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In compliance with the Act No 378/2007 on Pharmaceuticals and its implementing Regulation
No 228/2008 on Marketing authorisation USKVBL requests for ensuring quality, safety and
efficacy of Immunological veterinary medicinal products (IVMP) observance rules that are
detailed described in some legal regulations concerning the marketing authorisation area.

General guidelines (See Czech version)

- USKVBL/REG-3/2009 Rev.2 - Templates for preparation of SPC, labelling and package

leaflet
- USKVBL/REG - 1/2010 Rev.1 - Detailed information on the draft texts for small

single-dose immediate packaging units of IVMP in a language other than Czech

Guidelines for particular parts of dossier

For the preparation of the quality, safety and efficacy part of the dossier for IVMP for the
purposes of marketing authorisation applications, the requirements of European
Pharmacopoeia published by EDQM together with recommendations of guidelines published on
the European Medicines Agency (EMA) web-site should be taken into consideration (see the

link below).

In addition to the overview of EMA guidelines below, the EMA also publishes and updates the
list of reflection and position papers on the clarification of requirements in different areas of

IVLP assessment.

Overview of EMA Guidelines for Inmunological Veterinary Medicinal Products:

http://www.ema.europa.eu/ema/index.ijsp?curl=pages/requlation/general/general content 000
194.ijsp&murl=menus/requlations/



http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000194.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058002dd33
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000194.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058002dd33
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regulations.jsp&mid=WC0b01ac058002dd33

Name of the GuidelineReference number Effective from Note
Guideline on requirementshidy CeNdR3 BV EY 8 6 Gotsb CIMDGBRiMmunological M&@inary medicinal prc
Environmental risk assedsMA/Tiaviiron4ridtogical OeteBN@9medicinal products
Guideline on data requireEdACRSVEN NGRS T8 6N REH@TT2brBposition of authorised equine influenza v
Use of adjuvanted veterindeM»4Chine3/IWP/043/97 01/12/1998
DNA vaccines non-amplifi&dBAIC ¥R MR @288 oD 1/etei208ry use
Duration of protection achievMsdl Gy VRE@BRIBPvaccir@t/05/2001
EU requirements for batcheMAIb\VIVEISE2MAnd minimQer2e2 or batch potency for developmental sa
Field trials with veterinaryB/déoia®$/1P/852/99 01/12/2001
Requirements and controENMAKG&INB/B48i06 $deur® tdd200Be production of immunological veterina
Requirements for the prodigitiohiand control of allefjéBi@D4cts for use in animals
Live recombinant vector viabbii€d/\dPi@ddrivary use€)8/06/2005
User safety for immunolo@ibéh@taviRaNy R1Sdici S PPOfiL/AR07
Requirements for an authBNsat@YMRASY B122P64E DR 2005tances for vaccines for use in birds agair
Requirements for an authBNsat@YMRASY BX22p ek BR200&ances for vaccines for emergency use a
Data requirements for immuidiegi€zV MiaNKRry 2628RiIaQ I Bawct3 intended fiiEvihor use or minor sp
Requirements for combin&dEsENHe BV EzS6dati@EROMnological veterinary medicinal produc
The procedure to be followBd/HeYi M RyéeR /@04 3at@aéaamitdl product is suspected to be contamii
Data requirements for mulElgird VAR S f00 HBAGIDATEET A280ddnes against avian influenza (Al), blue
Data requirements for theblrbAACS e t\WiRZ $ QODidM@ r02526r Seeds (MS) already used in authorised
Design of studies to evaludiAACIAMRYIAWHe) @ty 20 @5 2@at2ines
Data requirements to supdoi EALGE giaBlitl /Aa0md TiRG@EREOnary vaccines
VICH GL17 Stability testing MR Qdrical bidRiidada8@tinary medicinal products
VICH GL25 Biologicals: tediikip\aD vid N bl 0@deh 9de05/2003
VICH GL26 Biologicals: teEfihg/CA\isHrdHT Fhi0id646d 01/05/2003
VICH GL34 Biologicals: tediikip\ MNP délettid 6 DLNEBARRAR01E contamination
VICH GL40 Test procedurEd/&Al QudspIahCel Eiteripfon m@@totechnological/biological veterinary m
VICH GL41 Target animal sAfletyC ¥Réirivigitdn 05 v20a@riea0Bvaccines in target animals for absenc
VICH GL44 Target animaltssfatg oV d i Bo066 iRP0TE2008ted vaccines
VICH GL50 Harmonisation ENMAIENAB AW DI/ 5221 GiZDER Ob8ch safety testingdar ieasitivakelisacnin
VICH GL55 HarmonisatioreM A@aAROAGH/ES 136 E0E@dNS20bt8ch safety testingdhor VimesicacElaeis ifmm »
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000194.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058002dd33

