Blrsve bﬂu?fﬁ&zﬁﬂui@ﬂ‘zﬁ
E—ﬁ a&“ﬁ 9 %4 (EUMKEIE S
& 2009EWIENER)

2D

B&5:jpn

H AR

~EH: 2014-03-31
F—7—FK (Ja):
*—7— K (En):
ERE: I, =—
X=)LT7 KL R:
FlE:

https://doi.org/10.14945/00007665




EURBI 2t bRk MR s 0 S8 & ZeMOBHEREICHT 5154

1

e

|

EUIZEIT S & b I MRy O E &
RV DOEERERGEIC BT 1R
(BU IEFRA © & 2009 SFUOENE)

MoK o= —

1. [FLHIC

EU OfRfd - EHRBCRDEHZBWTIE, BRI 1043, KM% % b
LMK EESEREI N TS, 2ok, BN e Mg
K OMMERR 53 O, #idr, T, RERUERSIZET 2 RERUTRE
M DR (N 2001/83/ECHE 4 216153 % 200347 1 A 27 HATER MR
KRR OEMNE A HE22002/98/ECHe S (BLF, EUNLERE®) 'Y 0L %
BL T3, ZOEUMBESIZLY, 2 TomEEZ, EUABIZBEN
THGEAL SITARYE - BRI E T 5 Mk QIR RS O B b OV 4
HARER LTRSS 20, £, MBEEIZBNTE, 20X 54%5H
B R OCL2MHER SN TS0 a AT 20 E T OB T
BIUTWD, HIZ, ZOHMHIEORRIT, Mk CIMERE > B3 2
R R AT RENE 2 AR DAL L AR A EELSUIRIEA R L
RO 2 REICT 5 ML 2BEREE (Wbwd T~NebtvF

' Directive 2002/98/EC of the European Parliament and of the Council of 27
January 2003 setting standards of quality and safety for the collection, testing,
processing, storage and distribution of human blood and blood components
and amending Directive 2001/83/EC, OJ L 33, 8. 2. 2003, 30-40.
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FABER, J.-C., The European Blood Directive: a new era of blood regulation has

begun, Transfusion Medicine 14 (4), 2004, pp. 257 ff.; LISTL, S. / KLOUCHE,

M., The European Blood Directive (Directive 2002/98/EC) in context of the

European Community Legislation, Transfusion Medicine and Hemotherapy 33,

2006, pp. 374 ff.

* Regulation (EC) No 596/2009 of the European Parliament and of the Council
of 18 June 2009 adapting a number of instruments subject to the procedure
referred to in Article 251 of the Treaty to Council Decision 1999/468/EC with
regard to the regulatory procedure with scrutiny. Adaptation to the regulatory
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¥ Commission’s Communication of 21 December 1994 on Blood Safety and
Self-sufficiency in the European Community: COM (94) 652 final, 21 December
1994.

¥ Council Resolution of 2 June 1995 on blood safety and self-sufficiency in the
Community, OJ C 164, 30. 6. 1995, 1-1.

" Council Resolution of 12 November 1996 on a strategy towards blood safety
and self-sufficiency in the European Community. OJ C 374, 11.12.1996, 1-1.

8 Resolution on self-sufficiency in and safety of blood and its derivatives in the
European Community. OJ C 268, 4.10.1993, 29-32.

¥ Resolution on safe blood transfusions and use of blood derivatives, OJ C 329,
6. 12. 1993, 268-269.

# Resolution on blood safety in the European Union, Of C 249, 25. 9. 1995, 231-233.

# Resolution on the communication from the Commission on blood safety and
self-sufficiency in the European Community, OJ C 141, 13. 5. 1996, 131-133.
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# Directive 2001/83/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to medicinal products for
human use, OJ L 311, 28. 11. 2001, 67-128.
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# Commission Directive 2004/33/EC of 22 March 2004 implementing Directive
2002/98/EC of the European Parliament and of the Council as regards certain
technical requirements for blood and blood components, OJ L 91, 30. 3. 2004,
25-39.

* Council Recommendation 98/463/EC of 29 June 1998 on the suitability of blood
and plasma donors and the screening of donated blood in the European
Community, OJ L 203, 21. 7. 1998, 14-26.

% Scientific Committee on Medicinal Products and Medical Devices: SCMPMD
Lid, 1997487025 2004 F & TIZRMBEBARBRNITR W TEHE Sh e HFHeT
HDd. BEFEN - RIEZNVBEP SR SN A ERS - BRI 2 EUREIZE
THREEMN - BRBEORE FEY L Tn,

2 2004/33/EC#54 - #IREH 3) M,

# Commission Directive 2005/61/EC of 30 September 2005 implementing Directive
2002/98/EC of the European Parliament and of the Council as regards
traceability requirements and notification of serious adverse reactions and
events, OJ L 256, 1. 10. 2005, 32-40.
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# Commission Directive 2005/62/EC of 30 September 2005 implementing Directive
2002/98/EC of the European Parliament and of the Council as regards
Community standards and specifications relating to a quality system for blood
establishments, OJ L 256, 1.10. 2005, 41-48.

% Commission Directive 2009/135/EC of 3 November 2009 allowing temporary
derogations to certain eligibility criteria for whole blood and blood components
donors laid down in Annex III to Directive 2004/33/EC in the context of a risk
of shortage caused by the Influenza A (HIN1) pandemic, OJ L 288, 4. 11. 2009,
7-9.
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