006 yTBep>xaeHmun MeToauKu NPon3BOACTBA 3KCNEPTU3
(uccnepoBaHuk) bmonornyeckom 6e3onacHoOCTM reHHo-
MH)XEHEepPHO-MOAU(PULUPOBAHHbLIX OPraHU3MOB, UCNOJIb3YEMbIX
ANA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB AJIA BeTePUMHAPHOro
npMMeHeHus

Mpukas - Ne 92 - 0T 28.02.2020 - MUHNCTEPCTBO CENLCKOro X035MCTBaA + [lencTByeT 6€3 N3MEeHeHN

MWHWCTEPCTBO CEJIbCKOIO XO35MCTBA POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

28 epans 2020 r. Ne 92

06 yTBepXXAeHUN MeToaNKN NPOM3BOACTBA 3KCNepTU3 (MccnenoBaHuin) bruonornyeckon 6e3onacHoCTU
reHHO-MH)XEHEPHO-MOANGPNLNPOBAHHbLIX OPraHM3MOB, UCMOJIb3YEMbIX A5 MPON3BOACTBA IEKAPCTBEHHbIX
CPeLCTB A5t BETEPVMHAPHOIO NPUMEHEHUS

3aperncTpmpoBaH MuHiocTom Poccum 12 mapta 2020 .
PernctpauunoHHbin Ne 57724

B cooTBeTCTBUM C NyHKTOM 13 MpaBua rocygapCTBEHHON perncTpaunm reHHO-UHXEeHepPHO-
MOAMMDULNPOBAHHBIX OPraHM3MOB, MPeAHa3HAYeHHbIX A5 BbIMYCKa B OKPY>KaKOLWWY0 Cpefy, a Takxe
NPOAYKLUN, MOSYYEHHON C MPUMEHEHNEM TaKUX OPraHM3MOB MU COAEPIKaLLEeN Takue opraHn3Mbl,
BKJIIOYas YKa3aHHY0 NPOAYKLMIO, BBO3UMYIO Ha TeppuTopuio Poccuinckon ®efepauunn, yTBEPXKAEHHbIX
noctaHoBneHueMm MpasuTtenscTBa Poccunckon depepauum ot 23 ceHTabps 2013 r. Ne 839 (CobpaHue
3aKoHoJaTenbCTBa Poccuinckon Pepepaunn, 2013, Ne 39, ¢T. 4991; 2018, Ne 41, cT. 6260), nprKa3sbiBalo:
YTBEpAUTL Npunaraemyto MeToanky Npon3BoACTBa 3KCNEPTU3 (MCCNenoBaHNnin) Buonornyeckon
6e30MacHOCTW reHHO-UHXXEeHePHO-MOANPULNPOBAHHBLIX OPraHW3MOB, UCNOJIb3YEeMbIX 418 MPOU3BOACTBA
JIeKapCTBEHHbIX CPeACTB /15 BETEPUHAPHOI0 NPUMEHEHNS.

MwuHucTp O.H.MaTpywes

YTBEPXXLEHA
npuka3om MuHcenbxo3a Poccum
oT 28 heBpans 2020 r. Ne 92

METOLOWNKA

NpPon3BOACTBA 3KCMNePTM3 (1nccnenoBaHmin) bruonormyeckon 6e30NacHOCTN FEHHO-UHXEHEPHO-
MOANGULNPOBAHHbIX OPraHn3MoB, UCMOJb3YEMbIX A8 MPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN
BETEPUHAPHOr0 MPUMEHEHNS

|. ObWwme NosfoXKeHus

1. HacToswaa MeToauka ycTaHaBAMBAET NOPSAOK NPOBEAEHNS 3KCNePTU3 (MccnenoaHnin) buonornyeckon
6e30MacHOCTN FeHHO-UHXXEHEPHO-MOANMNLMPOBAHHBIX OPraHn3MOB, UCMOIb3YeMbIX 4711 MPOM3BOACTBA
NEKAPCTBEHHbIX CPEACTB A9 BETEPUHAPHOI0 NPUMeHeHuns (aanee - skcnepTusa, MO COOTBETCTBEHHO).

2. DKCnepTr3a NPOBOANTCS OpraHm3aumen (ucneliTatensHon nabopaTtopureit), akkpeLnTOBaHHON B
HaLMOHaNbHON CUCTEMe akKpeanTauum, ¢ 061acTbio akKpeamTaLmm, COOTBETCTBYIOLLEN NCCIeA0BaHNAM,
YKa3aHHbIM B HacTosLen MeToauke.
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3. TpeboBaHMA K NPOBEAEHUIO MCCNEeA0BaHNA 1 Noka3aTenn (ycnosus) 6esonacHocTu FMO npuBeneHbl B
rnase IV HacTosLwwen MeToauku.

4. Pe3ynbTaTbl 3KCNEPTU3bl OPOPMAAIOTCA 3aKIOHEHNEM O pe3y/ibTaTax IKCMepPTM3bl, COCTABIEHHbLIM Ha
OCHOBaHWM NPOTOKOJI0B nccnenosaHmin MO, KoTopoe A0JIKHO COAEPXKaTb:

HaVMeHOBaHMe 3aKJI0YEeHNS;

NOJIHOE HaMMEHOBaHME 1 MECTO HAaXOXXAEHMSA OpraHn3auun (MCnblTaTenbHo abopaTopun),
OCYLLLeCTBMBLUEN NPOBEAEHMNE IKCMEPTM3bI;

HauMeHoBaHMe MO ¢ yKkasaHuem ero TakCOHOMUYECKOro CTaTyca;

NOJIHOE HAaMMEHOBAHME, MECTO HAaXOXAEHNSA, WAEHTUDUKALNOHHBI HOMEP HanoronaaTenblumka (MHH)
IOPMANYECKOrO SIMLA, OCYLLIECTBASAIOLLEr0 Ha TeppuTopun Poccninckon ®enepauum reHHO-NHXEHEPHYI0
LeATeNbHOCTb B Lenax co3ganuns TMO (nanee - 3a8BuUTesb);

MoJIHOE HaMMEHOBaAHME N MECTO HaX0XAEHMNS IOPUANYECKOro AnLa Nnbo haMuans, ums, 0TH4eCTBO (Mpu
HaNYMK), MeCTO XXUTENbCTBA MHAMBUAYAJILHOrO NPeANpUHUMaTENs - n3rotoeuTens obpasuos MO,
npeacTaBAEHHbIX Ha 3KCMepPTU3y;

BUL NpeAanonaraeMoro Lenesoro ncnosb3osaHua FMO;

CBefleHMs 0 TpaHCcHopMaLMOHHOM cobbITUM B BUAE Koda, ChOPMUPOBAHHOMO cornacHo ObLiepoccninckomy
KJlaccumnkaTopy TpaHCHOpMaLMOHHbIX COBbITUR;

MeCTO AernOHUPOBaHMA N KOIEKLNOHHBIA HOMep (YKa3bliBaeTCsa 415 4eNOHUPOBaHHbLIX wWTammos MO);
pPerncTpaumoHHbIN HOMEpP CBMAETENLCTBA O FrOCYAapCTBEHHOMN perncTpaumm MO, npefHa3Ha4YeHHOro
(MpedHa3Ha4YeHHbIX) 419 BbiMyCKa B OKPY>KaloLLylo cpeny, Ha OCHOBE KOTOPOro (KoTopkix) co3gaH MO, B
OTHOLUEHWN KOTOPOro NpoBeAeHa aKcnepTmM3a (B ciydae ecam FMO co3gaH Ha OCHOBE MHOMO (MHbIX) TMO);
perncTpaumoHHbIN HOMEpP CBMAETENbCTBA O FOCYyAapCTBEHHON perncTpaunm FTMO gns nHoro Lenesoro
NCNonb30BaHNS (NpU Hann4un);

cBefeHns o peructpaumm MO 3a pybexxom (Npy Hanmyum);

OLEHKY MONHOTbI NPeACTaB/IEHHbIX 3a8BUTENeM LOKYMEHTOB U AAHHBIX;

KpaTKoe coep>kaHne OKYMEHTOB U AaHHbIX, NPeACTaBJIEHHbIX 3asBUTENEM 415 NPOBEAEHNS SKCMEPTMU3bI;
nepe4yeHb nccnenosaHun FMO ¢ ykasaHWeM UX pe3ynbTaToB;

onuncaHne NpeacTaBeHHbIX 3aSBUTENEM Ha 3KcnepTusy obpa3uyos MO 1 ncxogHoOro opraHnsMa-
peunnneHTa C YKasaHMeM UX KOIMYECTBA, a TakXKe OLEHKY UX NPUrOAHOCTW 419 NPOBeAeHNs
nccnenoBaHum;

BbIBOAbI O pe3yJibTaTax 3KCMepTW3bl: 0 HANYUN NN OTCYTCTBUMN HeraTMBHOIro Bo3aencTama F'MO Ha
OKpYy>XXatoLllyto cpeny;

crneumasnbHble ycnoBusa ncnoab3osaHnsa MO (npu Hanuymn);

CPOK AEeNCTBUS CBUAETENbCTBA O rOCYyAapCTBEHHON perncTpaunn FMO (B cnyyae oTCYyTCTBUS CBELEHUIA O
HeraTuBHOM Bo3gencTemm MO Ha OKpy>KaloLwyto cpeny);

haMnanmm, MMeHa, 0T4YeCTBa (NPU HaMYUK) NUL, NPOBOAMUBLUNX IKCMEPTU3Y, YYEHYIO CTeNeHb (3BaHme) (npu
Hann4um), MecTa ux paboTbl N JOHKHOCTK;

AaTy 1 HOMEp 3aKJIl04YeHNS IKCMEPTM3bI;

NOAMNNCb PYKOBOAUTENS OpraHmM3aunn (ncnbiTatenbHon nabopatopmm), OCyLLEeCTBUBLLEN NPOBeAEHNE
3KCMNepTuU3bI.

5. K 3aKk/1104€HMI0 0 pe3y/ibTaTax 3KCNepTU3bl AO/KHbI MpUaaraTbCsa NPOTOKObI ccnenoaHun MO, Ha
OCHOBaHMMW KOTOPbIX OHO COCTaBAEHO, NOAMNUCAHHbIE IL@aMKN, NMPOBOAMBLLMMMN NCCNEeL0BaHNS.

6. B cnyyae ecnn 3asBUTENEM HE NpeACTaBAeHbl JOKYMEHThI U AaHHbIe, MPeayCMOTPEHHbIE NyHKTamn 7, 11
HacToswen MeToauku, n (unn)

HeobxoamMmble 0bpasLbl, NPUroAHbIe ANS NPOBEAEHNS UCCAENOBaHWUIA B ClyvasX, eC/iv NPoTOKObI
nccnenoBaHWi He NpeacTaBAeHbl 3a9BMTENEM, IKCNEPTU3a HE NPOBOANTCA. 3aABUTENO O0/KEH BbiTb
BblAaH MOTMBMPOBAHHbLIN 0TKa3 B MPOBEAEHUN SKCMEPTM3bl, MOANUCAHHBLIN PYKOBOAUTENEM OpraHu3aunm
(ncnbiTaTenbHoM NabopaTopnu), akKpPeaUTOBaHHOWM B HALUMOHAbHON CUCTEME aKKpeauTaumm, ¢ 0baacTbio
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aKKpPeaMTaL MM, COOTBETCTBYIOLLEH NCCIef0BaHNAM, YKa3aHHbIM B HacToAW el MeToAnKe, B KOTOPYIO
obpaTuncs 3asaBUTENb AN NPOBEAEHNS 3KCNEPTU3bI.

Il. 9kcnepTusa NMO, ncnonb3yemolx 419 NPON3BOLCTBA JIEKAPCTBEHHbLIX CPEACTB AJ19 BETEPUHAPHOI0
NPUMEHEHUS, COAEPXKALLMX XKN3HeCnocobHbIn TMO

7. B pamkax akcnepTusbl MO gns npon3BoACcTBa JIeKapCTBEHHbIX CPEACTB 415 BEeTEPUHAPHOro
NPUMEHEHNS, CofepKaLlunx Xu3HecnocobHbin MMO, ocyLLecTBASETCA aHanM3 NpeAcTaBleHHbIX
3a59BUTENIEM JOKYMEHTOB U AaHHbIX:

a) HammeHoBaHNa MO ¢ yka3aHMeM ero TaKCOHOMUYECKOro CTaTyca; NoaHOro HaMMeHoBaHUs, MecTa
HaX0XXOEeHUS, NOEHTU(NKALMOHHOIO HOMepa HanoronnaTenslnka (MHH) 3asBnTens; noaHoro
HaMMeHOBaHMA 1 MeCTa HaXOXXAEHUS PUANYECKOro anua nnbo hamuamm, MMeHn, oT4ecTBa (npu
HaM4Mn), MecTa XXUTenbCTBa MHANBMAYANbHOrO NpeanpuHuMaTens - narotosmtens obpasuyos MO,
npefoCcTaB/IeHHbIX Ha 3KCNepTuU3y; Buaa npeanosaraeMoro Lenesoro ucnosib3osaxHusa NMo;
perncTpaLmMoHHOr0 HoMepa CBUAETEeNbCTBA O FOCYAapCTBEHHOW perncTpauny MO, npeaHa3Ha4YeHHoro
(MpenHa3Ha4YeHHbIX) 419 BbiMyCKa B OKPY>KaloLLyo cpeny, Ha OCHOBE KOTOPOro (KoTopkix) co3gaH MO, B
OTHOLUEHWN KOTOPOro NPoBOAMTCS 3KCNepTusa (B cayyae eciv MO co3fiaH Ha 0CHOBe MHOro (MHbIX) FTMO);
perncTpaumMoHHOro HoMepa CBUAEeTENbCTBA O FOCYAAPCTBEHHON pernctpauun NMO ons MHOro LeneBoro
1CNob30BaHUA (Mpn Hann4mm) nnbo nHgpopmaumn 06 0TCYTCTBUN TaKOro CBUAETENLCTBA;

6) ceegeHnin 06 UCXOAHOM OpraHu3Me-peLnnmeHTe (TaKCOHOMUYeCKasa XxapakTepucTrKa C yKasaHmem
MeToAa NAEHTUDNKALNW; UCTOYHUK BblAeNeHNS WTaMMa: CybcTpaT, reorpauyeckunin NyHKT, aTa
BblAE/IeHNS; METOAbI UAEHTUMUKALUY LITaMMa, KEM NAEHTUPULUPOBAH (haMuans, nMs, 0TYECTBO (npu
HasnM4nn)), CCblsIKa Ha NCMONb30BaHHbIE OnpeaennTenn);

B) OMMCaHUSA CTPYKTYPbl FEHETUYECKON KOHCTPYKLNW (BHECEHHOW MW yAa/leHHOW) U MecCTa ee
JIOKaNM3aLnmn, XxapakTePUCTUKIN IKCAPECCUN BCTPOEHHbIX WM U3MEHEHHbIX FEHOB;

r) cBeAEHWIN O TPaAHCHOPMaLMOHHOM CObbLITUM B BUAE KOAA, CDOPMUPOBAHHOIO COrIacHO
06LepoccninckoMy KnaccugurkaTopy TpaHCHOpPMaLMOHHBLIX COBLITUR;

[) nHopMaumm 0 MecTe AeNOHNPOBAHUSA N KOMNEKLUNOHHOM HoMepe wTamMma MO, nacnopT wTamma F'MO
(&na nenoHMpoBaHHbIX WTaMMoB FMO) nnubo nHpopMaLum 0 KybTypasbHO-MOPMOAOrM4eckmx, prsnonoro-
Broxmmmyecknx (hepMeHTaTUBHbIX), aHTUTEHHbIX, BNOIOrMYecKx CBOMCTBAX U FEHETUYECKMNX
ocobeHHocTax WTamma TMO; 06 ycnoBusix KynbTUBUPOBaHNA: HAUMEHOBAHUAX NUTaTENbHbIX cped, pH
cpefbl, TemnepaType 1 NpoaoKUTENbHOCTY BblpallBaHUS, CPOKE XPaHEHUS U MEPUOLNYHOCTU Nepecesa
KynbTypbl WTaMMa MO B HaTWBHOW hopMe; 0 NPUMeHAeMOM cnocobe 1 ycnoBuax xpaHeHus wtamma MO:
B C/ly4ae NModuan3aunm yKasbiBaeTCa NPOLO/KUTENbHOCTb BhlpallyBaHNs Ha NMTaTeIbHON cpee
(BO3pacCT KyJIbTYpbl), COCTaB 3aLUUTHOW Cpeabl, TUTP KJIETOYHON CYCMEH3NM, PEXIMM BbICYLUNBAHMS,
TemnepaTtypa XpaHeHusl, CPOK XpaHeHus; B CJly4ae KPUOKOHCepBaLMK YKa3blBaeTCs MPOAO/IKUTENbHOCTb
BblpaLLMBaHNS Ha NUTaTeNbHOM Cpefe (BO3pacT KyAbTypbl), COCTaB 3alUNTHOW Cpeabl, TUTP KJIETOYHON
CYCMeH3MKn, CKOPOCTb 3aMOopaXkKMBaHus (rpafl/MunH), TemnepaTypa XpaHeHUs, CPOK XpaHeHus; 0
Anccoumanm KyibTypbl B 3aBUCMMOCTY OT METOA XpaHeHuMs (onmcaHne Mopghoaorniyeckmx TUnos
KOJIOHWU Ha KOHKPETHOW cpefe € NoapobHbIM ONMCaHNEM TUMa KOJIOHUK, COXPAHSAIOLLEro MOE3HbIA UK
AMNArHOCTUYECKUIA MPU3HaK); 0 cpefe, Ha KOTOPON 3asaBUTeNeM npefoctasaseTcsa wramm FMO; o
KONN4YecTBe, faTe NPUroTOBEHMA N CPOKe roAgHOCTKN obpa3uos wramma MO (B cnyyae HenpeacTaBaeHms
NHopMaLMKM 0 MecTe LEeNOHMPOBAHNSA N KONIEKLUMOHHOM HOMepe wTaMMa MO, nacnopTta wramma T'MO);
€) UH(oPMaLUKN O BHOCUMbIX FreHax (4158 opraHM3mMoB-40HOPOB YKa3blBaeTCA TaKCOHOMUYECKUI CTaTyC,
[aHHbIe 0 BUPYNEHTHbIX, anjepreHHblX U NaToreHHbIX CBONCTBAXx);

)K) onumcaHmsa CBONCTB, NpuobpeTeHHbIXx TMO B pe3ynbTaTe MOANDUKaLNN;

3) XapakKTepucTukm pasamiuin F'MO ¢ MCXOLHbIM OpraHU3MOM-pPeLUNMEHTOM, B TOM Yi1C/e OnNncaHma
cnocoba pa3MHOXEHNS, pacnpOCTPaHEHNS, BUPYIEHTHOCTH, CXEMbI KYJIbTUBUPOBAHNSA, HOBbIX
(hbeHOTMNNYECKMX CBONCTB, Bronornyeckmnx npemmywectsax FMO no cpaBHEHWIO C UCXO4HbIM OPraHW3MOM;
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1) oNUCaHNs MeToAMK, NO3BONSAIOLLMNX NOATBEPANTL TaKCOHOMUYECKMI cTaTyc TMO 1 xapakTepucTuky
reHeTU4YeCKon MmogmduKaumm, onmcaHna HYKIeoTUAHbIX NOC/e40BaTEe/IbHOCTEN, UCMONb3YEMbIX
npanmMepoB, 30HA0B, COCTaBa W CBONCTB CTaHAAPTHbIX 06pa3LoB;

K) pe3ynbTaToB M3yyYeHns cTabunbHocTu TMO, B TOM YMC/e B OpraHn3Max XUBOTHbIX, @ TaKXXe OLEHKM
CNocobHOCTUN K NepeHoCy reHoB, BBEAEHHbIX B UCXOAHbIA OPraHn3M-peLnnueHT C NCMO0JIb30BaHNEM
METOL0B FEHHON UHXXEHEPWK, B TOM YNCSIE FTEHOB YCTOWYNBOCTM K @aHTMOMOTMKAM, B APYre OpraHm3msl;
J1) MHGOpMaLUM O NYTAX U BO3SMOXKHOCTY nepedayn FMO oT BaKLMHMPOBAHHbIX XXMBOTHbIX K
HEBaKLMHWPOBAHHbLIM XXNBOTHbIM (419 TMO, npegHa3Ha4YeHHbIX 419 NPOM3BOACTBA BaKLVMH);

M) MHOpPMaL MK 0 NOTEHUMaNbHON KonoHMn3aumm TMO B XKenya04YHO-KMLLIEYHOM TPAKTe XKNBOTHbIX U €ro
BJIMAHUW Ha eCTECTBEHHYIO MuKpodaopy (ana MO, npegHa3HayYeHHbIX 419 NPOM3BOACTBa NPObUOTUKOB);
H) nHopMaL MK 0 pe3yNbTaTaX TOKCUKOOrM4ecknx nccnenoanuii F'MO n peKoMbMHaHTHbIX
AMWHOKUC/IOTHBIX MOC/eA0BaTENbHOCTEN, ONpeAeNaoLLNX NPOsSBAEHNE 3ajaHHbIX Npu3Hakos y TMO, B ToOM
yucne o pesysibTatax CybXpoOHU4ECKOro TOKCMKONOMMYECKOr0 3KCNepmMMeHTa Ha 1abopaTopHbIX XUBOTHbIX
(rpbI3yHax) 1 NPOAYKTUBHBIX XKMBOTHbIX, 0 BUOMHDOPMATMYECKOM aHaIn3e, NMOUCKE FrOMOJIOr N
pekoMbuHaHTHOro 6esika ¢ aMMHOKUCAOTHBIMU NOC/IeA0BAaTENbHOCTAMN TOKCMYeCKux 6enkos, 6enkos,
obnagaomx hapMakosIormyeckomn unm NHom BoNornYeckom akTUBHOCTbLIO MPY UCMOJb30BaHNUN
cneunann3mpoBaHHbiX 6a3 aaHHbIX (Ang FTMO, npefHa3Ha4YeHHbIX A8 NPOU3BOACTBA NPOONOTUKOB);

0) MHopMaLmmM 0 pe3sysibTaTax afsIeproaornieckmx NCCnefoBaHun, B TOM YUCIe 0 NOTEHUMabHOW
annepreHHoctn MO, 0 NOTEHUMaNbHOW annepreHHOCTU PEKOMBUHAHTHBIX @MUHOKMNCIOTHbIX
nocnenoBaTeNbHOCTEN UM HeOENKOBbLIX BELWECTB, NOYyYeHHbIX C MCrnojb3oBaHneM FMO-npoayLLEHTOB, B
UMMYHOXUMUYECKNX NCCNENOBAHNAX;

n) MHopMaLmm 06 ycnoBMAX NPOMBILLIEHHOMO KybTuBMpoBaHua F'MO;

p) NHGOPMaLMN O HAJIMYUN UK OTCYTCTBUN perncTpaumm F'MO n (Mnn) nekapCTBEHHbLIX CPEACTB A4ns
BETEPUHAPHOr0 MPUMEHEHNS, X COAEPXKaLLMX, 3a pybexoM, a Takxxe 0 Hannyum nnbo oTCyTCTBUM (haKTOB
0 HeraTUBHbIX NOCNeACTBMAX NpuMeHeHna TMO 1 nekapCTBEHHbIX CPeACTB 4719 BETEPUHApHOro
NPUMEHEHUS, NX CoLepXKaLlmXx;

C) KOMWIA 3aK/Il04EHNA O pe3ynbTaTax MOJEKYSPHO-reHeTMYeCKoro nuccnegosanns rMo;

T) KOMWN 0TYETOB OOKANHUYECKNX UCCNeJOBaHWI NeKapCTBEHHOM0 CpeacTBa A1 BETEPUHAPHOro
NPUMEHEHUS, KIMHNYECKNX NCCNef0BaHNIN NeKapCTBEHHOr0 nNpenapaTa 415 BETEPUHAPHOIO MPUMEHEHNS,
copepxxawmx MO nnm nonyyYeHHbIX C ero NCNoJsib30BaHWEM (NpU Hann4ynn);

y) uHhopmMauum 06 nccnepgosaHum 6esonacHocTn FTMO ons XUBOTHBIX, 0 TKaHeBOM Tponusme MO no
CPaBHEHWIO C MCXOAHbLIM OPraHn3MOM- PELUNNEHTOM (Npy Hanu4mm);

®) nHdopmaumm o cnocobHocTn MO BbKMBATL U Pa3MHOXaTbCA B OKPYXKalOLLEN Cpeae; Halnyinm B
OKpY>XatoLLlen cpefie MAKPOOPraHW3MOB - MOTEHLUMaNbHbIX peLUnMeHToB pekoMbuHaHTHoM OHK B
pe3ynbTaTe rOpPM30HTaIbHOMO NMEPEHOCA; O BO3MOXXHOCTU NepeHoca PEKOMONHAHTHBIX FEHOB U3
pa3pyLleHHbIX BUPYCHbIX YacTuy, uan nnasmuagHon OHK MO kneTok B gpyrve BuAbl OpraHn3MoB; 0
noTeHUMasbHOM aHTarOHUCTUYECKOM, CUHEPTMYECKOM UAn ApyroM BAnSHUM TMO Ha opraHu3Mmebl, He
ABNSAOLLNECA TEHHO-NH)XEHEPHO-MOANMULIMPOBAHHLIMUN (MPY HaNNYnK);

X) MHopMaLmm 0 pesynbTaTax Apyrux uccnegosaHmim MO (npu Hann4um);

L) NPOTOKON0B UCCNefOBaHW, YKa3aHHbIX B MYHKTe 8 HacTosLen MeToaNKN, MPOBELAEHHbIX B
opraHusaunsax (McnoiTaTesbHbIX NabopaTopmsax), akKkpeaMTOBaHHbIX B HaLMOHANbHON CUCTEMe
aKKkpeauTaumm, ¢ 061acTblo akKpeanTaLmm, COOTBETCTBYOLWEN NCCNENOBAHNAM, YKa3aHHbIM B HAaCTOSLLEN
MeToguke (Npyn Hann4mm).

8. B oTHOoWweHnn TMO, npegHa3Ha4YeHHOrO 415 MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB A8 BETEPUHAPHOI0
NPVMEHEHNS, COLEPXKALLNX XU3HECNOCOBHbIN TMO, A0 KHbI 6bITb MPOBELEHbI CeAYOLNe NCCef0BaHNS
B CPaBHEHUWN C UCXOOHbIM OpraHM3MOM-peLlUnnMeHToM:

a) nccnepoBaHMa UHMEKLNOHHON akTUBHOCTKU TMO (UMTONaTNYEeCKOro AenCTBUSA, TUTPa) (B OTHOLLIEHWN
MO-Bupycos);
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6) nccnepoBaHnsa MMKPOBMONOrNYECKNX CBOWCTB, YYBCTBUTENBHOCTM K aHTUBMOTUKaM 1 BakTepuodaram,
FeMOJIMTUYECKON aKTUBHOCTM Ha IPUTPOLIMTAX XKMBOTHbIX (B OTHOWeEHUN TMO-6akTepuin);

B) nccnenosaHmsa ctabunbHocTn cBoncTB FTMO-6akTepuin, npocTenwmnx, rpnbos;

r) nccnepoBaHus ctabunsHocTn FMO-BMpPYCOB;

A) uccneposaHna BupyneHTHocT MO Ha nabopaTopHbIX XXWUBOTHbIX;

€) uccnenoBaHnsa Xn3HecTonkocT MO Ha 06beKTax OKpy>KatoLLen Cpeabl, B TOM YUCIE Ha BJIAXKHbIX
onnaKax, BaTHbIX TaMMOHax, Npu TepMumyeckon obpaboTke;

)X) nccnegoBaHma TKaHeBoro Tponunsma MO Ha LeneBbIX XNBOTHbIX;

3) uccnenoBaHns agresmeHocT TMO MeToAOM reMarriioTUHALUN SPUTPOLINTOB XXUBOTHbIX;

1) nccneposaHnsa MHBa3nBHOCTU FMO C NOMOLLBIO KEPAaTOKOHBIOHKTUBaNbHOW Npobbl;

K) nccnenoBaHUs aHTarOHNUCTMYECKON akTUBHOCTM TMO ¢ npeacTaBUTENIMN Pe3NLEHTHON MUKPOI0pPbI
KuweYHnkKa (B oTHoweHnn MO, npefHa3Ha4YeHHbIX a5 NPon3BOACTBa NPobMOTMKOB);

J1) UMMYHoIornyeckmne nccnegoanmsa MO (B oTHoweHun TMO, npeaHa3HavYeHHbIX A8 NPOn3BOACTBA
npobuoTukos);

M) nccnenoBaHus 6e30nacHOCT NCNosb3oBaHMA FTMO Ha XXUBOTHbIX-peLMNUEHTaXx.

9. B c/ly4yae OTCYyTCTBUS Y 3asiBUTENSA NPOTOKOI0B UCCAe0BaHNI, YKa3aHHbIX B NOANYHKTe "U" NyHKTa 7
HacToswen MeToamKu, UM AOSKHbI BbITh NpeAcTaBAeHbl 06pa3Lbl 1eKapCTBEHHOIO CPeACTBa,
Xun3HecnocobHoro MO 1 ncxogHoOro opraHusma-peumnmeHTa. CooTBETCTBYIOLLIME NCCNE0BaHNS STUX
06pa3L0B NPOBOASTCS OpraHu3aunen (McnelTaTeNbHOM NabopaTopmen), OCYLLECTBASIOLLEN NPOBEAEHNE
3KCMNepTuU3bI.

10. Ecnm MO cooTBeTCTBYET NoKa3aTensam (ycnosmsam) 6€30nacHOCTU, yKa3aHHbIM B MyHKTe 15 HacTosLwen
MeToAunKK, 3a9BUTENI0 AOJKHO ObITh BbIAAHO 3aKo4eHne 06 0TCyTCTBUM HeraTUBHOMO Bo3aencTama MO
Ha OKpy>XatoLLlyto cpeny. B 3akntoveHnn 06 oTCyTCTBUN HEraTMBHOMO BO3AENCTBUA Ha OKPYXatoLLYI0 cpeny
MOryT BbITb yKa3aHbl CleunasbHble YCI0BUS Mcnoab3oaHns MMO.

Ill. 9kcnepTusa MO, ncnonb3yemblx 48 NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB AJ1 BETEPUHAPHOIo
NPUMEHEHUS, COAEPXKALLMX HEXM3HECTOCOBHbIN TMO

11. B paMkax akcnepTussl F'MO ns Npon3BoACTBa NEKAaPCTBEHHbLIX CPELACTB 4J19 BETEePMHAPHOro
NPYMEHEHNS, COAEPXKALLMX HEXMN3HECNOCOOHbIN TMO, oCyLecTBASETCA aHann3 NpeacTaBaeHHbIX
3aABUTEJIEM LOKYMEHTOB M AaHHbIX, MPeayCMOTPEeHHbIX NoAMyHKTamMu "a" - "3" n "n" - "1" nyHkTa 7
HacTosAwen MeToamnKM, a Takxe:

a) nHopMaumm o HexxnsHecnocobHocTn MO B nekapCTBEHHOM CPeACTBE As BETEPUHAPHOIO
NPUMeHeHNs;

6) NPOTOKOI0B MCCNef0BaHNI, YKa3aHHbIX B MyHKTe 12 HacTosAwen MeToANKU, MPOBENEHHbIX B
opraHusaunsx (McnolTaTesbHbIX NabopaTopursax), akkpeaMTOBaHHbIX B HaLMOHaNbHOW CUCTEMEe
aKKpeaunTauum, ¢ 061acTbio akKpeanmTaLmm, COOTBETCTBYIOLLEN NCCIEA0BAHUAM, YKa3aHHbIM B HACTOALLEN
MeToauke (Npw Hann4mm).

12. B oTHOWweHun MO, ncnonb3yemblx 4a8 NPou3BOACTBa IEKAPCTBEHHBIX CPEACTB AJ1 BETEPUHAPHOI0
NPVMEHEHNS, COLEPXKALLUX HEXM3HECNOCobHbI MO, npoBoasaTCA ceaylolme nccnenoBaHus obpasuos
JIEKapCTBEHHOr0 CpeAcTBa A1 BETEPUHAPHOI0 MPUMEHEHNS, COAEpXKaLLNX HEXU3HecnocobHbIn TMO
(manee - obpa3ubl 1EKapCTBEHHOIO CPeaCTBa), U XN3HecnocobHoro FMO, NnpeaCcTaBNEHHbIX 3a9BUTENEM:
a) nccnepoBaHns 0bpa3LoB NEKAPCTBEHHOMO CPEACTBA Ha OTCYTCTBME XM3HecnocobHoro MMO ¢
NCMNOJIb30BaHMEM MUKPOBMOAOrnyecknx (BUpyCcoaormyecknx) MeTonos;

6) nccnepoBaHMsa No N3yyveHnto 6€30NacHOCTU NCMOb30BaHUS 06pa3L0B IeKaPCTBEHHOIO CPeaCTBa ANA
YXUBOTHbIX-PELMNUEHTOB.

13. B cnyyae OoTCyTCTBMA Yy 3a89BMTENS MPOTOKOI0B UCCNIEA0BAHNIA, yKa3aHHbIX B MoAnyHKTe "6" nyHkTa 11
HacToswen MeToanKn, UM LOMKHbI 6bITh NPeAcTaBAeHbl 06pa3Lbl 1eKapPCTBEHHOrO CPeCcTBa U
XunsHecnocobHoro NMO. CooTBeTCTBYOWME NCCEA0BAaHNSA 3TNX 06pa3LL0B NPOBOAATCA OpraHu3aumnen
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(ncnbiTaTenbHol nabopaTopurent), oCcyLWwecTBASIOWEN NPOBEEHNE IKCMEPTM3.

14. Ecnn TMO cooTBETCTBYET NoKa3aTensm (ycnosmsam) 6e30nacHOCTW, YKa3aHHbIM B MyHKTe 16 HacToswewn
MeToanKK, 3a8BUTEN0 A0/KHO ObITh BbIAAHO 3aKJl04eHne 06 OTCyTCTBMM HEraTUBHOro Bo3aenctens MO

Ha OKpY>XatoLyto cpeny. B 3akntoyeHnmn o6 0TCYTCTBUN HEraTMBHOIO BO3ENCTBUS Ha OKPY >KaloLLLYI0 cpely
MoryT BbITb yKa3aHbl CneunabHble YCI0BUS ncnoab3oaHns MO,

IV. TpeboBaHMA K NPOBEAEHMNIO NCCIe0BaHUN 1 Noka3aTenn (ycnosus) 6besonacHoctu MO

15. TpeboBaHMA K NPOBEAEHUNIO NCCIEA0BaHUI U NoKa3aTenn (ycnosus) 6esonacHoctn FMO, ncnonb3yembix
ANS NPOW3BOACTBA SIeKapCTBEHHbLIX CPEACTB A1 BETEPMHAPHOr0 MPUMEHEHNS, COAEPKALLNX
YKN3HecnocobHbIn MMO:

a) ans F'MO-BupycoB onpefeneHne MHHEKLNOHHON aKTUBHOCTU (LLMTONATMYeCKoe AENCTBUE N TUTP
BMpYCa) NPOBOANTCH B KYJIbTYpaX KAETOK UAW NHbIX TECT-06beKTax, YyBCTBUTEbHbIX K MCXOAHOMY
OpraHn3My-peunnmuenHTy, CornacHo nHgopMaLnu, NpeaCcTaBNeHHON 3a89BNTENEM B COOTBETCTBUU C MYHKTOM
7 HacToAwwen MeToauKKN. 1N KOHTPONS UCCNEAYIOT MHDEKLNOHHYIO aKTUBHOCTb (LLMTONaTnyeckoe
LEeNCTBUE N TUTP BUPYCA) NCXOLHOrO OpraHn3Ma-pelmnmeHTa. YCnoBsus sakcnepnMeHTa 48 UCX04HOro
opraHu3ma-peuunueHTa n 'MO fomxHbl coBNagaTh. BennynHa nHPEKLMOHHOM aKTUBHOCTM
(unTomaTMyeckoe OencTBuMe N TUTP BUpyca) ans FMO-BMpycCa He AO/KHA MPEBLIWATh MHPEKLMOHHYIO
AKTMBHOCTb MCXOAHOr0 OPraHn3Ma-peLmnnmeHTa;

6) nccnepnoBaHUA MMKPOONOIOrNYECKMX CBOMCTB, YyBCTBMTENLHOCTY K aHTUbMoTMKaM n bakTepuodaram,
reMoIMTUYECKON aKTUBHOCTU Ha 3PUTPOLMTAX XXUBOTHbIX SOJKHbBI MPOBOANTLCS B OTHOLLIEHUN LUTaMMOB
MO-6akTepunin. IKCNeprMeHThl NMPOBOASAT C UCMOJIb30BaHNEM KOMMNOHEHTOB (Cpef, ANarHOCTUYEeCKMX
naHenen, aHTMbMoTMKOB, BakTepnodaros n T.4.) U METOA0B COrNaCcHO MHADOPMaLMK, NPEeACTaBAEHHOW
3a8BUTENIEM B COOTBETCTBUM C MYHKTOM 7 HacToAwen MeToanku. OnpeaeneHne MMkpobonornyeckmx
CBOWNCTB, YYBCTBUTENLHOCTMN K aHTMBMoTUKaM n bakTeprnodaram, reMoanTU4ecKon akTueHocTn FMO
NPOBOAAT C MCMOJIb30BAHNEM B Ka4eCTBE KOHTPONS NCXOLHOM0 OpraHM3Ma-peunnmenTa. Ycnosms
IKCMneprMeHTa AN UCXO4HOr0 opraHu3Ma-peuunmerTa u F'MO fomkHbl coBnagaThb.

Mukpobronornyeckme CBONCTBA, YyBCTBUTENbLHOCTb K aHTMONOTMKaM 1 bakTeprodaraM, reMoanTm4ecKas
aKTMBHOCTb TMO He A0/XKHbI 0T/IMYaTbCS OT CBOMCTB UCXOLHOMO OpraHM3Ma-peLnnmeHTa B YacTu
He3aTPOHYTOW FeHETUYECKOWN MoanudukaLmnen;

B) CTabunbHOCTb cBONCTB FMO-6akTepuin, NpocTenwwmnx, rpnboB AOMKHa MPOBEPATLCSA NPYU MAacCUPOBAHNM
nccaenyembix WTAMMOB Ha XUAKMX U MJOTHbIX MUTaTENbHbIX Cpefax C TeCTUPOBaHMEM (DEHOTUMNYECKNX
(bnoxmmmnyecknx) CBOMCTB Yepes 6 NocnenoBaTeNbHbIX Maccaxken. MonekynsapHO-reHeTUYeCKUMHn
MeTOAaMM UCCAeAYIOT NCXOAHbIN TMO 1 TMO nocne wecTmukpaTHOro naccnposaHus. CTabunbHeIMy
ABNATCA WTaMMbl TMO-6akTepuin, npocTenwnx, rpnbos, He N3MeHUBLINE PEHOTUNNYECKINX
(BUOXMMUNYECKINX) CBOWCTB 1 COXPAHMBLUME FEHETUYECKYIO CTPYKTYPY NOC/e NPOBEAEHNS LUECTUKPATHOIO
naccnpoBaHus. FMO-6akTepun, npoctenwne, rpnbbl LOJHKHbI 4EMOHCTPUPOBATL CTabnabHOCTb
heHOTUNNYECKNX (BUOXMMUNYECKINX) CBONCTB N TEHETUYECKOWN CTPYKTYPbI;

r) uccnepoBaHmsa ctabunbHocTu TMO-BUPYCOB AOKHBI MPOBOANTHCSA BUPYCOOrMYECKUMU U MONEKYSPHO-
reHeTn4eCKuMn Mmetodamu. MiccnegoBaHne BUPYCOAOrMYeCKMMM MeTo4aMy MPOBOAMTCA Ha
COOTBETCTBYIOLLEN KYNIbTYpe KNETOK MU B BOCMTPUUMYMBLIX XMBbIX OpraHn3Max nposegeHnem 6 (Lwectu)
nocnegoBaTesibHbIX Naccaxen FMO-BmMpycoB. MonekynssipHO-reHeTUYeCKUMM MeTOdaMN NCCNeayT
ncxoaHbin FMO-Bupyc n TMO-BMpYC NocCse WeCTUKPATHOrO naccmpoBaHus. CTabunbHbIMK SBASIOTCA
WwTamMMbl FTMO-BMPYCOB, y KOTOPbLIX HEe HabnoaaeTca yBennyeHne BUPYIEHTHOCTHY (B TOM YnUCie U3MEHEHMe
KJIMHNYECKUX NMPOSBAEHUN, NOABJIEHNE HEXeNaTeNbHbIX PeakLMin Ha BBELEHME) N COXpaHsaeTCs
reHeTnyeckas CTPyKTypa nocie npoBefeHus LWecTUKpPaTHOro naccupoaHms. FMO-BUMpYChbl fOKHbI
NEMOHCTPUPOBaTb CTabnAbHOCTb BUPYNEHTHbLIX CBOWCTB 1 FEHETUYECKON CTPYKTYPbI;

L) nccnenoBaHus BUpYAeHTHOCTM TMO Ha nabopaTOPHbIX XXMBOTHBLIX AOJKHbI MPOBOAMTLCS Ha CBOBOAHbIX
0T cneundunyeckmnx natoreHos (ganee - SPF) nabopaTOPHbLIX XXMBOTHLIX C ONpeAesieHneM ieTasbHON 403kl
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ans 50% nabopaTopHbIX XNBOTHLIX (ganee - J1050). Onpenenexne 1450 npoBoAUTCS COrnacHo
WHopmMaLuK, NpeaCcTaBJeHHON 3a89BUTENEM 415 WITaMMa UCXOLHOr0 OpraHn3Ma-peumnnmeHTa B
COOTBETCTBUM C MYHKTOM 7 HacTosAwen MeToanku, nyTeM BBEAEHNS rPynne XUBOTHbIX nccaegyemoro FMO
wTramma. Mpy NpoBegeHNN NCNbITaHUA POPMUPYIOT ABE KOHTPOJbHbLIX FPYMbl XXWUBOTHbLIX, O4HON rpynne
BBOAST CTEPWJIbHBIA (hN3MON0rMYECKNA paCcTBOP, BTOPON rpynne XXMBOTHbIX BBOAAT WCXOAHLIN OpraHn3M-
peumnnueHT. XKMBOTHbIX KaXXA0W rpynmbl MOMELLAIOT B OTAE/bHbIE KNETKN U HabnogaloT B TeveHme 10
AHen. Mo 3aBepLUeHnn 3KCNepnMeHTa NOACYNTLIBAIOT rmbesnb XXMBOTHbLIX B KaXKA0OW rpynmne u onpegensoT
NAs50. 1o50 gna wrtamma TMO He gosmkHa 6biTb MeHbLue J1IO50 nCXxoaHOro opraHn3Ma-peLnnuenHTa;

e) uccnepoBaHme XnsHecTonkocTn MO Ha 06beKTax OKpYXatoLen cpeabl, Ha BNaXXHbIX OMUKaX, BaTHbIX
TaMMoHax, nocsie TepMmnyeckon obpaboTkm AOJHKHO MPOBOAUTLCS C MCMOJIb30BAHNEM NUTATE/bHbIX Cpes,
KYJbTYP KNETOK WM UHBbIX TECT-00BEKTOB, YYBCTBUTENbHBIX K MICXOLHOMY OpPraHM3My-peUnnmeHTy,
COrflacHoO MHGopMaUnn, NpeacTaBeHHON 3as9BMTENEM B COOTBETCTBUM C MYHKTOM 7 HacTosalwen MeToamnku.
DKCNepMMEHTbI MPOBOAAT C MCMOJIb30BaHNEM B Ka4eCTBE KOHTPOASA MCXOAHOro OpraHu3Ma-peuunueHTa.
YCnoBus aKCnepmMMeHTa 4as NCXOLHOro opraHusMa-peuunnmenTa u F'MO 0oKHbI coBnagaThb.
XunsHecTonkocTb TMO B OKpyXXatoLen cpefie He AOJKHA MPeBbIWaTh XN3HECTONKOCTb MCXOAHOMO
opraHn3Ma-peLunnmeHTa;

)K) nccnegoBaHue TKaHeBoro TponusMa FMO 0KHO MPOBOAUTBLCS C MCMOJb30BaHNEM LIENEBbLIX XXUBOTHbIX
nyTem BbigeneHus (n3onmpoaHmsa) FMO 13 NenkouMToB, CENE3EHKN, TUMYCa U OPYrMX OPraHOB XMNBOTHbIX.
SKCNepMMEHTbI MPOBOAAT C UCMONb30BaHNEM B Ka4eCTBe KOHTPOJIA UCXOAHOM0 OpraHnu3Ma-peumnnmeHTa.
YcnoBua akcnepuMeHTa 418 UICXOAHOro opraHusMa-peumnuerTa n MO gonxHbel cosrnagaTtb. TMO gosixeH
BbIAENATLCSA U3 TEX XKe TKaHEN, YTO U UCXOLHbIA OPraHn3M-peLnnmneHT;

3) onpeneneHune aareamsHocT FMO g0/KHO MPOBOAUTLCA METOAOM reMarrAlTUHALMK SPUTPOLMTOB C
MCMNOJIb30BaHWEM 3PUTPOLIUTOB COrIAaCHO MHOPMaLMK, NpeacTaBeHHON 3a8BUTEIeM B COOTBETCTBUM C
NYHKTOM 7 HacToswen MeToaAnKn. IKCNEPUMEHTbI MPOBOAAT C UCMOJIb30BAHNEM B KQYeCTBE KOHTPOS
NCXOQHOr0 OpraHM3Ma-peunnmeHTa. YCN0BMA 3KCNepuMeHTa 4158 UCXOLHOI0 OpraHm3Ma-peunnmeHTa 1
MO posKHbI coBnagaTh. Mpu BbISBAEHUN reMarraloTUHALNOHHON akTuBHOCTH TMO, npegHa3Ha4YeHHbIX
4719 NpOM3BOACTBa NPOOBNOTNKOB, LOKHO NPOBOANTLCA ONpeaesieHne aare3mBHOCTY B NPUCyTCTBMM D-
MaHHO3bl 415 onpegeneHns MaHH0304yBCTBUTEbHOM NN MaHHO30PE3UCTEHTHOW aaresunu.
KonunyecTseHHOe onpeaeneHme aare3nmn oKHO NPOBOAMTLCSA NPW MCMOb30BaHNM B1Monornyeckmnx
mogenen. TMO gonxeH nMeTb KOIDDULMEHT aaresnn, He NPeBbIWALWNA KOIPPUUNEHT aaresnmn
NCXOOHOrO OpraHu3Ma- peumnnmeHTa;

1) onpeneneHne nHBasmBHOCTU MO C MOMOLLbIO KEPAaTOKOHBIOHKTUBAJIbHON NPOObI fO/KHO
OCYLLECTBAATLCA NyTeM BHeapeHns MO 1 ncxoQHOro opraHM3Ma-peunnmeHTa B Ka4eCTBe KOHTPOISA B
3NUTENNANbHbBIE KNETKWN KOHBIOHKTUBbI U pOroBrLy N1abopaTopHbIX XXUBOTHbIX A5 OLLEHKN Pa3MHOXXEHMNSA B
HUX. YCNoBKUA 3KCNepuMeHTa a8 NCXOL4HOr0 opraHnsmMa-peunnvedHTa n F'MO go/KHbl coBNagaThb.
MHBa3mBHOCTb TMO He fosKHa npeBblaTh MHBA3UBHOCTb UCXOLHOM0O OpraHn3Ma-peLnnmeHTa;

K) Npv onpegeneHnn aHTaroHUCTUYeCKon akTuBHOCTM TMO, npefHa3Ha4YeHHbIX 158 NPON3BOACTBa
NPobUOTUKOB, AN KOHTPOAS LO/KHbI MCMONb30BATLCS NCXOL4HBIA OPraHn3M-pPeLUnUEHT N TeCT-LUTaMMbl
MWKPOOPraHn3MoB, NpeacTaBasloLWmMe OCHOBHbIE BUAbI PE3NAEHTHON KMLWEYHON MUKPO(IOPbI XNBOTHbIX-
peunnneHToB (rpaMnooXnTeNbHble: 06aMraTHO-aHas3pobHble BakTepun - nakTobakTepun,
bupnoobakTepnmn, NeNTOCTENTOKOKKN; rpaMoTpuLaTenbHble: 06anraTHo-aHaspobHblie BakTepuy,
HakTeponabl, hakybTaTUBHO-aHA3POOHbIE MUKPOOPraHN3Mbl, KMLLIEYHAs NaslovKa, CTaPUIoKOKKN,
CTPENTOKOKKM, ApoxxxenonobHbie rpnbbl poaa Candida). YpoBeHb aHTarOHUCTUYECKON aKTUBHOCTY B
OTHOLUEHWW LUTaMMOB Pe3nAEHTHON MUKPOGIOPL! ONPeaensoT METOA0M OTCPOYEHHOIO aHTaroHM3Ma Ha
NAOTHOW Cpefe Mo 30HaM 3a4epXXKM pocTa TECT-WTAaMMOB. AHTaroHncTnyeckoe gencrame N'MO He O0HKHO
NposABAATLCA K MPEeACTaBUTENAM Pe3NAEHTHON MUKPOGIOPLI U HE OOJHKHO NpeBbIWaThb
AHTArOHUCTUYECKYIO aKTUBHOCTb MCXOLHOr0 OpraHn3Ma-peumnnmeHTa;

J1) UMMyHonoruyeckne nccnegosanns MO, npefHa3HaYeHHbIX 415 NPOM3BOACTBA NPOBMOTUKOB, AOJIKHbI
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NPOBOAUTLCSA Ha Mbllax MHUIA CBA, BbICOKOYYBCTBUTESbHBLIX K BBEEHUIO 3pUTPOLIMTOB BapaHa 1
HEeYyBCTBUTESNbHbIX K rmcTamMuHy 1 Salmonella typhimurium, n C57B1/6, HU3KO4YYBCTBUTESIbHbIX K
BBELEHMIO 3pUTpoLNTOB BapaHa, 4yBCTBMTEbHBLIX K FTMCTaMuHy 1 Salmonella typhimurium, n BkatoYatoT
N3y4yeHne MMMYHOMOLYMPYIOLLMX N CEHCUBUAN3MPYIOLLNX CBONCTB MO YETLIPEM TECTaM: AENCTBUE Ha
rymopaJsibHOe 3BeHO UMMYHUTEeTa B TeCTe OnpefesieHUs YPOBHSA reMarrIloTUHUHOB K 3puTpoLmTam bapaHa;
LEeNCTBUE Ha KJIETOYHOE 3BEHO UMMYHWUTETA B PeakLMn rmnepyyBCTBUTENbHOCTI 3aMeaneHHoro Tuna (M3T)
K apuTpoumTam bapaHa; AeNCTBME KaK CEHCUBMNN3MPYIOLLEro areHTa B TeCTe YYBCTBUTENbHOCTY K
FMCTaMUHy; eNCTBNE Ha eCTECTBEHHYIO PE3NUCTEHTHOCTbL Mbllen K Salmonella typhimurium.
IKCNepUMEHTbI MPOBOAAT C UCMOJIb30BAHNEM B Ka4eCTBE KOHTPOIS UCXOLHOr0 OpraHn3Ma-peLmnmeHTa.
YcnoBuns akcnepumMeHTa 415 UCXOAHOro opraHm3Ma-peunnuedTa u MO nosixHel coBnagaTb. TMO gonxeH
ObITb He MeHee 6e30MnaceH, YeM UCXOLHBIA OPraHN3M-PELUMNNEHT;

M) uccnenoBaHnsa 6e30nacHOCTY NCNOAb30BaHNA MO Ha XMBOTHbIX-PELUNNEHTAX OCYLLECTBAAIOTCA NyTEM
BBeLEeHMWA SIeKapCTBEHHOro cpefcTBa, cogepxkawero N'MO, XXUBOTHbIM-PELMMMEHTAM B AECATUKPATHON
no3e.

HabniogeHns foMxHbI NPoOBOANTLCS B TedeHne 30 gHen. B NpoToKose nccaenoBaHnsa perncTpmpyoTcs
nepcucTeHums v soigeneHne F'MO 13 opraHu3Ma NoAOMbITHLIX XXWBOTHbLIX, NAAEX, KIMHNYECKOe COCTOSHNE,
KAUHUYEeCKne n bnoxuMmnyeckne nokasaTenn KpoBu, MeCTHasa peakLuns Ha BBeleHue npenapaTa,
conepxxawiero 'MO. BeefieHne NofonNbITHbIM XUBOTHBLIM JIeKapCTBEHHOI0 CpeacTaa, cogepxxatiero MO,
He LO/KHO BbI3bIBaTb KJAVMHWYECKUX U3MEHEHUI, NOKA3aTeNn KPOBU HE AOJIKHbI OTKJIOHATLCS OT
(PU3N0IOrNYECKON HOPMbI, HE AOJKHbI BbISBAATLCSA MAaTO/0r0aHaTOMUYECKNE U3MEHEHUS MPU BCKPLITUN.
16. TpeboBaHMA K NpoBEAEHMIO NCCNEAOBAHUIA 1 NOKa3aTenmn (ycnosmd) 6esonacHocTn TMO, nCNonb3yemblix
ANS NPOW3BOACTBA JIeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOr0 MPUMEHEHNS, COAepKaLLNX
HeXXn3HecnocobHbIn FMO:

a) uccnenosaHnsa 0bpasLLOB NEKAPCTBEHHOMO CPeACTBA Ha OTCYTCTBUE XKM3HeCnocobHoro MO LoMKHBI
NPOBOANTLCA C UCMOJIb30BaHMEM MUKPOBMONOrn4ecknx (BUpyCcoaormnyecknx) MeTonos. B kavecTee
KOHTPO/IbHbIX MOCEBOB 1 (MAK) NacCaXker NCNOJIb3YETCA XMBaa Ky/ibTypa LWTaMMa-peLnnmueHTa;

6) nccnepoBaHMs No nsy4veHuio 6e3o0mnacHOCTM MCNosIb30BaHNA 06pa3LIOB IeKapCTBEHHOIO CPeaCcTBa AN
YKWBOTHbIX-PELMMUNEHTOB LO/KHbLI MPOBOANTLCSA MYTEM BBEAEHNSA XXUBOTHLIM AeCATUKPATHON A03bl
NeKapCTBEHHOro cpeacTsa. HabnioaeHna nposoasaTca B TedeHne 30 aHell. B npoTokoie uccnenosaHus
PErncTpUpYOTCA MNageX, KINMHNYECKOE COCTOSAHNE XMBOTHBIX, FTEMATONIOrMYecKme 1 buoxmmmyeckme
rnoKasaTenun KPOoBW, NOKaJibHbIE annepruyeckne peakumm Ha BeefieHne obpasLa 1ekapCTBEHHOr0 CPeaCTBa.
BBefeHme XUBOTHbIM Kypca 06pa3LioB IeKapCTBEHHOIO CPEACTBA HE AOJIKHO Bbi3biBaTb KJANHNYECKMX
N3MEHEHWUN, MoKa3aTeNn KPOBN He LO/KHbLI OTKIOHATLCSA OT (hM3UO0SI0MMYECKON HOPMbI, HE AO/KHbI
BbIIBASTLCA NaTO/0r0aHaTOMUYECKUE N3MEHEHWS MPU BCKPLITUN.

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.8mn38



