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(Muncenbxo3 Poccun)

IIPUKA3

oT 28 despana 2020 r. Ne 92
MockBa

06 yrBepxkaennd MeTOAMKH NPOU3BOACTBA IKCIEPTH3
(MccaenoBanuii) GuosorudecKkoii 6e30MacHOCTH NeHHO-HHIKEHEPHO-
mMoau¢HIHPOBAHHBIX OPraHA3IMOB, HCIIOJIb3YEMbIX [/Isi IPOU3BOACTBA
JIeKaPCTBEHHbIX CPeJCTB 1JIsi BEeTEPHHAPHOIO NPHMEHEH U

B cooTBeTcTBHM ¢ MyHKTOM 13 IIpaBun rocyiapcTBEHHOH pErHCTpallii
TeHHO-MH)KEHEPHO-MOIM(DUIIUPOBAHHBIX OPraHU3MOB, IPEAHASHAYCHHBIX IJIA
BHIIyCKA B OKPYXAIOUIYd Cpefy, a TaKKe MNpOAYKUMH, IONydeHHOH
C NpUMEHEHWEM TAaKHX OPraHU3MOB WIM COJepXallell Tak#He OpTaHW3MBI,

BK/TIOYas yKa3aHHYIO IIPOLYKLMIO, BBO3MMYIO Ha Tepputopuio Poccuiickon

denepauny, YTBEPXKACHHBIX INOCTaHOBIeHWeM IlpaBurenscTBa Poccuiickoit
Oenepanpu ot 23 centsops 2013 r. Ne 839 (Cobpanue 3aKOHOJATENLCTBA
Poccuiickoii Penepammm, 2013, Ne39, c1.4991; 2018, Ne 41, ct. 6260),
IpHKa3blBaIO:

VIBepauTh  OpuiiaraeMyro  MeToauKy — IPOM3BOJACTBA  9KCMCPTH3
(uccnenoBaHuit) OuoNnOrUuecKO 0e30MacHOCTH reHHO-UHXEHEPHO-
MOJM(UIMPOBAHHBIX ~ OPraHMU3MOB, HCIOJNB3yeMBIX Ui  [POU3BOACTBA

JNIEKApCTBEHHBIX CPEACTB VIS BETEPMHAPHQTO NIPVMEHCHHUS.

MunUCTp JLH. Tlarpymies




YTBEPXIEHA
npukazoM Muncenbxo3a Poccuu

ot __d8 OR. R0 Ne _GA

METOAHUKA
HPOM3BOACTBA IKCNEPTH3 (HCC/IeJOBaHHI) OHOIOrHYecKoii
0e30MacCHOCTH reHHO-HHXKeHepHO-MOAH(HIUHPOBAHHBIX OPraHH3MOB,
HCHOJb3yeMbIX AJIsl IPOH3BOJACTBA JIEKAPCTBEHHBIX CPEACTB
AJISi BeTEePHHAPHOTO NPHUMEHEHHS

I. O6mue nonoxenus

1. Hacrosmas Meroarka ycTaHaBIMBaeT MOPSJOK IPOBENECHHA
3KCIIEPTU3 (KCCIeqOoBaHNM) OHoIOrnyeckoit 6e30macHOCTH reHHO-MHXKEHEPHO-
MOIUGHUIMPOBAaHHBIX  OPraHM3MOB, HCHONB3YeMBIX JJIS  IIPOH3BOIACTBA
JIEKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO IPUMEHEHMS (Jlajiee — SKCIEePTH3a,
I'MO co0TBeTCTBEHHO).

2. Jxcneprusa MIPOBOJUTCS opraHu3auei (McnBITaTENBHOM
nabopaTtopuell), aKkKpeIUTOBaHHOI B HAUMOHAIBHOH CHCTEME aKKpeIHUTALWH,
c gﬁnacrrﬁo aKKpeAMTalMH, COOTBETCTBYIOHIEH HCCIIEIOBaHUSIM, YKa3aHHBIM
B HacTof1eit MeTouke.

3. TpeboBaHHUS K MPOBEIACHUIO UCCIEAOBAHMH U MOKa3aTeNu (yCIOBHS)
6e3onacuoct 'MO npuBeneHs! B riase [V HacTosmeir MeToaUKH.

4. Pe3ynbrarhl 3KcHepTU3bl OQOPMIIAIOTCS 3aKIIOUEHUEM O pe3yNbTaTaX
3KCIIEPTU3bl, COCTABICHHBIM Ha OCHOBAaHUU MPOTOKOJIOB HccienoBanuii 'MO,
KOTOPO€E JOJKHO COAEP>KATh:

HaMEHOBaHHUE 3aKIIIOYEHUS;

IIOJIJHOE  HaMMEHOBAaHWE W  MECTO HaXOXAEHHUS  OpraHU3aLHH
(ucrpITaTeNnEHOM JTAOOPAaTOPHHM), OCYILECTBUBIIEH NPOBeIeHNE SKCIIEPTH3HI;

HauMeHoBaHue ' MO c¢ ykazaHHeM ero TAKCOHOMHYECKOT' O CTaTyca;

[IOIHOE HAaWMEHOBaHHE, MECTO HaXOXJAEeHUs, HACHTH(PHUKAIHOHHBIM
HoMmep Hanoromnarensuka (MHH) ropuanyeckoro numa, ocylecTBISIOMIETO
Ha Tepputopuu Poccuiickoii ®Denepalyiyi reHHO-UHXEHEPHYIO AEATEIBHOCTh
B Hensax cozganua I'MO (nanee — 3asiBUTEND);

II0JIHOE HAaMMEHOBAHHUE U MECTO HAXOXKIEHUS IOPUAMYECKOro JIMLa JHOo
¢amMuIus, ¥Ms, OTYECTBO (IIPU HAJIMYUH), MECTO JKUTEJIHCTBA HHAUBUIYAIBHOTO



OpeAlpuHUMaTenst — u3roToButTens oOpasuoB I'MO, npeacTaBiIeHHBIX
Ha 3KCNEPTHU3y;

BUJI IIPEAIOIaraeMoro 1eneBoro ucrnoiaszopanus I’ MO;

CBEICHH O TpaHC(GOPMAIMOHHOM COOBITHM B  BHAE  KOJa,
c(OpPMHPOBAHHOTO COIJIacCHO Obwmepoccuiickomy KJ1accuukaTopy
TpaHCcHOpPMaLMOHHBIX COOBITHIA;

MECTO JENOHMPOBAaHUSA H KOJIEKLIHOHHBIH Homep (yKa3bIBaeTcs mjis
JIETIOHAPOBaHHBIX TaMMOB I MO);

PETHCTPALIMOHHBEIL  HOMEpP  CBHUAETENBCTBA O  TOCYAAapPCTBEHHOM
peructpanun  I'MO, mnpennazHaueHHOro (TpeJHa3HAa4YE€HHBIX) IS BBINYCKa
B OKpYXalOIlyl0 Cpely, Ha OCHOBe KOTOporo (kKoropeix) cosmad I MO,
B OTHOIIIEHHM KOTOPOro IpoBeleHa 3Kcnepthsa (B ciydae ecnu I'MO co3ngan
Ha OCHOBe HHOro (uHbeIX) I MO);

PErMCTPALIMOHHBIA ~ HOMEp  CBHIETEIbCTBA O  TOCYAapCTBEHHOM
peructpauuy ' MO 11 HHOTO LIeIeBOro UCTONb30BaHusl (IIPH HAIWYHK),

cBezieHHs o peructpanuu ' MO 3a py6GexxoM (TIpy HATHYIHH);

OILICHKY IIOJIHOTHI IPECTaBICHHbIX 3asBUTENIEM TIOKYMEHTOB H JIAHHBIX;

KpaTKoe coJepKaHWe [OOKyMEHTOB U JaHHBIX, MpPeICTaBICHHbIX
3asiBUTENEM )1 IPOBEICHUS dKCIIEPTH3HI;

nepevyeHs uccnenosanuii ' MO ¢ yka3zaHHeM HX pe3yiIbTaToB;

OIIHCAaHME MpEACTABIEHHBIX 3asBUTENIEM Ha dKcnepTusy obpasuoB MO
1 HUCXOAHOIO OpPraHU3Ma-pelHUIIMeHTa C yKa3aHHEM HX KOJIMYECTBa, a TaKxkKe
OLIEHKY UX IPUTOAHOCTH ISl IIPOBEACHUS KCCIIeI0BAHMUIA;

BEIBOJEI O pe3ylbTaTaX 3KCIEPTH3bl: O HAIMYHUM WM OTCYTCTBHH
HeratuBHOro Bo3zeiicTBus ' MO Ha okpyKaroliyro cpeny;

crenuanbHele ycnoBus uenonb3oBanus MO (npu Hanmmaun);

CPOK IEHCTBHSI CBHUETEIBCTBA O rocyAapcTBeHHOW peructpauuu [ MO
(B ciay4ae OTCYTCTBMSL CBENEHMH O HeraTMBHOM BosfaeiictBun I'MO
Ha OKpYXaloulylo Cpeny);

(daMunuMy, WMEHa, oOT4yecTBa (NPH HAIMYHMH) JIML, IPOBOAMBIOMX
9KCIIEPTH3Yy, YYEHYIO CTelleHb (3BaHME) (IIpM HAIUYMHM), MeCTa HUX pabOThI
U JOJDKHOCTH;

JIaTy ¥ HOMeEP 3aKII0YEHHS KCIIEPTU3HI;

IOJIHUCH PYKOBOIHUTENS OpraHu3alMu (UCMBITaTeNbHOU JlabopaTopum),
OCYLIECTBUBILIEH MPOBEACHUE AKCIIEPTHU3BI.
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5. K 3amoueHHIo 0 pesysbTaTax 3KCIEPTH3bI JODKHBI IIPHUIIAraThCs
npoTokoiel HccnenoBanuii 'MO, Ha OCHOBaHMH KOTOPBIX OHO COCTAaBJIEHO,
MOATNKCaHHBIE JIULAMH, IPOBOAUBILKUMH UCCIIEJOBAHHS.

6. B cimyyae ecnu 3asBUTENeM He IpeJCTaBleHbl JOKYMEHTHI U JaHHBIE,
IIpeAyCMOTpEHHbIe MNyHKTaMU 7, 11 Hacrosme## Meroguku, u (MIH)
HeoOxoauMBble 00pa3Libl, IPUTrOIHbIE AJIS IPOBEACHHS UCCIIENOBaHUH B Caydasx,
€CJIH TPOTOKOJIBI HCCIEAOBAaHUI He NpeACTaBleHbl 3asBHUTENEM, IKCIEpTH3a
He INPOBOAUTCH. 3asABUTENNO AODKEH OBITh BBIJAH MOTHBHPOBaHHBIM OTKa3
B IPOBEICHMU OIKCHEPTHU3bl, MNOANUCAHHBIA pPYKOBOAMTEIEM OpraHH3alUH
(ucmbITaTeNbHON J1a6OpPaTOpHH), aKKPEIUTOBAHHOM B HALIMOHANIBHON CHCTEME
aKKpeaUTallH, ¢ 00NACThIO aKKpeAUTALMH, COOTBETCTBYIOILEH HCCIIeOBAHUSIM,
yKa3aHHBIM B HacTosieil Meroauke, B KOTOpyIO OOpaTHIICS 3asABUTENb IS
IIPOBEACHUSI DKCIIEPTHU3HI.

II. Ixcneprnza I'MO, Henoib3yeMbIX AJisi IPOH3BOACTBA JeKAPCTBEHHBIX
CPEeACTB JJIs1 BETEPHHAPHOI0 IPHMEHEHH A, COAEPKALIHX KH3HECTOCOOHbIi
MO

7. B pamkax skcneptusbl MO 11 npou3BOJACTBA JIEKAPCTBEHHBIX
CPEACTB [IJIsl BETEPHHAPHOIO IIPHUMEHEHMS, COAEPXKAIUX IKU3IHECIOCOOHBIM
I'MO, ocymecTBisieTcss aHaIW3 NPEACTABICHHBIX 3asBUTENEM IOKYMEHTOB
U TaHHBIX:

a) HauMeHoBanmsi I'MO c yka3aHueM ero TaKCOHOMHYECKOIO CTaTyca;
TOJIHOTO HAaMMEHOBaHHs, MECTa HaXOXICHHUS, WACHTHQHUKALMOHHOTO HOMeEpa
Hanoromiarensiqika (MHH) 3asButens; momHoro HavMMEHOBaHWS M MecCTa
HaxOXIEHUs IOpUAMYECKOro muna Jmbo QaMuiIud, HMEHH, OTYecTBa
(TpM  HaNM4YMM), MECTa >KUTENbCTBA HHIAMBUAYAIBHOIO MpeaNpHHUMATENS —
usroroBurens o6pasnoB I'MO, mnpemocTaBieHHBIX Ha 3KCIEPTH3Y; BHIA
IPEANOJIaraeMoro 1ejaeBoro ucnonsszopanus I'MO; perucrpaunoHHOro HomMepa
CBUJETENLCTBA O TOCYAapCcTBeHHOH peructpauuun ['MO, npeaHasHadYeHHOro
(npenHa3HAYEHHBIX) TS BBIITyCKa B OKpY KaroIIy1o cpeny,
Ha OCHOBE KOTOpOro (Kotopbix) co3gad I'MO, B OTHOUIEHHH KOTOPOIO
IPOBOAMTCA 3KcrepTH3a (B ciy4ae ecad MO co3naH Ha OCHOBE HHOrO (HHBIX)
I'MO); perucTpaiMOHHOro HOMEpa CBUJETENBCTBA O TOCYJapPCTBEHHOM
peructpanun I'MO a1 HHOTO L€N1eBOro UCIONB30BaHKs (IPH HAJIHMYHM) JIHOO
uHpOpMaLKK 00 OTCYTCTBHH TAKOTO CBHETENLCTBA,

0) cBeneHUH 00 MCXOZHOM OpraHH3Me-peLMIHEHTe (TAKCOHOMHYECKas

XapaKTCpUCTHKA € YKa3aHHEM METOoOa H,HCHTH(i)HKaI.II/II/I; HCTOYHUK BBIACIICHUA
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mraMMa: cyOcrtpar, reorpaduyuecKHid IIYHKT, JaTa BBIAEIICHHSA; METO/BI
UACHTUOUKAIMKA IITaMMa, KeM HACHTH(GUUUpoBaH ((haMHIHA, UM, OTYECTBO
(npu HaNMM4KMM)), CCHUIKA HA UCTIOJIB30BaHHbIE ONPEETUTENH);

B) OIHCAaHUA CTPYKTYpPBhl T€HETHYECKOM KOHCTPYKIHMH (BHECEHHOM WIIH
yAaJeHHOM) M MecTa ee JIOKaJW3allid, XapaKTepUCTHKH OSKCIPECCHH
BCTPOEHHBIX WJIM W3MEHEHHEBIX I¢HOB;

I) CBeACHHH O TpaHCGHOPMAIMOHHOM COOBITHH B BHJE KOJa,
c(hOpMHPOBAHHOTO COTJIacHO O6mmepoccuiickomy KiaccupuKaTopy
TpaHC(GOPMAIMOHHBIX COOBITHIA;

A) uH(GOpMALUMK O MecCTe JeNOHHPOBaHHS M KOJUICKIIMOHHOM HOMeEpe
mramma 'MO, nacnopt mrramma 'MO (m1s nenonupoBaHHbIX mrraMmoB ['MO)
mi60 uHGOpMALMH O  KYyJIBTypaJbHO-MOPQOJOTHYECKHX, (U3HOJIOrOo-
6uoxummnuecknx ((pepMEeHTaTUBHBIX), aHTUIC€HHbBIX, OHOJIOTHYECKHX CBOMCTBax
U TeHeTHYeCKUX ocobeHHocTsX mTamMMa I MO; 06 yClIOBHSX KyJIbTHBUPOBAHHS:
HaMMECHOBAaHMAX  NHTaTeNbHBIX  cpel, pH  cpemsl,  TeMmmeparype
M TPOAOJKUTEIBPHOCTH BHIpAIlMBaHHs, CPOKE XpaHEHHS M IEePHOAMYHOCTH
nepecesa KyJbTypbl mwtaMmMa MO B HatuBHO#H ¢opMe; O NpUMEHAEMOM
ciocobe M ycnoBusx xpaHeHus wrtamma [MO: B ciyyae nauoMHIH3AIMH
yKa3bIBaeTCsA MPOJOJDKUTENHHOCTh BHIpAllMBaHWA HAa NHUTATENBHOH cpefe
(Bo3pacT KyJbTypBl), COCTaB 3alUTHON CpeAbl, TUTP KIETOYHOH CYCIIEH3HH,
PEKMM BBICYIIMBaHUs, TEMIepaTypa XpaHeHHS, CPOK XpaHEHHS, B Cllydae
KPUOKOHCEpPBallUM  YKa3blBae€TCsi  INPOJOJDKUTENBHOCTh  BBIPAIIABaHUS
Ha NHTaTeNbHON cpene (BO3pacT KyJIbTYphl), COCTAaB 3alllUTHON Cpejbl, THUTP
KJIETOYHOM CYCIEH3HH, CKOPOCTh 3aMOpa)XMBaHUA (Ipaa/MHH), TeMIepaTrypa
XpPaHEHHs, CPOK XpaHEHHSA; O MAMCCOLMALUU KyJIbTYPhl B 3aBHCHMOCTH
OT MeToAa XpaHeHus (omucaHne MOPQOJIIOTHYECKHX THIIOB KOJIOHHIA
Ha KOHKPETHOH cpejie ¢ NoApOOHBIM OMMCAaHUEM THIIA KOJIOHHH, COXPAHSIOIIEro
NOJIE3HBIA MIIM JWAarHOCTUYECKUH NPU3HAK); O cpele, Ha KOTOPOH 3asBUTENIEM
npepocrasisiercss mwraMmm I'MO; o konuuecTBe, faTe IPUTOTOBIEHHUS U CPOKE
roaHocTd obpasuos mramMa I'MO (B cinydae HempencTaBlIeHUS HHPOPMALUH
O MecTe JENOHUPOBAHUS U KOIEKIIMOHHOM HoMepe mtamMMa I'MO, nacnopra
mramMa I'MO);

e) uHpopMamyMm O BHOCHMMBIX TIeHax (I OpraHu3MOB-JOHOPOB
yKa3bIBaeTCsi TAKCOHOMUYECKHUH CTaTyC, aHHbIe O BUPYJEHTHBIX, AJUIEPreHHBIX
U IATOTeHHBIX CBOMCTBAX);

X) onmMcaHMs CBOMCTB, mnpHoOpereHHpix [MO B  pesynbrare
MoAU(UKAINM;
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3) XapakTepucTHku pazmuuuii MO ¢  HCXOOHBIM OpraHM3MOM-
PELMIIMEHTOM, B TOM  4YHMCI€ ONHCaHUA cmocoba  pa3MHOXEHHS,
paclpoCTpaHeHus, BHPYJEHTHOCTH, CXEeMbl KYJIbTUBHPOBaHHS, HOBBIX
(EeHOTUNMYEeCKUX CBOHMCTB, Owuonormyeckux mnpeumyiiectsax I'MO 1o
CPaBHEHHIO C UCXOAHBIM OPraHNU3MOM;

M) OMUCaHUS METOAMK, MO3BOJSIOIIUX IMOATBEPAUTH TAKCOHOMUYECKHI
ctaty¢ MO U XapaKTepHCTHKy TIE€HEeTHYeCKOH MOIUGHUKALKH, ONMCAHHSI
HYKJICOTHIHBIX II0CIIEAOBATEIbHOCTEH, HCIONb3yeMbIX IpaiiMepoB, 30HIOB,
COCTaBa U CBOMCTB CTaHIAPTHHIX 00pa3loB;

K) pe3ynbTaroB H3ydeHus crabuinsHocth I['MO, B TOM uHCIe
B OpraHM3Max >XUBOTHBIX, @ TaKX€ OLIEHKH CIIOCOOHOCTH K IepeHOCY TI'eHOB,
BBEACHHBIX B HCXOJHBIA OPraHU3M-PELIUIIMEHT C HCIIONB30BaHHEM METOHOB
FeHHOH WH)XEHEpUU, B TOM 4YHCII€ T€HOB YCTOMYHMBOCTH K aHTHOMOTHKAM,
B IpyTrue OpraHu3MEbl;

n) uHGOpMamMM O MNyTAX H  BO3MOXHOCTH mepemauun I'MO
OT BaKUUHUPOBAaHHBIX JKUBOTHBIX K HEBaKUMHUPOBAHHBIM >KMUBOTHBIM
(g I'MO, npegHa3zHavYeHHBIX A7 MPOU3BOICTBA BaKIHH);

M) HHpOpMalLMU O MOTEeHIHAJNbHOW KonoHu3auun MO B XenyoouHo-
KHIIEYHOM TPaKTe XHBOTHBIX M €0 BIMSHUU HAa €CTECTBEHHYI) MHKpPOQIOpY
(ana I'MO, npeaHa3sHa4eHHBIX U1 POU3BOACTBA IPOOHOTHKOB);

H) MHGOpMalMH O pe3ylbTaTax TOKCHKOJOTMYECKHX HCCIIeIOBaHH
I'MO © pekOMOWHaHTHBIX aMHHOKHCJIOTHBIX  ITOCJIE/IOBATEILHOCTENM,
ONpeNeNAIoNX MNposBIeHHEe 3aJaHHBIX IpusHakoB y MO, B ToM uucie
O  pe3ynbratax  CyOXpOHMYECKOr0o  TOKCHUKOJOTMYECKOTO  SKCIIepHMEHTa
Ha nabopaTOpPHBIX JKMBOTHBIX (TpbI3yHaX) M MNPOAYKTHBHBIX JKHBOTHEIX,
0 6MoMH(POPMAaTHUECKOM aHaJIu3€e, MOUCKE TOMOJIOTHH PEKOMOMHAHTHOTO Gelka
C aMMHOKHUCJIOTHBIMH IOCIENOBATENbHOCTSIMH TOKCHYECKMX OeyikoB, OelKoB,
obnagaomux (apMaKoONOTHYECKOH WM WHOM OHOJNIOTHYECKOH aKTMBHOCTHIO
IIPH HKCIIONB30BaHMM CHEIHAIM3HPOBAaHHBIX ©a3 maHHelX (@ I'MO,
MpeaHa3Ha4eHHBIX IS POU3BOICTBAa MPOOUOTHKOB);

0) uHpOpMalMU O pe3ylbTaTaX aJUIeproJIOTMYECKUX HCCIEeIOBaHMiA,
B TOM 4YHCJIE€ O MNOTEHUHanpbHOM amnepreHHoctd I'MO, o noTeHUHaNbHOMH
aJJIEPreHHOCTH peKOMOMHAHTHBIX aMUHOKHCJIOTHBIX TOCJEA0BaTeNbHOCTE
WU HeOeTKOBBIX BellleCTB, MOJTy4YeHHBIX c HCIIONB30BaHUEM
I'MO-npoayneHToB, B UMMYHOXHMHYECKUX UCCIIEIOBAHUSX,

n) uHpopMamuu 06 YCIOBMAX TNPOMBIIUIEHHOTO KYJIBTHBHPOBAHHUSL
I'MO;
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p) HHpOpPMaLMM O HAIWMYMM WIM OTCYTCTBHM peructpauru I'MO
U (W1IM) JEeKapCTBEHHBIX CpeACTB [UIi BETEPUHAPHOTO TMNPUMEHEHHH,
UX COIEeprKallliX, 3a pyOexoM, a TakkKe O HaJIMYHH JIHOO OTCYTCTBHH (DaKTOB
O HEraTMBHBIX ITOCHeACTBUAX NMpUMeHeHus: ' MO u nekapcTBEeHHBIX CPEICTB I
BETEPUHAPHOTO MPUMEHEHHS, X COAEPIKAIIUX;

C) KONHU 3aKJIOUEHHUS O pe3ysbTaTax MOJEKYIIPHO-TEHETHYECKOTrO
ucciaenosanusa ' MO;

T) KONHH OTYETOB [JOKIMHMYECKUX HCCIEIOBAHUH JIEKApPCTBEHHOrO
CpeACTBa MJisI BETEPUHApHOIO MNPHUMEHEHHS, KIMHHYECKHX HCCIIeIOBaHHI
JIEKapCTBEHHOTO IpenapaTa Il BETEpUHApHOTO NpPHUMEHEHHS, COAep KalluX
I'MO unu noy4eHHBIX C ero UCIONb30BaHuEM (MIPH HATMYUK),

y) uHpopmaiuu o6 uccnenoanuu 6e3onacaoctd MO i )KMBOTHBIX,
o TKaHeBoM TtpomusMe [I'MO 10 cpaBHEHHIO C HUCXOZHBIM OpPraHH3MOM-
PELUIIHEHTOM (IIpH HAJIUIHH);

¢) upopmanmu o cmocobHocTd I'MO BBEDKMBaTP M Pa3MHOXKATHCH
B OKpYXalollleil cpefe; HaIM4YUH B OKpYXaloUed cpele MUKPOOPraHHU3MOB —
NOTEHLHANBHEIX peuunueHToB pexomObunantHod JIHK B pesynbrate
TOPHU3OHTAJILHOTI'O NIEPEHOCA; O BO3MOXHOCTH NepeHOCca PEKOMOMHAHTHEBIX I'€HOB
M3 paspylLIeHHBIX BHUPYCHBIX 4acTul Wik IwiasmMuaHor JJHK I'MO knetok
B Ipyrde BHIbl OpPraHMW3MOB; O IIOTEHLHUAJbHOM AaHTaroHUCTHYECKOM,
CHHEepruyeckoM uiau ApyroMm BausHUM MO Ha OopraHu3MBbl, He SBISIOIIHECS
T€HHO-UH)XE€HEPHO-MOAH(PUIPOBAHHEIMY (TIPU HATMYHUH);

X) uHbOpMalMM O pe3ynbTaTax ApYyrux wucciemoBanuii. I'MO
(Ipy HaNMU4KM);

Il) NPOTOKOJOB HCCIEOBaHUHM, yKa3aHHBIX B IIyHKTe 8 Hacrosieii
MeTouKH, NMPOBEAEHHBIX B OpraHU3aUUsAX (HCHBITaTeIbHBIX J1abOpaTOpHUAX),
AKKpEJUTOBAaHHBIX B HAI[MOHAIBHOM CHUCTEME aKKpeOUTalUH, C OOJaCThIO
aKKpeIWTalKH, COOTBETCTBYIOLIEH HCCIIEJOBaHUAM, YKa3aHHBIM B HACTOSIIECH
Meroauke (Ipy HATHYUH).

8. B ortHomenun I'MO, npenHazHayeHHOro Ans MPOU3BOJICTBA
JIEKapCTBEHHBIX CpPEICTB [ BETEPUHApHOrO NPHUMEHEHMS, COAepIKallux
xu3Hecnocobnsrii MO, 1omKHBI ObITH TPOBEAEHBI CIEAYIOIIUE UCCIIEAOBAHMA
B CPaBHEHHUU C UCXOJHBIM OPraHU3MOM-PELUIIUEHTOM:

a) HMccienoBaHUs WHQEKUUoHHOH akThBHOCTH MO (LMTONaTH4YeCKOro
nectsus, TUTpa) (B oTHoweHun ' MO-BupycoB);
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0) uccnemoBaHMS MHUKPOOHONOMMYECKHX CBOWCTB, 4YyBCTBHMTEIHHOCTH
K aHTHOMOTHKaM M  OakTepuodaraM, TreMOIUTHYECKOM aKTHUBHOCTH
Ha PUTPOLMTAX XUBOTHBIX (B oTHomeHuu ' MO-6akrepuii);

B) HccienoBaHusa crabuibHOCTH cBOMCTB [ MO-6akTepuii, mpocTeHImx,
rpu6oB;

r) wuccnenoBanus crabunbHocTH ' MO-BHPYCOB;

1) HccnenoBaHus BUpysieHTHOCTH I MO Ha 1a60paTOpHBIX )KUBOTHEIX;

€) ucciuenoBanus xusHectoiikoctTd MO Ha 00GBEKTax OKpYXKarolleit
Cpelsl, B TOM 4YHCJI€ Ha BIAXHBIX ONWIKAaX, BAaTHBIX TaMIIOHAX, MpPH
TEPMHUYECKOH 06paboTKe;

) HccienoBaHus TkaHeBoro Tponu3mMa MO Ha 1eseBbIX JKHBOTHBIX;

3) HUccnenoBaHHsA anare3suBHOCTH I'MO MeTomoM TreMarrIOTHHALUU
3PHUTPOLUTOB KUBOTHBIX;

) HCCIeNOBaHUs HHBa3HBHOCTH I'MO c MIOMOILEIO
KE€PAaTOKOHBIOHKTUBAIBHOM MTPOOHI;

K) HCCIeIOBaHUs aHTAroHUCTHYECKOI aKTHBHOCTH I'MO
C MpPEACTAaBUTENSIMU PE3UJCHTHOH MHUKPOQUIOpH KHINEYHHKAa (B OTHOIIEHHH
I'MO, npeana3zHaueHHBIX U1 IPOM3BOACTBA MIPOOHOTHKOB);

1) UMMYHoJIorHYeckue ucciaenoBagus MO (B orHomenuu I'MO,
IIpeIHa3HA4YEeHHBIX JUI NPON3BOACTBA MPOOHOTHKOB);,

M) HccleloBaHUsA 0e30macHOCTH HCHoab3oBaHusa I MO Ha >KHBOTHBIX-
pELHIIHEeHTaX.

9. B ciyuae OTCyTCTBUSA Yy 3asBUTENii MPOTOKOJIOB HCCJIEIOBAHMIA,
YKa3aHHEBIX B IOJIYHKTE «L» IYHKTa 7 Hacrosiled MeTOOWKH, UM HOJDKHEI
OBITh NpeJCTaBlIeHbl 00pa3Lbl JIEKAPCTBEHHOI'O CPEACTBA, XH3HECIIOCOGHOrOo
I'MO u ucxoanoro opraHuzMa-penunuerta. COOTBETCTBYIOLIME HCCIIEOBAHHS
3THX 00pa3LOB INIPOBOJATCS OpraHM3alnuell (UcHbITaTeNnsHON NaGopaTopueit),
OCYLIECTBIISIOLIEH IPOBEACHHUE SKCIIEPTH3BI.

10. Eciu I'MO cootBeTcTByeT nokasareisMm (yclaoBHsAM) 0€30MacHOCTH,
yKa3aHHbIM B IyHKTe 15 Hactosimeit Metoauku, 3asgBUTENO AODKHO OBITH
BBIIAHO 3aKJIIO4YeHHE 00 OTCYTCTBHM HeraTWBHOro Bosjeicteus ['MO

Ha OKpYXalollylo cpely. B 3akmoueHHH 00 OTCYTCTBMM HEraTHBHOIO
BO3JCHCTBUS Ha OKPYXXAaIOLIYIO Cpely MOTYT OBITh yKa3aHbl CI€lHaIbHBIE
ycnoBus ucnons3oBanusa I MO.
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III. OxcnepTnsa I'MO, ucnoJib3yeMbIX AJisl IPOM3BOACTBA JICKAPCTBEHHBIX
CpelCTB AJIA BETEPUHAPHOr0 NPUMEHEHHSs, COAEPMKAIMUX
Hexxu3HecnocoOHbIi MO

11. B pamkax skcreptussl I'MO s npou3BOACTBA JIEKApPCTBEHHBIX
CPEICTB IS BETEPHMHAPHOTO IPUMEHECHHS, COAEPIKAINUX HEXHU3HECIIOCOOHBII
I'MO, ocymecTBisieTcss aHalIW3 IIPeACTaBIEHHBIX 3asBUTEIEM AOKYMEHTOB
W JaHHBIX, MPeAYCMOTPEHHBIX MOAMYHKTAMH «a» — «3» U «II» — «T» IIyHKTa 7
HacTosgmel MeToarku, a TakxKe:

a) umHpopMaimu o HexuszHecrnocoOHocTh I'MO B JeKapCTBEHHOM
CPEACTBE ISl BETEPMHAPHOIO NPHUMEHEHHS,;

6) IPOTOKOJIOB HCCIENOBaHHWH, yKa3aHHBIX B MyHKTe 12 Hacrosmiel
MeTonukH, MPOBENCHHBEIX B OpraHU3alusaX (MCIBITaTeNbHBIX JabopaTopusix),
AaKKpeJIMTOBaHHBIX B HAIIMOHAJIBHOW CHCTEME aKKpeAWTalldd, C O0JacThio
aKKpeAUTallMi, COOTBETCTBYIOIIEH HMCCIENOBaHUAM, yYKa3aHHBIM B HacTOSIICH
Meroauke (IpH HATHYHH).

12.B  ortHomenun I'MO, wucnons3yeMbIx sl  IPOW3BOACTBA
JIeKapCTBEHHBIX CPEACTB JUIS BETEpUHAPHOTO NPHUMEHEHHS, COAEPIKAIUX
HexxuzHecnocob6Helii 'MO, mpoBoasTcs cleAyloliye HCClefoBaHUs o0paslioB
JIEKapCTBEHHOr0 CpeACTBa NI BETEpMHAPHOIO INPHUMEHEHHUs, COAEpPKalUX
HexusHecniocoOHslt MO (manee — o00pa3npbl J€KapCTBEHHOTO CpEACTBA),
1 xu3HecniocodHoro 'MO, npeacTaBieHHBIX 3aIBUTENEM:

a) HccleAoBaHHs 00pa3lOB JIEKAPCTBEHHOIO CpEeACTBAa Ha OTCYTCTBHE
xu3HecriocobHoro I'MO ¢ ucnonp3oBaHHMEM ~ MHKPOOHOJIOTHYECKUX
(BUPYCONOTrHYECKHX) METOZOB;

6) HCClIenoBaHMs 110 H3yUYEHHUIO 0e30MacHOCTH HCIIONIB30BaHus 00pa31oB
JIEKApCTBEHHOIO CPEACTBA IS )KUBOTHBIX-PELIMIIUECHTOB.

13. B cnmyyae oOTCyTCTBHS y 3asiBHUTENs IPOTOKOJOB MCCIENOBaHUM,
yKa3aHHbIX B NOJNMYHKTe «O» myHKkTa 11 Hactosimeld MeTOAMKH, UM JIOJDKHEIL
OBITH TIpeJICTaBlIeHbl 00pa3Ilbl JIEKAPCTBEHHOIO CPEACTBAa U JKU3HECMOCOOHOrO
I'MO. CootBeTcTByIONIMEe HCCIEOOBaHUS JTHX OOpa3lOB IMPOBOISATCS
opraHu3auMei (McneITaTeNbHON naboparopueit), OCYIIECTBIISIIOIIEH
IIpOBEACHHUE IKCIIEPTHU3.

14. Eciu MO cooTBeTcTBYeT NokaszaTensM (yClIOBUAM) 6e30MacHOCTH,
yKazaHHBIM B myHKTe 16 Hacrosiue#t MeToauku, 3asBUTENIO AODKHO OBITH
BEIZJAHO 3aKiloYeHHe 00 OTCYTCTBUM HeraTMBHOro Bozzeicteus ['MO
Ha OKpyXaomyio cpeay. B 3axmoueHun 00 OTCYTCTBHM HEraTHBHOIO
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BO3JCHCTBHA Ha OKPYXAIOIIYI0 Cpeay MOTYT OBITh YKa3aHbl CIEIHaIbHbBIC
ycnoBus ucnojas3zoBanus [ MO.

IV. TpeGoBaHus K NpoBeJeHHIO HCC/IEIOBAHUIM
U noka3areu (ycjaoBus) 6esonacaoctu 'MO

15. TpeboBaHus K NMPOBEACHHUIO HCCIEAOBAaHUN U IOKa3zaTeNlu (yCJIOBHS)
6ezonacHocT I'MO, wuCHONB3yeMBIX MJi TPOM3BOJACTBA JIEKAPCTBEHHBIX
CPEACTB JUISI BETEPUHApPHOI'O NPHUMEHEHHUS, COAEpXXalluX >XU3HECITOCOOHBIM
I'MO:

a) ana I'MO-BupycoB ompeneneHHe HWHGPEKIIMOHHONH aKTHBHOCTH
(uMTOonaTHYecKoe ACWCTBUE U TUTP BHUpYCa) MPOBOAUTCH B KyJNbTypax KJIETOK
WIM HHBIX TecT-00beKTaX, YyBCTBUTENBHBIX K HCXOJHOMY OpraHU3MY-
pELMIMEHTy, COMIaCHO HWH(OpPMALUU, [IPEJCTABICHHOW 3asBHUTENEM B
COOTBETCTBHM C IIyHKTOM 7 Hactoswei Metoguku. Ui KOHTPOJIS UCCIIEAYIOT
HHOGEKIHOHHYIO aKTHBHOCTh (LMTOMATHYEeCKOe JeiCTBHE M THTP BHpYca)
HCXOJHOTO OpraHU3Ma-peLUIIMeHTa. YCIOBUSA 3IKCIEPUMEHTa IJIsi HUCXOIHOro
opraausma-penunuenta 1 'MO pomxHs! coBnagars. BennurnHa nHGEeKIHOHHON
aKTUBHOCTU (LMTONMaTH4ecKkoe JedcTBue U TUTp Bupyca) misi I MO-Bupyca
HE JMOJDKHA IPEeBBINIaTh WHOPEKIHOHHYIO aKTHBHOCTh HCXOAHOTO OpraHHU3Ma-
peLUIUeHTa;

6) uccrenoBaHUs MHUKPOOHOJIOTHYECKHX CBOMCTB, YyBCTBHTEIHLHOCTH
K aHtubHMoTukamM u  OakTepuodaraM, TreMOIMTHYECKOH  aKTHBHOCTH
Ha 3PHUTPOLMTAX >XUBOTHBIX IOJDKHBI IIPOBOAMWTHECS B OTHOLIEHHH INTaMMOB
['MO-6aktepuii. JKciepUMeHTBl MPOBOAAT C MCIOJb30BaHHMEM KOMIIOHEHTOB
(cpen, OMarHOCTUYECKMX IaHened, aHTUOMOTHKOB, GakTepuodaroB U T.4.) U
METOZOB COIIaCHO MH(OpMalKHy, NpeACTaBIEHHOH 3asBUTENIEM B COOTBETCTBUH
¢ myHktoM 7 Hacrosiueir Metoguku. OnpeneneHre MHKPOOHOJIOTMYECKHX
CBOMCTB, 4YyBCTBUTEJIBHOCTH K aHTHOHMOTHKaM H  Oakrtepuodaram,
remonutudeckoil aktuBHOCTH I'MO npoBOIAT € MCMOIB30BaHHEM B KadyeCTBE
KOHTpPOJISi HMCXOJHOTO OpraHu3Ma-peluIIMeHTa. YCJIOBUSL JKCIIEPUMEHTa [
WCXOJHOro opranusMa-peuunuenta 1 'MO nomKkHBI cOBIIaaaTh.

Mrukpo6uonornueckue CBOMCTBA, YyBCTBHTEIBHOCTh K aHTUOMOTHUKAM
u 6akrepuodaram, remonuTudeckas akTuBHOCTh MO He MODKHBI OTIMYATHCA
OT CBOKMCTB HCXOJHOTO OpraHU3Ma-pelliIIMeHTa B 4YacTH He3aTpOHYTOM
reHeTH4eCKOoi MoauduKauueii;

B) CTaOMIBHOCTH CBOicTB ['MO-OakTepuii, IpocTeHIInX, TrpudOB
NOJDKHA  IIPOBEpPATBCA IIPU  NAcCHPOBAaHWMM  HCCIEAyEeMBIX  IITaMMOB
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Ha OKUAKUX W I[UIOTHBIX [HTATeNbHBIX CpeJax C TEeCTUPOBaHHEM
¢deHOTUNMHYECKUX (OMOXMMHYECKHX) CBOHCTB dYepe3 6 IOCIeqOBaTENbHEBIX
naccaxei. MonexkyJsspHO-TEeHETUYECKMMH METOAAaMH HCCJIEAYIOT HCXOIHBIN
I'MO u I'MO nocne mecTukpaTHoro naccupoBaHusi. CTaGHIBHBIMU SIBJISIOTCS
mrammbl  MO-6akrtepuii, ‘ OpoCTeMIMX, TrpuOOB, He  H3MEHHBIIHNE
beHOTUNMHYECKUX (OHOXMMUYECKHX) CBOMCTB M COXpPaHHBIIHE TE€HETHYECKYIO
CTPYKTYpy IIOCIie IpOBeeH s LIeCTUKpaTHOro naccupoBanusa. [ MO-6akrepuu,
IpocTeiine, rpu6bI JOJKHBI IE€MOHCTPUPOBATh cTaOUIBHOCTD
(eHOTHITHYECKUX (OMOXHMHUYIECKIX) CBOKCTB H TeHETHYECKOM CTPYKTYPHI;

r) uccienoBaHus crabmibHocTH ['MO-BUPYCOB AODKHBI IPOBOIUTHCS
BUPYCOJIOTMYECKUMH " MOJIEKYJIIPHO-T€HETUIECKUMH MeTOoAaMH.
HccnenoBanne BHUPYCOJIOTHYECKMMH METOJaMU MIPOBOJUTCS
Ha COOTBETCTBYIOLIEH KyJNbType KIE€TOK HJIH B BOCIHPHHMYHBHIX JKHBBIX
opraiusmMax ImpoBefeHHeM 6 (IIecTH) TOCIenOBaTENbHBIX Iaccaxei
I'MO-BupycoB. = MoneKynsipHO-T€HETHYECKUMH  METOJaMH  HCCIEAYIOT
ucxonueiii ' MO-Bupyc 1 'MO-Bupyc nociie mecTHKpaTHOrO MacCHpPOBAaHHS.
CrabunpHpiMM ~ ABBIIOTCA  mTamMmbl [ MO-BHpycOB, y  KOTOPBIX
He Halmofaercs YyBelnMuYeHHEe BHPYJIEHTHOCTH (B TOM 4YHCJIe HW3MEHEHHE
KJIIMHUYECKUX TPOsiBJIEeHUH, NOSBIIEHNE HeXeNnaTelbHbIX pPeakiuii Ha BBeJEHUE)
U COXpaHseTCsl I'eHEeTHYECKas CTPYKTypa IOocCiieé HNPOBEAEHUs IIECTHKPATHOTO
naccupoBaHusi. ['MO-Bupychbl JOJDKHBI JI€MOHCTPUPOBATh CTaOMJIBHOCTH
BHUPYJICHTHBIX CBOMCTB M T'€HETUYECKOH CTPYKTYPHI;

) wuccienoBaHus BUPYNeHTHOCTH I'MO Ha 51abopaTOpHBIX >KMBOTHBIX
JOJKHBI POBOAUTHECA Ha CBOOOJHBIX OT CHElM(HYECKUX MATOreHOB (Jajnee —
SPF) nabopaTopHbBIX >XHBOTHBIX C OIpeNeeHHeM JieTalbHOW H03bl mia S0%
nabopatopHbix kUBOTHbIX (nanee — JIJI50). Onpenenenue JIJISO npoBomutcs
COITIaCHO MH(OpMAILMH, NIPEJCTABICHHON 3asBUTENEM JUIsSl [ITaMMa HCXOJHOTO
OpraHu3Ma-pelUIIieHTa B COOTBETCTBHM C IYHKTOM 7 Hactosimei MeToaukw,
IIyTeM BBEACHHUS [IpyINne >XUBOTHBIX HccraeayeMoro MO mramma. Ilpu
IPOBEICHUN HCHIBITAHUA (OPMHUPYIOT ABE KOHTPOJIBHBIX I'PYINBI XHBOTHBIX,
OJHO¥ rpyIine BBOAAT CTEPUIbHBIA (PU3HONOrN4YeCKHii pacTBOp, BTOPOH IpyIie
JKUBOTHBIX BBOJAT HCXOIHBIM OpraHM3M-peLUNueHT. JKHBOTHBIX KaXAOH
IpyIIbI NOMEIIAIOT B OTAENbHBIE KIeTKH U HabmoparoT B TeueHue 10 gueii. Io
3aBEpILICHUH 3KCIEPUMEHTAa MOACUYUTHIBAIOT T'H0eNb J>XUBOTHBIX B KaXKIOU
rpynne U onpezemsior JIIS0. JIA50 mis mramma I'MO He pomkHa OBITH
Mmensiue JIJIS0 ucxomnoro opraHu3Ma-peLluINeHTa;
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e) uccinenoBanue xusHectoiikoctH MO Ha 00BeKkTax OKpyXaromlei
Cpelbl, Ha BJIAXHBIX OIWIKAX, BaTHBIX TaMIIOHAX, IIOCIE€ TEPMHUYECKOH
06paboTKH JODKHO TPOBONUTHCS C HCIOJNB30BAHHEM IIMTATENBHEIX Cpej,
KyJIETYp KJIETOK HJH HHBIX TECT-OOBEKTOB, UYBCTBHUTEIBHBIX K HCXOHHOMY
OpraHu3MY-pELHNHEHTY, COIJIACHO UH(OPMALNH, TIPEACTABICHHON 3asBHTEIEM
B COOTBETCTBHH C IIyHKTOM 7/ HacTosled MeToauku. DKCIIEpUMEHTHI POBOIAT
C HCIIOJIb30BaHHEM B Ka4eCTBE KOHTPOJISI UCXOJHOTO OpraHM3Ma-pelHITHeHTa.
YcnoBus 3KCIEpUMEHTa Ui HCXOOHOro opraHusMa-penunueHra u I'MO
JOJDKHBI coBraaartk. JXusHectoiikocts T MO B oxpy;xaiomeﬁ cpele He JOJDKHA
IIPEBBIIIATH )XU3HECTOMKOCTh UCXOAHOTO OpraHU3Ma-pEIUITHEHTA;

X) HcclenoBaHHMe TKaHeBoro TpomudMa MO [ODKHO TPOBOAHUTHCS
C HCIIOJNIb30BAHMEM LEJNEBBIX JKUBOTHBIX IIyTEM BBIJENEeHUS (H30JIMPOBaHUS)
I'MO wu3 neiikouMTOB, CeNe3eHKH, TUMyca U JPYrHX OpPraHOB >KHBOTHEIX.
OKCIIEPHMEHTBI IPOBOJAT C MCIIONB30BAHUEM B Ka4eCTBE KOHTPOJI UCXOLHOIO
OpraHM3Ma-pelUIHenHTa. Y CIOBHs 3KCIIEpUMEHTa Ul HMCXOJHOTO OpraHu3Ma-
peuunuenta ¥ I'MO pomxHbl coBnanate. ' MO HOIDKEH BBIAEIATHECS H3 TEX XKE
TKaHEH, YTO U UCXOAHBIA OPraHU3M-PELUIUEHT;

3) omnpeneneHue anresuBHOCTH MO AOKHO NPOBOAMTHECS METOAOM
reMarrIfOTHHALMK 3PUTPOLUTOB C MCIOJAB30BaHHEM 3JPUTPOIUTOB COIIIACHO
uH(pOpMalMY, NpeICTaBIEHHO!N 3asBHUTENIEM B COOTBETCTBHH C IIyHKTOM 7
HacTosiiell Meroauku. ODKCIEPHUMEHTHl MPOBOAAT C MCIIOJIH30BAHMEM B
Ka4vecTBe KOHTpOJII  HMCXOAHOIO  OpraHW3Ma-peluITHeHTA. VYcnosus
9KCIIEpUMEHTa M1 MCXOAHOro opraHu3ma-penunueHTa ¥ I'MO  JOKHEI
coBragate. IIpy BBIBIEHHMM TeMarrIIOTHHAMOHHON akTtuBHOocTH ['MO,
NpeAHa3sHAYeHHBIX Ui MPOU3BOJACTBA NPOOHOTHKOB, IODKHO NPOBOAMTHCS
ONpeE/ICHHE aAre3MBHOCTH B MNPUCYTCTBMM D-MaHHO3BI [Uis ompenaeseHHs
MaHHO3049yBCTBUTEJIbHON 1580 MaHHO30PE3UCTEHTHOM aJre3vu.
KonuuecTBeHHOE  olpejeleHHe  aaresud  JODKHO  INIPOBOJUTBCA  NPH
UCIIONIb30BaHUHU Ouonornyeckux mozeneit. IMO nomkeH umers k03 uieHT
aare3uy, He IpeBbIILAIOMIMK KO3((UIMEHT aAre3Md HCXOMHOTO OpraHM3Ma-
PELUITNEeHTA;

U) OlpeJeneHue WHBA3UBHOCTH I'MO C IMOMOIIBIO
KE€PaTOKOHBIOHKTUBAJILHOM NMPOOBI JOKHO OCYILECTBISATHCS IyTEM BHEIPEHHUS
I'MO #u uCXOOHOro OpraHM3Ma-peUMIIMeHTa B KauyecTBEe KOHTPOJIL B
SMUTENMAIbHbIE KIETKH KOHBIOHKTHBBI U POTOBHIY JIAOOPaTOPHEBIX JKHBOTHBIX
Ul OLICHKM Da3MHOXEHHsS B HHUX. YCIOBHS SKCHEpUMEHTa MJII HCXOAHOTO
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opranusMa-perunueta ¥ I'MO npomkHbel coBnagaTs. MuBasuBHocte MO He

JIOJDKHA MPEBBINIATE HHBA3UBHOCTh HCXOAHOTO OpraHM3Ma-peLUIHeHTa,;

K) IpU  OIpeleNleHHd aHTarOHUCTHYEeCKOM  akTMBHOocTH I MO,
NpelHa3HaYeHHbIX AJI NPOMU3BOJACTBA NMPOOMOTHKOB, Ui KOHTPOJS IOJIXKHBI
HCIONIb30BaThCS ~ UCXOMAHBI  OpPraHU3M-pElUNIHEHT U TECT-IITaMMBI
MHKPOOPraHM3MOB, MpPEICTaBISIOIME OCHOBHBIE BHUABl  PE3UICHTHOM
KHIIEYHOH MHUKPOGUIOPHl JKUBOTHBIX-PELUIMEHTOB (IPaMIIOIOXUTEIbHBIE:
obnuraTHo-aHa’poOHBle OakTepuu — JiakToOakTepuw, OudHuEOOaKTEpPHH,
MENTOCTENTOKOKKH, I'PaMOTpHLATENbHbIE: OOJIMraTHO-aHa’pOOHBIE GaKkTepHH,
6axkTepounsl, (aKyJIbTaTUBHO-aHa3pPOOHBIE MHUKPOOPTraHM3MBI, KHIIEYHas
najgoyka, CTaQUIOKOKKH, CTPENTOKOKKH, JApOXOKenomoGHble TIpubbl poja
Candida). YpoBeHb aHTarOHHCTHYECKOW AKTMBHOCTH B OTHOILIEHHH IITaMMOB
PE3UACHTHOH MUKPOQIOpPEHI ONpeAeNsIOT METOOM OTCPOYEHHOI'O aHTarOHM3MAa
Ha IUIOTHOH Cpele IO 30HaM 3aJ€pXKH poCTa  TeCT-IITaMMOB.
Anrtaroguctuyeckoe  geiictreue I'MO  He  JOMKHO — MPOSIBIATHECH
K IpEeICTaBUTENSIM PE3UIEHTHOH MHKpPO(QIOpPEl W HE IODKHO IMPEBHIIIATE
AQHTAarOHUCTHYECKYIO aKTMBHOCTB HCXOJHOTO OpraHM3Ma-pelHeHTa;

1) MMMYHOJOrMYeckue wuccienoBanusi ['MO, npegHasHavYeHHBIX IS
IPOM3BOACTBA NMPOOHMOTHKOB, NO/DKHBI NPOBOAMTHCS Ha Mblmax juHuii CBA,
BBICOKOYYBCTBUTEIHHBIX K BBEJCHHIO 3PHUTPOLIMTOB Gapana
M HEYYBCTBUTENBHBIX K ructaMuHy M Salmonella typhimurium, u C57Bl/6,
HU3KOYYBCTBUTENBLHBIX K BBEACHHIO 3PUTPOLIMTOB OapaHa, YyBCTBHUTEIBHBIX
K ructamudy © Salmonella typhimurium, # BKIIOYAIOT H3y4YEHHUE
UMMYHOMOZYJINPYIOIMX 1 CEHCHOMIM3UPYIOIMX CBOHCTB IT0 YETHIPEM TECTAM:
JEWCTBHE HA TYMOPaJIbHOE 3BEHO MMMYHHUTETa B TECTE OIpeleNieHHs] YPOBHs
TeMarrilOTHHHHOB K J3pUTpoLMTaM OapaHa; AeicTBHE Ha KIETOYHOE 3BEHO
HMMYHHUTETAa B PEaKUMM THIEPYYBCTBUTENBHOCTU 3amemieHHoro tumna (I°3T)
K 3pUTpoLHTaM OapaHa; NEHCTBHE KaK CEHCHOWIM3HMPYIOILIETO areHTa B TECTE
YYBCTBHTEJIbHOCTH K FHCTaMMHY; JEHCTBUE HA €CTECTBEHHYIO PE3MCTEHTHOCTH
Meimied K Salmonella  typhimurium.  DkcnepuMeHTBI  IPOBOAAT
C HCIIOJIb30BaHUEM B KayeCTBE KOHTPOJIS HCXOHHOTO OpraHHU3Ma-pelHIIMeHTa.
YcnoBus 3KcnepMMEHTa MM HMCXOJHOTO oOpraHusMma-penunuenta u I'MO
JAoiokHe! coBnagate. I'MO nomkeHn 6bITh He MeHee (e3omaceH, YeM HCXOTHBIH
OpraHU3M-peLUINEHT;

M) HccllefoBaHHs Oe3omacHOCTH ucnonb3oBaHus MO Ha >XHBOTHBIX-
PELMITUEHTAaX OCYIUECTBIAIOTCA IyTEM BBEACHHUS JIEKApCTBEHHOIO CpeNICTBa,
cogepxamero I'MO, XHUBOTHBIM-pPELMIIMEHTaM B JECATHKPATHOM Jo3e€.
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Habmonenuss HOMKHBI TNPOBOAMTHCS B TeueHue 30 1nueil. B IPOTOKOJIE
UCCNEIOBaHUsA  PETHUCTPUPYIOTCA IEpPCUCTeHUUs M BeigeneHune MO
U3 OpraHu3Ma IOJOIBITHBIX XHWBOTHBIX, NaJeX, KIMHUYECKOE COCTOSHHE,
KIHHAYECKUE MW OHOXMMHYECKHE IIOKa3aTeld KpOBH, MECTHas peaKius
Ha BBeAeHHe IpenapaTta, cogepxamero ['MO. Bseaenue mNOAONBITHBIM
XKUBOTHBIM JIEKAPCTBEHHOI'O CpeACTBa, coaepxkamero I'MO, He [m0KHO
BBI3BIBaTh KIIMHMYECKMX HM3MEHEHUH, II0Ka3aTeId KpOBH HE JOJDKHBI
OTKIIOHATBCA OT (PU3BHOJIOTMYECKOH HOPMBI, HE€ JOJ/DKHBl BBISBIATHCS
NaTOJIOrO2HATOMHYECKHE U3MEHEHHUS IPH BCKPBITHH.

16. TpeGoBanus K NPOBENEHUIO HUCCIIEOBAHUN W TOKa3aTenu (yCIOBHS)
Gesonachoctu  I'MO, ucHonB3yeMBIX MAJisi TPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB Ui BETEPUHAPHOIO NPUMEHEHHUs, COJAEPIKAIIMX HEXKM3HECIIOCOOHBIH
I'MO:

a) HCCefoBaHMs 00pasLoOB JIEKapCTBEHHOTO CPEACTBA HAa OTCYTCTBHE
XH3HecnocobHoro I'MO  JOMKHEI MPOBOAMTECA C  HCIIONB30BaHHEM
MHKPOOHOIIOTHYECKHX  (BHPYCOJIOTMYECKHX)  METOJOB. B KadecTBe
KOHTPOJIbHBIX TMOCEBOB W (MJIM) Maccakell MCHONB3yeTCs JXXHUBas KyJIbTypa
LITaMMa-pELUITHEHTA;

0) uccrenoBaHMs N0 H3Y4EHHIO 0€30aCHOCTH HCIOJIb30BaHH 06pa3LOB
JIEKapCTBEHHOT'O CPEACTBA JJIsl )KMBOTHBIX-PELIUIIMEHTOB JOJDKHBI [IPOBOAMTECS
IlyTeM BBe/IeHHs XMBOTHEIM JIECATHKPATHOM NIO3BI JIEKAPCTBEHHOI'O CPEJICTBA.
Habmonenus nposonsarcs B Teuenne 30 nueil. B npoTokone wmccnenoBaHus
PETUCTPUPYIOTCA Majiex, KJIMHIYECKOe COCTOSTHHE XUBOTHBIX,
reMaTojiori4ecKue M OHOXHMMHYECKHE I[IOKa3aTeid KPOBH, JIOKAJbHBIE
JUIEprU4ecKie peakUuuM Ha BBEJIEHHE oOpa3lia JIeKapCTBEHHOI'0 Cpe/ICTHa.
BBezieHHe XHBOTHBEIM Kypca 0o6pasLoB JIEKapCTBEHHOTO CPEACTBA HE JOJKHO
BBI3BIBaTh KJIMHMYECKMX M3MEHEHMH, TIOKa3aTeld KpPOBH HE JOJDKHEI
OTKJIOHATBECA OT (HU3UOJNOTHYECKOW HOPMBI, HE JOJDKHBI  BBISBISATHECS
IIATOJIOTOaHATOMHUYECKHE U3MEHEHHS NIPU BCKPBITHH.




