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HemapramenT BeTtepuHapuu MuHcenbxo3a Poccunm paccMoTpen mucbMo
['ocymapcTBeHHOM  BeTepuHapHOM  MHcnekuuu  IIpumopckoro Kpas
ot 3 okTs06ps 2023 r. No 50/1723 (nmanee — mucbmo MHCHEKIMM) Mo BOMPOCY
Pa3bsCHEHUM OTACIBHBIX IOJOKEHUM BeTepuHapHbIX NpaBuil Ha3HAYEHUS U
MPOBEJICHUSI BETEPUHAPHO-CAHUTAPHON DKCIEPTU3bl MeJa HaTypaJIbHOTO
MYEIUHOTO, TIEPrd U MOJIOYKAa MAaTOYHOI'O MYEJIWHOI0, MPEIHAa3HAYEHHbIX IS
nepepadoTKU U pean3allvi, YTBEPKIASCHHBIX MpukazoM MuHcenbxo3a Poccuu
ot 18 okTsa6ps 2022 r. Ne 713 (manee — I[IpaBuna), u coolmaer cieayromiee.

1. Ilo eonpocy uccnedosanus meda HaA CoOOepICAHUE NeCMUYUOO8
Ha meppumopuu I Ipumopckozo kpas

[IpaBuia MOArOTOBJICHBI B COOTBETCTBUM C TPEOOBAaHUSAMH TEXHUUECKOTO
pernamenTa TaMoxeHHOTO coto3a «O Ge3omacHoCTH nuIeBoi npoaykium» (TP
TC 021/2011), yrBepxknennoro Pemennem Komuccun TaMoxkeHHOTO cOr03a OT
9 mexabps 2011 1. Ne 880.

B coorBectBum ¢ nynktom 2 crateu 13 TP TC 021/2011
MPOJOBOJILCTBEHHOE (TUIIEBOE) CBHIPhE PACTUTEIIBHOTO IMPOUCXOKIACHUS,
UCIIONB3YETCSl I MPOM3BOJICTBA (M3TOTOBJICHUS) MHUIIEBOW MPOAYKIUU TMPHU
HaMYuk WHGOPMAIIMU Ha HaIW4YUEe TECTUIUI0B C YYEeTOM HH(POpMAINH
O MPUMEHEHHUH TIECTULIMIO0B MPU BBIPAIIIMBAHUN COOTBETCTBYIOIINX PACTCHUM.

Cormacao mynkry 5 crateu 7 TP TC 021/2011 x oOpameHuto
U TPOU3BOACTBY (M3rOTOBJIICHHIO) MHIIEBOM MPOAYKIMU HE JIOMyCKaeTcs
HaTypaJbHBII M€l U MOPOJYKThl MUEOBOJCTBA, COJEpKAIlUE BETEPHUHAPHBIC
JIEKapCTBEHHbIE  cpeAcTBa  (CBbINIE  Mpenena  OOHApYyKeHUS  MeTojAa
ONpEeNeNICHUs1)  TPYNNIbl  UMHUJA30JI0B  (METPOHUAA30J,  JUMETPUJIA30II,
POHUAA30J, KIOTPUMA30Jd, AMHUHUTPU30JI, TUHUIA30J1), WU (WIM) TCPYIIIbI



HUTpOYpaHOB M UX MeETa0OJHUTOB (BKItOUas (Gypa3zoiaujoH U QyparuinH),
JATICOH, KOJXUIIMH, AMUHA3UH U UX aHAJOrd, U (WIu) APYTHE YCTaHOBJIECHHBIE
akTaMu opraHoB EBpasmiickoro skoHoMHuueckoro coros3a (mairee — Coro3)
U TpUMEHSEMbIE U1 O0OpabOTKM MYesN Mpenaparbl, HAJIMYHUE OCTATOYHBIX
KOJIMYECTB KOTOPBIX HE JIOMYCKaeTCs, a Takxke npemnapatsl Kymadoc (6onee 100
MKT/KT) 1 amutpas (6osee 200 MKT/KT).

[lepuoanyHOCT,  JTAOOPATOPHBIX ~ HMCCIENOBAHMM Ha  coJliepKaHue
HopmupoBaHHblx TP TC 021/2011 TOKCHYHBIX 3JIEMEHTOB, MECTHUIIMIOB
U BETEPUHAPHBIX JIEKAPCTBEHHBIX MpENapaToB B Mele, Mepre U MOJIOYKE
MAaTOYHOM IMYEJIMHOM YCTaHOBJICHA TOAMYHKTOM «B» myHKTa 13 IlpaBun
Y COCTaBIIAET 1 pa3 B roJl OT OJTHOTO BIAAENbIIA.

VYkazaHHble J1a0OpaTOpPHBIE HCCIEAOBAHUSA MPOBOAITCS B JIAOOPATOPUU
(MCTIBITAaTETLHOM IIEHTPE), BXOIAIIEH (BXOASIIMM) B CHCTEMY OpPraHoOB
U yupexnaeHuil ['ocBeTciayxObl, WIM HHOW JabOpaTOpuu (MCHBITATEILHOM
IEHTPE), AKKPEAUTOBAHHOW (AKKpPEAUTOBAHHOM) B HAIMOHAIBHOM CHCTEME
aKKpeIUTAaLNH, 110 BEIOOPY BIIaJIEIbIA.

Cnenmyer OTMETUTh, 4TO cTatbel 16  @DeaepaibHOTO  3aKOHA
or 30 pgekabpss 2020 1. No 490-®3 «O mnuenoBojactBe B Poccuiickoit
Oenepauun» (nanee — DenepanbHbiii 3akoH Ne 490-D3) ycTraHOBIEHO
TpeboBaHue 00 00eCeYeHHNH JIMLIaMH, OTBETCTBEHHBIMH 3a MPOBEICHHE PadoT
no o0paboTke TMecCTUIMAAMH U arpoXUMUKaTaMu 3EMENbHBIX Yy4YaCTKOB,
JOBEJICHUSI JI0 HACEJEHUs HACEJICHHBbIX IYHKTOB, pPAaCIOJIOKEHHBIX Ha
pPacCTOSIHUU 10 7 KUJIOMETPOB OT TPaAHUII, 3alUIAHUPOBAHHBIX K 00paboTKe
NEeCTULUUIAMA M arpoXMMHMKaTaMU 3€MENIbHBIX Y4YacTKOB, YEpe3 CpelCTBA
MaccoBoi uH(poOpMaIuu (paauo, MEeYaTHbIE OpPraHbl, AJIEKTPOHHBIE W JIPYTUE
CpelICTBa CBA3M U KOMMYHHMKALMK) HHPOPMALIMK O TaKUX paboTax, HE MO3JIHEE,
4yeM 3a TPH JIHS 10 IPOBEICHHS TaKuX padoT.

[Iynktom 3 ykaszanHou crarbu PenepanbHoro 3akoHa Ne 490-D3
YCTAHOBJIEHO, 4YTO NPUMEHEHUE OMacHbIX JUIsi M4Yell  MNECTULIHJIOB
U arpOXMMHUKATOB OCYILECTBISIETCA B COOTBETCTBUU ¢ DenepaabHbIM 3aKOHOM
ot 19 utona 1997 r. Ne 109-@3 «O Ge3omacHOM 00palieHnu ¢ MeCTUITUAAMU U
arpOXUMHUKATAMI.

OOpaiaeM BHHMaHWE, YTO B COOTBETCTBUU C TyHKTOM 36 EamHbIX
CaHUTAPHO-IIMUIEMUOJIOTUYECKUX U TUTHEHUYECKUX TpeOOBaHU 0€30MacHOCTH
W TMHIIEBOM LEHHOCTH IHUILEBBIX MPOIYKTOB, YTBEPKICHHBIX PemeHuem
Komuccun TamoxxkenHoro coro3za ot 28 mas 2010 r. Ne 299, onpenenenue
OCTaTOYHBIX KOJWUYECTB TIECTUIMIOB, 3a HCKIIOUYCHHEM TJI00aIbHBIX
3arpsi3HUTENICH, YKa3aHHBIX B MYHKTE 35 yKa3aHHBIX TpeOOBaHUM, TPOBOIUTCS
HAa OCHOBaHMU uWHGMopManuu 00 UX TNPUMEHEHUH, MPEAOCTaABIIEMO
NpPOU3BOAUTENEM (IMOCTABIIMKOM) TMHILEBBIX MNPOAYKTOB IMpPU IOCTaBKE Ha
nepepaboTKy B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM TMOPSAIKE TOCYAapCTB-
yieHoB Coro3a.



2.1lo  eompocy nposedeHus ucciedos8anuii meoa HA  HAluyue
8€MEPUHAPHBIX JIEKAPCMEEHHBIX NPENnapamos

TpeOoBaHusi 1O COAEPXKAHUIO TMPEACIbHO JOMYCTUMBIX YPOBHEM
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB B MEAE HATypajlbHOM YCTaHOBJIECHBI
nyHkToMm 5 ctatbu 7 TP TC 021/2011 u Ipunoxenuem Ne 3 k TP TC 021/2011.

[Tpunoxennem Ne 3 x TP TC 021/2011 yctaHOBICHBI TNPEACTHHO
JOMYCTUMbIE  YPOBHU  COJEpKaHUS  AHTHOMOTUKOB  (JICBOMMIICTHH,
TETPaLMKIMHOBAs IPyIIa U OAlUTPalH) B MEJE.

[lepponnyHOCT,  JTAOOPATOPHBIX  MCCIENOBAHUNA Ha  COJAEpKaHUE
HopMmupoBaHHbIX TP TC 021/2011 TOKCHYHBIX 3JIEMEHTOB, NECTUIUAOB
U BETEPUHAPHBIX JIEKAPCTBEHHBIX IPENAPAaTOB B MeEJE, MEpre M MOJIOYKE
MAaTOYHOM IMYEJIMHOM YCTaHOBJICHA MOJAMYHKTOM «B» mnyHkTa 13 IlpaBun
Y COCTABJISIET 1 pa3 B roJ OT OJJHOTO BIIAJENbIIA.

VYkazaHHbIE J1aOOpATOPHBIE HCCIEAOBAaHUS MPOBOJATCS B JaOOpaTOpHUH
(MCTIBITAaTENIbHOM  IIEHTpE), BXOJSIIEH (BXOAAIIMM) B CHUCTEMY OpraHOB
u yupexaeHuil ['ocBeTciayxObl, WIM HHOW JabOpaTOpuH (MCHBITATEIHHOM
LEHTPE), aKKPEAUTOBAHHOM (aKKpEIUTOBAHHOM) B HAIMOHAJIBHOM CHUCTEME
aKKpeIUTAaLNH, 110 BEIOOPY BIIaJIEIbIA.

HeoOxonuMo OTMETUTh, YTO B COOTBETCTBHM ¢ NyHKTOM 9 IlpaBuin
B paMKax MpPOBEICHHS BETEPUHAPHO-CAHUTAPHOUN SKCHEPTHU3bI OCYILIECTBIISAETCS
PacCMOTPEHHME CBEIECHHUM, NPEIYCMOTPEHHBIX B BETEPHHAPHO-CAHUTAPHOM
NacropTe NaceKH U MPEICTAaBIECHHOHN BiaJeNbleM HHPOPMALIMK O TPUMEHEHUN
BETEpPUHAPHBIX JIEKAPCTBEHHBIX IMPENAPATOB B OTHOLICHUU MYEN, OT KOTOPBIX
nosyyeHsl mea W (wiM) mnepra, W (WIM) MOJIOYKO MATOYHOE IMUYETUHOE,
U 0 COOJIOCHUHN CPOKOB MX BBIBEJCHHUS M3 OpraHHU3Ma IT4ell, yCTaHOBJICHHBIX
MHCTPYKIUSMHU 110 TPUMEHEHUIO BETEPUHAPHBIX JIEKAPCTBEHHBIX MTPENapaToB.

Takum oOpa3zoM, Tpu HaIMUUU UHPOPMAIMK OO0 HCIOJIb30BaHUU
BETEPUHAPHBIX JIEKAPCTBEHHBIX MpEnaparoB B OTHOUIEHWM M4YENl B paMKax
BETEPUHAPHO-CAHUTAPHOU AKCIIEPTU3BI IIPOBOJATCS n1abopaTopHbIe
UCCJIEIOBAaHUSI HA COJAEpP>KaHHE OCTATOYHBIX KOJIMYECTB 3THX BETEPUHAPHBIX
JIEKapCTBEHHBIX MPENAapaToB B MEJIE, IEPTE€ U MOJIOYKE MATOYHOM TYEITMHOM.

[Topsimok mpexacTaBieHUs BlaJeiAbleM HHPOPMALMU O TPUMEHEHUU
BETEPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB B OTHOIICHUU MPOTYKTUBHBIX
JKMBOTHBIX, B TOM YHCJIE IYEJ, 3aKOHOIATENLCTBOM Poccuiickon denepanunu
B  Hacrosimiee Bpemss He  ycraHoBieH. CornacHo — uHpopmaiuu
Poccenbxo3Haazopa, ykazaHHas WHQOpMAIUs MOXET OBITh BHECEHAa MpH
o(opMIIEHHH BETEpUHAPHBIX COMPOBOJIUTENBHBIX JOKYMEHTOB B KOMIIOHEHTE
«Mepxkypuity ®I'NC BetHC B rpady «OcolObie 0OTMETKI.

3.1lo eonpocy HeobOXOOUMOCmMU  UCCIE008AHUA HA  COOepiHcaHue
OOMUHUDYIOWUX NBLILYEBLIX 3ePeH Me0d, He ABIIAI0Ue20Cs MOHOpIepHbLM

Paznenenne Mena Ha MoHOQUIepHBIE U MOJUGIEPHBIE COpPTa, a TAKKe
MPOBEJICHUE aHAIN3a JIOMUHUPYIOLIIMX MbUIBLEBBIX 3epeH IlpaBuiamu He
pErJIaMEHTHPOBAHO.



4. Ilo eonpocy Oelicmeus  pe3yibmamo8  UCCAe008aHUll  Meda,
npeodycMOmMpPeHHbIX NOONYHKmMmoM «6» nynkma 13 Ilpasun, nposedenHbvix
8 PAMKAx 8emepuHaApHO-CAHUMApHOU IKCNEpMmu3bl 8 cayiae CMeHbl 81a0enbyd
meoa

[Tognyuktom «0» mnynkra 13 IlpaBuy mnpenycMOTpEHO TpOBeICHUE
UCCIIEIOBAaHUI MO OPTraHOJENTHYECKUM U (PU3UKO-XUMHUYECKUM IOKa3aTelsiM
B OTHOILICHUH KaXI0W MApTUU NEPTU U MOJIOYKA MATOYHOTO MTYEIIMHOTO.

B cnyuae, ecnu B OTHOLIEHWH MApTUW TMEPIHM U MOJOYKA MATOYHOTO
MYEJIMHOTO B paMKax BETEPUHAPHO-CAHUTAPHON OSKCHEPTU3bI IMPOBEICHBI
UCCJIEI0OBaHUSI B COOTBETCTBMM C NOANMYHKTOM «0O» mnyHkta 13 IlpaBudn,
TO TPOBEACHHUE IOBTOPHON BETEPUHAPHO-CAHUTAPHONU HKCIEPTU3bl TaKOU
naptuu [IpaBunamu He IpeTyCMOTPEHO.

5. Ilo 6onpocy nposedenust ucciedosanuil Ha Xaioppapmasum

Ynomsinyroe B oOpamenun Mucneknuu [lpunoxenue Ne 5 x TP TC
021/2011 Pemennem CoBera EBpasuiickoli 3SKOHOMHUYECKOH KOMHMCCHHU
ot 8 aBrycra 2019 r. Ne 115 yrparmiio cuy.

6. Ilo eonpocy uccredosanuii meod, nNpeOHA3HAYEHHO20 O IKCNOpmMaA
6 KHP

CornacHo nyHkty 5.2 Ilonoxenuss o EnuHom mopsiake OCylecTBICHHUS
BETEPUHAPHOTO KOHTPOJIA (Haa30pa) Ha TaMOXEHHOM rpanuile EBpasuiickoro
DKOHOMHYECKOTO COK3a MU Ha TaMOXXEHHOM TeppuTopuu EBpa3uiickoro
DKOHOMMYECKOI0 COr03a, yTBepxkAecHHOro Pemennem Komucenu TamoxxeHHOTO
coroza ot 18 utons 2010 1. Ne 317, skcnioprep 00s13aH coOM01aTh TPeOOBaHMUS
BETEPUHAPHOTO 3aKOHOIaTEIhCTBA CTPAHBI-UMITOPTEPA.

[Tynktom 3 IlpaBun mpoBeneHus oOcienoBaHusi OOBEKTa, CBS3aHHOIO
C BBIpAlIMBAaHUEM U COJECPKAHMEM >KUBOTHBIX, IPOW3BOJCTBOM, XPaHCHHEM
TOBApOB, MOJJISKAIUX BETEPUHAPHOMY KOHTPOJO (HAA30PY), BBIBO3UMBIX
B TOCYIapCTBa-UMIIOPTEpHI, HE SBISIONIMECS WieHaMu EBpasuiickoro
HKOHOMHYECKOTO COI03a, U UX MepepadOTKOM, YTBEPKIECHHBIX TOCTAHOBICHUEM
[IpaButensctBa Poccuiickoii @epepaunu ot 1 Hoa0ps 2022 1. Ne 1952,
YCTaHOBJIEHO, YTO BETEpUHApHBIE TPEOOBAaHUA TOCYJAPCTB-UMIIOPTEPOB
pa3mematorcsi Poccenbxo3Haa30poM Ha CBOEM O(UIMAIBLHOM CalWTe B CETH
«HTEepHET”.

Tak, npu okcriopre B KHP wMen mnomnexur mnaGopatopHbIM
WCCJIEIOBAaHMUSM Ha COOTBETCTBUE BeTepuHapHBIM TpeboBanusm KHP.
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