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STATEMENT OF NON-COMPLIANCE \

Exchange of information between National Competent Authorities

Partl .

Tssued follov\.ring. an inspection in accordance with :
Art. 111(7) of Directive 2001/83/EC as amended

The competent authority of France confirms the follo
The manufacturer: CHONGQOING SUCCEWAY PH
Site address: 531 Tonghe Avenue, Tongliarilegun:
SICHUAN, 402566, China

anufacturer, the latest of which was conducted on
r Practice requirements

From the knowledge pained during ingp
2017-06-24 , it is considered that jt doess
referred to in T

¢ The principles of G)

1 e
The siatement of non-complia

‘ sparagraph 111(7) of Divective 2001/83/EC and 80(7) of Directive 2001/82/EC as amended, shall
also. be required for imports coming i

‘countries into a Member State,
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Part 2
1 NON-COMPLIANT MANUFACTURING OPERATIONS

Include fotal and partial mamufacturing (including various processes of dividing up, packaging or presentation)
certification, storage and disiribution of specified dosage-forms unless informed to the contrary;

1.2 Non-sterile products - -
1.2.1 Non-sterile products (processing operations for the following dosds

1.2.1.17 Other: active substance(en)

Manufacture of active substance. Names of substances subject to non-
RILMENIDINE DIHYDROGEN PHOSPHATE( en)

3. NON-COMPLIANT MANUFACTURING OPERATIONS

Active Substance : RILMENIDINE DIHYDROGEN PHOSPHATE

}Zﬂ\-ﬂ?ﬂ

3.1 | Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance interyy ,
3.1,2 Manufacture of cride activeg
3.5
36
Part3

1, Nature of non-compliance:

Overail around 22 deficiencies were observed, out of which one was classified as critical and three as major // Critical:
manipulation, backdating and falsification of GMP documents such as batch manufacturing record, report of starting
imaterial manufacturer audit, GC-and HPLC chromatograms. // Major 1: undeclared workshop without any traceability
of the activities underaken. // Major 2: undeclared storage of unidentified product without any traceability. // Major 3:
poor standards for issuance of batch manufacturing records. '
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Action taken/proposed by the NCA

Recall of batches already released .
A recall of products should-be considered using QRM principles.

Prohibition of supply
After issuance of the non-compliance report and as long as it remains active, the site should not be
|MASs or used in drug compounding activities.

Additienal comments
The existence of MAs or MA variations referencing an active substance manufacture
these circumstances, the removal of the site from the MA should be considered usin
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