The competent authority of Italy confirms the
The manufacturer ERREGIERRE S.P.A.
Site address VIA VALLE DELLE FONTANE, 2 (lo

Is an active substance manufac
Directive 2001/83/EC transposed
art. 53

Art. 111(1) of
4™ April 2006

s f % ufae e at the time of the inspection noted above
elied upon to re ) status if more than three years have elapsed
> date of that inspection. Ho th riod of validity may be reduced orextended using
isk management pringi by ntry in the Restrictions or Clarifying remarks field.
icity of this certificate be Werified in EudraGMDP. If it does not appear, please
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Part 2
Name and address of the site:

ERREGIERRE S.P.A. - VIA VALLE DELLE FONTA OC.PERTEGALLI,
60), 24060 SOVERE (BG)

Name of the active Substances manufactured ordinpo

TIAPROFENIC ACID CRUDE
AMBROXOL HYDROCHLORIDE

MESALAZINE
MESALAZINE HIGH DENSI

BUPROPION HYDROCHLORIDE \
CLOTRIMAZOLE

GABAPENTIN L 2

MEBHYDROLIN NAPADISYLATE \

ICLOPIDINE HYDROCH

AIFA - Italian Medicines Agency
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& ‘manufacturing site is not more than 48 months fro
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Restrictions or clarifying remarks:
Micronisation operations, when performed, are ou
based approach for planning of inspections, therefore t

ectorate adopted a risk-
MP certificate for this

VIP inspection, which was

' conducted on 06/14/2018. It will still be AIFA's ri e the validity of the GMP certificate

based on risk profile changes.

Rome, 2018/11/14

Autherizations of APIs Office
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