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STATEMENT OF NON-COMPLIANCE

Exchange of information between National Competent Authorities
discovery of sericus 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 United Kingdom confirm
The manufacturer; WOCKHARDT LIMITED
Site address: L-1, MIDC, JALGAON ROA

From the knowledge gained during inspect
2013-11-15 , it is considered that it dog !
referred to in
+ The principles and guide x cturing Practice laid down in Directive 2003/94/EC
+ The principles of GMBHor agtive Y0bstantes referred to in Article 47 of Directive 2001/83/EC .

i
The statement of non-comply

also be required for imports coming Feountries info o Member State,
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Part 2

Human Medicinal Products

1 NON-COMPLIANT MANUFACTURING OPERATIONS

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

1.4 Other products or manufacturing activity
1.4.1 Mamufacture of

1.4.1.4 Othet: Active starting materials (See part 3 for mor

4. Non-Compliant Other Activities - Active Substances :
Al active substances manufactured at this facility

Part 3

1. Nature of non-compliance:

1. A critical deficiency was cited with regards to d f G irds, entries were seen to be made when
as not completed contemporaneously despite

appearing to be completed in this manner. 2. A sec piti iency wag cited regarding potential product

| 0 product e.g. asbestos coated PTFE seals for
centrifuge manways, 3. A major deficiency wasi ards to equipment and facility, maintenance, design and
qualification. Examples included, inapprog#iate pt
had not been changed using change ¢ I dation that was not sufficiently robust to confirm cleaning

to spark test glass lined reactor vessels for integrity especially

Marketing Authorisation H 1d be requested to remove the site from applicable authorisations by variation

Recall of batches already released
No recall action is proposed.

Additional comments

The initial statement of serious non-compliance permitted continued supply of critical APIs, Following a company
decision to cease supply of API to the EU market, this statement of non-compliance was updated to cover all active
substances in January 2015, Re-inspection by an EU national; competent authority will be required prier to gaining
approval to supply the EU market in future.

Products manufactured |Products Dosage Form Reference Member

at site, if known State, National or EMA

Human Medicinal Captopril CEP 1998-052

Products Oxybutynin HCI CEP 2003-020
Pramipexole CEP 2012
Dihydrochloride
monohydrate
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2015-01-16 : Name and signature of the authorised per
Competent Authority of United Kingdg

Confidential
Medicines
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