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EMA and VICH Guidelines

Here you can find a list of _quality guidelines for veterinary medicinal products as published
by European Medicines Agency (EMA) and Veterinary International Co-operation on
Harmonization (VICH). These guidelines together with requirements of the current version of

European
and Czech Pharmacopoeia should be taken into consideration for the preparation of the quality

part of a registration dossier.

Apart from the following guidelines, EMA also publishes and continuously updates a list of
questions and answers ( Part 1 and Part 2 ) concerning interpretation and implementation of

the guidelines.

1. Development pharmaceuticals

Name Number Effective from Source
Development pharmaceutics EMEALDYBMEP /Besigdhaldeosdo @800 EMA

Sterilisation of the medicikdVpraiict ACV P WAHRITBA/ RBEP R /20d Primary EbAainer

Note

Decision trees for selecti@ii AteMd&06518hods Septemnben8tDibr guidaBbdon development phe

2. Manufacture of medicinal product

Name Number Effective from Source
Manufacture of the finishteld EAgay&ere6/95  June 1996 EMA

Note
G

Start of shelf-life of the filabted/GASdE2468/0 {Anfseceniben@dO for guidarteelAn the manufacture oA
Process validation for firAddbRUES/MPOWWBXISYVBHATRERY 20 b2 proviebtAin regulatory submisGiot



http://www.ema.europa.eu/ema/index.jsp?%20%20curl=pages/regulation/general/general_content_000368.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058002dd34
http://online.edqm.eu/entry.htm
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/quality_qa_part1.jsp&mid=WC0b01ac05801bf0c2
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/quality_qa_part2.jsp&mid=WC0b01ac05801bf0c3
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Limitations to the use of Elfizlafe\lide i (¢ makafatt@@0df medicinal products
EMA Guideline
Use of ionizing radiation irBtkv@4Aanufacture of matliggne®PPoducts Eudralex Gui

3. Active substance

Name Number Effective from Source Note
Active substance masteEMEpreeblite 34/02  October 2012 EMA Gl
Chemistry of active subdEhhaaSkAdl/ il 203604862718 EMA Gui
Summary of requiremenkM&AdEig BUtBa2s irdbrigualiOdart of the delsbier Gui

Template for the qualificENArd&B292IP) teclaratibme®@@bining good markeNa&turing practice comgshai
Chemical structure and [EridideGiéMEYitRViLPI8 @2oPrtatere8Gdr the evaluatitAdf new active substafies
Use of cocrystals of activesii3aneéB/Q\WiehSihaod it s EMA Ref

4. Impurities

Name Number Effective from Source Note
Implementation of risk a&3dAsGiélhtR&QWiRBRNIY Bty @El8mental imp&itiAs in veterinary medi€it
HAssessment and contr&NAINAMR&R kY 37 24§20d)Bmpurities in veteriBBbp medicinal products Dra
Control of impurities of pEAMBACYOLRIDSIBIancddaczimBii@hce with the Helvbpean Pharmacopoeid’ge

Setting specifications foiGielstieCiid Britys Pi1DdndikcR013 EMA Gui
VICH GL10 Impurities inC\MR/AtELIHAE3 00 feedmeay 2008 VICH Gui
VICH GL11 Impurities inCA\MR/&tEDIH 89818 ditel gradugt2008 VICH Gui
VICH GL18 Residual sol&hi&iV iiad/ 5e2idary melgi@daPproducts, activéd/Kobistances and excipic@ts
Annexes to VICH GL 18EMEA/CVMP/511/03  March 2013 EMA Anr

Application of VICH GL B3ArAvE€siiMBI42B/emts tdlasted@tdry medicinal prdeéts containing existingsag

5. Excipients

Name Number Effective from Source Note
Excipients in the dossier EdviBppG3aUEYII04 9@ rketingaadB89isation for vetdeldary medicinal product§

2/5



PART Il Quality

Written by Administrator - Last Updated Wednesday, 06 March 2019 06:24

Inclusion of antioxidants @nvdviRNIE?ob1 &l @beserdaiues yni@@8dlicinal prodEdéA Gui
Quality of water for pharrG&detCaNVEz£58/01 June 2002 EMA Gui
Water for injection prepdiétMiy/ G887 068 March 2008 EMA Ref
6. Packaging
Name Number Effective from Source Note
Plastic primary packagingMaiGNdP/205/04  December 2005 EMA G

7. Specifications, analytical procedures and analytical validation

Name Number Effective from Source Note
Parametric release EMA/CVMP/QWP/339588480@8y 2007 EMA Gl
Specifications and contr@@A€31s An the finished prddoet 1992 Eudralex Gui
VICH GL1 Validation of d0¥MiR/sI a6 : defDitiobeari®8&rminology VICH Gui
VICH GL2 Validation of ENAWRAAI@irz68d98s: m&btatwodPo9 VICH Gui

VICH GL39 Test procedurbi=ai@ HbtieplHD LS diavembew2dfi6rinary dridGbstances and new rGea
VICH GL40 Test procedurbi=i@ YbtieplHD ek ritdiaviembewafioGchnologMKlMiological veterinary (e
Dissolution specification EvigéGetid GV it EWARBGEEBRRLY VICH Ref

8. TSE

Name Number Effective from Source Note
Minimising the risk of tralabiitidd GBitnal spdngbdim encephalopatBylAgents via human anuedeline

9. Stability
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http://www.ema.europa.eu/ema/index.jsp?%20%20curl=pages/regulation/general/general_content_000368.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058002dd34
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Name Number Effective from Source Note

Declaration of storage c@&hdiEidMsY MmR2/@8odufdctdbemai68 of pharmadauiical veterinary medicifie
In-use stability testing oftidieArGMRa¢iRz G prodepsefmbeu@bRimmundiddical veterinary mediciGali
Maximum shelf-life for ste b BRGNP O89S Babrdast 8p8ning or folldalfy reconstitution Gui

Stability testing for appliEafans HivIRAT SRS I Padietey/201dorisation  EMA Gui
Stability testing of existing ME&ACMNIBY846£3ANnd SelptechbeisB@tiiproductsEMA Gui
VICH GL3 Stability testifigvdfl REWCEI898499 drug)anbsigr2e88nd medicindi@oducts Gui
VICH GL4 Stability testifgVteVCHE800188) dodslgy 200G VICH Gui
VICH GL5 Stability testinGMbhBiv$€zipg 1teting dilagve®@erinary drug subd€rdces and medicinal fod
VICH GL8 Stability testinG Vo rigdiidi8d6:88mixe®ecember 2000 VICH Gui
VICH GL45 Bracketing andEM&AKBIY\MIRAKICS1168 SipdiHIEDDISting of new vetd@hary drug substanceszan
VICH GL51 Quality: statisiMAl/EYaURNG O B 8588iMBekidaary 2014 VICH Gui

10. Herbal medicinal products

Name Number Effective from Source Note
Declaration of herbal subishMEées! EirOiSH R @ aiEiRBEIBI08al mediciEAAroducts/traditional héit
Quality of combination he aAH¢IEIGAT pitdfiCie iRl HO B8l mediciEAlAroducts Gui
Quality of herbal mediciftzP prBduV$1E814i8d0@I hekpel Bteidicinal products EMA Gui

Specifications: test proc&RIY viRe8aaice dBitpientren@®al substanEddAherbal preparations @n¢

11. Specific veterinary dosage forms

Name Number Effective from Source Note
Additional quality requirdsiviiafs @/ NMROBEHE htendldy f@9rRcorporation intdediimal feeding-stuffs (nfa
Quality aspects of pharnkddedtiCAl MBI #EOBMediames yaRGEbninistration kMAlrinking water Gui

Quality aspects of single=dibis AR AN SR G 4cFfticRiidTs 2010 EMA Gui
Quality of modified releastEdgYEMBYBROIORY etdretamyang 2004 EMA Gui
Maximum in-use shelf-lifieNti AvieilivHetDa0/en g Bedtember 2002 EMA Pos

Premixes for medicated EdEAG MY 1@N@Terindygqust V8881s powders/ditAiles for oral use or uBed
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12. Minor uses / minor species (MUMS)

Name Number Effective from Source Note
Quality data requirementk KbAAMYVIRAOWWRE RS T4 BaRitdcysa005hded for miMdAuse or minor specie$s(
CVMP guidelines on datavicpitzvidRid 386vVeiendaly 208dicinal products iBMAded for minor uses dC'WA
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