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oT 28 gespansa 2020 r. Ne 92
MockBa

06 yrBepxaeHnH MeTOAMKH NPOU3BOACTBA IKCOEPTH3
(accnexoBanuii) GHoJOrHYecKoii 6e30HaCHOCTH FeHHO-HHKEHEPHO-
mMoau¢HIHPOBAHHBIX OPraHA3IMOB, HCNOJIb3YeMbIX 15l IPOU3BOACTBA
JeKapCTBEHHBIX CPeACTB 1Jisi BeTePHHAPHOIO IPHMEHEeHNs

B cootBetcTBuH ¢ myHKTOM 13 IIpaBHi rocynapCTBEHHOW peTHCTpalliH

I‘CHHO-I/IH)KCHepHO-MOI[I/I(i)I/II_II/IpOBaHHBIX OpPraHusMoB, npeaHasHa4CHHbIX IJIA

BHIIyCKA B OKPYXAIOIyI0 Cpely, a TakKe MNPOAYKIUMH, IOTyIeHHOH

C INPUMCHCHUEM TaKuX OpraHusMoB HJIH conepxcameﬁ Taku¢ OpraHu3Mbl,

BKJIIOYas YKa3aHHYIO IIPOXYKIMIO, BBO3UMYIO Ha TEPPUTOPHIO Poccutickon
®enepanyn, yTBEPXKICHHBIX IocTaHoBileHHeM [IpaBUTENbCTBA Poccuiickoin
Oenepanun oT 23 centsOpst 2013 r. Ne 839 (Cobpanue 3aKOHOJATENHCTBA
Poccuiickoit ®epepamuu, 2013, Ne39, cr1.4991; 2018, Ne 41, cr. 6260),
IMpUKa3blBalo:

YTBepAuTh mpuiaraeMylo  MeTojuKy — NpOM3BOJACTBA  IKCIEPTHU3

(uccienoBaHU) OHONOrHIECKON 0e30MacHOCTH reHHO-UHXEHEPHO-

MOIII/I(i)I/IHI/IpOBaHHBIX OpPraHu3MoB, UCIIONB3YyEMbIX A IMpOXU3BOACTBA

JIEKapCTBCHHBIX CPEACTB IJIA BETCPHHAPH IIPpMEHEHU.

JLH. Tlatpyiies

MuHucTp




YTBEPXJIEHA
npukazoM MuHcenbxo3a Poccuu

or 48 OR.AR0r N GA

METOAUKA
NPOM3BOACTBA IKCNEPTH3 (MCC/Ie0BAHUI) OHOIOrHYECKO#H
0€30M1aCHOCTH reHHO-HHKeHEePHO-MOAH(PHIHPOBAHHBIX OPraHH3MOB,
HCNOJb3yeMbIX AJA NPOU3BOICTBA JIEKAPCTBEHHBIX CPeICTB
AJISl BeTEPHHAPHOr0 NPUMEHeHH

I. O6mue mooxkenust

1. Hacrosamas Metoanka ycTaHaBiIMBaeT MOPSAAOK IPOBEIECHHUSL
JKCIIEpPTU3 (KccnenoBaHui) Ouonoruyeckoir 6€30macHOCTH reHHO-UHXEHEPHO-
MOIUGUIMPOBAHHBIX  OPraHU3MOB, HCHOJB3YeMBIX U1  NPOU3BOACTBA
JIEKapCTBEHHBIX CPEJCTB AJI BETEpUHAPHOTO [IPUMEHEHHs (lajee — 3KCIepTH3a,
I'MO coOTBETCTBEHHO).

2. Jxcneprtuza MIPOBOJUTCS opraHu3amuei (McBITaTENIBHOM
nabopaTtopueil), aKkKpeIUTOBaHHONW B HAMOHAIBHOH CHUCTEME aKKpEOUTALUH,
c ({6nacmo aKKpeAWTallud, COOTBETCTBYIOLIEH HCCJIeHOBaHUSAM, YKa3aHHBIM
B HacTos1ieil MeToauke.

3. TpeboBaHHUS K NPOBEASHUIO MCCIEJOBAHUI M Moka3aTen (YCIOBH)
6e3onacaocty 'MO nipuBenens! B riaBe IV HacTosIel MeToguky.

4. Pe3ynbTathl 3KCIEpTU3bl 0OQOPMIAIOTCS 3aKIIIOYSHUEM O pe3yJIbTaTax
3KCIIEpTU3bl, COCTAaBICHHBIM Ha OCHOBaHHUU IMPOTOKOJOB HccienoBanuii I'MO,
KOTOpPO€ JAOKHO COAEPKATh:

HaMMEHOBaHUeE 3aKJIIOUCHHUS;

IIOJIJHOE  HAaWMEHOBaHHE M  MECTO  HaXOXIEHHUS  OpraHH3alHu
(ucrpITaTeNnBEHON 1AOOPAaTOPHH), OCYILECTBHUBILEHN TPOBEAECHUE IKCIIEPTU3HI;

HauMeHoBaHue I MO ¢ yka3zaHreM ero TakCOHOMHYECKOT0 CTaTyca;

IIOJIHOE HAaWMEHOBaHHWE, MECTO HaxOXIeHWs, HUAeHTH(HOHUKAIHOHHBIH
Homep Hanoromnartensiuka (MHH) ropuandeckoro nuia, oCylIecTBISIOLIETO
Ha Tepputopun Poccuiickoil @enepanui reHHO-UHXXEHEPHYIO NEATEIbHOCTH
B HeaX co3nanusg I MO (nanee — 3asiBUTENb);

MOJIHO€ HAMMEHOBAHHUE W MECTO HAXOXACHHS IOPUIAYECKOTO JIMIA JH00
(aMunus, UMs, OTYECTBO (IIPU HATTMYKH), MECTO KUTEIHCTBA HHANBHIYAIBHOIO



OpealpUHUMaTtess — U3rotoButens obpasuoB ['MO, npencTaBiieHHBIX
Ha 3KCIIEePTHU3Y;

BU/ IIpearosaraeMoro Lenesoro ucnojszoBanus ' MO;

CBelleHHs O  TpaHChOpMAIMOHHOM COOBITHH B  BHIE  KOJa,
c(hOpMHUPOBAHHOTO COTJIaCHO Ob1mepoccuiickomy KiaccudukaTopy
TpaHCPOPMALIMOHHBIX COOBITHIA;

MECTO JENOHMPOBAHMA M KOJUIEKIIMOHHBIH HOMep (yKa3bIBaeTcs s
JIETIOHUPOBaHHbIX ITaMmMoB [ MO);

PETUCTPALIMOHHBIA  HOMEpP  CBHUAETENBCTBA O  TOCYAapCTBEHHOM
peructpauun I'MO, npeanazHaueHHOro (NpedHAa3HAYEHHBIX) VIS BBINYCKa
B OKDYXalOIllyl0 Cpely, Ha OCHOBE KOTOporo (Koropelx) co3gan I'MO,
B OTHOIIEHUU KOTOPOro IMpoBejAeHa 3Kkcreptusa (B ciaydae ecnmd I'MO cosman
Ha ocHOBe HHoro (uHex) [ MO);

PErMCTPALIMOHHBIA ~ HOMEp  CBHJETENbCTBA O  T[OCYAapPCTBEHHOM
peructpatmu ' MO 111 HHOTO 11€JI€BOT0 UCIIONB30BaHuUs (MIPH HAJTHYHH);

cBezieHHs o peructpanuu I'MO 3a py6GexxoM (IpH HATAYIHHK);

OILICHKY IIOJIHOTHI IPEACTABICHHbIX 3asBUTENEM TOKYMEHTOB U TaHHBIX;

KpaTKOe COJepXaHue [IOKYMEHTOB M MJaHHBIX, MpeACTaBICHHBIX
3asiBUTEJIEM JJIS IPOBEICHUS SKCIIEPTH3HI;

nepeueHs uccaenoBanuid MO ¢ ykazaHueM UX pe3yibTaToB,;

OIIMCAaHHE MpPEACTABIICHHBIX 3asBUTENIEM Ha 3KcnepTusy obpaszios MO
1 UCXOJHOIO OpraHU3Ma-pelUIIMeHTa C yKa3aHHEM HX KOJIMYEeCTBa, a TakKKe
OLIEHKY UX IIPUTOJHOCTH I MPOBEIEHUS HCCIIeIOBaHUIT,

BEIBOABI O pe3yJNbTaTaX O3SKCIEPTU3BL: O HAIWYMM WM OTCYTCTBHH
HeraTuBHOro BoszaelcTBusa I MO Ha OKpyXallyro cpemy;

creranbHble ycnoBus ucnonb3oBanus MO (npu Hanu4un);

CPOK HEHCTBHUSL CBHETEILCTBA O IOCyAapcTBEeHHOH peructpauuu ['MO
(B ciyuae OTCYTCTBHMSI CBEIEHHH O HeraTuBHOM BoszjeictBu I'MO
Ha OKpYXalollyIo Cpeny);

damMunuy, uMeHa, oT4yecTBa (MPH HAIMYKMH) JIMI, IPOBOAUBIIMX
3KCIIEPTH3Yy, YYEHYIO CTelleHb (3BaHMe) (IIpH HAIMYMH), MecTa HUX pabOThI
U JOJKHOCTH;

JATy ¥ HOMEP 3aKII0YEHMS IKCIIEPTUBHI;

IOJIUCE PYKOBOAMTENS OpraHM3alMK (UCHBITaTeIbHON J1aboparopun),
OCYLLIECTBUBILEH MPOBEICHNUE IKCIIEPTHU3HI.
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5. K 3zaxmoueHuio o pesyibTaTax 3KCHEPTU3bl AOJDKHBI IIPHIAraThCH
npoTtokossl HccaenoBanudl I'MO, Ha OCHOBaHMM KOTOPBIX OHO COCTaBJIEHO,
MOANKCaHHBbIE JTULaMH, NPOBOJUBIIIMMHU HUCCIIEAOBAHHU.

6. B ciydae ecnu 3asgBuTENeM He NpeICTaBICHbI JOKYMEHTHI M JaHHLIE,
IIpeaycMOTpeHHble nyHkTamu 7, 11 Hacrosmeir Metomuku, u  (WIH)
HeoOxouMble 00pasIibl, IPUTOIHBIE VIS IIPOBEICHHUS UCCIIEIOBAHUM B CITydasX,
€CJId IIPOTOKOJIBI MCCIEJOBAaHWI He IIpe]CTaBIeHbl 3asBUTENEM, JKCIIEPTH3a
He IpOBOAMTCS. 3asBUTENIO HODKEH OBITh BBIJAH MOTHBHPOBAaHHBIA OTKa3
B INPOBEIEHMM OKCIEPTH3Bl, MNONIMUCAHHBIH pPYKOBOIUTEJIEM OpraHU3aliu
(ucmITaTeNnbHON J1abOpaTOpUH), AaKKPEIUTOBAHHON B HAIMOHAILHOM CHCTEME
aKKpeaMTaIMH, ¢ O0JNACThIO aKKPEAUTALMH, COOTBETCTBYIOILEH HCCIIENOBAHUAM,
yKa3aHHbIM B HacTrosled Meronuke, B KOTOPYIO OOpaTWIICS 3asBUTENb IJIs
MIPOBEACHHSI DKCIIEPTU3BI.

II. Oxcneprnsa I'MO, nenosb3yeMbIX IJ18 IPOU3BOACTBA JIEKAPCTBEHHBIX

CPEACTB AJisl BETEPHHAPHOIO IPHUMEHCHHS, COACPIKALIIHX JKH3HECTIOCOOHBIH
I'MO

7. B pamkax skcneptu3sl MO nans npou3BOICTBa JIEKAPCTBEHHBIX
CPEACTB ISl BETEPUHAPHOIO IPUMEHEHUS, COAEpKaIUX >KMU3HECIIOCOOHBII
I'MO, ocymecTBnsercs aHaau3 NPEICTaBICHHBIX 3asSBUTENIEM JOKYMEHTOB
U aHHBIX:

a) HauMeHoBanusa I'MO c yka3aHHeM ero TaKCOHOMHYECKOrO CTaTyca,
TIOJIHOTO HAaMMEHOBaHHs, MECTa HaXOXICHUS, UIEHTU(UKALMOHHOTO HOMEpa
Hanoromnarensiiuka (MHH) 3asBuTens; mojiHOro HaMMEHOBAaHUA H MECTa
HaxOXIEHUs IOpUAWYEecKOoro iuua Jubo ¢amMuiIMM, HMEHHM, OTYECTBa
(IpM HaNM4YUM), MECTa JKUTENbCTBA HWHIMBUAYATBHOIO MpPEANPUHUMATENS —
usrorosurenss o6pasuoB I'MO, mnpemocTaBieHHBIX Ha OKCIEPTU3Y; BHAA
IpearnoaaracMoro LejixeBoro ucnoib3osanus I'MO; peructpanioHHOro HoMepa
CBUJETENBCTBA O rOCYyAapCcTBeHHON peructpaunu MO, npeaHazHa4yeHHOro
(mpegHa3HaYE€HHBIX) TS BBIITyCKa B OKpPY KarOIIYyIO cpeny,
Ha OCHOBE KOTOpOro (koropeix) co3gad I'MO, B OTHOIIEHHH KOTOpPOIoO
IPOBOAUTCA 3KcriepTH3a (B ciayvae ecid 'MO co3maH Ha OCHOBE HHOTO (MHBIX)
I'MO); perucTtpalluOHHOIO HOMepa CBHUAETENBCTBA O TOCYAAPCTBEHHOMN
peructpauuy I'MO 1 HHOTO 11e/1€BOro UCHONB30BaHUs (TIPH HAIMYHH) JTU6O
uHpOopManuu 00 OTCYTCTBHH TAKOTO CBUAETENLCTBA,

0) cBemeHM 00 MCXOTHOM OpraHU3Me-pelulHeHTe (TAKCOHOMHYECKas
XapaKTEPHUCTUKA C yKa3aHWEM MeToJa HASHTH(HKAINK; WCTOYHHK BhIACIEHHUS
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mramMma: cybcerpar, reorpauueckuid ITyHKT, JaTa BBIAEICHHS, METOJBI
UACHTUOUKAIIMM 1ITaMMa, KeM HAEeHTH(GUUUpoBaH ((haMHIHSA, UMS, OTUECTBO
(npy HaJMM4KM)), CCHUIKA HA MCIOIB30BaHHBIE ONPEIENUTEIH);

B) OIMCAHUS CTPYKTYpbl F€HETHYECKOW KOHCTPYKIHU (BHECEHHOW HIIH
yAaJeHHOM) W MecTa ee JIOKQJIW3allid, XapaKTePUCTHKH JKCIPECCHH
BCTPOECHHBIX WJIM U3MEHEHHBIX I'€HOB;

I) cBeleHHMH O TpaHCHOPMALMOHHOM COOBITHM B BHAE KOJa,
c(hOpMHUPOBAHHOTO COTJIaCHO ObmepoccuiickoMy KIIacCU(PHUKATOPY
TpaHC(POPMAIMIOHHBIX COOBITHH;

I) WHGOpMAalMK O MecTe JeNOHHPOBAaHUSA H KOJUIEKIIMOHHOM HOMepe
mraMmma 'MO, nacnopt mramma [ MO (a5 nenonupoBaHHbIX mraMMoB I'MO)
6o  uHGOpMALUKH O  KYJBTYPalbHO-MOP(OIOTHUECKHX, (UIHUOJIOrO-
6uoxummnuecknx ((pepMeHTaTUBHBIX), aHTHUICHHBIX, OHONIOTHYECKHUX CBOMCTBaxX
U reHeTrdeckux ocobeHHocTsaX mrtamma [MO; 06 yciaoBHSX KylbTHBHPOBAHHUA:
HaMMEHOBaHMAX  NMTaTeNbHBIX  cpel, pH  cpemsl,  TeMmmeparype
U MPOJOJDKUTENBPHOCTH BBHIPAIlIMBaHUSA, CPOKE XpaHEHHS W IePUOJMYHOCTH
nepecesa KyiubTyphl mwrtaMmmMa MO B HatuBHO#R ¢opMme; O NpHUMEHIEMOM
cocobe U ycnoBusix xpaHeHus wrtamma [MO: B ciydyae nauoGUIH3AINH
YKa3bIBaeTCs IPOJOJDKUTENBHOCTh BBHIpAllMBaHUSA Ha THTATENbHOH cpeje
(BO3pacT KyJbTYphl), COCTaB 3alllUTHON Cpelbl, TUTP KJIETOYHOH CYCIEH3HH,
pEeXKMM BBICYLIMBAaHUS, TEMIIEpaTypa XpaHEHHUS, CPOK XpaHEHHS; B cllydae
KPUOKOHCEpBAaLlUM  YKa3blBaeTCsi  INPOJOJDKHUTENBHOCTh  BBIpPAIBaHUS
Ha IMTaTeNbHOM cpelle (BO3pacT KyJbTYphl), COCTAB 3AIIMTHON CpeNbl, THTP
KJIETOYHOM CYCIIEH3UH, CKOPOCTh 3aMOpakuBaHWs (Tpai/MHH), TeMIlepaTypa
XpaHEHHUs, CpPOK XpaHEHUS; O MAUCCOLMALUH KYyJIbTYPhl B 3aBUCHMOCTH
OT MeToAa XpaHeHus (onucaHhHe MOP(ONIOrHYECKUX THIIOB KOJIOHHMIA
Ha KOHKpPETHOH cpejie ¢ NoAPOOHBIM ONMCAaHHEM TUIIA KOJIOHUH, COXPAHSIOLIETO
MIOJIE3HBIN MM JAMAarHOCTHUYECKUH NPH3HAK); O cpele, Ha KOTOPOH 3asBUTENIEM
npenocrasisercs mwramm I'MO; o KonuyecTBe, AaTe NPUTOTOBICHUS U CPOKE
rogHoctd obpasuoB wraMma I'MO (B ciaydae HempencTaBieHHS HH()OpMAIHK
O MECTe ACNOHUPOBAaHUS M KOJIEKIMOHHOM HoMepe mrtamMMa I'MO, macmopra
mramMa 'MO);

e) uHpopMamyM O BHOCHMMBIX TeHax (I OpraHu3MOB-IOHOPOB
yKa3bIBaeTCsl TAKCOHOMUYECKHI CTaTyc, JaHHBIE O BUPYJICHTHBIX, aJUIEPreHHBIX
Y NIaTOT€HHBIX CBONUCTBAX);

) ONHMCaHUs CBOMCTB, mnpuobpereHHsix ['MO B  pesynbrare
MoAu(UKALIUH;
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3) xapakTepucTukd pasnuuuii [MO c HCXOAHBIM OpraHM3MOM-
pELMIIMEHTOM, B TOM  4YHCI€ ONHMCaHHs crocoba  pa3sMHOXKEHH,
pacnpoCTpaHEHHUs,, BUPYJIEHTHOCTH, CXEeMbl KYyJbTHBHPOBAaHHUS, HOBBIX
(eHOTUIIMYECKUX CBOHCTB, Owuosormdeckux mnpeumyiiecrBax I'MO 1o
CPaBHEHHMIO C UCXOIHBIM OPTaHU3MOM,;

M) OIHCAHMA METOAMK, MO3BOJIOMUX MOATBEPIUTh TAKCOHOMHYECKHM
ctatryc I'MO M XapakTepuUCTHKy Te€HeTHYeCKOH MOIU(HKAIMK, OIHCAHHS
HYKJICOTHIHBIX I10C/IeI0BATENbHOCTEN, HCIOJIB3yEMBIX IpaiiMepOB, 30HJIOB,
COCTaBa U CBOMCTB CTaHAAPTHHIX 00pas3loB;

K) pe3yiabTaroB H3ydeHHs crabuwipHocTh [MO, B TOM uHCIle
B OpraHu3Max >KUBOTHBIX, & TaKXe OLEHKUd CHOCOOHOCTH K IIepEHOCY I'€HOB,
BBEJICHHBIX B HCXOJHBII OpPraHU3M-PELIUIIMEHT C HCIOJB30BaHHEM METOJOB
FeHHOM WH)XEHEpHUH, B TOM YHCJIE T€HOB YCTOWYMBOCTH K AHTHUOHOTHKAM,
B JpYTU€ OpraHu3MBbl;

1) UHGOpMAMM O MYTIX M BO3MOXHOCTH mepegaud MO
OT BaKUWHHUPOBAaHHBIX JKUBOTHBIX K HEBaKLIMHUPOBAHHBIM JKHBOTHBIM
(ana I'MO, npegHa3zHayeHHBIX AJ TPOU3BOJICTBA BAKIHH);

M) HH(pOpManuy O NOTEHUUANbHOW KonoHu3auud I'MO B KelymIo4HO-
KHIIEYHOM TPaKTe JXUBOTHBIX M €r0 BIUSHHUU HAa €CTECTBEHHYIO MHUKPOQIOPY
(mns I'MO, npenHa3HaueHHBIX Ui TPOU3BOACTBA IPOOHOTHKOB);

H) uHdopMamuu o pe3yJbTaTaX TOKCUKOJOTHYECKHUX HCCIIEIOBaHMI
I'MO u pexoMOMHAHTHBIX  AaMHHOKHCJOTHBIX  IIOCJIE[OBATEIHLHOCTEMH,
ONIpENCIAIOIUX IMpOsIBIEHHE 3aJaHHbIX Npu3zHakoB y MO, B ToM uucie
O  pesynpraTax  CyOXpOHHYECKOTO  TOKCHKOJIOTMYECKOTO  3KCIIEpUMEHTa
Ha Ja0OpaTOpHBIX JKMBOTHBIX (TPBI3yHaX) M MPOAYKTHBHBIX JKHUBOTHBIX,
o 6uonH(popMaTHIECKOM aHaJIMU3€e, HOUCKE TOMOJIOTHH PEKOMOMHAHTHOrO Gejka
C aMUHOKHCJIOTHBIMH [OCJIEIOBAaTEIbLHOCTAMU TOKCHYECKUX OellkoB, GelKoB,
obnagarommx (apMaKOJIOTHYECKOW WM HHOM OHOJOTHYECKOH aKTHMBHOCTBIO
IPY HCIOJNB30BaHUM CHELUUAIM3HPOBaHHBIX ©0a3 ganHelx (@i IMO,
IpeAHa3HaYeHHbIX AJIs TPOU3BOICTBA IPOOUOTHKOB);

0) uHpOpMalMM O pe3yJbTaTax aUIEProJIOTHYECKHUX HCCIEIOBAHMIA,
B TOM 4YHCIE€ O MNOTeHUuuadbHOW amepreHHoctd I™MO, o noTeHUHaNBLHOMH
QJUJICPreHHOCTH PEKOMOMHAHTHBIX aMUHOKHCIOTHBIX ITOCJIeI0BATENbHOCTEH
WIH HeOeIKOBBIX BELLECTB, HOIYYEHHBIX c HCIIONIb30BaHUEM
I'MO-npoayueHTOB, B IMMyHOXUMHUYECKUX UCCIIEIOBAHUSAX;

n) uHbopMarMu 00 YCIOBUSAX TNPOMBINUIEHHOTO KYJIHTHBHPOBAHUS
I'MO;
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p) HHpOpPMaLMK O HAIMYMM WIH OTCYTCTBHH peructpauud I['MO
U (WNM) JIeKapCTBEHHBIX CpENCTB M BETEPUHAPHOTO TNPUMEHEHHS,
UX colepXaluxX, 3a pybexoM, a Takke O HaJU4YUH JIHOO OTCYTCTBHM (HaKTOB
O HEeraTUBHBIX NocaeacTBUAX npuMeHeHus I MO u ekapCcTBEHHBIX CPEACTB IS
BETEPUHAPHOT0 IPUMEHEHUS, UX COJIEPIKAIIIHX;

C) KONH{ 3aKIIOYEeHHS O pe3yJbTaTaX MOJEKYJISPHO-TEeHETHYECKOIO
uccnenosauua I MO;

T) KOIHUH OTYETOB JAOKIMHHYECKUX HCCIIEAOBAaHUN JIEKapCTBEHHOrO
CpeAcTBa [UIsl BETEPUHAPHOIO MPUMEHEHUs, KIMHUYECKHX MCCIIeIOBaHUM
JIEKapCTBEHHOIO IIpenapara JUlsi BETEPUHApHOTO NPUMEHEHHsS, COJAepIKalluX
I'MO unu nony4eHHBIX € €ro UCIOJIb30BaHUueM (IIPH HAIMYHH ),

y) uHpopManuu o6 ucciemoBanuu Oe3omnacHoctd 'MO 1S )KMBOTHBIX,
0 TKaHeBoM Tponu3Me MO mno cpaBHEHHIO C HUCXOAHBIM OpPraHH3MOM-
PELIMIIMEHTOM (IIpH HATHYHUK);

¢) undopmammu o crnocobHocth I'MO BBDKHBaTHP M Pa3MHOXKATHCS
B OKpyJKalollleil cpeie; HaIM4YUU B OKpY’XKaIOLIeH cpele MHUKPOOPTaHU3MOB —
NOTEHLHAIBHBIX pelunueHToB pekoMOunantHoit JIHK B  pesynbrate
TOPU30HTAJIBHOI'O MEPEHOCa; O BOZMOXHOCTH NlepeHoca peKOMOMHAHTHEBIX I'eHOB
M3 paspylLIeHHBbIX BUPYCHBIX 4YacTull winu MwiasmMugHod JIHK I'MO knerok
B Jpyrue BHUIbl OpPraHU3MOB; O TIOTEHUHHAJBHOM aHTarOHHCTHYECKOM,
CHHEpruYecKoM wid JapyroM BiausHuH MO Ha opraHusMbl, He SBJISIOIIHECS
T€HHO-MH)XE€HEPHO-MOANPUIMPOBAHHBIMHE (TIPY HATHYKH);

X) uHoOpManmuu O pe3yiabTaTax APYruX HcciemoBanmii MO
(npy HaTU4KM);

II) OPOTOKOJOB HCCIENOBaHHWH, YKa3aHHBIX B IIYHKTE &8 HacTosIei
MeToauKH, NPOBEACHHBIX B OpraHu3auusax (UCHbITaTeNbHBIX JabopaTopHsx),
aKKpEIUTOBAaHHBIX B HAllMOHAIBHOW CHUCTEME AaKKpeOWTAIlHH, C O00JIacThiO
aKKpeIUTAalHNH, COOTBETCTBYIOIIEH HCCIENOBaHUSIM, YKa3aHHBIM B HACTOSIIEH
Meroauke (Ipu HATUYHH).

8. B otHomenun I'MO, mnpenHasHaueHHOTo HJis IPOU3BOJCTBA
JIEKapCTBEHHBIX CpPEACTB Uil BETEPUHAPHONO MPHMEHEHHUs, COAepKallux
xu3HecniocobHbli [ MO, n0mKHBI OBITH IPOBEAEHBI CIAEAYIOIIUE HCCIIEN0BAHMS
B CPaBHEHUHU C UCXOJHBIM OPraHU3MOM-PELUIIUEHTOM:

a) uccrefaoBaHUs WHOEKUHOHHO#M akTMBHOCTH I'MO (IIMTONaTHYECKOro
nelcTBus, TUuTpa) (B oTHOWeHUU [ MO-BUpycOB);
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0) HccnenoBaHUd MHKPOOHOJIOTMYECKHUX CBOWCTB, 4YBCTBUTEILHOCTH
K aHTHUOMOTHKaM u  OakTtepuodaraM, TreMOJHTHYECKOM aAKTHBHOCTH
Ha 3PUTPOLUTAX XKHUBOTHBIX (B oTHOWeHUN [ MO-6akrepuit);

B) HccienoBaHus cTabunbHOCTU cBoiicTB [ MO-6akTepuii, mpocTeHIuX,
rpuboB;

r) wucciaenoBaHus crabuibHocTH [ MO-BHPYCOB;

I) uccnenosBaHus BupyjieHTHOcTH [ MO Ha 1abopaTOpHBIX )KMBOTHEIX,

€) HucciaenoBaHus xuzHecTokocTd MO Ha 00BeKTax OKpy’Karomiei
Cpedbl, B TOM 4YHMCIE€ Ha BJIAXHBIX ONWIKaX, BaTHBIX TaMIIOHAX, IIPH
TEPMHUYECKOH 00paboTKe;

X) HcciaenoBaHus TkaHeBoro TpormusMa I'MO Ha IieneBbIX dKHBOTHBIX;

3) WccnenoBaHus anre3uBHoctd ['MO MeTogoM reMarrIOTHHALUK
3PUTPOLUTOB )XUBOTHEBIX;

W) HCCIEe0BaHU WHBa3HUBHOCTHU I'MO c MMOMOIIBIO
KEpaTOKOHBIOHKTUBAJIBHON MPOOHI;

K) MCClIeIOBaHUsA AHTAaroOHUCTHYECKON AKTHBHOCTH I'MO
C MpPEeACTaBUTESIMH PE3UIEHTHOH MUKpPOQIIOpHl KUIIeYHHKAa (B OTHOIICHHH
I'MO, npeaHa3HauYeHHBIX IS TPOU3BOICTBA IIPOOHOTHKOB);

Jq) UMMYHojorudeckue wucciemosanus MO (B ortHomennn I'MO,
IpeIHa3sHAa4YEeHHBIX A7 IPOU3BOJCTBA NPOOHOTHUKOB);

M) HcclefoBaHus 0e30macHOCTH Hcmonb3oBaHusa I MO Ha >KMBOTHBIX-
peLUITHeHTaXx.

9. B cmydae OTCYTCTBUS Y 3asdBHTENIL IPOTOKOJIOB HCCIEJOBAHUIMA,
YKa3aHHEBIX B IOJIYHKTE «I» IMyHKTa 7 Hacrtosiled MeTOIWKH, UM HOJIKHBI
OBITH NpeJCTaBIeHbl 00pa3lbl JIEKAPCTBEHHOIO CPEICTBA, >XKHU3HECIIOCOOHOrO
I'MO u ncxogsoro opranusMa-penunuerta. COOTBETCTBYIOIIME HCCIIEI0BAHHS
3TUX 00pa3LOB IPOBOAATCS OpraHM3aUHedl (MCIBITATENBHOM JabopaTopueit),
OCYLIECTBIISIOIIEH IIPOBEICHUE IKCITEPTHU3BI.

10. Eciu I'MO cooTBeTcTByeT mokaszarensMm (YCIIOBHSIM) Ge30MacHOCTH,
yKa3aHHBIM B INyHKTe 15 HacTtosmeidr MeTomuku, 3asgBUTENIO JOJDKHO OBITH
BBIIAHO 3aKJIIO4eHHEe 00 OTCYTCTBHM HeraTHBHOro BoszeictBus I'MO
Ha OKpyXamllyl cpeay. B 3axmoueHun 006 OTCYTCTBMM HEraTMBHOIO
BO3/ICHCTBUS HA OKPYXKAIOIIyI0 Cpely MOryT OBbITh YKa3aHbl CHEIHAaIbHBIE
ycnoBus ucnosb3oBanus ' MO.
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I1I. OxcnepTn3a I'MQO, ucnoJib3yeMbIX AJiS NPOM3BOACTBA JIEKAPCTBEHHBIX
CpeCTB JJIsl BeTEPUHAPHOIO NPHMEHEHH, COAePIKAMMX
Hexu3HecnocoOHbrii MO

11. B pamkax skcreptuzsl 'MO ans mpou3BOJACTBa J€KapCTBEHHBIX
CPEICTB IUIl BETEPUHAPHOTO NMPUMEHEHHS, COAEPXKALINX HEXU3HECIOCOOHBIN
I'MO, ocyuecTBisieTcss aHaiu3 IPeICTaBIEHHBIX 3asBUTENEM AOKYMEHTOB
W JaHHBIX, MPeIYCMOTPEHHBIX MOJIYHKTAMHU «a» — «3» M «II» — «T» ITyHKTa 7/
HacTodel MeToIuKH, a TakXe:

a) uHpopMmamuum o HexuszHecriocoOHocTh [I'MO B JekapCcTBEHHOM
CpeACTBe IJIsl BETEPUHAPHOIO NPUMEHEHUS;

0) TPOTOKOJOB HCCJIENOBaHW, yKa3aHHBIX B MyHKTe 12 Hacrosuien
MeTonuku, NPOBEACHHBIX B OpraHu3alusaX (HCIBITaTeNbHBIX JabopaTopHsx),
AKKPEJUTOBaHHBIX B HAIIMOHAJIBHOW CHUCTeME aKKpeIuTalMH, C 00JIacThIO
aKKpeAWTallud, COOTBETCTBYIOIIEH MCCIEIOBAHUSM, YKa3aHHBIM B HAcCTOALIEH
Meronuke (Ipy HAJIUYKH).

12.B  orHomenun I'MO, wucnone3yeMblx [Uisi  [POU3BOACTBA
JIEKapCTBEHHBIX CPEJCTB JUI BETEPUHAPHOTO MPUMEHEHHUs, COACpKAIIUX
Hexxu3HecnnocoOnelii MO, mpoBoadTcs Clieylomue HCCleoBaHus o0pa3LoB
JIEKapCTBEHHOI'O CpEJACTBA [ BETEPUHAPHOIO INPUMEHEHMS, COAEpXKalIUX
HexusHecriocoOHplit MO (zanee — o00pa3slpl JI€KapCTBEHHOI'O CpelNCTBa),
1 )u3HecrmocodHoro 'MO, npeacTaBIeHHBIX 3asSBUTENIEM:

a) HCCIeloBaHUS OOpa3lOB JIEKAPCTBEHHOI'O CpEACTBA Ha OTCYTCTBHE
xu3HecnocooHoro I'MO ¢ HCHONB30BaHHEM  MHKPOOHOJOTHYECKHUX
(BUPYCONOTUYECKUX) METOAOB;

6) HucClleqOBaHUs 10 H3yYeHHIO Oe30MMacHOCTH UCIIONB30BaHusl 00pa3lioB
JIEKapCTBEHHOI'O CPEACTBA IS )KUBOTHBIX-PELIUIIUECHTOB.

13. B cnyuyae oOTCyTCTBUS Yy 3asiBHTENS MPOTOKOJIOB HCCIEAOBAHUM,
yKa3aHHbIX B MOJANMYHKTe «0» myHKkTa 11 Hactosimeld MeToAVKH, UM JTOJDKHBI
OBITh TIpeJCTaBlIeHbl 00pa3Ilbl JIEKAPCTBEHHOIO CPEACTBA U JKU3HECTIOCOOHOrO
I'MO. CooTBeTCTBYIOIIME HCCIEHOBAHUS OTUX O0pasloB  IPOBOIAATCA
opraHu3anue (MCTBITaTETLHOU naboparopueii), OCYIIIECTRIIAIONIEH
[IpOBEJIEHUE SKCIIEPTH3.

14. Ecmm 'MO cooTBeTCTBYeT MokazaTensM (YyCIoBUsAM) 0€30MacHOCTH,
yKa3aHHBIM B myHKTe 16 HacTtosieii MeToauku, 3asgBUTENIO AOJKHO OBITH
BEIJAHO 3aKiioueHHe o0 OTCYTCTBUM HeraTWBHOro BosgeictBus I['MO
Ha OKpyXawilyl cpeay. B 3axmoueHun 00 OTCYTCTBUM HEraTUBHOIO
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BO3ACHCTBUSA HAa OKPYXAIOUIyI0 Cpely MOTyT OBITh yKa3aHBl CIelHabHbBIC
yclioBus ucnois3zoBanus ' MO.

IV. TpeGoBanus k npoBeAeHHI0 HCCIe0BAHUIM
4 noka3sarteu (ycjoBus) 6ezonacioctu 'MO

15. TpeboBaHus K IMPOBENEHUIO MCCIEJOBAaHUI U MoKa3zaTenu (yCJIOBHS)
6ezonacHoct MO, wucnonb3yeMbIX Hns MPOU3BOJACTBA JIEKApPCTBEHHBIX
CPEeACTB [JI1 BETEPHHAPHOTO TPUMEHEHHS, COAEpXKalluX >KHU3HECIIOCOOHBIH
I'MO:

a) ana I'MO-BupycoB ompeaeneHue HHPEKUHMOHHOH aKTHBHOCTH
(uMTOmaTUYeCKoe AEWCTBHE M TUTP BHpyca) MPOBOAUTCH B KyJIbTypax KJIIETOK
WIM HHBIX TeCT-00bEeKTaX, UYBCTBUTENBHBIX K HCXOJHOMY OpraHU3MY-
pEeLMIINeHTy, COrjiacHo uHGOpMaluy, MpPEACTaBIeHHOW 3asBHUTENIEM B
COOTBETCTBUM C ITyHKTOM 7 Hacrosieid Meroauku. Jljis KOHTPOJISI HCCIIEIYIOT
WH(GEKIMOHHYI0O aKTHBHOCTh (LUTONIATHYECKOe JIeicCTBME W THTP BHpYCa)
HCXOJITHOTO OpraHu3Ma-pelynueHTa. YCIOBUS 3KCIepUMEHTa IS HCXOJHOIO
opranusma-penumnuesta 1 MO nomkHbl coBnagats. BennunHa nHGEKIHUOHHOK
aKTUBHOCTH (LMTONATHYECKOoe nAeiicTBUEe W TUTPp BUpyca) M1 [ MO-Bupyca
HEe JOJDKHA IpeBbIIIaTh MHOEKIMOHHYIO aKTHBHOCTh HCXOJHOTO OpraHu3Ma-
PELUITUEeHTa;

0) uccienoBaHHA MHUKPOOHOJIOTHMYECKHX CBOWCTB, YYBCTBHTEIHLHOCTH
K aHtuOuoTkaM u  OakrepumodaraM, reMOJMTHYECKOH  aKTHBHOCTH
Ha J3PUTPOLUTAX >XUBOTHBIX [IOJDKHBI MPOBOAUTHCS B OTHOLIEHHWH ILLITAMMOB
['MO-6akTepnii. DKCliepUMEHTBl MIPOBOAAT C HCIOJIb30BAaHHEM KOMIIOHEHTOB
(cpen, IMAarHOCTHYECKHUX MaHesel, aHTUOMOTHKOB, OakTeprodaroB M T.A.) H
METOJIOB COTJIaCHO MH(OPMAIMH, IPECTABICHHON 3asBUTENEM B COOTBETCTBUH
¢ myHkToM 7 Hactosueid Meroauku. OmnpexaeneHre MHKPOOHOIOTHYECKUX
CBOMCTB, YyBCTBUTENBHOCTH K aHTHUOMOTMKaM ©  Oakrtepuodaram,
reMoJiuTuYeckor akTuBHOCTH I'MO mpOBOJST C MCMOJB30BaHMEM B KauecTBE
KOHTPOJII HMCXOJHOTO OpraHu3Ma-pelunuenTta. YCJIOBHS JKCIEpUMEHTa IJis
MCXOJIHOTO opraHu3Ma-penunuerTa u I MO q0mKHBI COBIIAAATh.

Muxkpobuonoruieckie CBONCTBA, YYBCTBUTEIBHOCTh K aHTHOMOTHMKaM
u GakrepuodaraM, remonuTHIecKas akTUBHOCTh [ MO He JOIKHBI OTIMYATHCS
OT CBOMCTB HCXOJHOTO OpraHuU3Ma-peluIueHTa B 4YacTH He3aTpOHYTOU
reHEeTUIEeCKOM MOoau(HKaLueii;

B) crabmnbHOCTh cBoWcTB I['MO-0Oaktepuii, mpoCTEHITNX, TIpHOOB
JOJDKHA  TIpOBEpATbCA MNpH  MAacCHPOBAaHUM  HCCIEAyeMBIX  IITAMMOB
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Ha OKUAKUX H IUIOTHBIX MMTATEIBHBIX Cpeldax C TEeCTHUPOBAaHUEM
¢deHoTUNMUYECKUX (OMOXUMHUYECKHUX) CBOWCTB dHepe3 6 MocienoBaTelbHBIX
naccaxxerd. MonekynsspHO-TeHETUYECKUMH METOAaMH HCCIEAYIOT MCXOIHBIN
I'MO u I'MO nocne mecTukpatHOro naccupoBaHus. CTaOUIBHBIMU SIBJISIOTCS
mrammbi I MO-6akrepuit, | OpocTeimmx, TpuOOB, He  H3MEHHBILIHE
¢beHoTUNHYECKUX (OMOXMMUYECKUX) CBOMCTB M COXPAaHUBIIHE T€HETHYECKYIO
CTPYKTYpy IIOCIie IPOBEAEHUS LIECTUKpaTHOrO naccupoBanus. ' MO-6akrepun,
MIpOCTeHIINeE, rpuObI JOJI)KHBI JEMOHCTPUPOBATH cTaOUIBHOCTD
(deHOTHIINYECKUX (OMOXMMHUYECKHX) CBOMCTB M FTeHETHYECKOM CTPYKTYPHI;

r) uccinenoBaHus ctabuinbHOCTH ['MO-BHPYCOB IOJDKHBI MPOBOAMTHCS
BHUPYCOJIOTMYECKUMH 1%} MOJIEKYJIIPHO-T€HETHIECKUMHM MeTOoAaMH.
Hccnenosanue BHPYCOJIOTHYECKUMU METOOaMu MIPOBOJUTCS
Ha COOTBETCTBYIOIIEH KyJNbType KIETOK WIM B BOCHPHMMYHMBBIX IKHUBBIX
opraHmsMax IpoBeleHMeM 6 (IIecTH) IIOCIeHOBATENIbHBIX  Iaccaxei
I'MO-BupycoB. = MoneKkynsspHO-T€HETUYeCKUMH  METOJaMH  HCCIEHYIOT
ucxonueiii I MO-Bupyc u I'MO-Bupyc nocie MEeCTUKpaTHOTO MacCUPOBAHUS.
CrabwipHpiMM ~ SABIIIOTCS  mTamMmmbl T MO-BHpPYCOB, Yy  KOTOPBIX
He HaOmomaercss yBelMueHHEe BHUPYJICHTHOCTH (B TOM 4YHCIIE H3MEHEHHE
KJIMHUYECKUX NPOSBIICHUH, NOSBJIEHUE HEXeTaTelIbHbIX peakluil Ha BBeJICHUE)
U COXpaHseTcsl T'eHEeTHYecKas CTPYKTypa Mocje MpOBeJeHUs IIECTHKPATHOTO
naccupoBaHusi. ['MO-BUpyChl JOMKHBI J€MOHCTPHPOBATh CTAOMIIBHOCTH
BHUPYJICHTHBIX CBOMCTB U T€HETUYECKOM CTPYKTYDBHI;

I) HccienoBaHus BUPYJIEHTHOCTH I'MO Ha 51abopaTOpHBIX >KMBOTHBIX
JOJDKHBI POBOAUTHCA Ha CBOOOIHBIX OT CIeUM(UYECKHX MAaTOTCHOB (Jajee —
SPF) nabGopaTopHBIX >XMBOTHBIX C ONpeAcieHHeM JIeTalbHOM H03b1 mia 50%
nabopatopHbix xuBOTHBIX (nanee — JIZ150). Ompenenenne JIJIS0 nposogutcs
COrTacHO MH(OPMAIIHH, TPEICTABICHHONW 3asBUTEIEM JJIS IITaMMa HCXOOHOTO
OpraHMW3Ma-peLUIIUEeHTa B COOTBETCTBUM C IIYHKTOM 7 Hacrosieit MeToauku,
IIyTeM BBEACHUSA TIpPyINIe >XHUBOTHBIX Hccienyemoro MO mramma. Ilpu
IPOBEAECHUN HCIBITAaHUS (POPMUPYIOT IBE KOHTPOJBHBIX I'PYIIBI JXKUBOTHEIX,
OJIHO IpyIIe BBOAAT CTEPHIBHBINA (PU3HONOrMUECKUN pacTBOP, BTOPOH Ipymiie
KUBOTHBIX BBOIAT HWCXOIHBIM OpraHU3M-pelunueHT. JKMBOTHBIX Kaxaou
IpyIIbl MOMEIIAIOT B OTAENbHBIE KJIeTKH U HabmoaaoT B Teuenue 10 nueid. o
3aBEPLICHUN 3KCIEPUMEHTA MOACYUTHIBAIOT T'MOeNh J>KUBOTHBIX B KaXKIOH
rpynne u onpenenstor JIIAS50. JIA50 mis mramma 'MO He nomkHa OBITH
Menblie JIZ[50 ucxogHoro opraHu3Ma-peluIieHTa;




11

€) HucciefoBanue xusHectoiikocTd MO Ha 00BeKTax OKpy’Xarollei
Cpelbl, Ha BJIAXHBIX OIWJIKAX, BaTHBIX TaMIIOHAaX, MOCIE TEPMUYECKOM
06paboTKHU [OJDKHO IPOBOAUTHCS C HCIOJNB30BaHUEM IHUTATENBHBIX CpPel,
KyJIETYp KJIETOK HJIH HHBIX TECT-OOBEKTOB, YYBCTBUTEIBHBIX K HCXOJHOMY
OpPraHU3MY-PELUIHNEHTY, COIIACHO MHPOPMAIIUH, NPEACTaBICHHOM 3asBUTEIEM
B COOTBETCTBHH C IIyHKTOM 7 HacToslell MeToquku. DKCIepUMEHTHI ITPOBOJST
C HUCIIOJB30BaHUEM B KaueCTBE KOHTPOJIS MCXOJHOTO OpraHu3Ma-pelrITieHTa.
YcnoBus 3KCIEpUMEHTa Uil HCXOAHOro opraHm3Ma-perunuenta u [I'MO
JOJDKHBI coBraaath. JKusHecroiikocts MO B oxpyncaiomel‘/’l cpele He NOJDKHA
IIPEBBIIIATH XU3HECTOMKOCTh UCXOAHOTO OpraHu3Ma-peruneHTa;

X) HcclefoBaHHWE TKaHeBoro Tpomuama ['MO [OKHO NPOBOIMTHCS
C HCIIOJNE30BAHMEM LENEBBIX JKMBOTHBIX IIyTEM BbIAENEHHS (HM30JIMPOBAHMS)
I'MO wu3 nefkoLUUTOB, Celle3eHKH, THMyca W JPYyrHX OPraHOB >XMBOTHEIX.
OKCIIEPUMEHTHI IIPOBOAAT C UCIONB30BaHHEM B Ka4eCTBE KOHTPOJISI HCXOMHOIO
OpraHM3Ma-peluIIMeHTa. Y CIOBUS 3KCIEpPUMEHTa AJisl UCXOOHOrO OpraHHu3Ma-
peuunuenta ¥ I'MO pomkabl coBaaate. [ MO momKeH BBIAEIATHCSI U3 TEX XKE
TKaHEH, YTO U UCXOHBIN OpraHNu3M-pELUIINEHT;

3) omnpeneneHue anare3uBHOCTH ['MO HOMKHO IPOBOAMTBECS METOIOM
reMarrjloTHHAIUY 3PUTPOLIUTOB C HKCIOJIb30BAHUEM SPHUTPOIMTOB COTIACHO
uH(OpMaIY, TPEICTaBIeHHON 3asBUTENIEM B COOTBETCTBHU C IIyHKTOM 7
Hacrosiien MeTtoauku. OKCIIEpUMEHTHI NPOBOAAT C HCIOJB30BAHHEM B
Ka4yecTBe KOHTPOJIS HCXOJIHOTO OpraHu3Ma-peluIueHTa. YcnoBus
JKCIIEpPUMEHTa i1 MCXOQHOro opraHu3Ma-penunuedHta ¥ MO JomKHEI
coBragatb. Ilpu BBIABIGHWH TreMarrjIOTHHAIMOHHONW akTuBHOocTH ['MO,
NpeJHa3sHAYeHHbIX Ui TNPOU3BOACTBA HPOOHMOTHUKOB, NOJKHO MPOBOAUTHCS
ONpeelieHHEe aAre3MBHOCTH B MPUCYTCTBUM D-MaHHO3BI A OmpereNieHus
MaHHO3049yBCTBUTEIbHOU 158071 MaHHO30pPE3UCTEeHTHOM aJare3uu.
KonuyecTBeHHOE  ompeneneHHe  aare3ud  JOJDKHO  IPOBOOUTBCS — IPH
UCIIOBb30BaHKH Ouonorudeckux mozeneid. MO nomkeH uMeTh K03hGHULHEHT
aaresyy, He IpeBLILAOIMNA KO3()QUIUEHT aAre3ud HCXOJHOIO OpraHH3Ma-
pPELUNNEHTa;

U) oOlpeleeHue WHBa3UBHOCTHU I'MO v [TIOMOLIBIO
KE€PaTOKOHBIOHKTUBAJIBHON TIPOOBI AOXKHO OCYIIECTBIIATHCS IIyTEM BHEAPEHHS
I'MO ¥ wuCXOZHOro OpraHu3Ma-pelUIIieHTa B Ka4yeCTBE KOHTPOIS B
3MUTEIHANbHbIE KJIETKH KOHBIOHKTHUBBI U POTOBULY J1aGOpaTOPHBIX YKUBOTHBIX
U1 OLIEHKH DPa3sMHOXCHHS B HHUX. YCJIOBHS ODKCIIEPUMEHTA IS HCXOJHOIO



12

opranusMa-penunuernta 1 I'MO gomkubsl coBnagath. MusasuBHocte MO He
JOJDKHA IPeBBIIIATh UHBA3UBHOCTh UCXOJHOIO OpraHi3Ma-pelrieHTa;

K) OpU  OIpeleNeHWH  AaHTArOHUCTHYeCKoM  akTuBHOocTH MO,
IpeJHasHauYeHHbIX AJs NMPOU3BOACTBA MPOOUOTHUKOB, IS KOHTPOJISA JIOJIXKHBI
HCTIONIb30BAaThC ~ UCXOAHBIA  OpPraHM3M-PEelUIIHEHT W TECT-IUTAMMBI
MHKPOOPraHM3MOB,  NPEACTaBISIOLME OCHOBHBIE  BHIbl  PE3UIECHTHOM
KUIIEYHOH MHMKpPOGUIOpHl KHUBOTHBIX-PELUIMUEHTOB (IPaMIIOIOKHUTENBHEIE:
o0nMratHo-aHa’poOHble OakTepuu — JlakTOOaKTepud, OHpHUIOGAKTEPHH,
NENTOCTENTOKOKKH; IPaMOTpHLATENbHBIE: OONIUraTHO-aHA3pOOHbIE OGaKTepuu,
OakTepouzpl, (aKyJIbTaTHBHO-aHA3POOHbBIE MHKPOOPraHM3MBI, KHUIIEYHAs
najgoyka, CTaQHUIOKOKKH, CTPENTOKOKKH, IpOXKeHnoJoOHble Tpubbl poma
Candida). YpoBeHb aHTaroHUCTUYECKOH aKTUBHOCTH B OTHOLIEHHMH IITAMMOB
PE3UACHTHON MHUKPOQIIOPHI ONMpPeNesIOT METOAOM OTCPOYEHHOIO0 aHTATOHM3MA
Ha IUIOTHOH cpelle 1O 30HaM 3a€pPKKH  pOCTa  TECT-IITAMMOB.
AnTaronuctuueckoe  geiictBue I'MO  He  [OODKHO — NPOSBIATHCS
K TPEJCTaBUTEISIM DPE3UIECHTHOH MUKPOQUIOpPEI M He [ODKHO MPEBHIATEH
AQHTarOHUCTHYECKYIO aKTUBHOCTh UCXOHOTO OpraHU3Ma-peIMIUEHTa,;

J) MMMyHoJorudeckue wucciepoBanus MO, mnpegHasHaYeHHBIX IS
IIPOU3BOACTBAa NPOOUOTHUKOB, NOJDKHBI MPOBOJMUTHECA Ha Mbluax JuHuil CBA,
BBICOKOYYBCTBHUTEJIBHEIX K BBEICHUIO SPUTPOLIUTOB Oapana
M HEYyBCTBUTENBHBIX K ructamuHy v Salmonella typhimurium, u C57BV/6,
HU3KOYYBCTBUTEIBHEIX K BBEISHHIO SPUTPOLIUTOB OapaHa, UyBCTBUTENBHBIX
K ructamudy 4 Salmonella typhimurium, ©W BKIIOYAIOT H3ydYeHHE
UMMYHOMOJYJIMPYIOIIUX U CEHCUOMIU3UPYIONIUX CBOMCTB IO YETEIPEM TECTAM:
NEHUCTBHE HA T'yMOPAJbHOE 3BEHO UMMYHHUTETa B TeCTe ONpelelieHUs YPOBHS
reMarrIfOTUHUHOB K JpUTpouMTaM OapaHa;, HeicTBHE Ha KIIETOYHOE 3BEHO
HMMYHHMTETa B peaKLMH THUIEPYyBCTBUTEIHHOCTH 3aMmenneHHoro tuma (I'3T)
K 3pUTpouHTaM OapaHa; eiicTBHE KaKk CEHCHOMIM3HMPYIOIErO areHTa B TECTE
YyBCTBHUTENILHOCTH K THCTaMHHY; I€HCTBHE Ha €CTECTBEHHYIO PE3MCTEHTHOCTh
Meimedi kK Salmonella  typhimurium.  OkcnepuMeHTBI  MPOBOAST
C HCIOJIb30BaHUEM B Ka4eCTBE KOHTPOJS HCXONHOTO OpraHU3Ma-pelHrIIMeHTa.
YcnoBus SKCIEpUMEHTa Ui UCXOAHOTO oOpraHu3Ma-penunueHTa u I MO
10JDKkHBI coBnazats. I'MO nomkeH OBITh He MeHee Ge30maceH, YeM MCXOIHBINA
OpraHU3M-pEeLUIINCHT;

M) HccienoBaHus Oe3omacHocTH ucmoib3oBaHuss MO Ha KMBOTHBIX-
PELIMIIMEHTaX OCYIIECTBIAIOTCS IIyTeM BBeAEHHS IJIeKapCTBEHHOIO CpPEICTBa,
cogepkamero I'MO, JKHBOTHBIM-pELMIIHEHTaM B JIeCATHKPATHON J03€.
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Habmopenust momkHbel mpoBoauThcs B TeueHue 30 naxeii. B IIPOTOKOJIE
HCCIICJIOBAHMSI  PETUCTPUPYIOTCA  IEpPCUCTEHUMS M BbigeneHne I'MO
W3 OpraHM3Ma IOJONBITHBIX WBOTHBIX, IIAJEX, KIMHUYECKOE COCTOSHHUE,
KIMHUYECKMEe M OHOXMMHYECKHE II0Ka3aTelll KPOBH, MECTHAs peakIus
Ha BBEJICHHe Ipenapata, coiepxamero I'MQO. BseaeHue IOLOIBITHBIM
JKMBOTHBIM JIEKAPCTBEHHOI'0 CpeAcTBa, cogepxaiiero I'MO, He HOMKHO
BBI3bIBATh KIMHHYECKMX H3MEHEHHH, IIOKa3aTeJlH KPOBU HeE  JOJDKHEI
OTKJIOHATBCS OT (DU3UOJOTUYECKOW HOPMEI, HE JOJDKHBI  BBISBISTHCS
NaTOJIOr0aHaTOMHYECKHE U3MEHEHUS TIPH BCKPBITHH.

16. Tpe6oBanus K NPOBEACHUIO UCCIENOBaHUI M IOKa3aTenu (YCIOBHS)
6esomacHoctt I'MO, wucnons3yeMsIx [Uis MHPOHU3BOACTBA JI€KAPCTBEHHBIX
CPEICTB [JI BETEPHMHAPHOI'O NPUMEHEHHUS, COAEPXKAIMX HEKMU3HECIIOCOOHBIM
I'MO:

a) HcCleoBaHua 00pa3loB JIEKApPCTBEHHOTO CPEACTBA HA OTCYTCTBHE
Ku3zHecrmocobHoro I'MO  HOMKHBI  MPOBOAMTECS C  HCIOJNB30BAHHEM
MHKPOOHOJIOTHYECKHX (BUPYCONOTHYIECKHX) METOJIOB. B KayecTBe
KOHTPOJIbHBIX TOCEBOB M (WIM) Maccakell MCIONB3yeTcs JKHUBas KyIbTypa
LITaMMa-pEeLUITUEHTA;

0) uccnenoBaHus N0 U3Yy4YEHHIO G€30MaCHOCTH HMCIIONB30BaHMs 06pa3IoB
JIEKapCTBEHHOI'O CPECTBA ISl KUBOTHBIX-PELIUIIMEHTOB JIOJDKHBI IPOBOAMTECS
IIyTeM BBEJCHHUS XXMBOTHBIM JECATHKPATHOH HO03bl JIEKAPCTBEHHOIO CpPEACTBA.
Habmonenus nposopsatcst B Teuenne 30 aHedl. B mpoTokone wuccnenoBaHUS
PETUCTPUPYIOTCH maaex, KJIMHHUYECKOE COCTOSIHHE ’KHBOTHBIX,
reMarojioru4eckie u OHOXMMUYECKHE IIOKa3aTelM KPOBH, JIOKaJbHbIE
aJuleprudeckue peakuuM Ha BBeIEHHME obpa3la JIeKapCTBEHHOIO CpEICTHA.
BBeneHue XHUBOTHBIM Kypca 0Opa3LOB JICKAPCTBEHHOI'O CPENCTBA HE IOJKHO
BBI3bIBATh KIMHUYECKMX H3MEHEHMH, MOKa3aTeld KpPOBH He JOJDKHBL
OTKJIOHATBCA OT (U3UOJOTUYECKOW HOPMEI, HE JOJDKHBl BBISABISATEHCS
NIaTOJIOTOAHATOMHYECKHE U3MEHEHHS TIPH BCKPBITHH.




