EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

4 April 2025
EMA/122052/2025- draft 3
Committee for Veterinary Medicinal Products (CVMP)

Committee for Veterinary Medicinal Products
Draft agenda for the meeting on 8-10 April 2025

Chair: G. J. Schefferlie — Vice-chair: F. Hasslung Wikstrom
8 April 2025, 09:00 - 10 April 2025, 13:00 - virtual and Room 1D
Disclaimer

Some of the information contained in this agenda is considered commercially confidential or sensitive
and therefore not disclosed. With regard to intended therapeutic indications or procedure scopes
listed against products, it must be noted that these may not reflect the full wording proposed by
applicants and may also vary during the course of the review. Additional details on some of these
procedures will be published in the CVMP meeting highlights once the procedures are finalised and
start of referrals will also be available.

Of note, this agenda is a working document primarily designed for CVMP members and the work the
Committee undertakes.

Declaration of interests

In accordance with the Agency’s policy and procedure on the handling of competing interests,
participants in this meeting are asked to declare any interests on the matters for discussion (in
particular any changes, omissions or errors to the already declared interests). Discussions,
deliberations and voting will take place in full respect of the restricted involvement of CVMP members
and, where relevant, experts attending the plenary meeting, as announced by the CVMP Secretariat at
the start of meeting.

Note on access to documents

Some documents mentioned in the agenda/minutes cannot be released at present within the
framework of Regulation (EC) No 1049/2001 on access to documents because they are subject to on-
going procedures for which a final decision has not yet been adopted. They will become public when
adopted or considered public according to the principles stated in the Agency policy on access to
documents (EMA/729522/2016).

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/en/committees/cvmp/cvmp-agendas-minutes-reports
https://www.ema.europa.eu/en/documents/other/policy/0043-european-medicines-agency-policy-access-documents_en.pdf

Table of contents

3 Lo T« [T ot o} o 5
i. Adopion Of the @gENAa .. .viiiii i e e 5
ii. Pre-meeting list of participants and restrictions in relation to declarations of interests applicable
to the items of the agenda for the CVMP plenary session to be held 8-10/04/2025. See
03/2025 CVMP minutes (to be published post 04/2025 CVMP meeting).......coovviiiiiiiiniiiiiiianenes 5
iii. Declaration of contacts between members and companies with regard to points on the agenda.5
iv. Adoption of the minutes of the previous meeting. .........oooiiiiiii s 5
v. Topics and experts’ participation in discussions, rapporteur’s meetings and breakout sessions
held in advance or in the margins of the present CVMP meeting........coooiiiiiiiiiiiii s 5

1. Maximum residue lIMits ciiciiiiiirisisiererrerere e r s s r s s r s s s a s 5
3 A T [ Y e o = 5
1.2, Oral @XPlanations. . ... et aes 5
1.3, List Of OULSEANAING 1S UEBS. .ttt ittt et e a et e e et e e e e et e an e e e e e raeaneanannannans 5
3 IR =] o) o BT o 1= PP 5
1.5. Re-examination of CVMP opinions on maximum residue limitS........cccoviiiiiiiiiiiiiiiiiiiiiiineinens 5
T Ll =Tl =]~ = 5

2. Marketing authorisations .......cccciciiicicrers s s 6
20 T © o 1 Yo 1P 6

2.1.1. EMEA/V/C/006589/0000 — ChiCKENS ..c.iuiuitiiieiei e ettt e e e e eaeans 6
2.1.2. EMEA/V/C/006614/0000 = ChiCKENS ....iuitiiiiiiiiiii e e 6
2.1.3. EMEA/V/C/006439/0000 — QOGS . cuuuuueutuautenenananaeeanataeaeananeeeenateeaeenanaaaeeenasaeenananns 6
W O] o1 I <> (o] £=1 1 = o] o - P 6
20 O I 1= o) o 10 = o= gL L o £ U =T PR PPRP 6
2.3.1. EMEA/V/C/006480/0000 — QOGS - uuuueutuaunenenananaeeanataeaeananeeeenanaeaeananaeaeeaanasaeaenananns 6
2.3.2. EMEA/V/C/006461/0000 - cattle, sheep, goats, pigs, horses, dogs, cats..........ccvevvvvvininnens 6
B =) o ) e [ BT w oo 1= P 7
2.4.1. EMEA/V/C/006593/0000 — NOISES .tuutiutiitiite ittt eateate et ae et et et aateaaeateaneeneaeraeaateaneanens 7
2.5. Re-examinations Of CVMP OPiNiONS tiuuiitiieiitii ittt a e e e st e e et e e st r e e e e s reananrenns 7
B ST @ ] Y= gl =TT U =1 P 7
2.6.1. EMEA/V/C/006230/0000 = CATS...uiuiuueuininitiiininetreien st saresaas e esaet s e s esasn s e e ren e raenananns 7

3. Variations to marketing authorisations.........cciciiiiiicii i 7
00 S o1 0 o 1= PN 7
G O] - | I =)t o] F=1 a =Y o [o] o [ PR PPPIN 7
3.3. LiSt Of OUESEANAING ISSUES. ... cuee ettt et e ettt e e s e e e e e e e e e e e e e e eneaenanaeeaens 7
O T 1) o] e 10 1= o o] o [ PR PPIN 7

3.4.1. Daxocox - enflicoxib - EMA/VRA/0000246340 — dOGS «.evviuiiriiinieiraieisiieiteneensnessaneananennans 7
3.5. Re-examinations of CVMP opinions on variations requiring assessment.........cccvvvieviiiieiinninennens 7
TN G T O 1 1= 1T U= 7

4. Referrals and related procedures.......ciciciieiiiiiimiiiirare e s nmamaanan 8
4.1. Union interest referral under Article 82 of Regulation (EU) 2019/6.......cciiiiiiiiiiiiiiiiiiiiiiiennens 8
4.2. Union interest referral under Article 82 based on Article 129(3) of Regulation (EU) 2019/6....... 8
4.3. Procedure under Article 70(11) of Regulation (EU) 2019/6 due to lack of consensus between
Member States in the SPC harmonisation proCedUIe ..........oiiiiiiiii e eeaeas 8

Committee for Veterinary Medicinal Products
EMA/122052/2025 - draft 3 Page 2/18



4.4. Request for clarification from the European Commission under Article 54(8) of Regulation (EU)

2019/6 0N @ CMDV reVIEW PrOCEAUIE .o.uti ettt ittt it ettt et e et a e te st et et e s e aneateane e aneraeaasaanaarennes 8
4.5. Request from the European Commission under Article 130(4) of Regulation (EU) 2019/6 on
suspending, revoking or varying the terms of centrally authorised products............cocoiviiiiiiiiiinnnn, 8
4.6. Request for a scientific opinion/advice under Articles 141(1)(c), 141(1)(e) or 141(1)(i) of
ReguIation (EU) 2010/6 .uiiuiiiiit ittt ittt e e et e e st e e et e a e e a e e e st e e e e et e e n e en e ane st enerneaanaaneanens 8
L @ ol =T i =T TP 8
L T = = o = 8
5. Post-authorisation issues for marketing authorisations........cccvcciiiiiimisis e s s s srs s s e 8
5.1, PharmacoVigilanCe .. ... eeas 8
5.1.1. Signal evaluation and recomMmeENdations .....c.iiiiiiiiiiii s 8
5.1.2. Easotic - hydrocortisone aceponate / gentamicin sulfate / miconazole nitrate.................... 9
5.1.3. Neptra - florfenicol / terbinafine hydrochloride / mometasone furoate ...........c.ccevvvvivvininnns 9
5.1.4. Zenalpha - medetomidine hydrochloride / vatinoxan hydrochloride............c.ccooeiiiiiiininnnns 9
5.2. POSt-authoriSation MEASUIES ... . uiuiei it r e et e e e e e e a e e eneeaens 9
STC I A [Y o T=Totu [o] g T3 =] o Lo B oo ] 0| o o ] £ PPN 9
5.4. Re-examination of limited markets and exceptional circumstances authorisations.................... 9
5.4.1. Innovax-ND-H5 - Avian influenza vaccine (live recombinant) - EMA/S/0000246877 ........... 9
oI T © ] 1= = PP 9
6. WOrking Parti@s ..iciiciiiimiciiiiisesas s sa s ss s sasasasasasasasasassnsnsasasnsasasasasnsnnnnss 10
6.1. Antimicrobials Working Party (AW P ) ...t i e e e e e e anaanens 10
6.1.1. Verbal report on the AWP meeting held on 18-19 March 2025 .......c.coiiiiiiiiiiiiiinee 10
6.2. Environmental Risk Assessment Working Party (ERAWP) ....c.ciiiiiiiiiiiiini it aaeas 10
6.2.1. Election for chair Of ERAWNP ...t ettt e e e e e e e e e e eae e es 10
6.2.2. Concept paper for the development of a reflection paper on the environmental risk
assessment of antimicrobial resistance in the environment ... 10
6.3. Efficacy Working Party (EWP-V) ... e e et e e e e e e s e e e e e e e e a e eaanas 10
6.3.1. Verbal report on EWP-V meeting held on 25 February 2025.......cciciiiiiiiiiiiiiiiiieeaens 10
6.4. Immunologicals Working Party (IWP) .. ..ueieiiiiiiiiie e e e e e e e e e e e e e a e aeaanas 10
6.4.1. Verbal report on IWP meeting held on 19-20 March 2025......ccciiiiiiiiiiiiiii e 10
6.5. 3RS WOrking Party (BRSWP) ... e ettt e e e e e e e e e e nas 10
6.6. Novel Therapies & Technologies Working Party (NTWP) ......iuiiiiiiiii e 10
6.6.1. Appointment Of @ NEW MEMID I ...t e e e e e e e ananeens 10
6.7. Pharmacovigilance Working Party (PhVWP-V) ... e e e 10
6.7.1. Verbal report on PhVWP-V meeting held on 25-26 March 2025 ......cccciiiiiiiiiiiiiiciieenens 10
6.8. Quality Working Party (QWWP) ...ttt e e e e e e e e r e e e e e e e e aenananan 10
6.9. Scientific Advice Working Party (SAWP-V ) ...t e e e e e aneas 11
6.9.1. Verbal report on SAWP-V meeting held on 4 April 2025 .. ..o 11
6.9.2. Election for new member Of SAWP ... i 11
6.10. Safety Working Party (SWWP-V ) .. it e e e e e e e e e anaanens 11
6.10.1. Verbal report on SWP-V meeting held on 20-21 March 2025........cccoiiiiiiiiiiiiiiiieee 11
6.11. Other working party and scientifiC group iSSUBS ....iiviiiiiiii i e aaeas 11
7. Other scientific matters ......ccciiiiiririrerir e 11
0 T 1 I 1= = 11
7.2. Environmental risk @sseSSMENT .....viuiiiiiiiii 11

Committee for Veterinary Medicinal Products
EMA/122052/2025 - draft 3 Page 3/18



7.3, ANtIMICrobDial rESIS AN . ittt i ettt ia e e a et iaaeas 11

7.3.1. Dosage review and adjustment of selected antibiotic veterinary medicines (ADRA)........... 11
A T o e =T 0 g E= [0}V To 1 = ol PPN 11
7.5. Vaccine antigen master file (VAMF) certification..........coiiiiiiiiiiii e 11
7.6. Platform technology master file (PTMF) certification ........cooiviiiiiiiiii e 12
O 1 o 1= g 1= U = PP 12

8. Co-operation with other EU or International bodies.......cciciviiimmmmisni i n s s sssssssnasnnss 12
S 7 YA 1 PP PP 12
A o Te [ QAN [0 =] o] = 1 o 10 PP 12
8.3. Other EU bodies and international organisations.......c.coviiiiiiiiiiii e aaeas 12

9. Procedural and regulatory matters ........ccciiimiiaiiiannniii s 12
9.1. Limited markets classifications according to Article 4(29) and confirmation of eligibility for
authorisation according to Article 23 of Regulation (EU) 2019/6 ......c.oiiiiiiiiiiiiiiineee e e 12
9.2. Eligibility for centralised procedures, appointment of rapporteurs, co-rapporteurs and peer
A =T = PP 12
9.3, RegUIATONY Mt erS o et e 12

10. Organisational and strategic matters.........ccciiiiiiisicii e 12

10.6. Veterinary Medicine Safety Day CampPaign ......ccocieieieieinieiniiiiierrae e s s e eeeaeeees 12

3 0 1 12

B I ¥ 1= - o T o 13

13. ANy Other BUSINESS ..iiuiiuiiiiiriii i rrs s s s s s s s s e s s s ra s aa s s a s anaanaanRanRansanssnsnnsnns 13

13.1. Meeting highlights .. ... e e e e 13

B 1 o 1 3 1= 14

Committee for Veterinary Medicinal Products
EMA/122052/2025 - draft 3 Page 4/18



Introduction

i. Adoption of the agenda

ii. Pre-meeting list of participants and restrictions in relation to declarations of interests
applicable to the items of the agenda for the CVMP plenary session to be held
8-10/04/2025. See 03/2025 CVMP minutes (to be published post 04/2025 CVMP meeting).

iili. Declaration of contacts between members and companies with regard to points on the
agenda.

iv. Adoption of the minutes of the previous meeting.

v. Topics and experts’ participation in discussions, rapporteur’'s meetings and breakout
sessions held in advance or in the margins of the present CVMP meeting.

Scientific Advice Working Party (virtual) Fri 04 Apr 25 10.00-13.00 (TBC)

1. Maximum residue limits

1.1. Opinions

No items

1.2. Oral explanations

No items

1.3. List of outstanding issues

No items

1.4. List of questions

No items

1.5. Re-examination of CVMP opinions on maximum residue limits
No items

1.6. Other issues

No items
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2. Marketing authorisations

2.1. Opinions

2.1.1. EMEA/V/C/006589/0000 - chickens

Action: For adoption
CVMP opinion, CVMP assessment report, product information
Action: For information

Summary of opinion

2.1.2. EMEA/V/C/006614/0000 - chickens

Action: For adoption
CVMP opinion, CVMP assessment report, product information
Action: For information

Summary of opinion

2.1.3. EMEA/V/C/006439/0000 - dogs

Action: For adoption
CVMP opinion, CVMP assessment report, product information
Action: For information

Summary of opinion

2.2. Oral explanations

No items

2.3. List of outstanding issues

2.3.1. EMEA/V/C/006480/0000 - dogs

Action: For decision
Need for oral explanation
Action: For adoption

List of outstanding issues and scientific overview, comments on the product information

2.3.2. EMEA/V/C/006461/0000 - cattle, sheep, goats, pigs, horses, dogs, cats

Action: For decision
Need for oral explanation
Action: For adoption

Scientific overview and list of outstanding issues, comments on the product information
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2.4. List of questions

2.4.1. EMEA/V/C/006593/0000 - horses

Action: For adoption

Scientific overview and list of questions, comments on the product information
2.5. Re-examinations of CVMP opinions

No items

2.6. Other issues

2.6.1. EMEA/V/C/006230/0000 - cats

Action: For information

Letter of withdrawal of the marketing authorisation application

3. Variations to marketing authorisations

3.1. Opinions

No items

3.2. Oral explanations

No items

3.3. List of outstanding issues
No items

3.4. List of questions

3.4.1. Daxocox - enflicoxib - EMA/VRA/0000246340 - dogs

Variation requiring assessment: change(s) to therapeutic indication(s) - addition of a new therapeutic
indication or modification of an approved one / to align the product information with version 9.1 of the
QRD template

Rapporteur: R. Breathnach, Co-Rapporteur: C. Mufioz Madero
Action: For adoption

List of questions, comments on the product information

3.5. Re-examinations of CVMP opinions on variations requiring assessment
No items

3.6. Other issues

No items
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4. Referrals and related procedures

4.1. Union interest referral under Article 82 of Regulation (EU) 2019/6
No items

4.2. Union interest referral under Article 82 based on Article 129(3) of Regulation (EU)
2019/6

No items

4.3. Procedure under Article 70(11) of Regulation (EU) 2019/6 due to lack of consensus
between Member States in the SPC harmonisation procedure

No items

4.4. Request for clarification from the European Commission under Article 54(8) of
Regulation (EU) 2019/6 on a CMDv review procedure

No items

4.5. Request from the European Commission under Article 130(4) of Regulation (EU)
2019/6 on suspending, revoking or varying the terms of centrally authorised products

No items

4.6. Request for a scientific opinion/advice under Articles 141(1)(c), 141(1)(e) or
141(1)(i) of Regulation (EU) 2019/6

No items
4.7. Other issues

Information on certain topics discussed under section 4.7 cannot be released at the present time as it
is deemed to be confidential

No items
4.7.1. Referrals

No items

5. Post-authorisation issues for marketing authorisations

Information relating to GMP, pharmacovigilance inspections, supervision and sanctions will not be

published as it would undermine the purpose of such inspections.
5.1. Pharmacovigilance

5.1.1. Signal evaluation and recommendations

Outcome of the signal management process; list of finalised signals

Action: For adoption

Committee for Veterinary Medicinal Products
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5.1.2. Easotic - hydrocortisone aceponate / gentamicin sulfate / miconazole nitrate

Outcome of the signal management process
Rapporteur: N.C. Kyvsgaard, Co-Rapporteur: C. Mufioz Madero

Action: For adoption

5.1.3. Neptra - florfenicol / terbinafine hydrochloride / mometasone furoate

Outcome of the signal management process
Rapporteur: C. Muifioz Madero, Co-Rapporteur: M. Leppénen

Action: For adoption

5.1.4. Zenalpha - medetomidine hydrochloride / vatinoxan hydrochloride

Outcome of the signal management process
Rapporteur: R. Breathnach, Co-Rapporteur: N.C. Kyvsgaard

Action: For adoption

5.2. Post-authorisation measures
No items

5.3. Inspections and controls

No items

5.4. Re-examination of limited markets and exceptional circumstances authorisations

5.4.1. Innovax-ND-H5 - Avian influenza vaccine (live recombinant) - EMA/S/0000246877

Re-examination of the marketing authorisation for Innovax-ND-H5 in line with Article 27(3) of

Regulation (EU) 2019/6
Rapporteur: C. Muifioz Madero, Co-Rapporteur: M. Leitner
Action: For adoption

List of questions
5.5. Others

No items
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6. Working parties

Information relating to certain topics discussed under section 6 cannot be released at the present time
as it is deemed to be commercially confidential.

6.1. Antimicrobials Working Party (AWP)

6.1.1. Verbal report on the AWP meeting held on 18-19 March 2025

Action: For information
6.2. Environmental Risk Assessment Working Party (ERAWP)

6.2.1. Election for chair of ERAWP

Action: For election

6.2.2. Concept paper for the development of a reflection paper on the environmental risk assessment
of antimicrobial resistance in the environment

Action: For adoption
6.3. Efficacy Working Party (EWP-V)

6.3.1. Verbal report on EWP-V meeting held on 25 February 2025

Action: For information
6.4. Immunologicals Working Party (IWP)

6.4.1. Verbal report on IWP meeting held on 19-20 March 2025

Action: For information

6.5. 3Rs Working Party (3RsWP)

No items

6.6. Novel Therapies & Technologies Working Party (NTWP)

6.6.1. Appointment of a new member

Action: For decision
6.7. Pharmacovigilance Working Party (PhVWP-V)

6.7.1. Verbal report on PhVWP-V meeting held on 25-26 March 2025

Action: For information
6.8. Quality Working Party (QWP)

No items
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6.9. Scientific Advice Working Party (SAWP-V)

6.9.1. Verbal report on SAWP-V meeting held on 4 April 2025

Action: For information

6.9.2. Election for new member of SAWP

Action: For decision
6.10. Safety Working Party (SWP-V)

6.10.1. Verbal report on SWP-V meeting held on 20-21 March 2025

Action: For information
6.11. Other working party and scientific group issues

No items

7. Other scientific matters

Information on scientific matters or other critical issues cannot be released at the present time as it is
deemed to be confidential

7.1. MRL issues

7.2. Environmental risk assessment
No items

7.3. Antimicrobial resistance

7.3.1. Dosage review and adjustment of selected antibiotic veterinary medicines (ADRA)

Action: For information

Information session for veterinary pharmaceutical industry (online on 22 May 2025) - EMA event page

7.4. Pharmacovigilance
No items
7.5. Vaccine antigen master file (VAMF) certification

Information on this section cannot be released at the present time as it is deemed to be commercially
confidential.

No items

Committee for Veterinary Medicinal Products
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7.6. Platform technology master file (PTMF) certification

Information on this section cannot be released at the present time as it is deemed to be commercially
confidential.

No items
7.7. Other issues

No items

peration with other EU or International bodies

Information on certain topics discussed under section 8 cannot be released at the present time as it is
deemed to be commercially confidential.

8.1. VICH

No items

8.2. Codex Alimentarius

No items

8.3. Other EU bodies and international organisations

No items

9. Procedural and regulatory matters

Information relating to limited markets classifications, new applications and eligibility requests for
Union marketing authorisations and certain regulatory matters cannot be released at the present time
as it is deemed to be commercially confidential.

9.1. Limited markets classifications according to Article 4(29) and confirmation of eligibility
for authorisation according to Article 23 of Regulation (EU) 2019/6

No items

9.2. Eligibility for centralised procedures, appointment of rapporteurs, co-rapporteurs and
peer reviewers

9.3. Regulatory matters

10. Organisational and strategic matters

10.6. Veterinary Medicine Safety Day campaign

Action: For information

No items

Committee for Veterinary Medicinal Products
EMA/122052/2025 - draft 3 Page 12/18



12. Legislation

13. Any other business

13.1. Meeting highlights

Action: For comments

Meeting highlights

Committee for Veterinary Medicinal Products
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2.6. Other issues

EMEA/V/C/006513/0000 - cats

Action: For decision

Request from the applicant for an extension of the clock stop
3. Variations to marketing authorisations

3.1. Opinions under Regulation (EU) 2019/6

Clevor - ropinirole - EMA/VRA/0000257048 - dogs

Variation requiring assessment: quality-related changes
Rapporteur: C. Muifioz Madero

Action: For adoption

CVMP opinion

Newflend ND H9 - Newcastle disease and avian influenza vaccine (live, recombinant) -
EMEA/V/C/005860/VRA/0003 - chickens

Variation requiring assessment: to align the product information with version 9.0 of the QRD template
Rapporteur: J. Poot

Action: For adoption

CVMP opinion, product information

Action: For endorsement

Rapporteur’s assessment report

ReproCyc ParvoFLEX — porcine parvovirosis vaccine (inactivated) - EMA/VRA/0000247569 - pigs

Variation requiring assessment: quality-related changes
Rapporteur: F. Hasslung Wikstrém

Action: For adoption

CVMP opinion

Zycortal - desoxycortone pivalate - EMA/VRA/0000240475 - dogs

Variation requiring assessment: to align the product information with version 9.1 of the QRD template
Rapporteur: H. Bergendahl

Action: For adoption

CVMP opinion, product information

Action: For endorsement

Rapporteur’s assessment report

Committee for Veterinary Medicinal Products
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Vectormune ND - Newcastle disease and Marek’s disease vaccine (live recombinant) -
EMEA/V/C/003829/VRA/0019 - chickens

Variation requiring assessment: to align the product information with version 9.0 of the QRD template

Rapporteur: F. Klein

Action: For adoption

CVMP opinion, product information

Action: For endorsement

Rapporteur’s assessment report

3.4. List of questions under Regulation (EU) 2019/6

Equioxx - firocoxib - EMA/VRA/0000247013 - horses

Variation requiring assessment: quality-related changes
Rapporteur: J.G. Beechinor

Action: For adoption

List of questions

Ecoporc Shiga - genetically modified STx2e antigen vaccine - EMA/VRA/0000247420 - pigs

Variation requiring assessment: quality-related changes
Rapporteur: N.C. Kyvsgaard

Action: For adoption

List of questions, comments on the product information

ProZinc - insulin human - EMA/VRA/0000247545 - cats, dogs

Variation requiring assessment: quality-related changes
Rapporteur: R. Breathnach

Action: For adoption

List of questions

Meloxidyl — meloxicam - EMA/VRA/0000246351 - cats, dogs, horses, cattle, pigs

Variation requiring assessment: to align the product information with version 9.0 of the QRD template

Rapporteur: H. Bremer
Action: For adoption

List of questions, comments on the product information

Committee for Veterinary Medicinal Products
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Coxatab - firocoxib - EMA/VRA/0000247285 - dogs

Variation requiring assessment: to align the product information with version 9.0 of the QRD template
Rapporteur: L. Nepejchalova

Action: For adoption

List of questions, comments on the product information

Mometamax Ultra — gentamicin / posaconazole / mometasone furoate - EMA/VRA/0000247986 - dogs

Variation requiring assessment: to align the product information with version 9.1 of the QRD template
Rapporteur: K. Baptiste

Action: For adoption

List of questions, comments on the product information

Imoxat - imidacloprid / moxidectin - EMA/VRA/0000247407 - cats, dogs, ferrets

Variation requiring assessment: to align the product information with version 9.1 of the QRD template
Rapporteur: ]J.G. Beechinor

Action: For adoption

List of questions, comments on the product information

Syvazul BTV - Bluetongue virus vaccine (inactivated) - EMA/VRA/0000255137 - sheep, cattle

Variation requiring assessment: quality-related changes
Rapporteur: C. Mufioz Madero

Action: For adoption

List of questions

Posatex — posaconazole / mometasone furoate / orbifloxacin - EMA/VRA/0000255315 - dogs

Variation requiring assessment: quality-related changes
Rapporteur: S. Louet

Action: For adoption

CVMP opinion

Action: For endorsement

4. Referrals and related procedures

4.7. Other issues

Committee for Veterinary Medicinal Products
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5. Post-authorisation issues for marketing authorisations
5.2 Post-authorisation measures under Regulation (EU) 2019/6

Innovax-ILT-IBD - EMA/PAM/0000252918

Post-authorisation recommendation
Rapporteur: J. Poot

Action: For endorsement
Rapporteur’s assessment report

Neoleish - EMA/PAM/0000253312

Post-authorisation recommendation

Rapporteur: C. Miras

Action: For endorsement

Rapporteur’s assessment report

5. Post-authorisation issues for marketing authorisations
5.3 Inspections and controls under Regulation (EU) 2019/6

6. Working parties

6.2 Environmental Risk Assessment Working Party (ERAWP)

ERA ESEC Nominations

Action: For adoption
ERA ESEC Expert nominations
6.8 Quality Working Party (QWP)

Quality Chemical ESEC nominations

Action: For adoption
List of nominations for the Quality Chemical ESEC

6.11. European Sales and Use of Antimicrobials for veterinary medicine (ESUAvet) Working
Group

Publication of the first ESUAvet report; 2023 data

Action: For information

7. Other scientific matters

7.7. Other issues

8. Co-operation with other EU or International bodies

8.1. VICH
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9.2. Eligibility for centralised procedures, appointment of rapporteurs, co-rapporteurs and

peer reviewers

9.2.1. Transfer of (co-)rapporteurships responsibilities

Action: For decision

Transfer of (co-)rapporteurships responsibilities from:
Anna Wachnik-Swiecicka to Marcin Glanda

Boris Kolar to Urska Peunik

9.3. Regulatory matters

Invented names

11. CMDv

Report from the Chair of CMDv

Action: To note

Report for release December 2024-January 2025 (link)
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https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/planning-reporting/reports-for-release.html#c7629
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