KOJNMNErMA EBPA3VIMCKOWM 3KOHOMUYECKOW KOMNCCUIU
PEKOMEHOAUNA
ot 21 mast 2020 roga N 10

O PykoBoacTBe Mo NpoBeAeHNO OOKITMHUYECKMX UCCINEAOBaAHNA TOKCUYHOCTU MpK
NMOBTOPHOM (MHOrOKpaTHOM) BBEOEHUM OENCTBYHOLMX BELIECTB JleKapCTBEHHbIX
npenapaTtoB Ansi MEAULIMHCKOro MPUMEHEHNS

Konnerva EBpa3nnckon akKOHOMUYECKOM KOMUCCUM B COOTBETCTBMM CO CTaTbEN
30 [loroBopa o EBpasmmckom 3koHOMUYECKOM cow3e oT 29 masa 2014 ropaa,
NyHKTOM 3 cTaTb 3 M cTatben 6 CornalieHna 0 eauHbIX NPUHLMNaxX U npasunax
obpalleHns NeKapCTBEHHbIX CPEeACTB B pamKkax EBPAa3MINCKOro 3KOHOMWYECKOro
cotoza oT 23 pgekabpa 2014 roga, a Takke B LUendx rapmMoHu3auuu
3aKoHogaTenbCcTBa rocygapcTB - 4YrfieHoB EBpasmMinckoro 9KOHOMWYECKOro Coro3a
ONS YCTpaHeHUa pasnmymin B TpeboBaHusAX, NpeabsBrsieMblX K NpoBeOeHUHO
AOKIMMHUYECKNX UCCIegOBaHUN TOKCUYHOCTM MNpU NOBTOPHOM (MHOrOKpaTHOM)
BBeJEHN OEeCTBYIOLLMX BELLECTB fieKapCTBEHHbIX NpenapaTtoB 419 MeAULUHCKOro
NPUMEHEHMS,

pekoMeHayeT

rocygapcteam - 4rieHam EBpasminckoro 9KOHOMMYECKOro coko3a no UctevyeHnn 6
MecsaueB C AaTbl OnybrukoBaHWs HacToslwen PekomeHgauum Ha odomumnanbHOM
canTe EBpasnMCKOro 3KOHOMMYECKOro cor3a Mpu NpoBedEeHUN OOKIMHUYECKUX
nccnegoBaHMin  TOKCMMHOCTM  NPU NMOBTOPHOM  (MHOFOKpaTHOM)  BBeLEHWUU
AENCTBYIOLMX BeWeCTB JIeKapCTBEHHbIX MpenapaTtoB AN MeUUMHCKOro
NPUMEHEHUS UCMOorb30BaTb PYKOBOACTBO COrMacHO MPUSOXeHMIO.

MNMpencenarens Konnerun
EBpasunickomn aKOHOMUYECKON KOMUCCUN
M.MsicHukoBmY

NMpunoxeHune. PyKkoBoACTBO NO NpoBeAEHUIO
AOKNMMHUYECKUX nccreaoBaHUM TOKCUYHOCTHU
npyv NOBTOPHOM (MHOroKpaTHOM) BBeAEeHUMU
AEeNCTBYHOLUNX BELLEeCTB JIeKapCTBEHHbIX
npenapaTtoB AN MeAULUNHCKOro npuMeHeHus
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[NpunoxeHwe

K Pekomerngauunmn Konnermm
EBpasuninckomn aKOHOMUYECKON KOMUCCUN
ot 21 mast 2020 roga N 10

. O6wme nonoxeHusd

1. OcHOBHas Uefb MCCrnegoBaHMM  TOKCMYMHOCTM  MpU MOBTOPHOM
(MHOroKpaTHOM) BBeLEHMM BellecTBa (NEKapCTBEHHOINO CcpeacTBa) COCTOMT B
onucaHuu TOKCUKOJTOMMYEeCKOoro npodoumns nccrnegyemoro BellecTBa
(nekapCTBEHHOrO cCpeacTBa) Mnocne ero NOBTOPHOrO (MHOrOKPaTHOro) BBEAEHUS.
OTO npegycmatpmBaeT  onpefeneHve  NoTeHuMarnbHbIX — OpraHOB-MULLEHEN,
NoaBEPXEHHbIX BIIMSAHUIO TOKCUYHOCTU N 3aBUCUMOCTM "3KCNo3uumnsa - OTBET", a
Takke WU3ydeHMe noTeHUuMnanbHOM oDOpaTUMOCTU  TOKCUYECKUX  adbdpekToB.
[Mony4eHHble CBeOeHUs SBASKOTCS 4YacTblo pe3ynbTaToB OLeHKM 6e3onacHocTm
NeKapCTBEHHOro npenapara, OOOCHOBbIBAKOLLEN MPOBEAEHME €r0 KIMHUYECKUX
nccregoBaHMn C ydacTUEM YerioBeKa M BKIOYaTCA B perMcTpaunoHHoe OoCbe
NeKkapCTBEHHOro npenaparta B Lensx ero permctpaunm n Boinycka B obpallieHve B
pamMkax EBpasninckoro akKOHOMMUYECKOro coro3sa.

2. Hactosawee PykoBoactBo cBssaHo c npunoxeHvem N 1 k [MpaBunam
perucTpaumm U1  3KCNepTu3bl NEeKapCTBEHHbIX CPeacTB  ANd  MeaULIMHCKOrO
NpMMeHeHnsi, yTBepxaeHHbIM Pewenvem CoBeTa EBpPasmMUCKON SKOHOMUYECKOW
kommccun oT 3 HosAbpa 2016 r. N 78, n MHbIMM akTamn, BXOOASALMMW B MNPaBO
EBpasnickoro  9KOHOMWYECKOro Cok3a, Mo  BONpocaM  AOKIMHUYECKOrO
(HEKNMHMYECKOr0) MCCrenoBaHUs  flekapCTBEHHbIX MpernapaTtoB. HacTtoswee
PyKkoBOACTBO MNPUMEHAETCH Takxe MNpuv MNOAroTOBKE 3asiBfIEHNS O MNOSyvYeHun
paspeleHnsi Ha NpoBedEeHue  KNMHWMYECKUX  uccnegosaHuvn.  HacToswee
PykoBOLCTBO HE COAEPXUT crneunarnbHbIX YKasaHui O cogepkaHum nnabopaTopHbIX
XVBOTHbIX NPU MNPOBEAEHUN OOKIMHUYECKOrO (HEKSTMHUYECKOro) WCCredoBaHus.
[Mpn opraHusauun copepXaHna nabopaTopHbIX KUBOTHbLIX CriegyeT YydYuTbiBaTb
NOMIOXEeHNA  3akoHogaTenbCTBa  rocydapctB -  uneHoB  EBpasunckoro
9KOHOMMYECKOro COK3a O 3aLUMTE XUBOTHbIX.

3. WccnemoBaHna TOKCUMYHOCTM MNpU MOBTOPHOM (MHOrOKpaTHOM) BBEOAEHMM
nccrnegyeMmoro BeLLECTBa (NEKapCTBEHHONO CpencTBa) crnegyetr npoBOAUTb B
cooTBeTCcTBUKN C [1paBunamu Haanexallen nabopaTopHoOn NpakTukm EBpasnmnckoro
9KOHOMWYECKOTO cow3a B cdepe obpallieHnsa nekapCTBEHHbIX —CPEACTB,
yTBepXaeHHbIMN PewieHem CoBeTa EBpasninckon 3KOHOMUYECKOW KOMUCCUM OT 3
Hos6pa 2016 . N 81.
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4. [In3aH uccrnenoBaHua (BKMoYasi BbIOOP mccrenyemMbiX BUAOB XXMBOTHbIX,
003bl, MyTb M 4YacTOTy BBEOAEHWS WCCreoyemMoro BeLlecTBa (NekapCTBEHHOro
cpencTtea)), OOMMKEH OCHOBLIBATbCA Ha [LOCTYMHbIX drapMakogUHAMUYECKUX,
dapMaKkOKMHETUYECKNX W TOKCUKOSIOTMYECKMX CBEOEHUAX O JleKapCTBEHHOM
npenapate, a Takke O ero npegnosiaraeMom (NfaHUPYEMOM) KIIMHUYECKOM
npumeHeHnn. WccneposaTtentio criegyet o00OCHOBaTb  BblOpaHHbLIA - On3aiH
nccnenoBaHus.

5. HacTtosduwee PykoBOACTBO COAEPXUT OnMucaHue MpoBeAeHUs UCCreLoBaHUN
TOKCMYHOCTU NPV NOBTOPHOM BBELAEHUN UCCIEeyEeMOro BeLllecTBa (flekapCTBEHHOIO
cpegctea) ANd  MeOWMUMHCKOrO NpUMEHeHus. B OTHOWeHuW Takux BMOOB
nccrnegyemMblx BELWECTB (NEKapCTBEHHbIX CPeacTB), Kak OGuoTexHorornvyeckmne
nekapcTBEHHble CpeacTBa, cneayeT pyKkOBOACTBOBATHCSH MONOXEHUSAMN [MaB 5.3 U
54 pasgena I [MpaBun  npoBeOeHUst — UCCNeaoBaHUA  BUOMOrnMYecKux
NeKapCTBEHHbIX cpeacTB EBPa3nMCKOro SKOHOMWYECKOIO CO3a, YTBEPXOEHHbIX
PelweHnem CoBeta EBpasnnckon 3KOHOMUYECKON KoMUccum ot 3 Hossbpsa 2016 r. N
89. BakuuHbl 1 coeguHeHUss ¢ NPOTUBOOMYXOSIEBOW aKTUBHOCTLIO TPEBYIOT Apyrmx
NOAXOA0B K oueHKe. [NonoxeHna HacToswero PykoBoaCcTBa Takxe y4YUTbIBalOTCA B
pamMKax uccnegoBaHMs TOKCMYHOCTM MPWU MOBTOPHOM (MHOFOKpPaTHOM) BBELEHUU
BELLIECTB pPaCTUTENbHOIO MPOUCXOXOEHUS W  NEKAPCTBEHHbLIX pPacTUTENbHbIX
npenapaTos.

Il. O6wWwme pekomMeHaAaUNN NO U3YYEHUIO KaYecTBa
uccneayemMoro BewecTBa (fiekapcTBeHHOro cpeacTsa) u
BCNoMoraTtesibHbIX BelecTB

6. CnegyeT waeHTUMUMPOBATL KaXayk CEpU0 UCCeayemMoro BellecTBa
(nekapCTBEHHOrO CpeacTBa), UCMOSb30BaHHY0 B UCCNEA0BaHNSAX TOKCUYHOCTN Npuy
NOBTOPHOM (MHOrOKpaTHOM) BBedeHun 3Toro BewecTtBa. CrneayeT npenctaBuUTb
JM3NKO-XUMUYECKNE XapPaKTEPUCTUKN W CepTUPUUUPOBATL KaKOyl Cepuio
nccregyeMoro BellecTBa (NleKapCTBEHHONO CpeacTBa), a Takke YykasaTb
CcTabunbHOCTb MaTepmana. [omkHa ObiTb M3BeCTHa CTabunbHOCTb UCCeayemMoro
BellecTBa (fleKapCTBEHHOro CpeacTBa) AN Kakaon nHavMBUOyansHOW LO3UPOBKU
neKkapCcTBEHHOM doopmbl KaXkgom NpPON3BOLCTBEHHON peLenTypsbl
(Mpon3BOLCTBEHHOIO COCTaBa).
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7. WNccnegyemoe BeWeCTBO (fleKapCTBEHHOE CpPencTBO), WUCMOMb3yeMoe B
nccregoBaHNsaX TOKCUHHOCTM MPU ero NnoBTOPHOM BBEOEHWW, OOSPKHO MMETb Mo
MeHbLLEWN Mepe, NpodmIb UK cogepXaHne rnpUMecemn, CXOXmMe C JieKapCTBEHHbIM
npenapaTtoM, nMpedHasHayeHHbIM AN MEOUMUMHCKOrO  MpuUMeHeHus  (umnm
NekapCcTBEHHbIM npenapaTtoM Ans KIMHUYECKUX uccnegosaHuin). Ecnv npumecu
NeKapCTBEHHOro npenapaTta B NPOMbILLIEHHbLIX CEPUAX CYLLECTBEHHO OTSIMYalOTCS
OT NPUMECEeN yxe NCCneoBaHHbIX CEePU MO Ka4eCTBEHHbIM UK KONMYECTBEHHbIM
nokasatenam, MOXeT noTpeboBaTbCa panbHenwass ux KBanvdwmkauma (B
COOTBETCTBUN C NpaBuriaMn rno U3y4eHuo NpMMecen B NieKapCTBEHHbIX cpencTBax
N ycTaHoOBMNeHuto TpeboBaHMM K HUM B chneyndmkaumsx, yrBepXaaembiMu
EBpa3nmnckomn 3KOHOMUYECKON KOMUCCUEN).

8. CrnegyetT m3ydnTb TOKCUMYHOCTb W (papMaKOKMHETUKY BCnomMoraTeslsHOro
BELLeCTBa, BMNepBble UCMNOMb3yeMoro B dpapMaueBTUYECKMX LeSidX B CocTaBe
N3ydaemMon npou3BOLCTBEHHOM peLenTypbl (MPOM3BOLACTBEHHOrO cocTaa). [ns
9TOro crieqyet NpoBECTU TaKue e OMOpHble UCCIiefOoBaHNA, YTO U B OTHOLLEHUU
HOBOIO 4 ENCTBYIOLLErO BelecTBa (akTUBHOM dbapMal,eBTUHECKON cybCcTaHuun).

9. B cnyyae ecnm cBedeHust noaTBepXKOaloOWMe OTCYTCTBME HEXenaTerbHOro
B3aMOENCTBUS BCMOMOraTernbHOro BellecTBa (BCroMoraTerbHbIX BELUECTB) U
[EeNCTBYIOLLEro BeLlecTBa OTCYTCTBYHOT, MOXeT NoTpeboBaTbCA NpOBeAeHVe
NCCNeAoBaHUA  [OEUCTBYIOLIEro BellecTBa BMeCTe CO BcromoraTesbHbIM
BELLeCTBOM (BcrnomoraTenlbHbIMU  BELUECTBaMK), WCMOMb3yeMbIM B  [OTOBOM
NekapcTBEHHOM npenapare.

lll. O6wWwme pekomMeHaaUmM No OTOOPY ANA UCCrefOBaHNA U
coaepXaHUKo fTadbopaTopPHbIX XXKUBOTHbLIX

1. Bua XmBoTHbIX

10. Cpegn cTaHOapTHbIX BUOOB JlabopaTOPHbIX XMBOTHbLIX, UCMOSMb3YEMbIX B
TOKCUKOMIOTMYECKNX  UCCredoBaHusX, BbiGOp  BuOa  XMBOTHbIX  [OSDKEH
OCHOBbIBATbCA Ha CXOXeCTu ero JapMakoKMHETUYEeCKoro npodmna cC
drapMakOKMHETMYECKMM MpodmreM YernoBeka, Bkrtodasa pasy bruotpaHcdopmaumu.



11. CnegyeT obecneynTb BbIGOp BMOA MXMBOTHbLIX, Y KOTOPbIX 9KCNO3ULUS
OCHOBHOro metabornmra (MeTabonuToB) COOTBETCTBYET (aHanorn4yHa) akcnosunuum
y yenoBeka. Ecnn aTo HEQOCTWXUMO B UCCEAOoBaHNSAX TOKCUYHOCTM C UCXOOHbIM
BELLECTBOM  (NleKapCTBEHHbIM  CPeaCTBOM), Heobxooumo  NpeaycMOTPETb
cneumyarnbHble UccrnegoBaHnss ¢ Mmetabonutom (metabonutamm). Ecnv BBOOMMbIN
NekapCTBEHHbIN NpenapaT sBnsieTca NpofiekapCTBOM, crieayeT NoaTBepauTb ero
npeobpasoBaHve B aKTMBHOE AEWCTBYIOLlee BELLUEeCTBO Y MUCCneayemMoro Buaa
XMBOTHbIX. BO Bcex cnyyasx BblOpaHHbIA BWL XUBOTHbIX [JOIMKEH OblThb
YYBCTBUTESbHBbIM K MEPBMYHOMY (bapMakoAMHAMUYECKOMY OENCTBUIO BellecTBa
(nekapCTBEHHOro CpeacTaa).

12. B onpegeneHHbix  cnyyaax — (Hanpumep, B Ccfyvyae,  ecnv
dapmakogmMHamudeckoe [fgenctene camo rno cebe npuBoAUT K PasBUTUIO
TOKCUYEeCKUX 3pdeKToB) MOXeT noTpeboBaTbCs NpoBedeHVe UCCrefoBaHUs Ha
Moaensax 3adbonesaHus.

2. NMon XBOTHbLIX

13. [lpn npoBegeHun wmccnegoBaHUA  TOKCUYHOCTM  MPU  MOBTOPHOM
(MHOroKpaTHOM) BBELEHNN UCCIeQyeMOro BELLECTBA (flekapCTBEHHOIO CpeacTsa),
crefyeT UCcnonb30BaTb OANMHAKOBOE KONMMYECTBO CaMLOB 1 caMoK. VcKnoyeHnsamm
MOTIyT SBNATbCHA CUTyaL UKW, CBA3AHHbIE C U3YYEHWEM TOKCUYHOCTU UCCIiegyeMbiX
BELECTB (NeKapCTBEHHbIX CpPeAcTB), NpedHasHaYeHHbIX WCKIOYUTENBHO AN
NCMNOMb30BaHUA B OTHOLLEHUN OOBEKTOB OOHOro nora, NpyM 9TOM TaKoW noaxon K
nccnegoBaHnio criegyeT o60CHOBLIBaTb OTAENBHO.

3. Paamep cpaBHMBaeMbIX rpynn

14. Pasmep akcrnepuMeHTansHown rpynnbl 4OMMKeH O6bITb 4OCTAaTOYHbIM, 4S9 TOrO,
YTOObI MPOBECTM MOSIHOLEHHYKD HAY4YHYK MHTEepnpeTaumio MOfyYeHHbIX AaHHbIX.
BmecTe ¢ TeM BaXHbl 3TUHECKMNE N NPAKTUYECKNE aCcNeKThI.

15. MNpun onpegeneHun pasmepa rpynnbl XMBOTHbIX YYUTLIBAOTCS:

a) MMelLMecs OaHHble O Auanas3oHax 3Ha4YeHu u3ydaemblx rokasaTenen y
NCMNONb3YEMbIX BUOOB U MIMHUIA XUBOTHbIX;

6) [OOCTaTOYHOCTb pas3Mepa 3SKCNepUMEHTanbHbIX PyNn Afs NpoBeaeHUs
3aKIMIOUMUTENBHOIO CTATUCTUYECKOro aHanmsa pes3ynbTaToB WCCIeAoBaHusl B
cny4yae HeOOXOAMMOCTM SBTaHa3UM XMBOTHbIX Ha MPOMEXYTOYHbIX 3Tanax
NCCeaoBaHus;



B) [OOCTaTOMHOCTb pasMepa 9SKCMNepuMMEHTanbHbIX [Pynn  AfsS  OLEHKM
obpaTuMocTn ToKcudeckmx adhdpekToB Mocrie 3aBeplleHus nepvoaa BBeAEHUS
nccrnegyemMoro  BeWecTBa  (NEKapCTBEHHOro  cpeacTtBa)  Mpu Hamvymm
BOCCTaHOBUTENbHOMO nepuoaa.

4. KonuyecTtBO BMAOB XUBOTHbIX

16. Kak npaBusno, nccrnegoBaHust TOKCUYHOCTU NMPpU NOBTOPHOM (MHOrOKpaTHOM)
BBEAEHUN UCCIiegyeMOro BELLECTBA (NleKapCTBEHHOIO cpeacTBa) NPOBOAATCA Ha 2
BuOax MIekonutawwmx, OAWH W3 KOTOPbIX [OOikeH OblTb  Herpbi3yHOM.
Mcnonb3oBaHue 1 Buaa »MBOTHbIX crieayeT 000CHOBaTb.

5. CoaoepxaHne XNBOTHbIX

17. CogepxaHne XMBOTHbIX OOSPKHO COOTBETCTBOBATH [paBunam Haanexalleu
nabopaTopHOM NpakTukM EBPasnNCKOro SKOHOMWMYECKOrO cot3a B cdepe
oOpalleHus1 NEeKapCTBEHHbIX CPeAcCTB, a TakKke BeTepMHapPHO-CaHUTaPHbLIM
TpeboBaHMsIM  3aKOHOAATenbCTBa  FOCydapCTB -  4fieHoB  EBpasumickoro
9KOHOMMYecKoro cotsa. Crieqyet KOHTPONMMPOBAaTh YCIOBUS OKPYXaloLen cpeabl.
KauecTBO 1 cocTaB KopMa 1 BOoAbl AOIMKHbI ObITb U3BECTHbLI HA NPOTSXKEHUN BCErO
nccnegoBaHns. 3annucn 06 yCrioBUSIX COAEPXaHUS XUBOTHbIX CrieayeT XpaHuTb
BMECTE C NepBMYHbIMU OAaHHbIMMW.

IV. O6wmne pekomeHgaLmMm No AO03MPOBAHNIO U BBEOEHUIO
nccrieqyemMoro BellecTBa (feKkapcTBeHHOro cpeacTea)

18. B uensax goCTMXeHUs OOCTAaTOMHOM 3KCMO3ULMN UCCIeayeMOoro BellecTBa
(nekapCTBEHHOrO cpeacTBa) 1 ero MeTabonmToB Y XUBOTHLIX NMPU Bblbope pexuma
A03MpoBaHNss M NyTU BBEOEHMS UCCeayemMoro BellecTBa (NekapCTBEHHOro
cpeacTtea) criegyeT  OCHOBbIBAaTbCA Ha  npegnonaraeMoMm  (NnaHupyemom)
KITMHNYECKOM MPUMEHEHUN 3TOr0 WCCreayemMoro BeLwecTBa (fiekapCTBEHHOMO
cpegctea). [lpn nnaHMpoBaHUMM UCCreoBaHUSA  criedyeT  yduTbiBaTb  BCe
AOCTYMNHblE CBefdeHna o hapmakogmHamuke, bapMakOKMHETUKE W TOKCUYHOCTU
nccnegyemMoro fiekapCcTBEHHOIo npenapara.

1. MpoAonNXuUTeNbHOCTL UCCreaoBaHUA NpPU BBeAeHUU UccrenyeMoro
BellecTBa (NeKapCTBEHHOro cpeacTBa)
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19. TlpogormkMTensHOCTb  UCCieqoBaHUMA  TOKCUHHOCTM  MPU MOBTOPHOM
(MHOroKpaTHOM) BBEOEHUM UCCIeAyeMOro BeLeCcTBa (NeKapCTBEHHOINO CpeacTsa)
3aBUCUT OT NPOJOITKUTESNIBHOCTY npeanonaraeMoro (MiaHMpyemMoro) KIIMHUYEeCKOoro
NPUMEHEHUS N OOIMKHa ornpeaenaTbcs ¢ ydeToMm PykoBoacTBa NO OOKIMHUYECKUM
nccnegoBaHnsM 6e30NacHOCTM B LIENSX NPOBEAEHNS KIMHUYECKUX NCCeaoBaHnm
N perncrpaimv NekapCTBEHHbIX NpenaparoB, yTeepxaeHHoro PeleHnem Konnernm
EBpasunckon 9KoHOMUYECKOW komuccmen oT 26 Hosab6pa 2019 r. N 202 un
PYKOBOACTBA MO U3YYEHMIO TOKCUKOKMHETUKN U OLleHKE CUCTEMHOWN 3KCMo3nuuu B
TOKCUKOSIOMTMYECKMX nccrnenoBaHusx, onpenendaemMoro EBpasuiickon
9KOHOMWYECKOW KOMUCCUEN.

2. NMym BBepeHusA

20. Kak npaBurio, uccrieqoBaHMe TOKCMYHOCTU BellecTBa (NeKapCTBEHHOro
cpeacTBa) NPOBOAUTCHA C MCMNOSMb30BaAHWEM TOrO Xe MyTU BBEOEHWUS, YTO U NyTb
BBEOEHWS, KOTOpbIM  npegnonaraeTcs  Ans  KIMHUYECKOro  MPUMEHEHUs
reKkapcTBEeHHOro npenapara, cogepxaLlulero nccnegyemoe BELLECTBO
(nekapcTBEHHOE cpencTeo). [Mpw Hann4um doapmakonorm4eckux,
bapMaKOKMHETUYECKNX  (TOKCUKOKUHETUYECKUX) W (MrK)  TOKCUKONOTMYECKUX
OaHHbIX [OrMycKaeTCsd MWCNoMb30BaTb WHble MNyTU BBEOEHUS UCCneayemoro
BeLlecTBa (NekapCTBEHHOro cpeacTsa).

21. TloMMMO CUCTEMHOW TOKCUYHOCTW, criegyetr oueHutb 9dpeKTbl
BO3HMKaKOLLME B MeCTe BBeeHUS JIeKapCTBEHHOro npenapara. Ecrnv daktnyeckoe
MECTO BBELEHUSA NEeKapCTBEHHOro npenapara Yy XMBOTHOMo OTfM4YaeTcs OT MecTa
ero (pakTM4eckoro BBeAEeHUs Yy YerioBeka, TO cregyet Takxke oueHUTb 3ddpeKThl,
BO3HMKaKOLLME B NpesiaraeMoMm Mpu KIMHUYECKOM MPUMEHEHUN MeCTe BBEAEHMS.

3. Yactota BBegeHuMA wuccriegyemoro BeuwecrtBa (NeKapcTBeHHOro
cpeAncTtBa)

22. YacToTy BBEOEHMS UCCeQyeMoro BellecTBa (NlekapCTBEHHOMO cpeacTsa)
criegyet onpedenaTb B MHAMBMAOYarNbHOM MOpsAKe, NPUHUMas BO BHUMaHWe
npegnosiaraeMblin (NpegnaraemMbii) U TOKCUKOSOrMYEeCKUn (hapmMakoKUHETUYECKNIA,
drapMakognHaMUYECKUn) npodmnm  uccriegyemoro BewecTBa  (JleKapCTBEHHOMO
cpeactea). B HekoTopbIx criydadx uenecoobpasHo 6ornee 4actoe BBedeHUE
nccregyemoro  BewlecTBa  (JIEKApCTBEHHOMO  CpeacTBa)  XUBOTHbIM,  YeEM
npeanosiaraeTcs Npu KIIMHNYECKOM NPUMEHEHNN.

4. [losupoBaHue
23. Kak npaBuno, uccrnegoBaHne TOKCUYHOCTU Npu NOBTOPHOM (MHOMOKpaTHOM)

BBEAEHUN nccnegyemoro BellecTBa (nekapCcTBEHHOrO cpencTea)
npegycmaTpuBaeT:
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dopMMpOBaHNE COOTBETCTBYHOLLEN KOHTPOSBHOW rpynnbl (rpynn). B HEKOTOpbIX
criydaax MoxeT notpeboBaTbCs rpynna MoroXUTENBHOMO KOHTPONS (Hanpumep, B
TOKCUKOSIOMMYECKNX  UCCIeoBaHMAX CO  cneumdmyeckummn  Brosorm4ecknmm
KOHEYHbIMW  TOYKamMn (Hanpumep, TrEeHOTOKCMYHOCTbL) B  COOTBETCTBMM C
PykoBogcTBOM No oueHke u KoHTposto [HK-peakTUBHbIX (MyTareHHbIX) NpuMecen B
NEKapCTBEHHbIX CpeacTBax W YCTAHOBSIEHUMIO  PaHWUL, — MOTEHLManbHOro
KaHUeporeHHoro pucka (npunoxeHue k PekomeHgaumn Konnermv EBpasumnckon
9KoHOMMYeckon kommccum ot 6 asrycta 2019 r. N 23));

BBeEeHne HN3KOWN [o03bl, AocTaTOYHON ans NposiBreHNsd
dpapmakoganHaMMYECKOro N HeobxoauMoro TepaneBTUYEcKoro adpdekta unm
NPUBOOSALEN K CUCTEMHOW OKCMO3ULWUK, COMOCTaBMMOW C OXUOAEMOW npu
npeanaraemom (NNaHMpyeMoMm) KINMHUYECKOM MPUMEHEHWUU;

BBeAEHME BbLICOKOMW [03bl, BblOpaHHOM Takmm o06pa3oM, 4YTOOblI BbISBUTb
TOKCMYHOCTb AJ19 OpraHOB-MULLEHEN UMW MHYKO Hecneunguyeckyto TOKCUYHOCTD,
nmMbo BBeAEeHME BbICOKOWM [03bl, OrPaHUYEHHOW MakCUMasribHO BO3MOXHbIM 515
OAHHOro Nyt BBeAeHWss obbemMOM uccrefyemoro BellecTBa (rnekapCTBEHHOro
cpeagctea). Bo Bcex cnydasx (3a MCKMKOYEHMEM CIlydaeB, YKasaHHbIX B
PykoBogctBe NO AOKMHUYECKMM UCCriegoBaHMAM 6e3onacHoOCTM B LensXx
NpoOBEeAEHN  KIMHUYECKUX UCCIIeQOBaHUAM U permcTpaumm  nekapCTBEHHbIX
npenapaToB) npegernbHble 403bl A9 UCCegOBaHUM OCTPOWN, CYOXPOHUYECKON U
XPOHNYECKON TOKCUYHOCTU, paBHble 1000 mr/kr/cyT. Ons rpbi3yHOB U HErpbi3yHOB,
cUUTalTCSa NPUEMIIEMbIMU;

BBEAEHNE MPOMEXYTOYHOW [03bl (HanpuMmep, reoMeTpuyeckon cpenHen O03bl
MeXOy BbICOKOM M HU3KOW J03aMN).

PekomeHngyeTcs, 4TOObI CUCTEMHasi 3KCNO3ULUMSA UCCNeayemMoro BeLecTBa
(nekapcTBEHHOro cpeactsa) U (UNN) ero OCHOBHbLIX MEeTabonMTOB NPU BbICOKOW
[03e  MHOIMOKpaTHO  MnpeBblllania OXMOaeMyr  KIMHUYECKYID  CUCTEMHYHO
9KCMNo3nLMIO.

24. lNpv BBEAEHUN UccneayemMmoro BelecTBa (fleKapCTBEHHOro cpeacTsa) nyTem
aobaBneHns ero B KOPM U NUTLEBYIO BOAY TpebyeTcs perynsapHas Koppekumna ero
KonmyectBa B KOpMe UM MUTbEBOM Bode [ANs KOMMNeHcauuu KonebaHui,
0BYCNOBMEHHbLIX POCTOM XMBOTHbIX U U3MeHEHMEM obbema NoTpebrneHns Kopma u
BOAbI.

25. B cnyyae BO3HWKHOBEHMA B XO4e WCCMeOOBaHUS HenpeaBuaeHHbIX
TOKCUYECKMX 3ppeKTOB WM OTCYTCTBUA TOKCUYECKMX 3pdekTOB MOXeET
notpeboBaTbCA KOPPEKLMS 403.

26. Npn MHransaunmoHHOM BBELEHMM UCCIeQyeMOro BelwecTBa (NeKapCcTBEHHOro
cpeacTsa) crieqyeT onpeaenvTb BObIXaeMyro A03Y.
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27. B uenax HegonyLweHns KOHTaMMHaUUM KOHTPOSIbHOM rpynnbl Uccneayembim
BELLECTBOM (fleKapCTBEHHbIM CpPeacTBOM) Heobxoaumo cobnogatb  Mepbl
NPEeaOCTOPOXKHOCTM U OCYLLUECTBNATH OLEHKY KOHTaMuHauuMM B COOTBETCTBUM C
yKasaHusMu corrnacHo npunoxeHuno N 1.

V. HabnroaeHus

1. AcxoaHble U KOHTPOSIbHbIe 3Ha4YeHUNA

28. B OTHOWEHMM TrPbI3YHOB W HErpbi3yHOB Heobxoaumo pacnonaraTb
PETPOCMNEKTUBHLIMWU AAHHBIMU AN51 U3ydaeMblX MOponormiecknx, GMoXMMmnYecKmx
N pmamonormdeckmx nokasarenen. B OTHOLEHUN HErpbi3yHOB UCXOAHbIE 3HAYEeHUd
crieqlyeT nony4vartb OT XXUBOTHbIX, UCMOSb3YyEMbIX B UCCIIEL0BaHUN.

2. MOHUTOPUMHr B XoA4e npoBeneHus nccriegoBaHusA

29. B xopoe npoBedeHUs uWCCrnegoBaHUs HeobXoaMMO KOHTPONMpoBaTb
notpebneHve  kopma, obuwee noBegeHME  MMBOTHbIX, Maccy  Tena,
rematoniorndieckme n OuoxmmMumyeckue nokasaTenu, AaHHble aHanmMsa Mouu U
NpPOBOAUTL OPTarbMOSIOrM4YeCKnin OCMOTP.

30. Cnegyetr npoBoauTb 3anekTpokapauorpadgmyeckoe uccnegoBaHue Yy
HerpbidyHoB. [Ona  nobor rpynnbl XMBOTHbBIX, Y KOTOPbIX KOHTPOSMPYHOTCS
nokasarenu, npegycMoTpeHHble NyHKTOM 29 HacTtoswero PykoBoacTsa, crenyet
BblbpaTb perieBaHTHble napamMeTpbl, MO3BOSMAOWME YCTAHOBUTbL  NpOdmsb
TOKCMYHOCTU UCCNEeAYyeMOro BellecTBa (rnekapcTBeHHoro cpenctaea). OnpegeneHue
napameTpoB HeO6XOAUMO MPOBOAUTH B COOTBETCTBYHLUMX BPEMEHHbLIX TOYKaX C
yyeToM dapMakogmHaMmyeckux (hapmMakokKMHeTudecknx) npodmnen. [lNommmo
3aKmoYmMTENbHBbIX HAabMAeHU, yKasaHHble napamMeTpbl crneayeT oTcrnexuBaTb C
YacTOTOW, MO3BOSIAIOWEN OLEHUTb M3MEHEHUs1 B AWHamuke. Bbibop meTtoawmk
nccnegoBaHni OOSMKEH YYUTbIBATb COBPEMEHHOE COCTOSIHUME 3KCMEPUMEHTarbHbIX
MEeTOOMK, TMPUMEHSIEMbIX B  Meguko-bumornormdeckmx Haykax. B cnydae
NCMNOMb30BaHUA BUAOOB XMBOTHbIX C HebonblwMM 4Yucnom ocoben B rpynne (Kak
NpaBuro, HErPbI3yHbl) KOHTPOSb NapaMeTpPoB criegyeT NPOBOANUTL Y BCEX XKMBOTHbIX
BO BCEM JuMana3oHe uccnegyemMblx 403. B uccnegosaHum Ha rpbi3yHax npoBeaeHne
cneumanM3mpoBaHHbIX OLLEHOK NapaMeTpoB 4OMyCcKaeTCcs NPpOoBOAUTbL Ha nogrpynne
XMBOTHbBIX KaXKOoOW OMbITHOM rpynnbl, Nosiydarolen o3y uccreayemMoro BewecTtsa
(nekapCTBEHHOro cpeacTaa).

31. OueHKy napameTpoB, BbIMOMHAEMYIO B XOA4€E UCCIEeA0BaHus, TaKkxe cregyet
NPOBOAUTb B KOHTPOMbHbLIX rpynnax. MaydeHve (B3sTue) obpasuoB crnegyet
NpoOBOAMTbL TakuMM 00Opa3oM, 4TOObl He oKasaTb BIMSHUSA Ha uUcxod W
OOCTOBEPHOCTb UCCNeaoBaHus.



32. B xopge wccnegoBaHusi HeobxoouMMO MNPUHATb  Mepbl € LEnblo
npegoTBpalleHna unm  obnerdeHna ©Gonm y  3KCNepUMEHTanbHbIX KUBOTHbIX.
CriegyeT yunTbiBaTb KpUTEpPUM, MO3BONSOLLME NPUHATH pelleHne o6 aBTaHasum
XVBOTHbIX, WCMbITbIBAOWLMX CUNbHY0 ©Gonmb WM cTpagaHve, a Takxke
pekoMeHdauun no  pacrno3HaBaHUKO  Yrpo3bl CMepTH, YCTaHOBIMEHHblE B
PykoBoactBe Mo pacrnos3HaBaHWO, OLEHKe U  MNPUMEHEHUIO  KITMHUYECKUX
CUMMNTOMOB, YrpoXaloLMX XM3HM YerioBeka, B OTHOLEHUW nabopaTopHbIX
XVBOTHbIX, UCMOMb3yeMbIX B UCCregoBaHWsX ©6e30nacHOCTW,  MPUHATOM
OpraHunsaumnen 9KOHOMWYECKOro coTpygHuMyecTBa n pas3BuUTUSA
(ENVIUM/IMONO(2000)7).

33. lMaBwure vnn nogBeprHyTbie 3BTaHa3uWM B XO4Ee WCCredoBaHUsS XMBOTHbIE
noaBeprarTca ayToncum u (ecrm BbIMOSHUMO) NPOBOAMTCS MUKPOCKOMNUYecKast
OL|eHKa MOSly4EeHHOro OT HUX MMCTOSIOMMYECKOro maTepuarna.

3. TOKCUKOKMHeTUKa

34. CBegeHnss 0 CUCTEMHOM 9KCMO3ULUMA Y XUBOTHbIX MOSlyYEHHblE B XOAe
nccrnegoBaHMA  TOKCUMYHOCTUM  MPUM MOBTOPHOM  (MHOrOKpaTtHOM) — BBeAEHWUU
nccrnegyemoro BewlecTtBa  (JleKapCTBEHHOro cpeacTBa), Heobxooumbl  Ons
MHTeprpeTauun pesynbTatoB WUCCNedoBaHWA, MNNaHUPOBaHUA  MNOCIeayoLmMX
nccrnegoBaHni U OLEHKN Be30rnacHOCTU NeKapCTBEHHOro npenapara ¢ yvyacTuem
yenoseka. lNogpobHble pekomeHOauuu npuBedeHbl B PYKOBOACTBE MO U3YYEHUHO
TOKCUKOKMHETUKN U OLEHKEe CUCTEMHOM 3SKCNo3uuuM B TOKCUKOMOrMYECKuX
nccrneposanHusx. CrnegyeTt npefycMoTpeTb NpoBeAeHne aHanmsa obpasuoB KpoBu
nabopaTopHbIX MUBOTHBLIX KOHTPOSbHBIX Pynn, 4Tobbl YOOCTOBEPUTHCH B
OTCYTCTBUM 3KCMNO3NLUN UCCIieayeMoro BellecTBa (flekapCTBEHHOro cpencTsa)
BCrNeacTBUE KOHTaMUHaUMM UM, OLleHKa KOTOpOW npefycMoTpeHa npunoxexHvem N
1.

4. NNocmepTHOE UcCcreaoBaHMe XUBOTHbIX

35. locmepTHOE UCcrefoBaHWE XUBOTHbLIX OOSPKHO ObITb Kak MOXHO OGonee
NONMHbIM. Bcex »MBOTHbIX criegyeT MNoABeprHyTb Hekporncuu (aytoncum). [Mpu
NpoBeaeHUN UCCrnefoBaHUa C yd4acTueM HebOomnbLIoro Yncrna ocobemn XMBOTHLIX B
rpynne (Herpbi3yHbl) HeobxoAMMO MPOBECTM UCTONATONIOrMYyeckoe U3yyveHue
OpraHoB W TKaHeRn, Mo nepeyvHto, opMMpyeMomMy B COOTBETCTBUM C YyKa3aHUSMU
cornacHo npunoxeHnto N 2, y BCEX >XMBOTHbIX, KOTOPbIM BBOAWUTCS BELUECTBO
(nekapcTBeHHOe CpeacTBO), BO BCEM AuanasoHe uccrenyemblx 0o3. B crnydae
NpoBeOeHUA UCCNnedoBaHUs € ydacTUEM  PbI3yHOB  MMCTONATOSIOM4eCcKoMy
N3y4eHnto criegyeT NoaBeprHyTb BCE OpraHbl U TKaHW, yKasaHHble B npunoxeHun N
2 K HacTosuemMy PyKOBOACTBY, M3 KOHTPOSIbHOW TPyNnMbl W rpynnbl XWBOTHbIX,
KOTOpPbIM BBOAUTCH MWCCRegyeMoe BELLUECTBO (NeKapCTBEHHOE CpeacTBO) B
BbICOKOW A03€.
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36. B oTHOLLEHWM rpyrn XMBOTHbLIX, MNOMy4YaBLUMX MeHbLUMe 003bl, OOoMNyCKaeTcH
NPOBOOMTbL UCCMEdOBaHME OpraHoB U TKaHeW, B  KOTOPbIX OBOHapyxeHbl
MaKpOCKonnyeckune N3MeHeHns npu HeKporcum (ayToncun). Ecrn
rMcTonaToniorMyeckmue U3MeHeHns ODHapyXeHbl Y rPyrnbl XUBOTHbLIX, MOMyYaBLUMX
BbICOKYIO 03y MUCCrieqyemMoro BellecTBa (flekapCTBEHHOro cpeacTsa), B Lernsx
YCTaHOBSEHUA 3aBMCUMOCTU "3KCMO3uumsa - oTBeT" Takme opraHbl U (Unn) TKaHu
HeobXoOAMMO MWCCreaoBaTh TakXe WMy rpynn XMBOTHbIX, KOTOPbIM BBOAUSIUCH
MeHbLLne 03bl.

37. Heobxogumo npoBedeHVMe  MMCTONATOMOrMYECcKOro  MUccrie4oBaHUA
PenpPoOaYKTUBHbLIX OPraHoOB >XMBOTHbIX. B uenax obHapyxeHus BNMSHUA Ha
cnepmaroreHes criegyeT MpoBOoAUTb TUCTOSNOMMYECKYI0 OLIEHKY CEMEHHMKOB W
NpMOaTKOB CEMEHHUKOB (3nMananumMycoB).

38. B 3aBucCMMOCTM OT MCCregyemMoro BellecTBa (NeKkapCTBEHHOro CpencTBa)
MOXeT noTpeboBaTtbCcsl 6Gonee rnybokoe rMcTonaTonornyeckoe wuccrnegoBaHne
Guonornyeckoro marepuana, noslydeHHOro OT XMBOTHbIX. CrneayeTr npuroToBuUTb
Ma30K KOCTHOro Mo3ra, Nosly4EHHOIO OT BCEX XMBOTHbIX, OA4HAKO €ro uccrieqoBaHune
OCYLLECTBISIETCA TOMBbKO NPU MOAO3PEHUN HA U3MEHEHMSI B TKaHSX (OpraHax) umm
nepudpepmnyecKkon Kpoeu, obycrioBneHHble BBEAEHMEM BELLECTBA (NIEKapCTBEHHOMO
cpeacTea). [lony4yeHHble Ma3ky MNOABEPratoTCsA MUKPOCKOMUKM, OLLEHMBAOTCHA WX
KNETOYHbIN cocTaB, pacnpegerneHne n Mopdonornsa KneTok, a Takxke MUerongHo-
9PUTPONAHOE COOTHOLLIEHNME.

39. B oOTHOWweHun wuccrneayembiXx BeELLECTB (NeKapCTBEHHbIX CpencTs),
BJZIMAIOLLMX HA LEeHTParibHYt0 HEPBHYIO CUCTEMY, CUCTEMaTU3MpoOBaHHOE MNJTlaHOBOE
rMcTonaTonormyeckoe uccregosaHue (B AOMNOSIHEHWE K opraHam U (Mnn) TKaHaM,
nepeyuncrieHHblM B npunoxeHun N 2 K HacTosuwlemMy PykoBoaCTBY) Heobxogumo
NPOBOAUTb B OTHOLLEHUW KIETOK-MULUEHEN WUITN YY4ACTKOB LIEHTparibHOM HEepBHOW
CUCTEMbI, HanpsaMylo 3artparMBaeMblX B XO4e WCCredoBaHus, eCcriv 3TO MOXHO
NpeanosiokMTb  UCXOAS U3  U3y4eHUs npodomns CBSA3bIBAHUA  UCCEYeMOro
BellecTBa (NeKapCTBEHHOro CcpeacTtBa) € peuentopamu  wUnM - Opyrux
drapMmakognHamMnyYecknx adppekToB OOYCNOBMIEHHBIX BIMSIHUEM WCCREQyeMOro
BeLlecTBa (nekapcTBeHHOro  cpefcTsa). Ecrm NoJTyYeHbl AaHHble,
npegnoniararowme crneunduyeckylo  HerMpoTOKCUYHOCTb, CcriegyeT  MnpoBecTu
AanbHenee u3yydyeHve, B Lendx ornpeneneHvs Bpeda W OueHKy Bpega u ero
JoyHKLMOHarnbHbIX MNOCreacTBUN.

40. B nccrnegoBaHunax, NpoBOOMMBIX C UCMONb30BaHNEM WHranAuMOHHOIo nyTu
BBEOEHUS, Y BCEX XMBOTHbLIX HEOOXOANUMO OnpeneniTb Maccy ferkux n npoBecTu
rMCTONaToNiorM4yeckoe u3y4eHne TKaHenW pPecrnumpaTtopHOro TpakTa, a Takxe
accoummpoBaHHOM NIMMAXOMOHON TKaHW, KOTOpble NOABEPrIIMCh 9KCMNO3uunn 403bl
BCEX YPOBHEMN.


http://docs.cntd.ru/document/456026116

41. CnegyeT wu3y4nTb MMMYHOTOKCMYHOCTb  MCCIledyemMoro BellecTBa
(nekapCTBEHHOro cpeacTsa) B Cllydae HanmMuuMs [aHHbIX O MNOTEeHUWansHOM
pa3BUTUN MMMYHOsIOrMYecknx addekToB Npu ero BBeaeHuu, nmbo B criyvyae, ecnm B
Xo4e wuccnegoBaHUA TOKCUMYHOCTM MpU MOBTOPHOM (MHOrOKpaTHOM) BBEOEHWU
nccnegyemoro BellecTBa (FleKkapCTBEHHOro cpeactBa) Habnoganucb NpUsHaku
NMMYHOaKTMBaLUN UMM UMMYHOCYMNpPeCcCun Npyu BBe4EeHUUM OaHHOro MUccriegyemoro
BeLLeCcTBa (1ekapCTBEHHOro CpeacTBa).

42. Bce TKaHM OT BCEX XMBOTHbIX, y4aCTBOBaBLUMX B UCCNenoBaHWW, crieayeT
3aKoHCepBMpoOBaTb M MPUrOTOBUTb  UX  NapadwmHoBble  obpasubl  (nNpwu
HeobxoanmocTn). Cnegyet 3aapxmBupoBaTb 9K MaTepuarnbl n
3a0KYMEHTMPOBATb MECTO X apXUBUPOBaHUS.

VI. OTtyeT 06 ccnegoBaHuUU

43. OT4yeT 06 mMccnegoBaHUM OOIMKEH B AOCTATOMHOW CTENEHU U OOCTOBEPHO
OoTpaxaTb BCe MepBUYHble CBeOeHWs, MOoSlydeHHble B XOo4e WCCreaoBaHus.
PesynbTatbl nccnegoBaHus crieqyeT aHanmsaupoBaTb C MOMOLBK COBPEMEHHbIX
MeToooOB  (BKMYasi perneBaHTHble  MeToAbl  CTaTUCTUYECKOro  aHanusa).
PesynbTaTtbl criegyeT npeactaBuTb B yAOOHOW ANA MOHMMaHUA M aHanuaa ¢opme.
[pynnoBble UTOroBble 3HAYeHUs cregyeT MnpeacTaBuTb B POpMe, OTpaaroLlemn
pacnpegeneHne nepeMeHHoMW.

44. K oTtyeTy 06 wuccregoBaHUM MpuraraeTca nepeveHb MHOMBMAYaNbHbIX
3Ha4YEeHMN BCEX 3aperncTpupoBaHHbIX napameTpoB. OT4yeT 00 uccnegoBaHUK
OOITKEeH coaepxaTb 3akfltodeHue O pesyrnbrarax uccregoBaHus. NHTepnpetaumd
pe3yrnbTatoB U 3aK/MOYEeHUs OOSPKHA YYUTbIBaTh pesyrbTraTtbl CTaTUCTUYECKOro
aHanmMsa [aHHbIX, HO OCHOBbIBAaTbCA B MNEpBYHD o4vepedb Ha Ouonormdeckom
3HaYMMOCTU U JOCTOBEPHOCTM MOSYyYEHHbIX Pe3ySibTaToB.

NMpunoxeHne N 1. YKazaHnA No oLeHKe CTeneHun
KOHTaMMHaLUN KOHTPOJIbHOM rPpynrbl XUBOTHbIX
uccrieqyemMbiM BeleCcTBOM (fleKapCTBEeHHbIM CpeacTBOM)

[Mpunoxerne N 1

K PykoBoacTBy no npoBeaeHuto
OOKIMUHUYECKNX UCCrnegoBaHnm
TOKCUYHOCTU NPV MOBTOPHOM
(MHOrokpaTHOM) BBEAEHUA
AENCTBYIOLMX BELLECTB
reKapcTBEeHHbIX npenapaToB
A8 MeanLMHCKOro NpUMeHeHNs



YkasaHusi No OLEHKEe CTEMEeHW KOHTaMMHALWW KOHTPONbHOW IPyMMbl >KMBOTHbIX
nccneayembliM BELECTBOM (NeKapCTBEHHbIM CPEACTBOM)

l. O6wme nonoxeHus

1. B xoge wccrnegoBaHUMM TOKCUMYHOCTW MpU MOBTOPHOM  (MHOrOKpaTHOM)
BBEOEHUN UCCiegyeMOro BellecTBa (JleKapCTBEHHOMO CpencTBa) BO3MOXHA
KOHTaMUHauus (3arpsisHeHne) obpasuoB, B3ATbIX Y KMBOTHbLIX M3 KOHTPOSIbHOM
rpynnbl  (Qanee -  KOHTpoOSibHble  obpasubl) uMccregyemMbiM  BELECTBOM
(nekapCTBEHHbIM CPeaCTBOM) WM aHTUTENaMun K UCCregyeMoMy BeLecTBY
(nekapcTBeHHOMY CpefcTBY), CBdA3aHHas MO0 C KOHTaMuHauumen opraHu3ma
YXVBOTHBIX, MO0 C KOHTaMUHaLMEN HENOCPEACTBEHHO KOHTPOSbHbLIX 00pa3LoB.

2. KoHTammHaumsi KOHTPOmbHbIX 00pa3uoB MoxeT ObiTb 00ycrnoBneHa
MHOXXECTBOM NMPWUYKH, NPY 3TOM B GOMNbLUMHCTBE CIly4aeB UCTOYHWUK KOHTaMUHaLUM
CINOXHO yCTaHOBMTb. [lpM nNpoBedeHUM HEKOTOPbIX BWOOB UCCreaoBaHUN
(Hanpumep, MccrnegoBaHWMM KaHLEPOreHHOCTU U PenpoayKTUBHOM TOKCMYHOCTW)
CcTeneHb KOHTaMUHALMM KOHTPOSbHbLIX 00pa3LIOB SIBMIAETCS 3HAYUTENBHOM N MOXET
NPUMBECTU K aHHYINMPOBAHWUIO pPe3ynbTaTOB WCCMeoBaHUS WM K MPUHSITUIO
OTpMLATENbHOIO peLLUeHMsT MO 3asiBMIEHN0 Ha PErMcTpauuio  NeKapCTBEHHOrO
npenapara.

3. Bo BpemMs TOKCUKOSOrMYECKMX uUccrnegoBaHui  (He3aBMCMMO  OT
NCNOMb3YyeMOro Nyt BBEOEHUS, BENMMYMH 03 U NPOLOITKUTESNBHOCTN BBELEHUS
nccrnegyemMoro BewecTBa (NleKapCTBEHHOIO CpeacTBa)), PUCK  KOHTaMuHaumu
KOHTPOSbHOM TPYNMbl XWBOTHBIX MWCCieayeMbIM BELLECTBOM  (fleKapCTBEHHbIM
CcpeacTBOM) [OOCTATOMHO BbICOK. JTO CBSA3aHO C TeM, 4YTO OTCYTCTBYET
00643aHHOCTb  uccrenoBaTtens noaBepratb  KOHTPOSbHble obpasubl  aHanmsy.
[onyckaeTca nonyuYntb M NpoaHanmM3npoBaTb Takue obpasubl TONMbKO B Cryyae,
ecnm npegnofiaraeTcs, YTo 3TO MOMOXET WHTepnpetTaumm pesyrbTaTtoB Uu
Banvaau M aHannMTu4eCcKnx METOA0B NCCea0BaHWS.

4. 3HaunTenbHas CTeNeHb KOHTaMUHALUM XMBOTHBLIX U3 KOHTPOMbHOW rpynmbl
MOXeT MPUBOAUTL K aHHYINMPOBaHWIO Pe3ynbTaToB UCCMeAoBaHUA BCNeacTBUe UX
HU3KOTO KayecTBa WM HEOOCTaTOYHOCTU MOMyYEHHbIX TOKCUKOKMHETUYECKUX
[laHHbIX, HEe MO3BONSALMX MPOBECTU B paMKax OOKIMHUYECKMX UCCIeqoBaHun
MOSHOLIEHHYIO MHTEpnpeTaLuio npoduna 6e3onacHoCT! NCCNeayeMoro BellecTsa
(NekapCTBEHHOIo CpeacTBa) U OLEHKY pUCKa ero NpMMEHEeHUs 4N YenoBeka.



5. Hactosaumii OOKYMEHT COOEPXUT YyKaszaHUs MO  KONM4ecTBEHHOMY
onpeaeneHnio CoaepXaHus nccrneqyemMoro BellecTBa (NekapCTBEHHOrO CpeacTsa)
B KOHTPOMbHbIX 06pa3suax B paMkax AOKMMHUYECKUX NccrnenoBaHuii 6esonacHocTu
nccrnegyemMoro BelecTBa (fekapcTBEHHOrO CPEeACTBa), O PENOPTMPOBAHUN AaHHbIX
N OLEHKE BIUSHUS KOHTaMMHALUWM MCCredyemoro BellecTBa (NeKapCTBEHHOro
cpencTBa) Ha BanMaHOCTb TaKMX UCCIeqoBaHWUIA.

6. B uensx noateBepxaeHns obllero kayectsa M BanMOHOCTU AOKIMMHUYECKUX
nccnenoBaHUA TOKCUYHOCTU HACTOSLLIMIA JOKYMEHT ONUCHLIBAET NOAXOAbl K OLLEeHKe
KOHTaMMHaALUM XUBOTHOTO M3 KOHTPOSbHOW MPyMMnbl M KOHTPOIbHbLIX 00pa3uoB U
NOATBEPXKOEHMIO €€ OTCYTCTBUS.

Il. MoaxoAabl K oueHKe KOHTAaMUHALUW XXUBOTHbIX KOHTPOJIbHOM rpynnbil

1. HeobxoamnmocTbL 0TOOpPa U aHanum3a KOHTPOJibHbIX 00pa3LoB

7. MNpouenypy oTbopa KOHTPOSIbHbIX 00pasLoB 1 aHaNMTUYECKME METOOMKN NX
N3ydeHnss crnegyet BKAOYUTL B MporpaMMy TOKCUKOKMHETMYECKOW OLEHKN,
npoBOAMMON B  paMKax [OOKMMHUYECKMX  uccrnegoBaHun  6e30nacHOCTU
nccregyemMoro BellecTBa (flekapcTBeHHoOro cpenctsa). [lpoBegeHve aHanmsa
KOHTPOSbHbIX 06pa3uoB MOXET noTpebdoBaTbCs OOQHOBPEMEHHO C MPOBEAEHMEM
aHanusa 06pasLoB OT XMBOTHbIX U3 OMbITHOM rPYNMbI.

2. Buabl nccnegoBaHum

8. CH6op M aHanM3 KOHTPOSbHbIX 0O6pa3LoB CreayeT OCyWecTBNATb BO BCeEX
OMOPHbIX NccneaoBaHusIx, npeaycmaTpuBaroLLMX npoBeaeHne
TOKCUKOKNHETUYECKOWN OLLEHKM.

9. lNpn npoBeaeHUN UCCeQoBaHWA Ha Herpbli3yHax KOHTPOSibHble 0b6pa3sLbl
cregyet cobupatb M aHanmM3upoBaTb TeM e obpasom, 4TO U obpasubl OT
XVBOTHbIX M3 ONbITHOW rpynnbl. [py nccnegoBaHsiXx Ha rpbl3yHaX KOHTPOSbHbIE
obpasubl cregyeT cobmpaTtb 1 aHanM3nMpoBaThb MO MeHbLLEN Mepe NPUBN3NTENBHO

B panoHe t,,,x MCCreayemMoro BelecTBa (flekapCcTBEHHOro cpeacTaa).

3. Ny BBeaeHust uccnengyemMoro BellecTBa (JieKapcTBEHHOro cpeacTsa)

10. TlocKonbKy KOHTaMMHAUMA KOHTPOSbHbIX 06pa3loB BO3MOXHA B
MccregoBaHMsX C  UCMOSMb3OBaHMEM BCEX MNyTeh BBEeOEeHUS UCCNeayemMoro
BeLlecTBa (NeKapCTBEHHOro cpencTBa), B3siTME M aHanu3 KOHTPOSbHbIX 0Opa3sL,oB
Heo6X0ANMO OCYLLECTBIIATbL HE3ABUCMMO OT MYTU Er0 BBELEHWS.



4. NMocneactBuA KOHTaMMHALMM KOHTPOJIbHbIX OOpasuoB, Mepbl AnNA
YCTAHOBNIEHUA WCTOYHMKA KOHTaMMHaUuuM MW Mepbl, NMPUHMUMaAeMble MNpu
OoGHapyXe HUM KOHTaMUHaLUKn

11. CrnepoBble KoOnMMYecTBa KOHTAMUHUPYHOLLEro BeWecTBa HWke npedena
KOSIMYECTBEHHOIO onpefeneHns aHanMTM4eckon MeTOOMKU MOryT CuuUTaTbCH
HE3HaYUMbIMW.

12. KOHTamMuHauus KOHTPOSbHbIX 0Opa3uoB MOATBEPKOEHHAA MO WUTOram
NpoBedeHNs uccrnegoBaHwn in vivo CTaBUT MO COMHEHWE BanvMaHOCTb U (Unn)
OOCTOBEPHOCTb BCero uccriegosaHus. KoHTammHaumsi KOHTPOSbHbIX 06pa3suoB
noaTBepXageHHas MNo wuToram nNpoBedEeHUst UCCIedOBaHUM eX  VIivo, MOXeT
NOCTaBUTb Mo COMHEHWe BanuaHOCTb U (Un) 4OCTOBEPHOCTbL COOTBETCTBYIOLLEN
TOKCUKOKMHETMYECKOM OLIEHKM  Uccrnegyemoro  BewecTBa  (JleKapCTBEHHOIO
cpencTea).

13. PeweHne 06 aHHynMpoBaHMM BCEX pe3yfnbTaTOB WCCegOBaHUA WUMn
COOTBETCTBYHOLLUEN TOKCMKOKMHETUYECKOM OLUEeHKNM B paMKax WCCregoBaHus
3aBMCUT OT HECKOSbKUX MnapaMeTpoB, nognexawmx TwarteslbHOMY aHanmay,
BKMtodas B cebs CcTeneHb KOHTaMMHaUMM W ee BIMAHME Ha BaruaHOCTb
CTaTUCTMYECKOro  aHanus3a, onpegeneHve  rpaHuy,  6esonacHocTn  And
KOHTaMWHUPYIOLLEro BeLleCcTBa U JOCTOBEPHOCTb €ro 9KCNo3numnmn, yCTaHOBIIEHHbIX
Y MBOTHbIX, KOTOPbIM BBOOW/IOCb WCCNeAyeMoe BeLEeCTBO (flekapCTBEHHOE
cpencTBo).

14. Ecnn oTMevaeTca CcywecTBEeHHas KOHTaMUHaUMs KOHTPOSbHbIX 0b6pasLoB
nccrnegyemMbiM BeLeCTBOM (fleKapCTBEHHbIM CPefCTBOM) B CTEMEHW, CMOCOOHOM
NOBMMATbL HA BanMOHOCTb WUCCMedoBaHWs, crieqyeT NPoOBECTU paccrieqoBaHue u
YCTaQHOBUTb MCTOYHUKM KOHTaMuMHaUuW. 3asiBUTENO criegyeT MpUHATbL Mepbl Ans
BbISICHEHMS1 TOro, Kakmm o6pasomM npousollria KOHTaMuHauMa: B pamMKax
nccrenoBaHvs in vivo unn ex vivo. K Takum mepam MoryT OTHOCUTBLCSA NpoBedeHune
noeHTMdmKaunum mnccrnegyemMoro BewecTBa  (NleKapCTBEHHOMO cpeacTsa) U
NNasmMeHHbIX MeTabonMToOB B KOHTPOSbHbIX obpasuax, OOHapyXeHue aHTuTen K
nccriegyemMoMmy  BelwecTBY  (NlekapCTBEHHOMY  CpeacTBy) B OTHOLUEHWUU
BMOTEXHOMNOMMYECKOrO fIeKapCTBEHHOIO CPeAcTBa, a Takke Apyrne mepbl. [locne
YCTAHOBIIEHNA WCTOYMHWKA KOHTaMWHAUWKM cregyeT MNpUHATb COOTBETCTBYHOLLME
KOPpPEKTUPYoLLME MEPbI.



15. Ecrv npousolwia CcylwecTBeHHasi KOHTaMMHALMSA KOHTPOSbHbIX 06pasLoB
nccrnegyemMbiM BELLECTBOM (fleKapCTBEHHBIM CPEeACTBOM) B X04€ AOKIIMHUYECKMX
nccrnegoBaHnin Mo U3ydeHuto ero 6esonacHoCTn, creqyeT BKIIOYUTbL CBEAEHUSA O
YacToTe, XapakTepe W CTeneHM KOHTaMMHAUMM KOHTPOSbHbIX 0OpasuoB B
3aKnovuTenbHble OT4YeTbl 00 uccnegoBaHMM W caenatb BbIBOO O BIMSAHUM
KOHTaMWHaAUMM Ha BanMaHOCTb UccregoBaHus. He3aBMCUMMO OT  CTeneHu
KOHTaMUHaLMN KOHTPOSIbHbIX 0BpasuoB [aHHble, MOSlyYEHHbIE MPU KX aHanmMse
HeobXxoAMMO BKIHOYaTb B TOKCUMKOKMHETMYECKYHK YacTb 3aKOYUTENbHbLIX OTYETOB
00 1uccnegoBaHuK, a Takxke B pe3toMe AOKNMMHUYECKUX UCCrneaoBaHun 1 pasaen 2.4
MOAYNs 2 perMcTpauuoHHOrO [O0Cbe JIeKapCTBEHHOro npenapaTta, BMeCcTe C
OLLEHKON WX peneBaHTHOCTU WU BIMAHUA Ha BanVMOHOCTb WCCNeaoBaHUA Ha
MHTepnpeTaunio pesynbTatoB M Ha OUEHKY PUCKOB MPUMEHEHUs UCCenyemoro
BeLLeCTBa (NleKapCTBEHHOro cpeacTBa) ANs YernoBeka.

NMpunoxeHue N 2. CtaHagapTHLIM MMHUMANbHbLIU Nepe4vYeHb
OpraHoB U TKaHen, noanexawmnx rMmcTonaTonornyecKkomy
nccregoBaHUIO B MCCreaoBaHUN TOKCUYHOCTY NpU
NOBTOPHOM (MHOroKkpaTHOM) BBeAeHUN nccnegyemMmoro
BellecTBa (NeKapCTBeHHOro cpeacTBa)

[MpunoxeHune N 2

K PykoBoacTBy no npoBeaeHuto
OOKIMUHUYECKNX UCCrnegoBaHnim
TOKCUYHOCTU NPW MOBTOPHOM
(MHOrokpaTHOM) BBEAEHUA
AENCTBYIOLMX BELLECTB
reKapcTBEeHHbIX npenapaToB
Ana MeanLMHCKOro NpUMeHeHNs

CTaHOapTHbIN  MUHMMArbHbIM NEpPeYeHb OpraHoB W TKaHeW, nognexawmx
MMCTOMNAToONIONMYECKOMY UCCNeAOoBaHUKD B UCCIieQOoBaHUMM  TOKCUYHOCTU  MpwU
NOBTOPHOM (MHOrOKpaTHOM) BBELAEHUN UCCeQyeMOro BeELeCTBa (fiekapCTBEHHOMO
cpencTea)



1. HacTosaumin [OKYMEHT COoLepXVT CTaHA4apTHbIA MUHUMASIbHbIN MepeyeHb
OpraHoB W TKaHeW, noanexawmx rmcTonaTonorm4eckoMy UCCreoBaHuo, KOTOPbIN
MOXHO MCNONb30BaTb MNpWU NPOBEAEHUN BCEX BUMOOB MUCCREOOBAHUA TOKCUYHOCTHU
NpM  MNOBTOPHOM  (MHOrOKpaTHOM)  BBEOEHUW  UCCrieQyemMoro  BellecTBa
(nekapCTBEHHOrO CpeacTBa) M UCCEAOBaHMIO KaHLLEPOreHHOCTU MCCcreayemMoro
BellecTBa (flekapCTBEHHOINo cpeacTBa), He3aBMCUMO OT MyTU BBEAEHUA, BUaAaA Unu
NMHUKN  NAbopaTOPHbIX >KUBOTHBIX, OTHOCALLMXCS K KNacCy MIIEKOMUTaIoLLMX,
NPOOOIKUTENBHOCTU  UCCNEOoBaHUSA WM Kracca UCCredyemMoro BelecTBa
(nekapCTBEHHOrO cpeacTBa) (Oanee - CTaHOAPTHbIA MNEepeYeHb) U KOTOPbIN
BKItOYaEeT B cebs:

aopTy;
BUSOYKOBYIO Xeresy (TUMyC);
Briaranuuie;

rap4epoBy xeneay;

rmnodoua;

rnas;

rOfIOBHOW MO3T;
ABeHaaLUaTUNepPCTHYIO KULLKY;
Xenyaok;

Xen4HbIN NMy3blpb;

KOXY;

KOCTb C KOCTHbIM MO3rom (4nsi Herpbi3yHOB - nubo pebpo, nmbo rpyauHy; And
rPLI3YHOB - De4pEeHHY0 KOCTb C CYCTaBHbIM XPSILLOM);

nerkue;
nmmdpatnyeckmi ysen (yanbl);

MaTKy;

MOJSIOUHbIE Xenesbl (TOMbKO Y caMok);
MOYEBOU My3bIPb;

HaaANoO4Ye4vYHUKH;



NapaLLMTOBUAHYHO Xerneay;
nepudepnyeckmne HepBbl;
NneYveHb;

NULLIEBOS;

NoOB340LLUHYIO KULLIKY;
noa)XenyaoyHyto xenesy;
MOYKM;

npyaaTKn CEMEHHUKOB (3NMANANMUCHI);
npocTary;

CEeMEHHOW My3blpex;
cepaue,

ceneseHKy;

CEMEHHUKU;

CKeneTHble MbILULbI;
CIenyo KULLKY;
CIIOHHbIE Xenesbl;
CMWHHOW MO3T;

TOJICTYHO KULLKY;

TOLLYHO KULLKY;

Tpaxeto;

LLMTOBUAHYHO Xeneay;
ANYKU;

SANYHUKW;

noanexawme TkaHn B MecTe BBeOeHn4,



npoYne opraHbl U TKaHW, MMEKLME MAKPOCKOMMYECKME MPU3HAKN MOpaXeHus
(naTonorun).

2. CTaHpapTHbIM nepeyeHb MOXeT OblTb paclumpeH npu  nraHMpoBaHUK
nccrnegoBaHnss € ydeToM  MyTUM  BBEOEHWS  UCCNeayemMoro  BellecTBa
(nekapCTBEHHOrO CpeACcTBa) U MOXET BKIOYaTb B ce0H opraHbl U TKaHW, 3Ha4YMMble
ANs Takoro nyTu BBeAeHWs. Hanpumep, npy npoBeneHnn nccrnenoBaHun BewecTs
(nekapCTBEHHbIX CPeACTB), BBOAUMbIX MHrANALMOHHBIM CMOCOOOM, B CTaHOaPTHbIN
nepeyeHb criegyeT BKOYUTb TKaAHWM HOCOBOW MOSIOCTUM M HOCOBbLIX PaKOBWH,
ropTaHb n TpaxeobpoHxuarnbHble nMMdaTndyeckne yanbl. AHanNormM4yHoO npu
HeobxoanMMocTK (B 3aBUCUMMOCTU OT UCMOMb3yeMbIX B MUCCIegOBaHUM Buaa Wnm
NIMHUN NabopaTOPHbLIX XUBOTHbIX), B CTaH4APTHbIA NepevyeHb MOXHO [006aBUTb
opraHbl UM TKaHKW, CcrneunduyHble AOna  onpedesieHHoro Buaa WM JIMHUK
nabopaTopHbIX XMBOTHbIX. CTaH4APTHBIN NepeveHb Takke MOXET ObiTb pacLuMpeH
3a CYET BKIIIOYEHNS B HEMO AOMOSNHUTENbHbIX TKAHEN, SBAIOLLMXCA MULLEHAMW AN
nccrnegyemMoro BellecTBa (fieKapCTBEHHOMO CpPeAcTBa) TOro e XUMUYECKOro unm
doapmMakosiorn4eckoro Kracca.

OIEKTPOHHBIN TEKCT LOKYMEHTa
nogrotosneH AO "Kogekc" n ceepeH no:
odomumarnbHbIA canT

EBpasunickoro aKOHOMMUYeCKoro coro3a
www.eaeunion.org, 25.05.2020
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