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A, [4] A, A, refer to . YOU. To the periodic evaluation of the effectiveness of the established procedures. V.A, 4 € ", conclusion The Commission's initiative to reform its GMP guidelines should be understood as part of a broader effort by the Commission to review its guidance regarding the manufacture of medicinal products. subsequently issued
February 6, 2012, the following document projects, also for consultation: I. A, A, a project project for the declaration of the qualified person concerning the GMP compliance of investigative medicines manufactured in non-EU countries - stakeholders are invited Comment on this draft by 2 April 2013 at the latest. The Commission's attempts to provide
greater legal certainty in this domain will surely be welcome by interested parties. Said this, since the resulting guidelines will have a crucial impact on companies that produce products on sale in the EU, these may want to have a closed look at the Commission's suggestions and, if necessary, send comments in order to guarantee the proportionality
of the guide resulting. A, [3] refer to the Directive of Commission 2003/94 / EC of 8 October 2003 which establishes the principles and guidelines of a good production practice for medicinal products for human use and indagonal medicines for human use. 108-109. 4. Changing the rules applicable to the inquiry of defects / complaints of quality and the
adoption of decisions in relation to product calls or other risk mitigation actions, in particular reflecting the so-called A ¢ &,— A "Quality of Risk of risk management &,— principles. The change would be on the one hand, underlines the need to investigate the cause (s) of quality defects / complaints; and (ii) for the adoption of shares appropriate to
protest against a recurrence of the problem. problem. The other hand, the revision cleared the applicable rules in relation to the reporting of quality defects to the competent authorities (refer to Chapter 8 of the GMP guidelines, entitled "Components, quality defects and product calls). Tave (202- 202- 887-3641, stave@gibsondunn.com) of our FDA
and our operation of health care and practice of the exercise in the Washington company, D.C. Office. III. Procedures, implemented by the sponsor of investigative medicines, for the rapid not blinding of the Blind products, only to the extent that necessary for a rapid recall. V. Procedures to be considered if the call actions can affect different markets
in different changes, including the risk of lack of an essential medicinal product for which there is no alternative AUTHORIZED LEGAL. Was the case, appropriate market specific actions should be developed and discussed with the authorities concerned. III.A, A, A, A, A, D Raft Guidelines on The Principles of Good Distribution Practices for Active
Substances for Medicinal Products for Human Use A ¢ 4 € A € A "Stakeholders Are Invited To Comment on This Draft by 30 April 2013 at the latest. The Magazine sections 8 (20) to 8 (31) expand the current guide relating to product calls and other potential reducing risk actions, to include, among others: I. I. I. I. A. Identify, in the case of product
investigative medicines, all test sites and destination countries. A, [1] Volume 4 of the rules governing medicines in the European Union contains guidelines for the interpretation of the principles and guidelines of good production practices for medicinal products for human and veterinary use established in Commission Directives 91/356 / EEC, as
amended by Directive 2003/94 / EC, and 91/412 / EEC respectively (for more information, refer to Interested parties can send them to them Before July 18, 2013 by email to: A, Adm-gmdp@ema.europa.eu and shoo-pharmaceuticals-d6@ec.europa.eu in particular, the Commission's revision would include the following changes among others: i . The
revision of chapter 3: local and equipment The current text of section 3 (6) does not provide any orientation on how to evaluate the risk of cross-contamination. The magazine section 3 (6) suggests appropriate measures regarding the design and functioning of production plants, including a toxicological assessment to establish threshold values for risk
identification. The EU medicine agency is the guideline project on the regulation of health-based exposure limits for use in the identification of risk in the production of different medicines in shared structures [6] provide additional guidelines. III. The revision of chapter 6: A, quality control Chapter 6 of the GMP guidelines would be updated to include
a new section concerning "the technical transfer of test methods and other elements such as the results of the results of the specifications &,—, subject the aforementioned transfer to strict requirements that should be described in a written protocol that would identify the relevant test methods at least (i); (ii) the additional training requirements; (iii)
the standards and samples to be verified by both laboratories; (iv) The tests to be carried out (V) The identification of any particular transport and transport conditions applicable to the test elements; and (vi) the acceptance criteria. 3. The introduction of a new section relating to the technical transfer of test methods (Refer to Chapter 6 of GMP
Guidelines, entitled "Quality Control"). A, A, A, A, A, A, A, A, A,A,A,A,A,Aa, A,A A A A A A AA,aE,is, A A A A A A A, A A «Qualifications of suppliers and excipients of the materials of The current formulation of sections 5 (26) and below, as regards the qualifications of suppliers, they would be revised in order to reflect the legal obligation of
production holders To ensure that active substances are produced in accordance with the GMP guidelines and resorting only to suppliers of active substances which meet the requirements set in the guidelines. Gibson's lawyers, Dunn & Crutcher are available to help address any questions about these issues. For more information on this topic or as
regards the practice of compliance with the regulations of Gibson Dunn Dunn Dunn's regulations. Please contact the Gibson Dunn lawyer with which you work regularly or the authors of this notice: Michael Walther, in the Munich Office of Gibson Dunn (+49 89 189 33-180, Mwalther@gibsondunn.com) Pablo Figueroa, A ¢ in Gibson Dunn Brussels
OfficeA ¢ (+32 2 554 72 07, Pfigueroa@gibsondunn.com) For more information regarding compliance with the regulation of pharmaceutical and medical device devices of the Gibson Dunn medical device, for products intended to the sale in the United States, even compared to the production of quality problems, please contact Stephen C. 27 February
2013 on 17 January 2013, the European Commission (A ¢ 4,— A "Commission") initiated a public consultation in Report to the revision of its good practical guide line of practice s (A ¢ 4,—~ A "GMP guidelines"). [1] In addition to demonstrating the safety and effectiveness of the medicine, the manufacturing authorization holders are obliged to guarantee
the constant quality of the product respecting the A ¢ 4,— A "BOOD manufacturing practices A ¢ 4,— (A ¢ ¢ 4,— A "GMPA, 4,—) for medicines and to be used as starting materials only active substances that have been manufactured in accordance with the detailed GMP guidelines. [2] A, the GMP guidelines contain guidelines for the interpretation of
the EU directive on the good production practice towards medicines for human use and investigative medicines for human use (A ¢ 4,— on good manufacturing "). [3] To interpret the provisions of the directive directive It is appropriate for a good manifadant account of a collection of rules and regulations governing medicines in the European Union
known as A ¢ 4,— A A "EUDRALEXA ¢ 4,—, of which GMP guidelines are only a constituent. [4] Conformity with these principles and guidelines is mandatory within the EEA. [5] The proposed revisions will affect the chapters of the GMP guidelines that govern (i) the premises and equipment in which medicinal products are produced for human use
(refer to chapter 3 of the GMP guidelines); (ii) the production of these products (refer to chapter 5); (iii) Quality control (refer to chapter 6) and (iv) complaints, quality defects and product calls (refer to chapter 8). A, [5], refer to, eg, in Shorhouse, S., (ed.), Guide to the EU Pharmaceutical Law, Wolters Kloyve}", 2012, to the PP. A, Test of the starting
material A new section 5 (33) clarified and harmonized the managers of the manufacturers for the test of the starting materials. Finished product manufacturers could use the test results of approved starting materials, provided that the previous meeting some requirements, the most relevant include: i. I. A, A, A, A, identification test of each lot of
products. The review should also introduce requirements for the approval and maintenance of excipients of active substances that represent particular risks for product quality. Iv.A, A, A, &, &, Review of Chapter 8: A, Complaints, Quality Defects and Product Recalls The Current Text of Chapter 8 of the GMP Guidelines on Complaints, Defects and
Product Recalls is Relatively Basic and Concise.a , The Commission Suggests Expanding IT IN To apply the principles of management of quality risks to (i) the investigation of quality defects or quality complaints and (ii) decisions on product calls and other mitigating actions Risk, including the needs revised on when and how and how The defects
must be reported to the competent authorities. II. Formal agreements with the manufacturer of starting materials. II.A, A, A, A, A, Information by The Manufacturer and HIS Sponsor of The Marketing Authorization Holder Of Any Quality Defect That Could Be Related to The Authorised Product. 2. Improvement of supplier qualification In order to
reflect the legal obligation of production authorization holders to ensure that active substances are produced in accordance with the EU's EU and EU GMP requirements, (i) introducing Among other things, to establish the supply of the traceability of the chain and (ii) to clarify and harmonize the expectations of the producers relating to the test
material tests (refer to Chapter 5 of the GMP guidelines, entitled "ProductionA, 4,—) . A, © 2013 Gibson, Dunn & Crutcher LLP Advertising lawyer: The closed materials were only prepared for general information purposes and are not intended as legal advice. A, [2], refer to the GMP introductory guide, available to the address € ¢ useless to say, the
products intended to be marketed outside the European Union can also be necessary to respect Additional requirements imposed by the jurisdiction in which products will be marketed .. e.g., products sold in the United States would also need to comply with all relevant food and drug requirements (which include good product production
requirements). II. By 30 April 2013 at the latest. With its revision, the Commission is considering the Face, in particular, the following 1. Provide a more detailed guide on the prevention of Including the supply of guidance regarding a new complementary toxicological evaluation procedure (see chapter 3 and 5 of the GMP guidelines, entitled,
respectively "Premises and equipment" and A ¢ 4,— A "production"). III. Audit Periodicals to the test site of the starting materials. A, [6] A, referto . A, A, A, A, A, A, A, ii.44, A, A, A, &, Product Shortage an Obligation of the Marketing Authorization Holder to Notify The Competent Authority About Product Shortage Two to GMP Issues / Manufacturing
Constraints Would Be Introduced by The New Section 5 (68) . This notification should not be less than 2 months before an interruption of the offer (temporarily or permanently) occurs. This notification requirement would be rounded by a manufacturer's obligation to promptly inform the authorization holder in Trade of any constraints in pro
operations Duction that may lead to an abnormal supply restriction. IV. Procedures to consult the competent authorities and consider the recall extension. IV. By performing a complete analysis at appropriate intervals to compare the results with the supplier certificate. The magazine sections 8 (1) to 8 (4) of the GMP guidelines require the
manufacturer of medicinal products to devote sufficient and personal resources adequately trained and expert in order to investigate the complaints and defects of quality, (ii) implement the Risk - reduce actions and (iii) interact with the competent authorities. III.A, A, A, A, &, Tightened Reporting Obligations of the Manufacturer to The Market
Authorization Holder / Sponsor and to the Competent Authorities. The magazine sections 5 (26) and 5 (27) are of particular relevance, which requires the holders of production authorizations to document the way in which they select and approve their suppliers of materials CiA? Incuderebbe, AD is. it is. of the traceability of the supply chain and

medicinal producers should have taken A ¢ 4,— A "the appropriate technical or organizational measures - 4,— to prevent cross-border contamination, including a more robust design of the premises , equipment and processes. This can also cause even the entire separation of the structures used in the manufacture of products. II. A, A, A A «The
implementation of an analysis of the main cause. Payne (202-887-3693, spoyne@gibsondunn.com) or Steven J. J.
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