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SCHEDULE 9 Regulation 230

Retained EU law: revocations

1. Insofar as they apply to medicinal products for human use, and subject to the transitional
provisions in Schedule 33A to the Human Medicines Regulations 2012(1), the following instruments
are revoked—

(a) Council Decision 75/320/EEC of 20 May 1975 setting up a Pharmaceutical Committee;
(b) Council Regulation (EC) No 297/95 of 10 February 1995 on fees payable to the European

Agency for the evaluation of medicinal products;
(c) Commission Regulation (EC) No 1662/95 of 7 July 1995 laying down certain detailed

arrangements for implementing the Community decision-making procedures in respect of
marketing authorisations for products for human or veterinary use;

(d) Commission Regulation (EC) No 2141/96 of 7 November 1996 concerning the
examination of an application for the transfer of a marketing authorisation for a medicinal
product falling within the scope of Council Regulation (EC) No 2309/93;

(e) Council Regulation (EC) No 2743/98 of 14 December 1998 amending Regulation (EC) No
297/95 on fees payable to the European Agency for the Evaluation of Medicinal Products;

(f) Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16
December 1999 on orphan medicinal products;

(g) Commission Regulation (EC) No 847/2000 of 27 April 2000 laying down the provisions
for implementation of the criteria for designation of a medicinal product as an orphan
medicinal product and definitions of the concepts ‘similar medicinal product’ and ‘clinical
superiority’;

(h) Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31
March 2004 laying down Community procedures for the authorisation and supervision of
medicinal products for human and veterinary use and establishing a European Medicines
Agency;

(i) Council Regulation (EC) No 1905/2005 of 14 November 2005 amending Regulation (EC)
No 297/95 on fees payable to the European Medicines Agency;

(j) Commission Regulation (EC) No 2049/2005 of 15 December 2005 laying down, pursuant
to Regulation (EC) No 726/2004 of the European Parliament and of the Council, rules
regarding the payment of fees to, and the receipt of administrative assistance from, the
European Medicines Agency by micro, small and medium-sized enterprises;

(k) Commission Regulation (EC) No 507/2006 of 29 March 2006 on the conditional
marketing authorisation for medicinal products for human use falling within the scope of
Regulation (EC) No 726/2004 of the European Parliament and of the Council;

(l) Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12
December 2006 on medicinal products for paediatric use and amending Regulation
(EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC)
No 726/2004;

(m) Regulation (EC) No 1902/2006 of the European Parliament and of the Council of 20
December 2006 amending Regulation (EC) No 1901/2006 on medicinal products for
paediatric use;

(n) Commission Regulation (EC) No 658/2007 of 14 June 2007 concerning financial penalties
for infringement of certain obligations in connection with marketing authorisations

(1) S.I. 2012/1916.
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granted under Regulation (EC) No 726/2004 of the European Parliament and of the
Council;

(o) Regulation (EC) No 1394/2007 of the European Parliament and of the Council of
13 November 2007 on advanced therapy medicinal products and amending Directive
2001/83/EC and Regulation (EC) NO 726/2004;

(p) Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the
examination of variations to the terms of marketing authorisations for medicinal products
for human use and veterinary medicines;

(q) Commission Regulation (EC) No 668/2009 of 24 July 2009 implementing Regulation
(EC) No 1394/2007 of the European Parliament and of the Council with regard to the
evaluation and certification of quality and non-clinical data relating to advanced therapy
medicinal products developed by micro, small and medium-sized enterprises;

(r) Regulation (EU) No 1235/2010 of the European Parliament and of the Council of
15 December 2010 amending, as regards pharmacovigilance of medicinal products for
human use, Regulation (EC) No 726/2004 laying down Community procedures for
the authorisation and supervision of medicinal products for human and veterinary use
and establishing a European Medicines Agency and Regulation (EC) No 1394/2007 on
advanced therapy medicinal products;

(s) Commission Regulation (EU) No 488/2012 of 8 June 2012, amending Regulation (EC)
no 658/2007 concerning financial penalties for infringement of certain obligations in
connection with marketing authorisations granted under Regulation (EC) No 726/2004 of
the European Parliament and of the Council;

(t) Commission Implementing Regulation (EU) No 520/2012 of 19 June 2012 on the
performance of pharmacovigilance activities provided for in Regulation (EC) No
726/2004 of the European Parliament and of the Council and Directive 2001/83/EC of the
European Parliament and of the Council;

(u) Commission Regulation (EU) No 712/2012 of 3 August 2012 amending Regulation
(EC) No 1234/2008 concerning the examination of variations to the terms of marketing
authorisations for medicinal products for human use and veterinary medicinal products;

(v) Regulation (EU) N0 1027/2012 of the European Parliament and of the Council of 25
October 2012 amending Regulation (EC) No 726/2004 as regards pharmacovigilance;

(w) Commission Implementing Decision of 22 November 2012 establishing a list of third
countries with a regulatory framework applicable to active substances for medicinal
products for human use and the respective control and enforcement activities ensuring a
level of protection of public health equivalent to that in the Union, in accordance with
Directive 2001/83/EC;

(x) Commission Implementing Decision of 23 January 2013 on the assessment of a third
country’s regulatory framework applicable to active substances of medicinal products for
human use and of the respective control and enforcement activities pursuant to Article
111b of Directive 2001/83/EC;

(y) Commission Implementing Regulation (EU) No 198/2013 of 7 March 2013 on the
selection of a symbol for the purpose of identifying medicinal products for human use that
are subject to additional monitoring;

(z) Commission implementing Decision of 24 April 2013 amending implementing Decision
2012/715/EU establishing a list of third countries with a regulatory framework applicable
to active substances for medicinal products for human use and the respective control and
enforcement activities ensuring a level of protection of public health equivalent to that in
the Union;
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(aa) Commission implementing Decision of 4 June 2013 amending implementing Decision
2012/715/EU establishing a list of third countries with a regulatory framework applicable
to active substances for medicinal products for human use and the respective control and
enforcement activities ensuring a level of protection of public health equivalent to that in
the Union;

(bb) Commission implementing Decision of 11 June 2013 amending implementing Decision
2012/715/EU establishing a list of third countries with a regulatory framework applicable
to active substances for medicinal products for human use and the respective control and
enforcement activities ensuring a level of protection of public health equivalent to that in
the Union;

(cc) Commission Delegated Regulation (EC) No 357/2014 of 3 February 2014 supplementing
Directive 2001/83/EC of the European Parliament and of the Council and Regulation (EC)
No 726/2004 of the European Parliament and of the Council as regards situations in which
post-authorisation efficacy studies may be required;

(dd) Regulation (EU) No 658/2014 of the European Parliament and of the Council of 15
May 2014 on fees payable to the European Medicines Agency for the conduct of
pharmacovigilance activities in respect of medicinal products for human use(2);

(ee) Commission Delegated Regulation (EU) No 1252/2014 of 28 May 2014 supplementing
Directive 2001/83 with regard to principles and guidelines of good manufacturing practice
for active substances for medicinal products for human use;

(ff) Commission Implementing Regulation (EU) No 699/2014 of 24 June 2014 on the design
of the common logo to identify persons offering medicinal products for sale at a distance
to the public and the technical, electronic and cryptographic requirements for verification
of its authenticity;

(gg) Commission implementing Decision of 1 July 2015 amending implementing Decision
2012/715/EU establishing a list of third countries with a regulatory framework applicable
to active substances for medicinal products for human use and the respective control and
enforcement activities ensuring a level of protection of public health equivalent to that in
the Union;

(hh) Commission Delegated Regulation (EU) No 2016/161 of 2 October 2015 supplementing
Directive 2001/83 of the European Parliament and of the Council by laying down detailed
rules for the safety features appearing on the packaging of medicinal products for human
use;

(ii) Commission Regulation (EU) 2018/781 of 29 May 2018 amending Regulation (EC) No
847/2000 as regards the definition of the concept “similar medicinal product”.

(2) OJ No, L 189, 27.6.2014, p. 112.
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