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Nafizeni 2019/6 vstoupilo v platnost dvacatym dnem po vyhlaseni v Ufednim véstniku Evropské
unie (ve véstniku zvefejnéno 7. 1. 2019) a pouzije se ode dne 28. ledna 2022. Nafizeni
obsahuje specifické terminy dané Komisi (a to i v obdobi do 28. ledna 2021), aby vypracovala
odpovidajici provadéci nafizeni, ¢i nafizeni v pfenesené plusobnosti, ktera nastavi funkéni
ramec pro plné uplatnéni pravidel v tomto nafizeni uvedenych.

Co pfinasi aktualné nova pravidla?0
UPD = Evropska databézécvietesindedichdécivgchapiipravkeiie 0 000000000000000000000000000
AskEMA V souvislosti s vefejnym vypublikovanim databaze ve stavu, ktery neni jak z pohledu technick

Co se tyCe rozhrani ureného pro vkladani dat drziteli registraCnich rozhodnuti , pokud by 1
Pro pfipad feSeni technickych problému jsme doplnili odkaz na patficné adresy EMA.
Vyklad ¢lanku 94, odstav@alSkument zverejnény na strankach EMA Vyrobci l¢

Vyklad élanku 152, odsttaaven/Bko Evropské Komise (EK)

Stranky EK vénované leqislativé k veterinarnim 1é¢ivim a medik. krmiviim

Stranka EK s pfipravenymi odpovéd'mi na otazky spojené s novou legislativou E
Ze znéni stanoviska vyplyva, ze EK pfedlozi navrh legislativniho aktu, ktery by mél problém vyresit.
Informace EMA k malobbhodaiennjprodejeVikPmérdalRaznamy Iékaren a prodejcl vyhrazenych €€

Prehled provadécich nafizeni a nafizeni v prenesené pravomoci jiz
zverejnénych v Ufednim véstniku EU:

2021/16 Provadéci nafizeni Komise (EQP21unijni databazi veterinarnich léCivych pfiprav
2021/17 Provadéci nafizeni Komise (E@P®iseznamu zmén, které nevyzaduji posouzeni
2021/577 Nafizeni Komise v pfen&eh&pgdvomoci (EU), kterym se doplfuje nafizeni Evra
2021/578 Nafizeni Komise v pfen&eh&pgdvomoci (EU), kterym se doplfiuje nafizeni Evra
2021/805 Nafizeni Komise v pfenéserié pé&omoci (EU), kterym se méni pfiloha Il nafrizel
2021/963 Provadéci nafizeni Komide EEQpXterym se stanovi provadéci pravidla k nafizel
2021/1248 Provadéci nafizeni Kom&e fEBDB1opatienich pro spravnou distribuéni praxi vet
2021/1280 Provadéci nafizeni Kom&e3(POR2bd opatrenich pro spravnou distribuéni praxi &€
2021/1281 Provadéci nafizeni Kom&e3(PORkterym se stanovi pravidla pro uplatiiovani na
2021/1760 Nafizeni Komise v pfendseirté pé2tomoci (EU), kterym se doplfiuje nafizeni Evra
2021/1904 Provadéci nafizeni Kom&el (E@DHterym se pfijima design loga pro maloobchoc

2022/209 Provadéci nafizeni Komise gE@D2&erym se stanovi format udajl, které maji byt
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https://www.medicinesinfo.eu/
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
https://upd-portal-prod.azurewebsites.net/updwebui/home
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://ec.europa.eu/food/animals/animal-health/vet-meds-med-feed/statement_en
https://ec.europa.eu/food/animals/animal-health/vet-meds-med-feed_en
https://ec.europa.eu/food/animals/animal-health/vet-meds-med-feed/questions-and-answers_en
https://www.ema.europa.eu/en/veterinary-regulatory/overview/buying-veterinary-medicines-online
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2022/1255 Provadéci nafizeni Kom&e {EBDIerym se v souladu s nafizenim Evropského

DalSi informace a historii vyvoje naleznete na strance Evropské komise vénované nafizeni
2019/6: https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/im
p-regs-2019_en - zde naleznete nejen samotné texty, ale napf. komentare cilené o
konzultaci poptavanych organizaci.

Webinafe USKVBL k NVR 2019/6

V lednu 2022 jsme pro vas pfipravili prarez narizenim ¢. 2019/6 z pohledu
regulatornich postupu a vlivu na nasi legislativu

(
https://youtu.be/UCISKHv5dsE

)
Pro umoznéni Casové flexibility v pfistupu k pfipravenym informacim jsme volili
cestu
publikace zaznamu
, ktery si muzete kdykoliv spustit.
Prezentace
, ktera byla zaznamenana je rovnéz pfilozena
ve formé .pdf dokumentu
, ten vam muze, pokud si jej stAdhnete a vytisknete, slouzit jako material k
vpisovani poznamek pfi poslechu zaznamu.

Uvédomujeme si, ze v tomto pfipadé ztracite moznost pfimého kladeni dotazu.
Proto bychom chtéli poZadat o jejich zaslani na jiz tradi¢ni adresu nvr@uskvbl.cz
Shromazdéné dotazy a odpovedi na né jsou zpracovany v Q/A dokumentu (bude
dostupny po sesbirani dotazu).

V pfedchozim obdobi, vil éervnu 2021,0 Odbor registrace sestavil a nahral
informacni webinar, kterym pfibliZzuje v sourhnu informoval o naf. ¢. 2019/6 se
zameérenim predevSim na podavanou dokumentaci (tedy pfilohu Il.). Ke shiédnuti
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https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/imp-regs-2019_en
https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/imp-regs-2019_en
https://youtu.be/UCfSKHv5dsE
https://youtu.be/UCfSKHv5dsE
https://youtu.be/UCfSKHv5dsE
attachments/1589_webin%C3%A1%C5%99-dr%C5%BEitel%C3%A9-na%C5%99%C3%ADzen%C3%AD%20(EU)%20%C4%8D.%202019-6%20(NVR).pdf
mailto:nvr@uskvbl.cz
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je k dispozici na tomto odkaze: https:/ly
outu.be/NjsdSoVj7UU

Unijni databaze veterinarnich lIé€ivych pfipravka (UPD)
V navaznosti na narizeni 2021/16 o UPD Evropska agentura pro lécivé
pripravky (EMA) v lednu zverejnila:

- Zéasady pfistupu UPD

- Implementacni pokyn k UPD (EU Vet Implementation Guide on veterinary
product data in the UPD)

Tento pokyn ma dalSi kapitoly, které naleznete na nasledujici strance:
https://www.ema.europa.eu/en/veterinary-requlatory/overview/veterinary-medicin
es-requlation/union-product-database

Jedna se o kapitoly:

Chapter 1: Registration and data access requirements for the User Interface (Ul)
and Application Programming Interface (API)

Chapter 2: Format for the electronic submission of veterinary medicinal product
information

Chapter 3: Process for the initial submission and maintenance of veterinary
medicinal products information

Chapter 4: Process for the submission of legacy data on veterinary medicinal
products

Chapter 5: API Technical specifications

Chapter 6: practical examples

Chapter 7: Guidelines for Marketing Authorisation Holders to submit volume
of sales data (tato kapitola byla aktualizovana k 16.9.2021), jedna se
0 zazipovany bali¢ek dokumentl k zaznamenavani a zasilani dat o objemech
prodeje
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https://youtu.be/NjsdSoVj7UU
https://youtu.be/NjsdSoVj7UU
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/union-product-database-upd-access-policy-veterinary-medicinal-products-policy-no-0082_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
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Dne 29. listopadu 2021 EMA na svych webovych strankach v sekci urcené UPD
vypublikovala dokument, ktery

shrnuje otazky tykajici se pouzivani UPD kladené drziteli rozhodnuti o
registraci (MAH) a odpovédi

na né (

Frequently Asked Questions; Union Product Database - Q&A for industry
users

).

Seminafe EMA k integraci do UPD a dalSich evropskych databazi

8. zari 2022 v Case 10:00 - 11:30 planuje EMA webinéF pro drzitele
rozhodnuti o registraci tykajici se podani zmeén
nevyzadujicich hodnoceni (VNRA) pro pripravky registrované
postupy DC/MR/SR

Webinar bude zaméren na pfedvedeni vkladani VNRA zmén do UPD
Odkaz na seminaf a online formular pomoci néhoz se zaregistrujete
naleznete zde:

Union Product Database: webinar on variations not requiring
assessment (VNRASs) for marketing authorisation holders

. Date: 8 September 2022, 10:00-11:30 CEST.

To attend the webinar

J

please register using this online form

Dne 25. ledna 2022 probeéhl dalsi webinar k fungovani UPD, ktery by
se mel zaméfit na praktické pouzivani UPD pramyslem, v€etné
uvadeéni stavu dostupnosti lIé¢iv a zadavani zmén nevyzadujicich
hodnoceni

. Webinar k hlaseni objemu prodeju probéhl 15. zafi 2021, odkaz na néj
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https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/en/documents/other/union-product-database-questions-answers-industry-users_en.pdf
https://www.ema.europa.eu/en/documents/other/union-product-database-questions-answers-industry-users_en.pdf
https://www.ema.europa.eu/en/events/union-product-database-webinar-variations-not-requiring-assessment-vnras-marketing-authorisation
https://www.ema.europa.eu/en/events/union-product-database-webinar-variations-not-requiring-assessment-vnras-marketing-authorisation
https://ema-europa.webex.com/webappng/sites/ema-europa/meeting/register/cfb1b70f56c544648f9afbf4e91853c6?ticket=4832534b0000000554d3c8ca88e248833f5c0c0e740d10c38d922374a95f17f65bc2e8a606b2f362×tamp=1656918620906
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uvadime nize. Stranku udalosti s obsahem webinare naleznete
zde

Dne 12. fijna 2021 probéhl webinar EMA k OMS a jeho integraci s
EudraGMDP pro prumys| Organisation Management Service
(OMS) integration with EudraGMDP ,
podrobnosti si prfecCtete na strance EMA tomuto webinafi vénované (viz
vyznaceni ndzvu seminare).

Dfive konané webinare jsou dostupné on-line na uvedenych odkazech:

- Webinar k UPD (Union Product Database: webinar for marketing
authorisation holders) - stranky udalosti

- Webinar k RMS

- Webinar k OMS

Dne 15. a 16. dubna 2021 webinai USKVBL pro drzitele a vyrobce
VLP tykajici se OMS (Organisations Management System)

, ve kterém bylo diskutovano, co je OMS, pro¢ je nutné mit organizaci
zavednou v OMS a jak se pracuje s portalem OMS. Zde naleznete
zaznam webinare vyuzitelny pro vasi potrebu:
https://youtu.be/QdNeQ3DtnGw

Dne 10. listopadu 2021 od 14:00 do 16:00 probéhl webinaf pro
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https://www.ema.europa.eu/en/events/union-product-database-follow-webinar-marketing-authorisation-holders
https://www.ema.europa.eu/en/events/integration-eudragmdp-oms-webinar-industry
https://www.ema.europa.eu/en/events/integration-eudragmdp-oms-webinar-industry
https://www.youtube.com/watch?v=Pmy5daT4byA
https://www.youtube.com/watch?v=Pmy5daT4byA
https://www.ema.europa.eu/en/events/union-product-database-webinar-marketing-authorisation-holders#video-recording-section
https://www.youtube.com/watch?v=70zq7TBO-6A
https://www.youtube.com/watch?v=fxMpsgDnWZY
https://youtu.be/QdNeQ3DtnGw
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prumysl a IT pracovniky pfislusnych vnitrostatnich ufadu, ktefi si preji
vyuzivat vice automatizovaného procesovani a vyuzivani dat pfimo ze
SPOR API ( SPOR
webinar: How to access and use the SPOR API

).

Cilem EMA je, a také na tom tak pracuje, ze UPD bude ¢lenskym
statim k dispozici k zahdjeni nahravani narodnich Gdaju o veterinarnich
|éCivych pFipravcich poskytovanych pfislusnymi arady Clenskych statl
od Cervence 2021.

Zmeény registrace - nové dle narizeni ¢. 2019/6 (info EMA -
posledni aktualizace 4.10.2021)

1) zmeny nevyzadujici hodnoceni = VNRA (viz narizeni C.
2021/17, uvedeno vyse)

2) zmeény vyzadujici hodnoceni = VRA (pokyn Guidance on the
details of the classification of variations requiring assessment
according to Article 62 of Regulation (EU) 2019/6 for veterinary
medicinal products and on the documentation to be submitted
pursuant to those variations

)

3) klasifikace zmén, kieré nejsou uvedeny v narizeni (ve vyctu
VNRA), ¢i v pokynu (ve vyCtu VRA) (pokyn k postupu Procedur
al advice for requests for the classification of variations not
already listed in Commission Implementing Regulation (EU)
2021/17 or EMA/CMDv guidance on the details of the
classification of variations requiring assessment according to
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https://www.ema.europa.eu/en/events/spor-webinar-how-access-use-spor-api
https://www.ema.europa.eu/en/events/spor-webinar-how-access-use-spor-api
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/variations-guidance-under-veterinary-medicinal-products-regulation
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu/6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu/6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu/6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu/6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu/6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
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Article 62

a formular

Request form - Request for a recommendation on the
classification of a not already listed variation

)

CMDv (Koordinacni skupina pro vzajemné
uznavani a decentralizované postupy -
veterinarni)

CMDyv pripravil Q/A dokument, ktery by mel
napomoci jak drzitelum, tak pfislusnym uradum, k
zvladnuti pfechodného obdobi ukonceni
uplathovani legislativnich pozadavku podle
smernice 2001/82/ES a zahajeni pouzivani
pozadavku nafizeni (EU) 2019/6. Implementaci
nového narizeni je vénovana zalozka
Implementation of the VMP Regqulation

na webu CMDuv. V této zalozce naleznete prehled
pripravovanych BPG (best practice guide), u kterych
bud’ probiha konzultace, nebo byla jiz konzultace
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https://www.ema.europa.eu/en/documents/other/procedural-advice-requests-classification-variations-not-already-listed-commission-implementing/17-ema/cmdv-guidance-details-classification-variations-requiring-assessment-according-article-62_en.pdf
https://www.ema.europa.eu/en/documents/template-form/request-form-request-recommendation-classification-not-already-listed-variation_en.doc
https://www.ema.europa.eu/en/documents/template-form/request-form-request-recommendation-classification-not-already-listed-variation_en.doc
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/CMDv_QA_on_transitional_arrangements_July_2021.pdf
https://www.hma.eu/631.html
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ukoncena. Pod prehledem ve zminované zalozce
CMDv webu je mozné seznamit se s texty
jednotlivych BPG a komentari k nim.

Jedna se o tyto BPGy:

Konzultace ukonceny

do 29. 12. 2021

do 29. 10. 2021

do 11. 11. 2021
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do 15. 12 2021

BPG pro vybér VLP k SPC harmonizaci

BPG pro SPC harmonizaci referencniho
pripravku

BPG pro SPC harmonizaci u generik/hybridu
BPG pro postup prezkoumani

BPG pro DCP

BPG pro MRP

BPG pro SRP

Doporuceni pro podavani zadosti k

9/15


https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_RP_selection_for_SPC_harmonisation_with_accepted_changes.docx
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_RP_selection_for_SPC_harmonisation_with_accepted_changes.docx
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_Ref_product_SPC_harmonisation_with_accepted_changes.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_Ref_product_SPC_harmonisation_with_accepted_changes.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_Ref_product_SPC_harmonisation_with_accepted_changes.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_Generic-hybrid_SPC_harmonisation-consolidated_IP_comments_with_CMDv_conclusion.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/SPC_harmonisation/BPG_Generic-hybrid_SPC_harmonisation-consolidated_IP_comments_with_CMDv_conclusion.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Re-examination_after_DCP_VRA/BPG_re-examination.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Re-examination_after_DCP_VRA/BPG_re-examination.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_DCP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_DCP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_MRP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_MRP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_SRP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_SRP.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/GUI_Duplicates_.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/GUI_Duplicates_.pdf
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duplikatdm v MRP/DCP

BPG pro informovany souhlas v MRP,
SRP a DCP

BPG pro kontakt s organizacemi

BPG pro zmény nevyzadujici hodnoceni

BPG pro zmény vyzadujici hodnoceni

BPG pro worksharing
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https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/GUI_Duplicates_.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_informed_consent.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_informed_consent.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_informed_consent.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Contact_with_representative_org.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Contact_with_representative_org.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_VNRA.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_VNRA.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_VRA_.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_VRA_.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_worksharing.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_worksharing.pdf
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BPG pro zménu RMS

BPG pro registrace VLP urcenych pro
omezeny trh (vnitrostatni, MRP, DCP)

BPG k validaci zadosti

Probihajici konzultace

do 20. 1. 2022

BPG pro registrace za
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https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Changing_the_reference_member_state.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Handling_marketing_authorisations_for_veterinary_medicinal_products_intended_for_limited_markets.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Handling_marketing_authorisations_for_veterinary_medicinal_products_intended_for_limited_markets.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Handling_marketing_authorisations_for_veterinary_medicinal_products_intended_for_limited_markets.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Validation_of_applications.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_-_Validation_of_applications.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Exceptional_circumstances.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Exceptional_circumstances.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Exceptional_circumstances.pdf
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vyjimecnych okolnosti (vnitrostatni,
MRP, DCP)

BPG k uloze CMDyv ve
farmakovigilancnich zalezitostech

Nove jsou vypublikovan a o BPG a
pripadné formulare doplneny:

- "Postup prezkoumani podle ¢l.
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https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Exceptional_circumstances.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Exceptional_circumstances.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Phv.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Phv.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Implementation_of_the_VMP_Regulation/BPG_Phv.pdf
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50 a 66 (10) narizeni (EU) 2019/6" a to
v zalozce

Re-examination after DCP/VRA

a

- Pokyny k "SPCU harmonizaci
podle ¢l. 70 az 72 naf. (EU) 2019/6" a
to v zalozce
SPC harmonisation

Rovnéz byla zrevidovana sablona
QRD, ktera se uplatiuje pfi tvorbé
SPC, pfibalové informace a navrhu
textl na obaly tak, aby byly splnény
nové pozadavky NVR, jedna se o verzi
9, jak je uvedeno v zalozce SPC,
Labelling and Package leaflet

v textu na konci stranky.
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Upozornéni USKVBL

V souladu s NVR 2019/6 bude
registrace veterinarniho leciveho
pripravku po vydani rozhodnuti
platna na dobu neomezenou.
Dosavadni postup prodlouzeni
platnosti registrace po 5 letech
nebude po terminu 28. 1. 2022
nadale uplatnovan. S Evropskou
komisi bylo diskutovano prechodne
opatreni v souvislosti se
zachovanim platnosti registraci,
jejichz platnost je omezena na dobu
5 let rozhodnutim o registraci a
vyprsi po lednu 2022. Aby se tyto
registrace nedostaly po uvedenéem
terminu do rozporu s NVR, bude v
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pribéhu roku USKVBL vydavat pro
prislusneé veterinarni lecive
pripravky osvedceni, potvrzujici, ze
jejich registrace v souladu s cl.5
odst. 2 a v navaznosti na cl. 152
odst. 1 narizeni, ma casove
neomezenou platnost.

Dotazy tykajici se implementace NVR
2019/6 zasilejte na adresu nvr@uskyv
bl.cz . Podle
oblasti a rozsahu dotazu bychom se
snazili pripravit webinar(e) zamereny
(zamerené) na diskutovanou cast
novych pravidel danych novym
narizenim.
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