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Landesam: far_soziaze b;g;;ste Schl zeswig.Holsre;:

STATEMENT OF NON- COMPLIANCE

Exchange of mformation between National Competent Authotities
discovery of serious GMP non-comphance £

Part 1

Issued followmg an 1nspect10n in accordance w1th
Art. 111(7) of Directive 2001/ 83/EC as amended

| The cornpetent authorlty of Germany conﬁrms the f(zég‘w%lg

referred to in ¥ &
. The prmmples of GMP £ ncesireferred to in Article 47 of Directive 2001/83/EC .

1 ! :
The statement of non-com;
* also be reguired for imports co
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Part 2
1 NON-COMPLIANT MANUFACTURING OPERATIONS

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

14"

and

“Other products or manufacturing activity . -

1.4.1 Manufacture of '
1.4.14 Other: Active Substance (Simvastatin Antioxidant B
0.01%)(en) :

- Manufacture of active substance. Names of substances subject to n
SIMVASTATIN( en) / CHMBACTATHH( bg) / SYMWASTATYA

3. NON-COMPLIANT MANUFACTURING OPERATIONS -

Active Substance : SIMVASTATIN

3.5.2  Primary Pack, aglng (enclosing / sealmg the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packagmg
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance) '
3.54 Other: : '
Repackagmg on customer demand

3.6.1 Physical / Chemica.l. testing _
3.62 Microbiological testing excluding sterility testing

P:irt 3
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1. Nature of non-complidnce: .

It total 35 oBs’ei'vatiéns were made by the inspection team over the course of the inspection.:Five of them were
categotised as major deficiencies and therefore potentxally leading to a'risk to the human and vetermary patlent when
using active pharmaceutical ingredients manufactured at the inspected site. - The installation'and executi
Enterprise Resource Hlanmning System, hosting GMP relevant data but outside of the quahty manage
damonstrated a lack of QA 0vers:ght - Repackagmg operatlons were conducted without a any docu

mstrumental laboratory the Company violated basic prmcxples on data mtegrny, i.e. manual if
justification and QA ovetsight. - The Company’s approach on the validation of comput i
LabSeiu’cions) was cons1dered as not in compliance w1th the requirements.

Actmn takenfproposed by the NCA

Recall of batches already, released :
No immediate tbeall is needed. Each involved NCA should evaluate, foll
with MAHs ifa potentlal recall of medicinal product is needed. The riski
there are alternative suppliers and potential risk of shortage. Given the nath
1nclude a complete retest of all 1mported batches of active substance o

it contatoted in conjunction
hould take in account if
pliances, assessment should

Prohibition of supply .
| Die to the nature of non-comphances prohlbltlon of suppl

.Sus;pe‘nslon or voiding of CEP (actlon to be tal ;
This inspection-was carried out as part of the EDQ g
be decided by the EDQM. The concerned CEP atin Butylated Hydroxy Anisole 50 - 150 ppm R1-CEP
2006 091-Rev 00; Simwvastatin Butylated hydr '

Others o )
This supplier should not B
supplier should be re;

Additional commen
This inspection was perfonmed i :
Butylated Hydroxy Toluen o:R1-CEP 2003-257. The company also produces Fumagillin (antibiotic
manufacturf:d from fennentatmﬂ “for the French market. This API was not within the scope of this inspection.

2016-08-12 ' 'Name,and signature of the authorised person of the
' ' Competent Authority of Germany
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