this facility. Please note, however, that application approval will
depend on a product- and application-specific facility assessment conducted by the appropriate CDER or CVM
review office. This lefter does not address or reflect FDA's decision making with zespectto any potentla] non-CGMP
compliance issues,

FDA has concluded that this imspection is “closed” under 21 CFR 20.64(d)(3). If you have any questlons tcgaldmg
this letter, please contact: ORAI\’IRAIHSDCC&OHRCVESW@fda hhs.gov.. . T R

Smc erely,

warnment, au~iHE,
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3 wumon 2000095112,
enZikkia M. Montemu

Date 2024.01 20 69-44:24 0500 .

Ann Marie Montemuno
~ Director, Division of Pharmac euuc al Quahty ngrams

FEL 3007914833

! See Inspection Clas sification Definitions at http/Awww.fda.gov/ICECH Insp ections/uem223231 .htrﬁ




