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• Questions and Answers (4.1) der EMA:
http://ec.europa.eu/health/files/gmp/2013_04_12_qa_en.pdf

• Liste der anerkannten Drittländer:
http://ec.europa.eu/health/human‐use/quality/index_en.htm
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Aktueller Stand:
Country  Date of request  Status, Date of publication in the Official 

Journal of the European Union  
Switzerland 4 April 2012 Adopted, Commission implementing Decision 

(OJ L 325, 23.11.2012) 
Israel 9 May 2012 Contacts ongoing. 
Australia 18 September 2012 Adopted, Commission implementing Decision 

(OJ L 113, 25.4.2013) 
Singapore 17 September 2012 No listing for the moment (the relevant Singapore 

legislation provides for a non-mandatory GMP 
certification scheme). Contacts ongoing. In the 
meantime, Singapore issues written confirmation. 

Brazil 4 October 2012 Equivalence assessment ongoing 
Japan 6 December 2012 Adopted, Commission implementing Decision 

(OJ L 152/52, 5.6.2013) 
United States  17 January 2013 Equivalence assessment ongoing 
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21. Juni 2013 USA ebenfalls ein „listed country“ !
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European Commission, Pharmaceutical Committee, 27 March 2013:

25.06.2013 4



API‐Import aus Drittstaaten

25.06.2013 5



25.06.2013 6

1. Beispiel: Indien 
http://www.cdsco.nic.in/WC‐0001.pdf
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2. Beispiel: China
http://eng.sfda.gov.cn/WS03/CL0757/80514.html

CFDA specifies relevant issues on written confirmation for active substances exported to EU 

2013‐05‐13 

China Food and Drug Administration (CFDA) recently issued a notice on relevant issues on written 
confirmation for active substances exported to EU, which specifies the issuer, the issuance method, 
and the format of the written confirmation for active substances exported to EU. The notice also 
specifies the scope of active substances which can apply the written confirmation, and the 
application and issuance procedures for the written confirmation. 
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