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Spanish Agency of Medicines and Medical Devi

STATEMENT OF NON-COMPLIANCE

Exchange of information between National Competent Authoritie
discovery of serious GMP non-compliance

Part 1

Issued following an inspection in accordance with :
Art. 111(7} of Directive 2001/83/EC as amended

The competent authority of Spain confirms the following’

referred to in
*» The principles of GMP

i
The statement af non-co,
also be required for imports
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Part2
1 NON-COMPLIANT MANUFACTURING OPERATIONS

Include total and partial manufacturing (including various processes of dividing up, packaging or presentation),
certification, storage and distribution of specified dosage forms unless informed to the contrary,

1.4 Other products or manufacturing activity
1.4.1 Manyfacture of

1.4,1.4 Other: Active Substances(en)

NITROFURANTOIN, MACROCRYSTALLINE( en)
3. NON-COMPLIANT MANUFACTURING OPERATIONS -

31

3.1.3  Salt formation / Purification s
crystallisation
3.5 General Finishing Steps ~

351 Physmal processmg

identification or g
3.6 | Quality Control Testmg

y (10t numbermg) of the active substance)

3.6,1 Physical / Chemical testmg
3.6.2 Microbiological testing excluding sterility testing

Part 3

1. Nature of non-compliance:

The site was inspected by EDQM in June 2015 and found non-compliant; as a result, the site’s CEP was suspended.
Despite the 2015 non-compliance, sales to EU customers continued (list available by EDQM on authorities’ request).
The Company has been found to be not GMP compliant; a total of 30 deficiencies were identified in total, two of them
classified as critical and eight as majer. The CAPA for the previous EDQM inspection {June 2015, CEP suspension)
report were found as not having been implemented in a satistfactory way. Critical deficiencies were found on raw data
safety, control and OOS review. Moreover, several major deficiencies were found in training, change cont uality
assessment, process and cleaning validations.

Action taken/proposed by the NCA

Prohibition of supply
Prohibition of supply
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Suspension or voiding of CEP (action to be taken by EDQM)
CEP 2011-244

Additional comments
This inspection was performed in the frame of the Spanish collaboration on EDQM inspection progra

2016-07-29 Name and signature of
Competent Authority of
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