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DCP and MRP New Active Substances

New Application Repeat Use

MRP: Xenon (133Xe) (LENOXe 100% (V/V)) Yellow-fever virus, life attenuated (Stamaril)

Rupatadine as fumarate (Rupafin 10 mg comprimidos)

Zanamivir (Relenza)

Escitalopram (Cipralex)

Docosanol (Healip)

DCP: Dextriferron (Ferinject)



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

Abridged Mutual Recognition Procedures finalised in 2007 (Total 340) 

180

22

138

Initial Application Multiple (Copy) application Repeat Use

53%41%

6%



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

Abridged Decentralised Procedures finalised in 2007 (Total 360) 

135

225

Initial Application Multiple (Copy) application

62%

38%



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

0

10

20

30

40

50

60

70

Known Active Substance procedures finalised in 2007 

Repeat Use 20
Multiple (Copy) Application 9 1
Initial Application 37 21

MRP DCP

66

22



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

0

4

8

12

16

20

24

28

32

Line Extension procedures finalised in 2007 

Repeat Use 9 0
Multiple (Copy) Application 2 3
Initial Application 18 6

MRP DCP

29

9



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

56

0
31

330

7 16
1

0

50

100

150

200

250

300

350

MRP

Mutual Recognition Procedures finalised in 2007 (tot: 441)

Full dossier (Article
8.3(i) Directive
2001/83/EC)
Informed Consent
(Article c Directive
2001/83/EC)

Bibliographic (Article
10 a Directive
2001/83/EC)
Generic (Article 10.1
and 10.2 Directive
2001/83/EC)
Fixed Combination
(Article b Directive
2001/83/EC)
Hybrid (Article 10.3
Directive 2001/83/EC)

Similar Biological
(Article 10.4 Directive
2001/83/EC)



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

19
0 10

311

2

50

0

0
25
50
75

100
125
150
175
200
225
250
275
300
325

DCP

Decentralised Procedures finalised in 2007 (tot: 392)

Full dossier (Article
8.3(i) Directive
2001/83/EC)

Informed Consent
(Article c Directive
2001/83/EC)

Bibliographic (Article
10 a Directive
2001/83/EC)
Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

Fixed Combination
(Article b Directive
2001/83/EC)

Hybrid (Article 10.3
Directive 2001/83/EC)

Similar Biological
(Article 10.4 Directive
2001/83/EC)



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

0

424

9 3 5
0

0

40

80

120

160

200

240

280

320

360

400

440

480

520

MRP

Mutual Recognition procedures finalised in 2007 (tot: 441)

Herbal

Chemical Substance

Biological: Blood
Product

Biological: Vaccine

Biological: Other

Homeopathic



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

0

391

0 0 1 0

0

25

50

75

100

125

150

175

200

225

250

275

300

DCP

Decentralised procedures finalised in 2007 (tot: 392)

Herbal

Chemical Substance

Biological: Blood
Product

Biological: Vaccine

Biological: Other

Homeopathic



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

0

60

120

180

240

300

360

420

480

MRP and DCP procedures finalised in 2007

Non Prescription* 18 9
Prescription only* 423 383

MRP DCP

441
392

*As approved by the Reference Member State



MRP/DCP & CMD(h) referrals– Statistics for 2007

MRP and DCP new applications in 2007MRP and DCP new applications in 2007

Decentralised procedures finalised  in 2007 (Tot: 392)
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Decentralised procedures finalised in 2007 per RMS
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CMD(h) 60CMD(h) 60--day Referral Procedures day Referral Procedures -- 20072007

Procedures referred to CMD(h) in 2007 -
Per Type of Procedure (MRP/DCP)*

* The numbers include 17 procedures referred to the CMD(h) on identical grounds
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Procedures referred to CMD(h) in 2007 -
Per Type of Procedure (MRP/DCP)
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Procedures referred to CMD(h) in 2007 - Per Legal Basis*
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Procedures referred to CMD(h) in 2007 - Per Therapeutic Area
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Procedures referred to CMD(h) in 2007 - Per Therapeutic Area

C09: Agents acting on the Renin-angiotensin System
R03: Drugs for Obstructive Airways
J01: Antibacterials for Systemic Use
N02: Analgesics
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Procedures referred to CMD(h) in 2007 - Per Grounds
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Per Outcome (procedures referred to CMD(h) in 2006 & 2007) - Overview
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