KOMNCCHNA KOAEKC AAMMEHTAPUYC

NpogoBonLCTEEHHAR W @ BeeMupHan opraHu3aumMa

CENbCKOXO3ANCTBEHHARA OpraHM3aumna

ObveguHeHHbix Haywi = i PaneHnn
Viale dalle Terrme di Caracalla, 00153 Pum, WTanua - Tel: (+39) 06 57051 - SnexTpossan nodta codex@iao org - www codexalimantanus.org
MyHKT 4.12 NnOBeCTKU AHA CXICAC 24/47/14

Hos6pb 2024 ropa
COBMECTHAA NPOrPAMMA ®AO/BO3 NO CTAHOAPTAM HA NMULLEBBLIE NMPOAYKTbI
KOMUCCUA "KOOEKC AITMMEHTAPUYC"

Copok cegbmas ceccus

PABOTA KOMUTETA KOOEKCA MO OCTATKAM BETEPUHAPHbIX JIEKAPCTBEHHbLIX
NPEMNAPATOB B NMULLEEBbBIX MPOOYKTAX (CCRVDF)

1. Komuncenn npeannaraeTcd yrBepanTb nepedncrieHHble B 4acTu 1 HacTosLwero OOKYMeHTa CTaHOapThbl U
poAcTBEHHbIE TEKCThI, NpeaAcTaBlieHHble Ha OKOHYaTellbHOEe YTBepXXAEeHMe.

2. Komuccun Ttakke npegnaraetcd yTBEpAWUTb MEPEYUCTIEHHbIE B YACTU 2 HACTOSALLEro AOKYMEHTa
MakcumarnbHO gonyctumble ypoHu (MOY) octaTkoB, BHeceHHble Ha Lllare 5. B cnyvae yTBepxaeHus
MLOY 6yoyT nepeBegeHbl Ha Llar 6 ons noaroToBkv AanbHEMWMX 3aMeYaHWi U pacCMOTPEHUST Ha
28-1n ceccun CCRVDF.

3. 3aMeyaHusl No ctaHOgapTaM U poACTBEHHLIM TEKCTaM, NpeacTaBneHHbIM Ha YTBEPXAEHWE Mo uToram
27-n ceccum CCRVDF, npusoasitcs B nokymeHTe CX/CAC 24/47/14 Add.1.

4. Komuccun Takke npegnaraeTtcs yTBepAnUTb NMPUOPUTETHBIN NepeyeHb BETePUHAPHBIX NeKapCTBEHHbIX
npenapaToB M npeacTaBneHHoe no utoram 27-n ceccum CCRVDF npepnoxeHne o HoBon pabore,
0 KOTOPbIX rOBOPUTCH B YacTu 3 HacTosiero AokymeHTa. NpeanoxeHue o HoBon paboTe cogepxuTcs
B MNpunoxeHun |. Komucecun npegnaraeTca pacCMOTPETb 3TO NpeasioxkeHme B cBeTe CTpaTernyeckoro
nnaHa Ha 2020—-2025 rogkl, a Takke C y4eToM npuBeaeHHbIX B PykoBoacTtee no npouenype Komuccum
KpuTtepunes ycTaHOBMNEHMS MPUOPUTETOB paboTbl U Kputepues ydpexaeHust BCnoMoraTesnbHbIX OpraHoB
Komuccun "Kogekc AnnmeHTtapnyc”.

5. CnepnyeTt oTMeTUTb, YTO Ha cBoen 38-1 ceccun (2015 roa)! Komuccusi noctaHoBuna octaBuTb NPOEKT
MIY ocTtaTkoB pekoMOMHAHTHOro Gblubero comatoTponuHa (rbST) Ha Llare 8, ¢ Tem 4yTOGLI OaThb
OONOMHUTENbHOE BpeMs Ansi BO3MOXHOIO [OOCTUXKEHWUs KOHCeHcyca, M 4To npoekt MIOY OGyget
BKIHOYATBLCSA B NOBECTKY AHS Komuccum ons toro, 4Tobbl ero MoXHO Obino odcyanThb.

6. UcnonHutenbHblh komuteT Komuceun "Kogekc AnumeHTtapuyc" Ha cBoen 87-in ceccumn (87-a ceccus
VMcnonHutensHoro komuteTa) NpoBeaeT KPUTUYECKMI 0630p 3TUX TEKCTOB.

1 REP15/CAC, nyHKT 62.
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Yactb 1 - CTaH,D,aprI U poAcCTBEeHHble TeKCTbl, NpeacTaBlieHHblIe Ha OKOHYaTelNlbHOe yTBepXxaeHue

pblb 1 Meq

CTtaHpapTbl U pOACTBEHHbIE TEKCTbI Ccbinka War
REP24/RVDF27,
MY ocrtaTkoB knonuaona (ModYku, neyeHb, MbllledHasi TKaHb U .
NOANYHKT i) NyHKTa 52, 5/8
KOXa/lhkup Kyp)
MpunoxeHue Il (4actb 1)
MIY ocTtaTkoB nmuaaknonpuaa — une (MbllleyHas TKaHb C KOXeNn REP24/RVDF27,
B €CTECTBEHHOM COOTHOLLEHWUW) U/UMKN MbllEeYHAsA TKaHb KOCTHbIX  MOAMYHKT ii) NyHKTa 52, 5/8
pbIO Mpunoxexue Il (4acTb 1)
MAY ocTaTtkoB, NoOMy4YeHHblIE METOAOM IKCTPanonAumm:
KOCTHbI€E pbIObI
REP24/RVDF27,
* niodheHypoH — cpune noanyHKTI i) wiil) nynkta 59 g
e 3MaMeKkTuHa 6eH30aT — MbllleYHas TkaHb 1 oune W MOANYHKT iii) NyHKTa 76,
Mpunoxexue IV
BCE NpoYUe XBayHble
® VBEPMEKTMH — MOJIOKO
PepakuuoHHas nonpaska k "Hopmam u npasunam Hagnexauwero REP24/RVDF27, )
KopmreHust xxmBoTHbIX" (CXC 54-2004) nyHKT 12, MpunoxeHne I
MepecmoTpeHHas pepakums  "TpyHUMNOB aHanu3a pPUCKOB,
npuMeHsaembix Komutetom Kogekca mo ocrtatkam BeTepUHapHbIX
nekapCTBEHHbIX NpenapaToB B NULLEBbLIX NpoaykTax”
MepecmoTtpeHHas  pepakuua  lMpunoxenns C "MMogxon K
ONpefeneHnio  MakCMManbHO [AOMNYyCTUMbIX YPOBHEW OCTaTKOB
BETEpUHAPHbIX MPernapaToB METOLOM SKCTpanonsiumm Ha oaut unn -~ REP24/RVDF27,
Heckonbko BUAOB" K pasgeny "TpuHUMNLI aHanmMa3a puckos, MOANYHKT ii) NyHkTa 59
npumensiemble Kommtetom Kogekca no ocrtatkam BeTepuHapHbix — MYHKT 62, noAnyHKT ii) _ .
nekapcTBEHHbLIX NPenapaTos B NULLEBLIX NpoaykTax" PykosoacTea MyHKTa 76 1 NOANYHKT i)
no npoueaype NyHKTa 91, I'Ipvmo>+<eH|/|e \%
e [lepecmoTpeHHbIn KpuTepui 2b (vactb I1)
e HoBbin Habop kpuTepueB pna akctpanonsuun MOY Ha
BepOntoao0BbLIX
e [loNONHUTENbHBIN KPUTEPUIA AN SKCTPaNossiLMn B OTHOLLEHWM
MOJIoKa
BknioueHne B PykoBoactBo no npouenype [punoxexua D
"Kputepun 1 npouenypbl yCTaHOBNEHUS YPOBHEW MPUHATUS Mep
ONS OCTaTKoB BeTEepUHapHbIX NpenapaTtoB, cogepXaluxcs B
NULWEBbLIX MPOAYKTaxX >XMBOTHOIO MPOUCXOXOEHUA B pesynbraTe REP24/RVDF27, nykkr 110,
Hen3bexHOro M HenpegHaMEPEHHOro MnepeHoca BeTepUHapHbIX
" Mpunoxenue V (yacts IlI)
npenapaTtoB B KOpMax HeLEneBblX XMBOTHbIX" K pasgeny
"MpuHUMNbLI aHanu3a puckoB, NpumeHsaemble Komntetom Kogekca
Nno ocTatkam BEeTEPUHAPHbIX JEKAPCTBEHHbIX MNpenapaTtoB B
nuLLeBbIX NpoaykTax”
Mocnepytollasa nonpaska k pasgeny "CocraBneHne NpUopUTETHONO
nepeyHa" (nyHkT 133) "MpuHLMNOB aHanu3a puckos, npuMmeHsiembix REP24/RVDF27, nyHkT 112, i
KomuteTom Kogekca no octatkam BeTepuHapHbIX NekapcTBeHHbIX [MpunoxeHue V (YacTb )
npenapaToB B NULLIEBLIX NpoaykTax" PykoBoacTea no npoueaype
YacTb 2 — CtaHaapThl, NpeAcTaBneHHble Ha yTBepxaeHue Ha Llare 5
CraHpapTbl U pOACTBEHHbIE TEKCTbI Ccbinka LWar
REP24/RVDF27,
MIY octaTkoB hymarunnuH auuuknorekcunamuda (OUMN) — dune NyHKT 53 5

Mpunoxenue Il (vacto II)
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YacTtb 3 — [peanoxeHus o npoBeaeHMN HOBOMW paboThbl

TekcT

Ccblifika M NPOEKTHbLIN AOKYMEHT

MpennoxeHne o HoBol paboTe Mo pa3paboTke pykoBoACTBa ASis
KOMMETEHTHbIX OpraHoB O TMOpsigke [JdelcTBuMin B crnyyae
obHapyxeHus OCTaTKoB BETEPMHapPHbIX npenaparos,
codepxallMxca B MPOAYKUMM M3 HeueneBblX >XWBOTHbIX B
pesynbTaTe Heu3BexXHOro U HenpefHaMepeHHOro nepeHoca B
KopMax

e REP24/RVDF27,
nyHKT 111, MNpunoxexwne VI

o [lpunoxenue | k HacTosiILLEMY
OOKYMEHTY

MproputeTHbIN
npenapaToB

nepeyeHb BeTepUHapHbIX NeKapCTBEHHbIX

REP24/RVDF27, nyHkt 113,
NOANYHKTHI i) 1 ii) nyHkTa 114 1
NOANYHKT i) nyHkTa 140,
Mpunoxexue VII (vactu |, V n VI)
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MpunoxeHue |
MPOEKTHbIA OOKYMEHT

NPEANOXEHUE O HOBOI7IVPABOTVE NO PASPABOTKE PYKOBOACTBA AJ1A KOMMETEHTHbIX
OPIrAHOB O NOPAAKE OEUCTBUN B CITYYAE OBHAPYXEHUA OCTATKOB BETEPUHAPHbIX

MPENAPATOB, COOEPXALLUUXCA B NPOAYKLUUN N3 HELIENEBBLIX XKUBOTHbIX B PE3YJIbTATE

1)

2)

3)

4)

HEU3BEXXHOIO U HENPEOHAMEPEHHOIO NEPEHOCA B KOPMAX
(Ha yTBepxpeHue)
Llenb n cchepa oxBaTa npoekrta

Llenb npegnaraemoit HoBon paboTbl 3akniovaeTcs B pa3paboTke pykOBOACTBA AMNS1 KOMMETEHTHbIX
OpraHoB C OMMCaHMEM BO3MOXHbLIX BapWaHTOB OEWCTBUA MO 3allMTe 300pOBbA NoTpedutenen u
obecneyeHnto O0BPOCOBECTHOM TOProBnM MNPOAOBOMLCTBMEM B Crydae OOHapyXeHMsi OCTaTKOB
BETEPMHAPHLIX MPenapaToB, coAepXaluxcs B MULLEBON MPOAYKUUM U3 HELENeBbIX XXMBOTHLIX B
pe3ynbTtarte Hen3bexHOro M HenpegHamMepeHHOro nepeHoca BeTepMHAPHbLIX NpenapaTtoB B KOpmax.
Mpeanaraemoe pykoBOACTBO GyaeT pacnpoCTpaHATbCS Ha CUTyalMu, KOrga ypoBeHb COAepXaHus
TaKkuX OCTaTKOB HWXXe UNK Bbllle YycTaHOBINEeHHOro Kogekcom ypoBHS, Npu KOTOpoM TpebyeTcs NpuHATUe
Mep, a TaKKe Ha CUTyauuu, Korga Takon ypoBeHb Kogekcom He yCTaHOBIEH.

3HaunmocTb n aAKTyalnibHOCTb

Hoeas pabota npeacraensieTcs akTyanbHon ¢ yv4etoMm Toro, uTo CCRVDF Ha cBoen 27-n ceccun
pekomeHaoBan BHECTM n3MeHeHus B PykoBOACTBO MO npoueaype, npeaycmarpusatowime pa3paboTky
YPOBHEN MPUHATUS Mep Afs OCTaTKOB BEeTepMHApHbIX MpenapaToB, COAEPXKAalUMXCH B MULLEBbIX
npogyktax B pesynbtate nepeHoca. Bmecte ¢ tem CCRVDF npusHan, 4to Heobxoammo
OOMONHUTENbHOE PYKOBOACTBO, Pa3bsCHAOLWEE, Kakne Mepbl MOryT ObiTb NPUHATHI CTpaHamu, Koraa
TakMe YpPOBHM OKa3blBAlOTCA MPEBbIWEHbl WM 3HAYEeHUS TakuxX YPOBHEW He YCTaHOBMEHbI.
Mpepnaraemasn paboTta Nnpu3BaHa JOMONHUTL NPOBEAEHHYIO paHee paboTy MO YCTaHOBIIEHMIO YPOBHEN
NPUHATMSA Mep.

OCHOBHbIe paccMaTpuBaemMbie aCcneKTbl

B pamkax gaHHoW paGoTbl GyayT paccMOTpeHbl BapuaHTbl Mep, KOTopble MOryT GObiTb MPUHSATHI
KOMMETEeHTHbIMM OpraHaMu Npu oGHapyXeHU OCTaTKOB BETePMHApHOro Nnpenaparta, CoaepXKalliuxcs B
MULLEBOM NPOAYKTe B pe3ynbTaTe HeM3BEeXHOro 1 HenpeaHaMmepeHHOro nepeHoca, B CUTyaumsix, koraa
YPOBEHb cofepXaHuns Takoro npenapara BblLLe UMW HKe YCTaHOBMNEHHOro KooekcoM ypoBHS MPUHATUA
Mep WUNu Koraa ypoBeHb NPUHATUA Mep He YCTaHOBMEH.

OueHka Ha ocHoBe KputepueB ycTaHOBINEHUS NPUOPUTETOB paGoThl

a) 3awmTa noTpebuTens ¢ TOYKU 3PeHUs 340POBbSA U NpefoTBpalleHUA MOLUeHHU4ecTBa.
Ona 3awuTbl 300pOBbsi NOTPeOGUTENE pyKoBOACTBOM OyaeT npefyCcMOTPEeH OCHOBAaHHbIA Ha
OLEHKE PUCKOB MOAXOA K Cry4asiM OOHapyXeHWUsi OCTaTKOB BETEPUHapHbIX NpenapaTtoB B
MULLEBLIX NPOAYKTaX B pe3ynbTaTe Hen3bexHOro 1 HenpeaHaMepeHHOro nepeHoca.

b) Pasnuuua B HauuoHanbLHOM 3aKoHoAaTeNnbCTBe CTPaH U OGYCNOBIEHHble 3TUM
CylleCTBYyIOWME MIUW MNOTeHUManbHble MNPEensTCTBUS ANA MeXAYHapoO4HOW TOProsIw.
CyuwlecTByloliMe Ha [AaHHbIA MOMEHT nepefoBasl MpakTUKa W 3aKOHOAATENbCTBO.
B HacTosilLiee BpeMsi CTpaHbl MPUMEHSIIOT camble pasHble NOAXOAbI B Cry4Yae 0GHapyXeHUst Takux
OCTaTKOB: B OJHWX CTpaHax OHW aGComnMoTHO HEAOMYCTUMBI, B APYTMX YCTAHOBIEHbI MakCUManbHO
JOMYyCTUMbIe YPOBHW, pasnuyalolmMecs OT CTpaHbl K cTpaHe. PYKOBOACTBO CTaHeT Ans CTpaH
NOACMNOpPbEM B NMPUMEHEHWUMN NOAXOAA, OCHOBAHHOIO Ha OLIeHKe PUCKOB, CNocoGCTBYS pa3BUTUIO
TOpProBnu.

c) O61beM paboT u ycTaHOBIIEHUe NPUOPUTETHLIX HanpaBneHui paboThbl.

Pa6oTta GygeT B NepBylo odepedb HanpasrieHa Ha onpeaeneHne Mep, KOTopble KOMMNEeTeHTHbIN
opraH MOXeT MNPUHATb B criy4ae 06HapY)XeHUsI OCTaTKOB BETEPUHAPHbIX NpenapaTos Ha ypoBHe
HWXXEe WNK Bbllle ycTaHoBNeHHoro KooekcoM ypOBHS MPUHATUS Mep, a Takke Ha BblpaboTky
[OMNONHUTENbHBLIX BapuvaHTOB Ha Ccryyai, ecrnuM ypoBeHb nNpuHATUA Mep Kopekcom He
YCTaHOBIEH.
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5)

6)

7)

8)

9)

d) PaboTta, paHee BbINONMHEHHas B 3TOW oO0OGnNacTUM ApPYrMMM  MeXAyHapoAHbLIMU
opraHusaumamm. CoemecTHbIM coBewaHmem akcneptoB PAO/BO3 6bin noarotoBneH goknag,
Mo BONPOCY O Heu3bexxHoOM u HeripedHaMepPeHHOM MepeHOCce 8 KOpMax U U3 KOPMO8 8 nuuiesnle
npodyKmbl 0OCMamkKko8 paspeleHHbIX 8emepuHapHbIX rpernapamos, HoO B HEM He COaepXuTca
pekoMeHAauui Ansg KOMNEeTEHTHbLIX OPraHoB O NOpsiAKe AEWCTBUN B TAKNX CUTYaLUSIX.

CooTtBeTcTBME cTpaTernyeckum uensim Kogekca

a) Uenb 1. CBoeBpeMeHHOe pelueHWe TeKylWuX, HOBbIX WU KPUTUYECKMX BOMPOCOB.
ocymapcTBa-uneHsl onpegenunu, YTo Hen3bexHbIN 1 HenpegHaMepeHHbIN NePeHOC ABNSeTCA
aKkTyanbHOM Tekywen npobnemon, u paspaboTka pykoBoACTBa MNO3BONUT obecneynTb
nocrnegoBaTtenbHOe NPUMEHEHWEe OCHOBaHHOIO Ha OLEHKe pUCKOB nogxona, crnocobcTBys Tem
camMbIM pa3BUTUIO TOProBNU.

b) LUenb 2. PaspaboTka cTaH4apTOB, OCHOBaHHbIX Ha Hay4HbIX NpPUHUMNAX M NPUHLMNAX
aHanusa pucka Kopekca. PaspaboTtka pykoBoacTBa OyaeT OCHOBaHa Ha npuHUMNax aHanusa
pucka, MO3BOMSOLWMX UCMOMb30BaTh HayyHble OaHHblE B MHTEpecax COAEeWCTBUS TOpProene B
crnyyasix, korga usbexaTb HeGONbLUMX OCTAaTOYHbIX KOMMYECTB BETEPUHapPHbLIX MpernapaToB He
npeacTaBnseTcs BO3MOXHbIM.

C) Llenb 3. NoBbIWeHMe oTAauym nyTeMm obecneyeHusi NPU3HaHUA U NPUMEHeHUs1 CTaHJapToB
Kogekca. PykoBoacTBo npusBaHo AononHuTb peweHne 27-i ceccum CCRVDF o paspaboTke
YPOBHEN NPUHATMA Mep A5 OCTAaTKOB BETEPMHAPHbLIX NpPenapaTos, NPUCYTCTBYHOLLMX B MULLEBbIX
NpoAayKTax B pesdynbTaTe HEM3BEXHOro 1 HenpegHaMmepeHHoro nepeHoca.

d) Lenb 4. Ob6ecneuyeHne y4vactus Bcex uneHoB Kogekca BO Bcex 3Tanax pa3paboTku
ctaHgapToB. OPI OygeT oTKpbITa 4N BCEX YNEHOB, YTo 6yaeT cnocobCcTBOBaThL UX Y4acTuUIO B
npouecce. YUneHam OygeT Takke NpennoOXeHO MPMHMMAaTb aKkTUBHOE ydacTue B MOLrOTOBKE
PYKOBOACTBA, HamnpaBnsAsi CBOM 3aMevaHusi KacaTeflbHO PYyKOBOACTBA W COOTBETCTBYHOLLEN
paboTbl KomuteTa.

e) Llen 5. CoBeplieHCTBOBaHME CUCTEM WU METOAOB oOpraHusauum paboTbl,
obecneunBaroLwmx addekTnBHOE n pe3ynbTaTMBHOE LOOCTUXEeHue BCexX
npeAyCMOTPEHHbIX cTpaTerMiyeckMm nnaHom uenen. PykoBoacteBo GygeT cnocobecTBoBaTh
pasBUTMIO CUCTEM UM METOOB OpraHusauun paboTbl Gnarogaps 6a30BbIM pekoMeHOauusM,
KacalolmMmMcs Mep, KOTOpble KOMMETEHTHbIA OpraH MOXeT MPUHSTb B criydae OoBHapyXeHust
OCTaTKOB BETEepMHAapPHOro npenapata B NUWEBOM MNpoAykTe B pesynbTaTe HeunsBexHOro u
HenpegHaMepeHHOro nepeHoca.

MHdopmauma o cBA3M AaHHOro NpepsiokeHusi ¢ APYrMMM CyLLeCTBYIOLWMMM [JOKYMeHTamMu
Kopekca

PykoBoacTtBo 6ygeT gononHsats "HopMbl 1 npaBuna Hagnexawero kopmneHus xuBoTHbIX" (CXC 54-
2004), "MeTtoguuyeckue ykasaHus no paspaboTke M BHEOPEHMIO HaUMOHAaNbHOW MporpamMmbl
HopmaTtuBHoro obecneuyeHms 6e30MacHOCTU MULLEBbLIX NPOAYKTOB NPV MPUMEHEHWU BeTepUHapHbIX
npenapaToB ANS CenbCKOXO3ANCTBEHHbIX XMBOTHbIX" (CXG 71-2009), "MeTtognyeckue ykasaHus no
CTPYKTYpe, (DYHKLMOHUPOBAHWMIO, OLEHKE W aKKpeaMTaLum CUCTEM KOHTPONs 1 cepTudpmkaumm nvnopra
1 akcropTa nuesblx NnpoaykTos" (CXG 26-1997) n "MeToamnyeckue ykasaHusi no CUCTeEMaM KOHTPONs
umnopTa nuuwesbix npoaykTos" (CXG 46-2003).

Onpe,qeneHMe I'IOTpe6HOCTeﬁ B Hay‘-IHO-KOHcyﬂbTaTMBHOﬁ noMour M BO3MOXHOCTb ee
nony4vyeHus

®AO n BO3 yxe okaszanu HeobXoouMMyK Hay4YHO-KOHCYNbTaTUBHYK MOMOLb. [ononHutensHas
Hay4HO-KOHCYMbTaTMBHAs MOMOLLb MOXET ObITb 3anpoLUeHa B criydae Heo6xoaMmMocTu.

OnpepeneHne NoTpe6HOCTEN B TEXHUYECKOM Y4acTUU CTOPOHHUX OpraHusauuii B pa3paboTke
cTaHaapTa

B HacTtoswee BpemMA HeobxoQMMOCTM B  AOMOSIHUTENBHOM TEXHUYECKOM y4actmum CTOPOHHUX
Opl'aHl/I3aU,I/IIZ HeT.

CpoOKM BbINOJIHEHUSI HOBOWN PaboThbl

Pabota 6yneT HayaTa nocne BbiHeceHusi pekomeHgauun CCRVDF n yteepxaeHus Komuccuen "Kogekc
AnunmenTapuyc” B 2024 rogy. lNMpepnonaraetcs, 4to pabota 6ygeT BbinonHeHa k 2027 rogy wnu
paHbLUe.
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