Regierung von Oberbayern

Part1

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

The competent authority of Germany confirms the f0110w1
The manufacturer: Symbwtec Pharmalab Ltt{ ]

referred 1o in
+ The principles of GMP_f&s

i
The statement of Ror-comp,
also be required for imports co
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Part?2

1 NON-COMPLIANT MANUFACTURING OPERATIONS

certification, storage and distribution of speclﬁed dosage forms unless informed to the contrary;

Include total and partial manufacturing (including various processes of dividing up, packaging or presentation), batch rel sc and

1.1 Sterile products

111 Aseptically prepared (processing

1.1.1.2  Lyophilisates

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical

4. Non-Compliant Other Activities - Active Substances :
The non-compliance Statement applies to the following act
are manufactured at Rau site: Beclometason Dipropionat, ;

Hemisuccinat, Mometason Furouot, Prednis‘ii.ﬁ : inat, Prednisolon Sodium Phasphate,
et edicinal producits Hydrocortisene sodium

- Part 3
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1. Nature of non-compliance:

The Non-Compliance Statement is being issued now, after company handed in CAPA plan, which contained
acceptable CAPAs to some findings, but inacceptable findings to two critical findings and a finding concerning

Handling of OOS. - Two critical and six major deficiencies were found concerning the fotlowing areas: Daféintegrity
(1 critical), Deviation Handling (1 critical), Change Control Handling (1 major), Rooms and Equ1pmenl it sterile
manufacturmg area (1 combmed major deficiency), Mlcroblologlcal Monltormg in sterlle manufaomrmg area. (1 ‘

inspection, company handed in a CAPA plan on 03.01.202¢ inchiling a risk analysis
08.01.2019, Hence, this document was either not handed over to the inspectors during i

(although a risk analysis was requested several times) or the document was baekda i
acceptable - 2nd critical finding was company fa11mg to establlsh an adequhte devia

h. Instead, documentation was as e.g.
ed in any traceable way. For “equipment
thwe ‘events was discarded after resolution, no
Safiy also refused to report deviations as such, if
plaints. This is not acceptable, as afl deviations
nianother type of event. The potential underreporting
vember 2015. - 1st major finding was that the Change
its traceablhty could not be asaured 2nd ma_]or

procedures were not’d
performed according to: P Guideline. - 5th major finding was that different Annual Product Quality Reviews
were compiled for the dif] matkits and specifications. Overall Annual Product Quality Reviews for products,
which have the same produc cess, were not compiled. - 6th major finding concerned the Aseptic Process
Simulation (Media Fill). The SOP lacked clarity in some points, and the procedure defined in the SOP was not adhered

to for the sterility OOS topic.

Action taken/proposed by the NCA

Prohibition of supply

is recommended, unless there are no alternative suppliers and there is a risk of shortage. Evaluation of risk of shortage
lies within the responsibility of each national competent authority Full analysis according to final product
specifications by medicinal products manufacturers is recommended for already purchased APIs and medicinal
products,

Suspensien or voiding of CEP (action to he taken by EDQM)
to be decided by EDOQM

Additional comments
Certificate No. DE_BY 04 _GMP 2019 0017 to be withdrawn. Remark: Certificate's validity was limited untﬂ
31.10.2019 anyway. A GMP certificate will only be issued again after a successful re-inspection. o
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2020-03-24 ' Name and signature of the authorised perst [
Competent Authority of Germany

Confidential ;
Government g Upper B

ia - Central Authority for
oducts in Bavaria
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