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PRESSREL EASE
COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS

67th MEETING

Under the Chairmanship of Mr S. P. Dean the sixty-seventh meeting of the Committee for Veterinary
Medicina Products took place in London on 12-13 June 2001.

CVMP Opinionson Medicinal Products

The Committee unanimously adopted 2 positive opinions and CVMP assessment reports for Type Il
variations relating to TSE compliance and to quality respectively, for 2 immunological products
previoudy assessed under the Centralised procedure.

Establishment of Maximum Residue Limits

The Committee unanimousdly adopted a positive opinion on the inclusion of one substance, having
provisonal MRLs, in Annex | of Council Regulation (EEC) No. 2377/90, and a positive opinion on
the extension of the conditions of use for another substance previoudy included in Annex 11. Further
to a request for consideration whether a closely related substance to severa compounds already
included in Annex Il of Council Regulation (EEC) No. 2377/90 is covered by the previous
assessments, the Committee recommended the inclusion of 1 substance in Annex I1.

Opinions delivered Applications Applications anticipated
since1.1.1995 under evaluation | within the next 4 months
Centralised procedures 39 14 2
New MRL procedures 1022 6 6

1 Applications submitted to the EMEA after 01.01.1995
2 Including 16 Opinions recommending definitive MRLSs for substances with previously provisional MRLs

| Guiddlines, SOPs and Position Papers |

The Committee adopted the following Guidelines following the close of the consultation period:
Note for Guidance on Field Trials with Veterinary Vaccines (EMEA/CVMP/852/99-FINAL).

| Phar macovigilance issues |

Periodic Safety Update Reports (PSURs) on 3 centrally authorised products were considered by the
Committee; the Committee concluded that the information available did not create a need for further
action.
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Further to the advice of the Pharmacovigilance Working Party, the Committee reconsidered the need
for awarning statement concerning potential adverse reactions following the use in non-target species
of injectable formulations containing avermecting/milbemycins authorised for use in veterinary
medicina products. The Committee adopted a revised recommendation for warning which shall apply
to avermectins only, as follows:

“ Avermectins may not be well tolerated in all non-target species (cases of intolerance with fatal
outcome are reported in dogs, especially Collies, Old English Sheepdogs and related breeds or
crosses, and also in turtles/tortoises)” .

The CVMP considered that for milbemycins, product-related warnings on the basis of product-specific
pharmacovigilance information would be considered on a case by case basis, as appropriate.

| Other issues |

The Committee endorsed a Concept Paper and Terms of Reference for progress of work on Foot and
Mouth Disease to prepare guidelines to harmonise existing guiddines from CVMP, FAO and EDQM
on vaccines intended for Foot and Mouth Disease concerning the quality, safety and efficacy of these
vaccines (EMEA/CVMP/518/01) .

Upon request, the Committee provided comments on the proposed Codex Alimentarius MRLSs to the
EU Commission justifying the differences reached by CVMP to those produced by JECFA, which will
be submitted to Member States for preparation of the EU position at the next Codex Committee on
Residues of Veterinary Drugs in Foods (CCRVDF).

The next meeting of the CVMP will be held on 10-12 July 2001

Peter G.H. Jones

Head, Veterinary Medicines Evaluation Unit

This press release and other documents are available on the Internet at the following address:
http://www.emea.eu.int
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| Maximum Residue Limitsfor New Substances adopted by the Community since January 2000 |

Substance Therapeutic area EMEA/CVMP Commission
a) INN a) Target species a) Validation a) Sent to Commission
b) Opinion b) Date of the regulation
c) Activetime ¢) OJNo.
d) Clockstop
a) Bismuth subnitrate a) Bovine a) 18.06.99 a) 12.11.99
(extension) b) 13.10.99 b) 19.06.00
c) 113 days ¢) OJNo. L 145 of
d) 0 20.06.00
a) Acetyl isovaeryl a) Porcine a) 18.10.95 a) 12.11.99
tylosin tartrate b) 13.10.99 b) 19.06.00
¢) 195 days ¢) OJNo. L 145 of
d) 1260 days 20.06.00
a) Methylprednisolone | a) Bovine a) 13.07.99 a) 12.11.99
b) 13.10.99 b) 19.06.00
c) 92 days ¢) OJNo. L 145 of
d)o 20.06.00
a) Deltamethrin a) Finfish a) 09.12.99 a) 07.04.00
(extension) b) 08.03.00 b) 15.09.00
¢) 90 days ¢) OJNo. L234 of
d)o 16.09.00
a) Tylosin a) Eggs a) 09.11.99 a) 07.04.00
(extension) b) 08.03.00 b) 15.09.00
¢) 90 days ¢) OJNo. L234 of
d) 0 16.09.00
a) Dicyclanil a) Ovine a) 25.02.97 a) 07.04.00
b) 08.03.00 b) 15.09.00
c) 281 days ¢) OJNo. L234 of
d) 825 days 16.09.00
a) Tilmicosin a) Rabbit a) 16.07.99 a) 12.11.99
(extension) b) 13.10.99 b) 20.10.00
c) 86 days ¢) OJNo. L269 of
d) 0 21.10.00
a) Flumequine a) Bovine milk & turkey a) 27.07.99 a) 09.12.99
(extension) b) 10.11.99 b) 20.10.00
c) 89 days ¢) OJNo. L269 of
d)o 21.10.00
a) Tiamulin a) Rabbit a) 14.10.99 a) 11.02.00
(extension) b) 12.01.00 b) 20.10.00
) 90 days ¢) OJNo. L269 of
d)o 21.10.00
a) Dicyclanil a) Sheep fat a) 23.02.00 a) 16.06.00
(modification) b) 17.05.00 b) 27.10.00
c) 84 days ¢) OJNo. L276 of
d) 0 28.10.00
a) Butafosfan a) Dairy cattle a) 19.01.00 a) 19.05.00
(extension) b) 19.04.00 b) 27.10.00
¢) 90 days ¢) OJNo. L276 of
d) 0 28.10.00
a) Tilmicosin a) Bovine milk a) 22.02.99 a) 19.05.00
(extension) b) 19.04.00 b) 27.10.00
¢) 203 days ¢) OJNo. L276 of
d) 210 days 28.10.00
a) Phoxim a) Ovine a) 19.01.00 a) 19.05.00
(extension) b) 19.04.00 b) 27.10.00
¢) 90 days ¢) OJNo. L276 of
d)o 28.10.00

Public Page 3/7



London, 14 June 2001

EMEA/CVMP/568/01
Substance Therapeutic area EMEA/CVMP Commission
a) INN a) Target species a) Validation a) Sent to Commission
b) Opinion b) Date of the regulation
c) Activetime ¢) OJNo.
d) Clockstop
a) Phoxim a) Ovine a) 19.01.00 a) 19.05.00
(extension) b) 19.04.00 b) 27.10.00
¢) 90 days ¢) OJNo. L276 of
d) 0 28.10.00
a) Flumethrin a) Ovine a) 19.01.00 a) 19.05.00
(extension) b) 19.04.00 b) 27.10.00
¢) 90 days ¢) OJNo. L276 of
d) 0 28.10.00
a) Flunixin a) Equidae a) 23.03.00 a) 21.07.00
(extension) b) 21.06.00 b) 29.12.00
¢) 90 days ¢) OJNo. L336 of
d) 0 30.12.00
a) Toltrazuril a) Porcine a) 16.02.99 a) 21.07.00
(extension) b) 21.06.00 b) 29.12.00
¢) 206 days ¢) OJNo. L336 of
d) 284 days 30.12.00
a) Halofuginone a) Bovine a) 10.12.96 a) 21.07.00
b) 21.06.00 b) 29.12.00
) 281 days ¢) OJNo. L336 of
d) 1008 days 30.12.00
a) Difloxacin a) Bovine, Porcine a) 14.07.98 a) 21.07.00
(extension) b) 21.06.00 b) 29.12.00
¢) 205 days ¢) OJNo. L336 of
d) 503 days 30.12.00

Maximum Residue Limitsfor Old Substances adopted by the CVMP and the Community

Status: June 2001

TOTAL 577

Annex |

Annex |1

Annex |11

Annex IV

74

440

52

1
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Veterinary Medicinal Productsthat have been granted a Community marketing authorisation since

January 2000
Product Company Therapeutic area | Presentation EMEA/CVMP | Commission
a) Brandname a) Name a) Target species a) Form a) Validation a) Opinion
b) INN b) Origin b) Indication b) Dosage b) Opinion received
c) Part A/B c) No. of c) Activetime b) Decision
presentations | d) Clockstop ¢) Notification
d) OJNo.
a) lbraxion a) Merial a) Cattle a) Emulsion for | a) 17.11.98 a) 10.12.99
b) Inactivated b) FR b) Vaccine against | injection b) 10.11.99 b) 09.03. 00
vaccine IBR c) 210 days ¢) 10.03. 00
c) Part A d) 176 days d) OJNo.C 95
of 04.04.2000
a) Metacam a) Boehringer a) Dogs a) Ora a) 12.01.99 a) 10.12.99
b) Meloxicam Ingelheim b) Alleviation of suspension b) 10.11.99 b) 24.03.00
c) Part B b) DE pain and b) 1.5 mg/ml c¢) 210 days ¢) 27.03.00
extension inflammation 03 d) 92 days d) OJNo. C 120
of 28.04.00
a) Metacam a) Boehringer a) Dogs a) Solution for a) 12.01.99 a) 10.12.99
b) Meloxicam Ingelheim b) Initiation therapy | injection b) 10.11.99 b) 24.03.00
c) Part B b) DE for alleviation of b) 5 mg/ml c) 210 days c) 27.03.00
extension pain and o1l d) 92 days d) OJNo. C 120
inflammation of 28.04.00
a) Incurin a) Intervet a) Dogs a) Scored a) 14.07.98 a) 07.01.00
b) Oestriol b) NL b) Hormone- tablets b) 08.12.99 b) 24.03.00
c) PartB dependent urinary b) 1 mg c) 210 days ) 29.03.00
incontinence o1l d) 302 days d) OJNo.C 120
of 28.04.00
a) Rabigen SAG2 | a) Virbac a) Foxes a) Liquid within | a) 23.03.98 a) 07.01.00
b) Live vaccine b) FR b) Vaccine against | ablister pack b) 08.12.99 b) 06.04.00
c) Part A rabies embeddedina | c¢) 196 days ¢) 10.04.00
bait d) 428 days d) OJNo. C 120
b) 8 log 10 of 28.04.00
CCID50
c)2
a) Eurifel FeLV a) Merid a) Cats a) Pellet + a) 12.01.99 a) 07.01.00
b) Live vaccine b) FR b) Vaccine against | diluent b) 08.12.99 b) 13.04.00
c) Part A feline leukaemis b) 1 ml c) 183 days C) 18.04.00
c)3 d) 120 days d) OJNo.C 120
of 28.04.00
a) Porcilis Pesti a) Intervet a) Pigs a) Water in oil a) 14.07.98 a) 12.11.99
b) Inactivated b) NL b) Marker vaccine | emulsion b) 13.10.99 b) 09.06.00
vaccine against CSF b) 120 Elisa c) 210 days c) 14.06.00
c) Part A Units/2ml d) 246 days d) OJNo.C 183
c)3 of 30.06.00
a) Ibaflin a) Intervet a) Dogs a) Tablet a) 12.01.99 a) 10.03.00
b) Ibafloxacin b) NL b) Pyoderma b) 150 & b) 09.02.00 b) 13.06.00
c) PartB 300mg c) 210 days ¢) 15.06.00
o1l d) 184 days d) OJNo.C 183
of 30.06.00
a) Metacam a) Boehringer a) Dogs a) Solution for a) 02.01.00 a) 28.04.00
b) Meloxicam Ingelheim b) Post-operative injection b) 19.04.00 b) 15.09.00
c)Part B b) DE pain b) 5mg/ml c¢) 101 days ¢) 18.09.00
extension 01 d) 7 days d) OJNo. C 277
of 29.09.00
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Product Company Therapeutic area | Presentation EMEA/CVMP | Commission
a) Brandname a) Name a) Target species a) Form a) Validation a) Opinion
b) INN b) Origin b) Indication b) Dosage b) Opinion received
c) Part A/B c¢) No. of c) Activetime b) Decision
presentations | d) Clockstop ¢) Notification
d) OJNo.
a) Econor a) Novartis a) Pigs a) 0.5% premix | a) 10.08.99 a) 19.05.00
b) Vanemulin b) AT b) Prevention & b) various b) 19.04.00 b) 15.09.00
c) PartB treatment of 02 c) 210 days ) 20.09.00
extension dysentery d) 43 days d) OJNo. C 308
of 27.10.00
a) Econor a) Novartis a) Pigs a) 10%/50% a) 12.10.99 a) 07.04.00
b) Vanemulin b) AT b) Prevention premix b) 08.03.00 b) 15.09.00
c) Part B /treatment of b) various c) 148 days ¢) 20.09.00
extension dysentery and c2 d) 0 d) OJNo. C 308
treatment/control of of 27.10.00
enzootic
pneumonia
a) Econor a) Novartis a) Pigs a) 10%/50% a) 12.10.99 a) 07.04.00
b) Vanemulin b) AT b) Prevention premix b) 08.03.00 b) 15.09.00
c) Part B /treatment of b) various c) 148 days ) 22.09.00
extension dysentery and c)2 d) 0 d) OJNo. C 308
treatment/control of of 27.10.00
enzootic
pneumonia
a) Dicural a) Fort Dodge a) Cattle & Dogs a) Solution for a) 16.12.98 a) 21.07.00
b) Difloxacin Animal Health b) Antibacterial for | injection b) 21.06.00 b) 24.10.00
c) Part B b) NL systemic use b) 50 mg/ml c¢) 203 days ¢) 25.10.00
extension 03 d) 351 days d) OJNo. C 337
of 28.11.00
a) PorcilisAR-T- | a) Intervet a) Pigs a) Suspension a) 12.01.99 a) 18.08.00
DF b) NL b) Vaccine against | for injection b) 19.07.00 b) 13.11.00
b) Inactivated atrophic rhinitis b) 2 ml ¢) 204 days ¢) 20.11.00
vaccine c)2 d) 336 days d) OJNo.C2
c) Part A of 05.01.01
a) Poulflox a) Virbac SA. a) Poultry a) Oral solution | &) 09.12.99 a) 21.07.00
b) Difloxacin b) FR b) Antibacteria for | b) 100 mg/ml b) 21.06.00 b) 16.11.00
c) Part B systemic use 03 c) 152 days c) 20.11.00
d) 43 days d) OJNo.C2
of 05.01.01
a) Pruban a) Intervet a) Dogs a) Cream a) 15.09.98 a) 18.08.00
b) Resocortol b) NL b) Anti- b) 1 mg/mi b) 19.07.00 b) 16.11.00
butyrate inflammatory for o1l c) 196 days ) 20.11.00
c) PartB cutaneous d) 477 days d) OJNo.C2
inflammatory of 05.01.01
disorders
a) Pirsue a) Pharmacia a) Dairy cattle a) Sterlie a) 12.01.99 a) 10.11.00
b) Pirlimycin b) BE b) Subclinical solution b) 11.10.00 b) 29.01.01
c) PartB mastitis b) 5 mg/mi ¢) 210 days ¢) 31.01.01
04 d) 428 days d) OJNo.C 53
of 20.02.01
a) Zubrin a) Schering- a) Dogs a) Ordl a) 18.05.99 a) 08.12.00
b) Tepoxalin Plough b) Treatment of lyophilisate b) 08.11.00 b) 13.03.01
c) PartB b) UK pain and b) 30, 50, 100 c) 210 days c) 14.03.01
inflammation & 200 mg/ml d) 330 days d) OJNo.C 127
c) 39 of 27.04.01
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Product Company Therapeutic area | Presentation EMEA/CVMP | Commission
a) Brandname a) Name a) Target species a) Form a) Validation a) Opinion
b) INN b) Origin b) Indication b) Dosage b) Opinion received
c) Part A/B c¢) No. of c) Activetime b) Decision
presentations | d) Clockstop ¢) Notification
d) OJ No.
a) Eurican Herpes | a) Merial a) Dogs a) Powder + a) 13.07.99 a) 08.12.00
205 b) FR b) Vaccine against | solvent for b) 08.11.00 b) 26.03.01
b) Inactivated canine herpes emulsion for c¢) 209 days ) 29.03.01
vaccine injection d) 274 days d) OJNo. C 127
c) PartB b) 1 mil of 27.04.01
c)2
a) Metacam 20 a) Boehringer a) Cattle ) Solution for a) 14.09.99 a) 19.02.99
mg/ml Ingelheim b) Diarrhoea/ injection b) 10.01.01 b) 23.04.01
b) Meloxicam Vetmedica Respiratory b) 20 mg/ml c) 184 days ) 23.04.01
c) Part B GmbH infections c2 d) 301 days d) OJNo.C
Extension b) DE 158/4 of
31.05.01

Further information is available on Maximum Residue Limits adopted by the Community and Veterinary
Medicinal Products that have been granted a Community Marketing Authorisation in the EMEA General Report
1999 on the Internet at the following address: http://www.emea.eu.int
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