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This is a list of guidelines for the safety of veterinary medicines as issued by the European
Medicines Agency (EMA) and the International Veterinary Conference on Harmonization
(VICH).

The page is structured and contains instructions from the field of toxicology, user safety,
environmental safety, and guidance on residue safety assessment (lead times, MRLs). Please
click here: http://www.ema.europa.eu/ema/index.ijsp?curl=pages/requlation/general/general ¢
ontent_000384.jsp&mid=WC0b01ac058002dd37

In addition to the guidelines mentioned below, the EMA also publishes and updates a list of
frequently asked questions and answers concerning MRL determination, please click here: htt
p://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q and a/q and _a detail 00003
9.jsp&mid=WC0b01ac058002d89b

List of scientific guidelines on the safety - part lll.A :

TOXICOLOGY

Name Number Effective from Note
VICH GL22 Safety studies 1oV iiReNiak/ s26¢aa0dueDitYG@R0Lfood: reprodudtimralstudies
VICH GL23 Studies to eval@idihe/saétyas/adkiues dfveteataby drugs in humi@evodd: genotoxicit
VICH GL28 Studies to evaldsfie ¥ €404 52004 riRevpitil@2006uman: carcinogeniclty testing
VICH GL31 Safety studies oM@y 48d¢22duesin/Baraan4ood: repeat-dds@d90) toxicity testin
VICH GL32 Studies to eval@AidMiRe/satety85E adfi8ues of veterinary drugs in hunframaiobdopledchypGie
VICH GL33 Safety studies leMAcGNAN AV IQH6E8H/@2TAEERRAN Good: general aBprodth to testing
VICH GL37 Safety of vetefMavPAviliGslid8R/2G0GBfood Bép@at2868e (chronic) toxieihatesting
VICH GL54 Studies to evalaktA/D¥ da&TAYCH /@38 RSB Met&iafty drugs in human food: general ap
Assessment and control ofmm@amwswwmymwrmes in veterinary meédtiafhgljetinets
Regulatory acceptance of ERIAP HbHVE NiVirROksH 3B $BEIPEAP0ERting approaches
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USER SAFETY
Name Number Effective from Note
User safety for pharmaceutiel zateNAA R/ 5ASAREI08| Ber@ dlctS/2010 Rev. 1
User safety of topically admihAe@d\bire8UWERY721059/2014 Draft guideline
A

ENVIRONMENTAL RISK ASSESSMENT

Name Number Effective from Note
VICH GL6 Environmental iMRAdPAY$EsEB8211 EAIRAS) foR0AERR0Y medicinal proudtetifihase |

VICH GL38 Environmental IJAEY S$SeEZO@RB0Rr vetelindizbtEdicinal productsGiittelseel|
Environmental impact asse&dviteAtGoiW Bl &ritvaldy 1182822 E0%MBa081s Gosupport ofRee. VICld rg (205
Assessment of persistent, EdAACOMMEBTE & AreRi BRI 4046/ persistent andiwedgl@accumulat
Authorisation of veterinary fabt¢DYMIPOMHBRS tEAaBNg (potential) persistent, RRedlectionu(zdiperand
Determining the fate of vetdeEiOY b ERAMSO3XE/ RBOMB[2e1 1 Guideline
Higher tier testing to invéstigatvini dtie 88 o4 parasRitidal veterinary me&ieffeadtimoghagisron dung
Plant testing strategy for veterinary medicinal products

EMA/CVMP/ERA/689041/201150/2017 Guideline
Assessing the environmentdt A QViM&iERAIMOB8SES A0AcriBan8 medicinal prodGetisleligeoundwate
Poorly extractable and/or n&iv AdG\d MBERENSBIREAIEE 14 Reflection paper

Risk-mitigation measures rel2héa/ NP daRAWPEOABASKAdfessment of veterinBeflewidinipalbarodu
ERA - QaA document impleehdBeviMPERAP Z20dd|iaetewironmental impaQbadsBessient for v
Antimicrobial resistance in the environment
EMEA/CVMP/ERA/632109/2014
Reflection paper
ERA-QaA document in dtiidida893A88/B0idline on the assessment of pe@#sient, bioaccumulative and tc
Interpretation of Article 1B(TA/G\REBGLERIAI6 20422026 Reflection paper
Interpretation of Article 2\dARRGUIRRIEEIRAEI45301 32621 Reflection paper
Criteria for determining tBMAICYiPE1d@astarReRis essential when consideddticihe@apetext of Article 3:

Environmental risk assessment of ectoparasiticidal veterinary medicinal products used in cats and dogs
EMA/CVMP/ERA/31905/2021

Draft Reflection paper

>
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List of scientific guidelines on the safety - part lll.B :

RESIDUES/WITHDRAWAL PERIODSO

Name Number Effective from Note

Approach towards harméhdaAgovii RIG8Eawabixriodist 997 Under revision
Updated application software: withdrawal time calculation for tissues  web page EMA
Determination of withdraalE#edad P4 1iBilk998 08/09/2000 Under revision
Updated application software: withdrawal time calculation for milk web page EMA

Injection-site residues EMEA/CVMP/542/2003 13/04/2005 -

Setting health based expdddvE v/ @Y My SVWIRK Esr@tEa idh in the mbindiactavésadrdifferent medicine
VICH GL46 studies to eE\late NEiREVABHlidb3aitE AR I kinetics of veterinary drugs in food-producin
VICH GL47 studies to eEEeNEPEVABHIB3NIA2@E™ME kinetics of veterinary drugs in food-producin
VICH GLA48 studies to eEate INEVREVABHIE3NIEI2EM6 Kinetics of veterinary drugs in food-producin
VICH GL49 studies to e\EEEENMRAACHIIGIRA2EBIE Kinetics of veterinary drugs in food-producin
VICH GL56 studies to e\lrate WeRNEEbioligBo3a4PBERN I kinetics of v&leafhary drugs in food-producin
VICH GL57 on studies t&MAIGatE 1Y IGet&do sEd/@id3et’Iue kinetics dDradterinary drugs in food-prodt
Injection-site residues: ¢&visideYAIBr 20T IBR SR ME13and residue ddelfigithongapers

Introducing a review andElbalATS MFRYCSSYRBEZPGEHERRIRES Bn residues stGdiesecot pdpgthese into line wil

>

MAXIMUM RESIDUE LIMITS (MRL'S)

Name Number Effective from Note

Approach to establish a phdZMisliBYEABEECSNANB6] Aty i BADI) -
Data to be provided in suppoil BAZC ¥tieS t63mZi20e 20dudstadte in the list of substances considere
Risk-analysis approach for EediflAéS BIMNANBS 00food di0apdeAlaarigin -
VICH GL36 Studies to evall=ibATke/ 84w CHESA2aD B veteftasy drugs in human food: General apy
Assessment of bioavailabilifyMEBIGNIMESWWEsI5688/(2RFXaNdi8es of animal orldéiléction papterd of
Consideration of adjuvants @viMi?EsE3tatv280rder Colfic22680udlation (EEC) N&REBECHd0 lagpeysiov
New approach developed M ISIVFF 0883H6A2A0BC ARUOS/200&nization/World HeldbtiOngaayzaton |
Approaches on how to conkiliErACNHHMRABAOE/200E22/dfl RO ation 2377/90 Concept paper
Definition of substances cafAldRiDpBaraetBlegital ad42Biedcontext of CourtiisioachPep@001/8:
Establishment of maximum Ed4ERUENAMVIES/ 81000 nsideHrgadeaily intake by ¢tokitiem Paper
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AVAILABILITY (MINOR USES / MINOR SPECIES)

Name Number Effective from Note
Guideline on safety and resWéMM@WBf&Qﬂﬂimlcal veterinarymedicinal produc
Note regarding CVMP guideMiea/Q\VNHA11@BRIN22e pOVE2&DBary medicinal products intended 1
Establishment of MRLs for SMaAARIAE Rb 88T fin fidhi/01/1998
Position paper regarding av& MEMCMMEYESTAPB medicirti raa08ts - extrapolatlon of maximum res

>

MULTIDISCIPLINARY

Name Number Effective from Note
Guideline on pharmaceutic&l ftkel Cotthtradodpddductts/12/2006 -
Investigation of chiral activdI635§tatdes 01/10/1993 -

174



