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HICET2RMERR LU (B3F XS,
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SRR, MEREICLBFEEL RS, THESOSEORIEICHIZIEZE
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BEL., XFELaThERsSkn,

4. EHBEORSIRFIEDS L CHMRAER
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JRERESL, BEfT LARbhudiz Sz,
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PIET B VA EHET B0,
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5. BER
Council Directive 93/42/EEC of 14 June 1993 concerning medical devices (Official

Journal of European Communities No. L 169/L)

- Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of
the Member States relating to active implantable medical devices (Official

Journal of European Communities No. L 189/17)

- pr EN 12442-1 : Animal tissues and their derivatives utilized in the manufacture

of medical devices - Part 1 : Analysis and management of risk.

pr EN 12442-2 : Animal tissues and their derivatives utilized in the manufacture

of medical devices - Part 2 : Controls on sourcing, collection and handling.

pr EN 12442-3 : Animal tissues and their derivatives utilized in the manufacture
of medical devices - Part 3 : Validating of the elimination and/or inactivation of

viruses and transmissible agents.

European guideline CPMP/BWP/268/95, FINAL version 2 «Note for guidance on
virus validation studies: the design, contribution and interpretation of studies

validating the inactivation and removal of viruses.

Notification on the marketing authorization and registration of drugs, Measures
to avert risks associated with drugs, stage II, of March 28, 1996 of the

Bundesinstitut fiir Arzneimittel, Germany (BfArM).

Guidelines for minimizing the risk of transmission of agents causing spongiform

encephalopathies via medicinal products - I11/3298/91 - EN FINAL.
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Note for Guidance for minimising the risk of transmitting animal Spongiform
Encephalopathy Agents via medicinal products - EMEA - CPMP/BWP/877/96
-draft of October 1997

Commission decision 98/256/EC, Official Journal no. L113, 15.4.1998, p. 32

Opinion of the Scientific Steering Committee on the safety of meat and bone meal
from mammalian animals naturally or experimentally susceptible to

transmissible spongiform encephalopathies (March 1998),
Listing of Specified Risk Materials: a scheme for assessing relative risks to man.

Opinion on BSE risk adopted by the Scientific Steering Committee at its plenary
meeting of 26-27 March 1998, following a public consultation on the preliminary

opinion adopted on 19-20 February 1998.

Opinion on the Safety of Gelatine adopted at the Scientific Steering Committee at
its plenary meeting of 26-27 March 1998 following a public consultation on the
preliminary opinion adopted on 19-20 February 1998 (Version updated on
3.04.1998) — Background

Opinion on the Safety of tallow derived from ruminant tissues — Background

Opinion & report on the equivalency of alternative products to intestines of
animal origin for use as surgical sutures adopted by the Scientific Committee on

Medicinal Products and Medical Devices on 16 September 1998.

Opinion of the Scientific Steering Committee on defining the BSE risk for
specified geographical areas — 23 January 1998
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DIREELRBRT A LI BHETRAHTRETH D, BENERMAZESC
MOPWADLS MBI ETRETHD, HENSNE. ERATOREFITLBER
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13.6.e
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FRWaRTNER SN,
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MmE, DET—FOELEIIDOWTHS MR ERBLSTEENHD. CZOREERIZAN
i sz,

5.3 AR
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