CZ verze

Vazeni drzitelé rozhodnuti o registraci,
v souvislosti s platnosti Nafizeni (EU) 2019/6 a s cilem aplikovat jeho pravidla v praxi, Vam posilame
informaci tykajici se harmonizace SPC.

Podle ¢lankl 69-72 Natizeni (EU) 2019/6 mohou pfislusné Grady ¢lenskych statd Evropské unie,
stejné jakozZ i drzitelé rozhodnuti o registraci navrhnout harmonizaci souhrnu udajl o pfipravku
referencnich veterinarnich léCivych pripravkl, pro které byla udélena registrace v souladu s ¢lankem
47.

Koordinac¢ni skupina CMDv ma nafizenim danou povinnost kazdoro¢né vypracovat seznam
referencnich veterinarnich lécivych pripravkd, které budou predmétem SPC harmonizace a CMDv
rovnéz urci pro kazdy dotceny veterinarni léCivy pFipravek referencni ¢lensky stat.

Nize uvadime odkaz na formuldf, ktery by méli vyplnit drzitelé rozhodnuti o registraci, ktefi budou
mit zajem zuc¢astnit se postupu harmonizace SPC /navrhnout veterinarni lé¢ivé pripravky

k harmonizaci.

Formular by mél byt vyplnén do 31/05/2022.

Vyplnény formular zaslete na Sekretariat CMDv (CMDv@ema.europa.eu).

SPC Harmonisation Request Form for MAHs is published on CMDv website under reference:
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/spc-
harmonisation.html

V pFipadé, e se rozhodnete harmonizaéniho postupu vyuZit, prosime o zahrnuti USKVBL mezi
adresaty v kopii s vyuZzitim adres: obrovska@uskvbl.cz, dusek@uskvbl.cz .

Pokud budete mit jakékoliv dotazy, kontaktujte Sekretariat CMDv (CMDv@ema.europa.eu).

Odbor registrace a schvalovani
jménem USKVBL

EN version

Dear Marketing Authorisation Holders,
in relation with the validity of Regulation (EU) 2019/6 and with the aim to apply its rules in practice,
we are providing you with information regarding SPC Harmonisation.

According to articles 69-72 of the Regulation (EU) 2019/6, National Competent Authorities
(NCA) of the EU member states as well as Marketing Authorisation Holders (MAH) may
propose harmonisation of the SPCs of Reference Veterinary Medicinal Products (RVMPs) for
which a marketing authorisation has been granted in accordance with Article 47.

The Coordination Group CMDv shall, annually, draw up a list of reference VMPs which shall
be subject to SPC harmonisation and the CMDv shall also appoint a reference Member State
(RMS) for each VMP concerned.

The below form should be filled in by MAHs willing to participate to the SPC harmonisation
procedure/willing to propose the veterinary medicinal products for harmonisation.
Form should be filled in before the 31t of May 2022.
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The filled form should be sent to CMDv Secretariat (CMDv@ema.europa.eu ).

SPC Harmonisation Request Form for MAHs is published on CMDv website under reference:
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/spc-
harmonisation.html

MAHs are kindly asked to consider the use of the possibility to harmonise veterinary
medicinal products across European union.

In the case of your SPC harmonisation positive approach, please copypaste your requests to USKVBL
using the following contacts: obrovska@uskvbl.cz, dusek@uskvbl.cz .

Any question can be raised to the CMDv Secretariat (CMDv@ema.europa.eu ).

Department of Marketing Authorisation and Approval
On behalf of USKVBL
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