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PEKOMEHJALMA KOJIJIETUA EBPA3UINCKON DKOHOMUYECKOM KOMHUCCHHU
21 masg 2020 r. Ne 10
r. Mocksa

O PykoBoacTBe 110 NPOBEICHUI0 JOKIMHUYECKUX
HCCe10BAHMA TOKCMYHOCTH MPH MOBTOPHOM
(MHOTOKpPaTHOM) BBeJICHUH A€iiCTBYIONIUX BelIeCTB
JIEKAPCTBEHHBIX MPeNnapaToB AJs MeIMIHHCKOT0
NPUMEeHeHusI

Komnerns EBpa3uiickoi >KOHOMHUYECKONM KOMHUCCHM B COOTBETCTBHMM €O cTaTbei 30
JoroBopa o EBpasuiickom s3koHOMHUYECKOM coto3e oT 29 mast 2014 roga, myHKTOM 3 cTaThu 3 U
cratheit 6 CoriameHus 0 eMHBIX MPUHINAIIAX U MPAaBHIIaX 00paIleHUs JIEKaPCTBEHHBIX CPEICTB
B pamkax EBpa3uiickoro sKOHOMHYECKOTo coro3a oT 23 nmekabps 2014 roma, a Takke B HENSIX
rapMOHHM3AIMN 3aKOHOJATEIHCTBA TOCYIaPCTB — YiICHOB EBpa3suiickoro SKOHOMHUYECKOTO COI03a
JUIS YCTPAHEHHS PA3IMYMi B TPEOOBAHUSAX, MPEIBIBISIEMBIX K MPOBEACHHUIO JOKIMHUYECKUX
HCCEA0BAaHUN TOKCHYHOCTH ITPH IIOBTOPHOM (MHOTOKPATHOM ) BBEICHUH JICHCTBYIONTUX BEIIECTB
JIEKApCTBEHHBIX MPENapaToB JUisl MEAUIIMHCKOTO IPUMEHEHUS,

PEKOMEHIIyeT TOCyAapcTBaM — wieHaM EBpa3wiicKOro SKOHOMHYECKOTO CO03a I10
UCTEUYCHUU 6 MecsIeB ¢ JaThl OMyOJMKOBaHUS HacTroseld PexoMmeHmanuu Ha oduIMamTbHOM
caiite EBpa3uiicKoro "5KOHOMHYECKOI'0 COI03a MPHU MPOBEACHUH JOKIMHUYECKUX MCCIEIOBAHUM
TOKCUYHOCTH TPU TMOBTOPHOM (MHOTOKPATHOM) BBEIEHWUU JICUCTBYIOIIMX  BEIIECTB
JIEKApPCTBEHHBIX MPEMApaTOB MJIsi MEAUIIMHCKOTO TPUMEHEHMsI HCIIOIh30BaTh PyKOBOJCTBO
COTJIaCHO MPUJIOKEHHUIO.

Ipeacenarens Konnerun
EBpa3niickoif 3k0HOMHYeCKO0il KOMUCCHH M.MsicCHUKOBHY

IIpunoxenue

k Pexomennannm Komnerun
EBpasuiickoil 5KOHOMUYECKON KOMHCCUU
oT 21 mas 2020 . Ne 10

PYKOBOACTBO
10 NMPOBeICHUI0 TOKIMHUYECKUX UCCIeI0BAHNA TOKCUHYHOCTH MPU MOBTOPHOM
(MHOTOKpPATHOM) BBe/JIeHHH [1eCTBYIOIIMX BellleCTB JIeKAPCTBEHHbIX NMPenapaToB AJs
MeJIMINHCKOr0 NPpUMeHEeHNsI

I. O01mue moJs1o:xeHus

1. OcHOBHas 11eJTb UCCIIEIOBAHUI TOKCUYHOCTH IPH TOBTOPHOM (MHOTOKPAaTHOM ) BBEIEHUHU
BelIecTBa (JIGKAPCTBEHHOTO CPEACTBA) COCTOWT B ONHMCAHUH TOKCHKOJIOTHYECKOTO MPOQHIIsL
HCCIIEIyeMOr0 BEIecTBa (JEKapCTBEHHOTO CPE/ICTBA) MOCIE €ro MOBTOPHOTO (MHOTOKPATHOTIO)
BBEJCHUA. OTO IpelyCMaTpUBACT  OINpEJEeNEeHUE IMOTEHIHUAIbHBIX  OpPraHOB-MUILIEHEH,
MIO/IBEPKEHHBIX BIUSHUIO TOKCUYHOCTH M 3aBUCUMOCTH <«3KCIO3MLMS — OTBET», a TaKXKe
U3y4EHUE MOTEHUUAIBbHOW o0OpatuMocTu TOKcudeckux 3¢ddekron. IlomyueHHble cBeaeHUs
ABIISIIOTCSL  YacTblO  PE3YyJbTATOB OIGHKH OE30MAacHOCTH  JICKApCTBEHHOTO  IIperapara,
00OCHOBBIBAIOIIEH MPOBEAECHUE €ro KIMHUYECKUX HCCIEIOBAaHUI C ydacTHMEM 4YeJIOBEKa MU
BKJIIOYAIOTCS B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O IIpenapaTa B LENAX €ro perucTpauu 1
BBIITyCKa B 0OpallieHle B paMKax EBpa3uiickoro 5KOHOMHUYECKOTO CO03a.

2. Hacrosiiee PykoBoacTtBo cBsA3aHo ¢ npuioxeHueM Ne 1 k IlpaBunam perucrpanuu u
SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJIs MEIULUHCKOIO IPUMEHEHUs, YTBEP’KIACHHBIM
Pemenuem Cosera EBpa3uiickoii skoHoMHU4Yeckoi Komuccuu ot 3 HostOpst 2016 1. Ne 78, u MHBIMU
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aKTaMM, BXOJAIIMMHM B MpaBOo EBpa3uiicKOro 5SKOHOMHUYECKOIO COK03a, IO BOMNpOCaM
JOKJIIMHAYECKOTO (HEKIMHUYECKOT0) HMCCIIECOBAHMs JIEKAaPCTBEHHBIX MpemnapatoB. Hacrosmiee
PykoBoacTBO mpuMeHsieTCA TakXKe NP MOJATOTOBKE 3asBJICHMS O MOJYYECHHM pa3pelleHus Ha
MPOBEICHUE KIIMHUYECKUX HcclienoBaHui. Hacrosiee PykoBOICTBO HE COIEPKUT CIENUATIbHBIX
yKa3aHWi O COJEep)KaHUU J1a0OpAaTOPHBIX >KMBOTHBIX MPH MPOBEACHUU JOKJIMHUYECKOTO
(HEeKJIMHUYECKOTO0) WccheaoBanus. [Ipu opraHu3anuu coaepikKaHus J1adOpaTOPHBIX KHUBOTHBIX
ClIelyeT YYMTBIBATH IIOJIOKEHUS 3aKOHOAATENIbCTBA TIOCYAapCTB — 4JeHOB EBpasuiickoro
SKOHOMHUYECKOT'O COK3a O 3aLIUTE )KUBOTHBIX.

3. UccnenoBanusi TOKCUYHOCTH IIPU TOBTOPHOM (MHOTOKPAaTHOM) BBEJIEHUH HCCIIEAYEMOTO
BEILIECTBA (JIEKAPCTBEHHOT'O CPEJCTBA) CIEAYET MPOBOAUTH B COOTBETCTBUU ¢ IlpaBuiiamu
HaJyIeKamed JadopaTOpHOW TpakTHKW EBpaswiickoro SKOHOMHUYECKOTO coro3a B cdepe
oOpalleHus1 JIeKapCTBEHHBIX CpPEICTB, YTBepxkaAeHHbIMU Pemennem Cosera EBpasuiickoit
SKOHOMHUYECKON KoMuccuu oT 3 HostOpst 2016 1. Ne 81.

4. Tn3aiin uccienoBaHus (BKIIOYas BEIOOP MCCIEAYEMbIX BHIIOB KUBOTHBIX, JI03bI, MyTh U
Y4acTOTY BBEACHMSI MCCIIETyEMOTr0 BEIIECTBA (JIEKaPCTBEHHOT'O CPE/ICTBA)), TOKEH OCHOBBIBATHCS
Ha JOCTYNHBIX (hapMaKOJAWHAMUYECKUX, (PAPMAKOKMHETUYECKUX ¥ TOKCHKOJIOTHYECKUX
CBEJICHUSIX O JICKQpCTBEHHOM IIperapaTe, a Takke O €ro IMpeanoiaraeMom (IJIaHUpyeMOM)
KIIMHUYEeCKOM TpuMeHeHun. MccnemnoBatento crneayeT 0O0OOCHOBAaTh BBIOPAHHBIM JTHU3aiH
HCCIEA0BaHUS.

5. Hacrosimee PykoBOACTBO COIEPKUT ONMCAHUE MIPOBEAECHUS UCCIIEIOBAHUN TOKCUHYHOCTH
Ipy TOBTOPHOM BBEICHHHM HCCIEIYEeMOIro BellecTBa (JIEKapCTBEHHOI'O CpEACTBa) MAJis
MEIULHUHCKOTO TpUMEHEHUsa. B  OTHOUmIEHWHM TakuX BHAOB MCCIEIYyEMBbIX BEILECTB
(JlekapCTBEHHBIX CpEACTB), KaK OMOTEXHOJOTHMYECKHE JIeKApCTBEHHBIE CPENICTBA, CIEIYyeT
PYKOBOJCTBOBAThCsI OJI0KeHUAMU I1aB 5.3 u 5.4 pa3aena I1I IIpaBun npoBeneHus nccneroBaHuil
OMOJIOTrMYECKHX JIEKaPCTBEHHBIX CpeAcTB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, YTBEPIKIEHHBIX
Pemennem CoBeta EBpasuiickoii 5koHOMUYECKOH KoMuccuu oT 3 HOsiOpst 2016 1. Ne 89. BakiuHbl
U COEIMHEHUS C MPOTHUBOOITYXOJIEBOM AKTHBHOCTBHIO TPEOYIOT APYTHUX MOJAXOAOB K OIICHKE.
[Tonoxenus Hactosimero PykoBOACTBa TakXe YYMTBHIBAIOTCS B paMKaX MCCIEIOBAHUSA
TOKCUYHOCTH TpPU TOBTOPHOM (MHOTOKPAaTHOM) BBEACHMM BEIIECTB  PACTUTEIHHOTO
MIPOUCXOXKACHUS U JIEKAPCTBEHHBIX PACTUTENIbHBIX MPENapaToB.

II. O01mme pekoOMeHIANUM 110 U3YYEHUI0 Ka4eCTBA UCCJIeAyeMOoro BelecTBa
(J1IeKapCTBEHHOI0 CPeICTBA) M BCIIOMOTaTe/IbHbIX BelleCTB

6. Cnenyer naeHTU(UIMPOBATH KAXKIYIO CEPHIO UCCIIENyEMOro BelecTBa (JIEKAPCTBEHHOTO
CPEICTBA), UCIIOJIB30BAHHYIO B MCCJIEN0BAHUSAX TOKCUUHOCTH IPU MOBTOPHOM (MHOI'OKPAaTHOM)
BBEJICHUN 3Toro BemiecTBa. Crenyer NpencTaBUTh (U3MKO-XMMHUUYECKHE XapaKTEPUCTUKU U
CepTHU(PHUIMPOBATH KAXKTYIO CEPUIO UCCIIETYEMOT0 BEIIECTBA (JIEKapCTBEHHOT'O CPEJICTBA), a TAKIKE
yKa3zaTb CTaOMJIBHOCTh Marepuana. JloikHa OBbITh H3BECTHA CTAOMJIBHOCTB MCCIIELyEMOTrO
BEIIEeCTBA (JIEKAPCTBEHHOT'O CPEJCTBA) JUIS KaX /101 MHANBUYaTbHOM JO3UPOBKH JIEKAPCTBEHHOM
(hopMBI KaXKJI0M TPOU3BOACTBEHHOM pelenTyPhl (TPOU3BOJACTBEHHOTO COCTABA).

7. Uccrnenyemoe BEIMIECTBO (JIEKAPCTBEHHOE CPEICTBO), MCIOIB3yeMOE B HCCIEAOBAHUIX
TOKCHUYHOCTH IIPH €r0 IMOBTOPHOM BBEICHUH, TOJDKHO MMETh 110 MEHbLIEH Mepe, Npoduib Uiu
COJIEp’)KaHUE IIPUMECEH, CXOXKME C JIEKapCTBEHHBIM IIpenapaToM, IMpeAHA3HAYEHHbIM s
MEIULUHCKOTO TPUMEHEHUs (WIM JIEKapCTBEHHBIM  IIpernaparoM A  KIMHUYECKUX
uccienoBanuii). EciM npumecu JeKapCTBEHHOro Ipenapara B IPOMBIIUIEHHBIX CEpHSX
CYLIECTBCHHO OTJIMYAIOTCSI OT NPUMECEH YK€ MCCICIOBAHHBIX CEPUM 10 Ka4YE€CTBEHHBIM WIIN
KOJIMYECTBEHHBIM TOKa3aTesiM, MOXKET MOTpeOOBaThCs NanbHEWIIas ux KBainpukanus (B
COOTBETCTBMM C IIPAaBWJIAMH II0 M3YyYEHUIO IPUMECEH B JICKAPCTBEHHBIX CpPEACTBAX U
YCTaHOBIICHHIO TpeOOBaHMH K HUM B crneuupuKanusax, yTBepkIaeMbIMH EBpasuiickoit
SKOHOMUYECKONH KOMUCCHUEH ).

8. Cnemyer M3y4uTh TOKCHUYHOCTh M (DapMAaKOKMHETHKY BCIIOMOTATEILHOTO BEILECTBA,
BIIEPBbIE HCIIOJIB3YEMOI0 B (hapMalleBTHUECKUX LENIAX B COCTaBE U3y4aeMOil MPOU3BOJCTBEHHOM



penentyps! (MPOU3BOACTBEHHOTO cOcTaBa). J[st ATOro clieAyeT MPOBECTH TaKWE K€ OMOPHBIE
HUCCICAOBAaHUA, 4YTO MW B OTHOIICHHMH HOBOI'O HeﬁCTByIOH[eFO BeIIEeCTBa (aKTI/IBHOI\/'I
(hapMmareBTHUeCKoi CyOCTaHIUN).

9.B cjIydac €CJIIN CBCACHUA MOATBCPKAAOIIUC OTCYTCTBUC HEXKCIIATCIbHOI'O
B3aMMOJICHCTBHSI BCIIOMOTAaTEIBHOTO BEIIECTBA (BCIIOMOTATEIBHBIX BEIIECTB) U JCHCTBYIOIIETO
BEIIECTBA OTCYTCTBYIOT, MOXKET MOTpPeOOBATbCS MPOBEICHHE HCCICIOBAaHUNA JEHCTBYIOLIETO
BEIIECTBA BMECTE CO BCIOMOTATECIBHBIM BEIIECTBOM (BCIIOMOTATEIbHBIMH BEIIECTBAMH),
HCIOJIb3YCMBIM B TOTOBOM JICKAPCTBCHHOM IIPCIiapare.

II1. O0mue pekoMeHAAUMH IO OTOOPY IJIsl MCCJIEIOBAHUSA U COAEPKAHUIO JTa00PATOPHBIX
’KMBOTHBIX

1. Bua >KUBOTHEIX

10. Cpenu  cTaHAApPTHBIX  BHIOB  JIA0OPATOPHBIX  KUBOTHBIX, HCIIOJIB3YEMBIX B
TOKCHKOJIOTHUECKUX MCCIIEOBAaHUSAX, BHIOOp BHMJA J>KMBOTHBIX JIOJUKEH OCHOBBIBATHCS Ha
CXOXKECTH er0 (hapMaKOKHHETHIECKOTO MPOoduis ¢ papMaKOKMHETHUESCKUM MPpoduiieM YesioBeKa,
BKJII04ast (hazy OnorpanchopmMari.

11. Cnenyer obecnieunTh BBIOOP BHIA JKUBOTHBIX, Y KOTOPBIX 3KCIIO3UIUS OCHOBHOTO
MeTtabonuta (MeTabONMMTOB) COOTBETCTBYET (AaHAJIOTMYHA) SKCIO3WIIMK y YeloBeka. Ecimu 3To
HEJIOCTIKMMO B HCCIICIOBAHHMSIX TOKCHYHOCTH C HCXOJHBIM BEIIECTBOM (JIGKAPCTBEHHBIM
CPeACTBOM), HEOOXOAMMO MPEIYyCMOTPETh CIIEIUAIbHBIE MCCIEOBAHUS C METaboIuTOM
(Metabosmtamu). Eciii BBOAMMBII JIEKapCTBEHHBIN TIPETapaT sIBJISIETCS TPOJIEKAPCTBOM, CIIEIyeT
MOJTBEPJUTH €ro NMpeodpa3oBaHUe B aKTUBHOE JCHCTBYIOIIEE BEIIECTBO Y MCCIEAYEMOI0 BUAA
KUBOTHBIX. BO BCcex cirydasx BBIOpAHHBIM BHII )KHBOTHBIX JOJDKEH OBITh UYBCTBUTEILHBIM K
NEpBUYHOMY (hapMaKOAMHAMUYECKOMY JCHCTBHIO BeleCTBA (JIEKApCTBEHHOTO CPEJICTBA).

12. B ompeneneHHBIX chydasx (HampuMmep, B ciydae, eciau (papMakoIMHAMHUYIECKOE
JeiicTBUE caMo IO cebe MPUBOAUT K PA3BUTHUIO TOKCUYECKUX 3(P(HEKTOB) MOXKET MOTPEOOBATHCA
MPOBE/ICHUE HCCIICIOBAHUS Ha MOJIEIISIX 32a00JIEBaHUS.

2. 1o >XKUBOTHBIX

13. Ilpu mpoBeneHUH HCCAEAOBAHUN TOKCHYHOCTH TPH TOBTOPHOM (MHOTOKPATHOM)
BBCACHHUU HUCCIICAYCMOI'O BCHICCTBA (HeKapCTBCHHOFO CpGI[CTBa), CJICAYCT HUCIOJb30BATh
OJIMHAKOBOE KOJMYECTBO CaMIIOB M caMOK. VICKITIOYEHUSIMU MOTYT SIBISITHCS CUTYyallHH,
CBA3AaHHLIC C HU3YUYCHHUCM TOKCUYHOCTU HCCICAYCMBIX BCHICCTB (JIGKapCTBeHHBIX Cpe,Z[CTB),
MpeIHa3HAYeHHBIX HUCKIIOUUTEIBHO JUIS UCIIOJIb30BAHUS B OTHOUIEHHH OOBEKTOB OJHOTO TOJa,
IIpHu 5TOM TaKou noaxoa K UuCCJICAOBAHUTIO CIICAYCT OGOCHOBBIBaTI: OTACJIBHO.

3. Pa3zmep cpaBHHUBAaEeMBbIX IpyII

14. Pa3mep sKCHEepUMEHTAIBHON TPYMIBI JODKEH OBITh TOCTATOYHBIM, JJISi TOTO, YTOOBI
MIPOBECTHU MOJIHOLICHHYIO HAyUYHYI0 MHTEPIIPETALIMIO MOTYYeHHBIX JaHHBIX. BMecTe ¢ TeM BaxHbI
ATUYECKUE U MPAKTUUECKUE aCTIEKTHI.

15. Ilpu onpeneneHnu pazMepa rpynibl >)KUBOTHBIX YUYUTBIBAKOTCS:

a) HUMCHOIIUECCA JAaHHBIC O JUalla30HaXxX 3HAYCHUU HU3Yy4aCMbIX MoKa3aTeliel Y UCIIOJIB3YyCMBbIX
BUJIOB U JIUHUI )KUBOTHBIX;

6) A0CTAaTOYHOCTD pa3dMepa SKCIICPUMCHTAJILHBIX I'PYIIIT IJI ITPOBCACHU A 3aKIFOYNUTCIIBHOT'O
CTaTHUCTUYECKOTO aHaju3a pPe3yJbTaTOB HCCIIENOBAaHUS B Cllydae HEOOXOIUMOCTHU HBTaHA3UU
JKUBOTHBIX Ha IPOMCIKYTOYHBIX 3TallaX UCCIICAOBAHUAA,

B) JIOCTaTOYHOCTh pa3Mepa SKCIEPUMEHTAJIBHBIX TPYNI JUIsl OIEHKH O0OpaTUMOCTH
TOKcHYeckuX 3(PQeKToB mocne 3aBeplieHUs Meproja BBEIACHHUS WCCIEAYEeMOTO BeIIecTBa
(JlekapCTBEHHOT'O CPE/ICTBA) MPU HATMYUU BOCCTAHOBUTEIIHHOTO MEPUO/Ia.



4. Kom4ecTBO BUIOB KUBOTHBIX

16. Kak npaBuiio, uccie1oBaHUst TOKCUYHOCTH ITPH MOBTOPHOM (MHOTOKPAaTHOM) BBEICHUHU
HCCIIElyeMOr0 BEIeCTBa (JIEKapCTBEHHOT'O CPE/ICTBA) IPOBOAATCS HA 2 BUAAaX MIICKONUTAIOIINX,
OJUH W3 KOTOPBIX JOJDKEH OBITh HErpbI3yHOM. Mcmomb3oBanue 1 BHIA JKUBOTHBIX CIEAyeT
000CHOBATB.

5. ConepxaHue KUBOTHBIX

17. Conepxanue JKMBOTHBIX JOJDKHO COOTBETCTBOBaTh IIpaBmiiam  Hammexaien
nabopaTopHON TPAKTHKH EBpa3wiickoro SKOHOMHYECKOTO cor3a B cdepe obOpamieHus
JIEKApCTBEHHBIX CPEJCTB, a TAK)KE BETEPUHAPHO-CAHUTAPHBIM TPEOOBAHMAM 3aKOHOAATEIIHCTBA
rocyaapctB — ujieHOB EBpa3uiickoro 3koHOMHU4eCcKOro coro3a. CiieryeT KOHTPOJIUPOBATh YCIOBHS
OKpYy>Karote cpenbl. KauecTBo 1 cocTaB KopMa 1 BOJIBI TIOJDKHBI OBITh U3BECTHBI HAa IPOTSHKEHUN
BCCTO UCCIICAOBAHUI. 3anncn 06 yCJIOBI/I}IX co;[epn(aHI/m JKHNBOTHBIX cnez[yeT XpaHI/ITB BMECTC C
MEPBUYHBIMU JAHHBIMH.

IV. O01mme pexkoMeHIAUMH 10 JO3MPOBAHUIO H BBEICHUIO HCCJIelyeMOro BellecTBa
(J1IeKapCTBEHHOTI'0 CPe/ICTBA)

18. B menax [OOCTH)KEHHUs JOCTAaTOYHOW DKCIO3ULMH  MCCIEAYEMOrO  BEILECTBA
(JtekapCTBEHHOTO CPEJICTBA) U €0 METa0OIMTOB Y )KMBOTHBIX IIPH BHIOOPE peKUMa JJO3UPOBAHUS
" IIYTU BBCACHUSA HCCICAYCMOI'0 BCIICCTBA (HeKapCTBCHHOFO Cpe,Z[CTBa) CJICAYCT OCHOBBIBATHCA
Ha MpenoiaraeMoM (IUTAHUPYEMOM ) KITMHHYECKOM IPUMEHEHHUH 3TOTO UCCIIETyEeMOT0 BEIeCTBA
(;lekapcTBeHHOrO cpenctsa). llpu mnIaHMpOBAaHMM MCCIENOBAHMS CIEAYET YUYUTBIBAThH BCE
JIOCTYITHBIE CBEACHUS O (hapMakogMHaAMUKe, (hapMaKOKWHETHKE M TOKCHUYHOCTH HCCIICIyEeMOTO
JIEKapCTBEHHOT'O TIperapara.

1. HpO,Z[O.H)KI/ITeJ'H:HOCTB I/ICCJ'IGI[OBaHI/Iﬁ IIpH BBECACHHUU HUCCIICAYCMOT'O BCIICCTBA
(JtekapCTBEHHOTO CPEJICTBA)

19. IIpo1OIKUTETBHOCTS UCCIAEAOBAHNN TOKCUYHOCTH TIPH TOBTOPHOM (MHOTOKPATHOM)
BBEJICHUU UCCIIEyEMOI0O BEIIECTBA (JIEKAPCTBEHHOIO CPEACTBA) 3aBUCUT OT ITPOJOJIKUTEIBHOCTH
IPEearoaaraeMoro (IIaHUPYEMOro) KIMHUYECKOTO MPUMEHEHHs] M JOJKHA ONPEAEIAThCS C
ydeToM PyKOBOJCTBa MO JOKIMHUYECKUM HCCIICAOBAHUAM O€30MacHOCTH B LENAX MPOBEICHUS
KIIMHUYECKUX HCCICIOBAaHUM W PETHUCTPAllMU JIEKAPCTBEHHBIX IIPENApaTOB, YTBEPKICHHOIO
Pemenuem Komnernn EBpa3zuiickoii skoHOMUYeckoil komuccueit ot 26 Hosiopst 2019 r. Ne 202 u
PYKOBOACTBA IO M3YyYEHUIO TOKCUKOKMHETUKA M OLEHKE CHUCTEMHOM DJKCIO3ULMHM B
TOKCUKOJIOTMYECKUX UCCIIENOBAHMAX, ONpeaessieMoro EBpasuiickoi 5KOHOMUYECKON KOMUCCUEH.

2. Ilytu BBeneHus

20. Kax mnpaBuiio, ucclieqoBaHWE TOKCHMYHOCTH BELIECTBA (JIEKAPCTBEHHOI'O CPEICTBA)
MPOBOAMTCS. C HCIIOJNIB30BAHUEM TOTO K€ IyTH BBEICHHS, YTO M IYTh BBEIEHUS, KOTOPBIN
npeAnoaraeTcsl A KJIMHUYECKOro NMPUMEHEHHMs JIEKApCTBEHHOTrO Iperapara, COACpPKallero
HccaeayeMoe BeIEeCTBO (JIeKapcTBeHHOE cpeAcTBO). [lpum Hammumm  (papMakoormdecKux,
(hapMaKOKUHETHYECKUX (TOKCHMKOKMHETHYECKHMX) U (WIM) TOKCHUKOJOTHUYECKUX JIaHHBIX
JIOTYCKaeTCsl MCIOJIb30BaTh MHBIE MYTH BBEACHUS HCCIEAYEMOro BEIIEeCTBA (JIEKapCTBEHHOIO
CpelCTBa).

21. [ToMuMO CHCTEMHON TOKCHYHOCTH, CIAEAYET OLEHUTh 3(P(HEKThI BO3HUKAIOIIUE B MECTE
BBEJICHUS JIGKAPCTBEHHOTO TpemapaTta. Ecnu dakTudeckoe MecTo BBEACHHUS JIEKaPCTBEHHOTO
mpenapaTta y >KMBOTHOTO OTJIMYAETCSl OT MecTa ero (pakTHYeCcKOro BBEJEHHUS y 4YeJOBEKa, TO



clieqyeT Takke OLEHUTh 3(QeKThl, BO3ZHUKAIOIIUME B MpEAJaraéMoM IMpU KIMHHYECKOM
MIPUMEHEHUU MECTE BBE/ICHMUS.

3. YacToTa BBEIEHUS UCCIIEYEMOTO BEIIeCTBa (JISKAPCTBEHHOTO CPE/ICTBA)

22.YactoTy BBEIIEHUSI HCCIEIyEeMOTO BeIllecTBa (JIEKAPCTBEHHOTO CPEACTBA) CIIEIYET
ONpeAeNsiTs B WHAMBUAYAJIbHOM TMOpAJIKE, MPUHUMAas BO BHHUMaHHE IMpeAnoaraeMbli
(mpennaraeMplii) M TOKCHKOJOTHYECKUH ((hapMaKOKMHETHUYECKUH, (apMaKoInHAMHUECKUIN)
npopuIM HMCCIEIyEeMOTO BeIIEeCTBAa (JEKApCTBEHHOTO CpPENCTBa). B HEKOTOpPHIX Ciydasx
1esecoobpa3Ho Oosiee yacToe BBEJCHHE HCCIIEIYyeMOTO BELIeCTBA (JEKapCTBEHHOTO CPENICTBA)
KUBOTHBIM, YEM MPENOoaraeTcs Npyu KIMHUIECKOM MTPUMEHEHUU.

4. JlozupoBaHue

23. Kak npaBuiio, ucciei0BaHue TOKCHYHOCTH TP MOBTOPHOM (MHOTOKPATHOM) BBEICHUHU
HCCIIEIyeMOT0 BEeIeCTBa (JIEKAPCTBEHHOT'O CPEJICTBA) MPEAyCMaTPHBACT:

(¢bopMHpOBaHNE COOTBETCTBYIOIIEH KOHTPOJIBHOU Tpymnmbl (Ipynm). B HeKOTOphIX ciydasx
MOKET MOTPeOOBATHCS TPYMIA MOJIOKUTEIBHOTO KOHTPOJS (HampuMep, B TOKCHKOJIOTHYECKUX
UCCIIEIOBAHUAX CO CHeHU(PUUECKUMH OWOJIOTUYECKUMHU KOHEYHBIMH TOYKaMu (Hampumep,
T€HOTOKCUYHOCTh) B COOTBETCTBUU ¢ PykoBozncTBOM 1o oneHke U KoHTpoito JIHK-peakTuBHbIX
(MyTareHHbIX) IPUMECEe B JIEKAPCTBEHHBIX CPEJICTBAX M YCTAHOBJICHUIO TPAHUI] TOTEHLINAIBHOTO
KaHIEpOTreHHOro pucka (nmpunoxxkenue k Pexomennanuu Komnernn EBpasuiickoit 5KOHOMHUUECKOM
komuccuu oT 6 aBrycra 2019 r. Ne 23));

BBEJICHUE HU3KOW J03bI, JOCTaTOYHOW Ui TPOSBICHUS (PapMaKOIUHAMUYECKOTO HIIH
HEOOXOAUMOTO TEparneBTUIECKOTO 3¢ (deKTa WIM NPUBOIANICH K CHCTEMHON JKCIIO3MIIHH,
COITOCTAaBUMOH C 0’KMJAaeMOH MpH IpeiaraeMoM (IUTAHUPYEMOM ) KIIMHHYECKOM MTPUMEHEHHH;

BBEJICHUE BBICOKOI J103bl, BEIOpAaHHOW TaKUM 00pa3oM, YTOOBI BBIIBUTH TOKCUYHOCTH JJIS
OpPraHOB-MUIIIEHEH WIN WHYIO HECTICU(PHUECKYI0O TOKCUYHOCTb, TNOO BBEACHUE BBHICOKOM /03I,
OTrpaHUYEHHOW MAaKCUMaJIbHO BO3MOHBIM JJIsl JAHHOTO YyTH BBEJIEHUS 00HEMOM HCCIIEYyEMOTO
BEILIECTBA (JIEKAPCTBEHHOTO cpeacTBa). Bo Beex cimydasx (3a UCKIIOUEHUEM CTy4YaeB, YKa3aHHbBIX
B PykoBojcTBE TO JOKIMHUYECKHMM HCCIEIOBAHUSAM O€30MMacCHOCTH B IENAX MPOBEACHUS
KIMHUYECKUX UCCIIEI0BAaHUN U PETHCTPALIUU JIEKApCTBEHHBIX MTPETIApaToB) MPeIeIbHbIE 03Bl IS
HCCIe0BaHUIN OCTPOH, CyOXpOHHYECKOW M XPOHUYECKOW TOKCHYHOCTH, paBHbIe 1000 Mr/KT/CyT.
JUTS TPBI3YHOB U HETPHI3YHOB, CUUTAIOTCS TPHEMIIEMBIMU;

BBEJICHHE TMPOMEKYTOYHOM J03bI (HAaNpUMEp, TCOMETPUUECKOW CPEIHEH 03Bl MEXITy
BBICOKOM M HU3KOM JT03aMH ).

Pexomenayercs, 4ToObI CUCTEMHAs! SKCIIO3ULINS UCCIEAYEMOT0 BEIIECTBA (JIEKapCTBEHHOTO
cpeactBa) U (WIK) €ro OCHOBHBIX META0OJIMTOB IMPH BBICOKOW /103¢ MHOTOKPATHO IMpPEBbIIIANA
OKUJAEMYIO KIIMHUYECKYIO CHCTEMHYIO SKCIIO3HIIHIO.

24.1lpu BBEOEHUU HCCIEIYEMOrO BellecTBa (JIEKapCTBEHHOIO CpPEACTBAa) IyTEM
n00aBJIeHHs €r0 B KOPM WM MUTHEBYIO BOJLy TpeOyeTcsl peryisapHas KOppeKLHs ero KoJIu4ecTBa
B KOPME M MUTHEBOM BOJE JJIsi KOMIICHCAIIMH KOJIeOaHUil, 00YCIOBIEHHBIX POCTOM KHBOTHBIX U
M3MEHEHUEM 00beMa MOTPeOICHUSI KOpMa U BOJIBI.

25.B cnyuyae BO3HUKHOBEHHUS B XOJI€ HCCIIEIOBAaHUS HENPEIBUIEHHBIX TOKCHYECKHX
3(PEKTOB MM OTCYTCTBUS TOKCHUECKHX 3(D(PEKTOB MOKET MOTPEOOBATHCSI KOPPEKITUS J03.

26. IIpy MHTATSAMMOHHOM BBEJICHHH MCCIEIyeMOI0 BEIIECTBA (JIEKapCTBEHHOT'O CPE/ICTBA)
CIIEIy€eT ONpeAeNUTh BABIXaeMYIO J103Y.

27.B uenAx HEAOMyIIEHUS KOHTAMHUHAIMM KOHTPOJBHON TPYMNIBl HCCIETyEeMbIM
BEIIECTBOM (JIEKAPCTBEHHBIM CPEJICTBOM) HEOOXOIUMO COOJII0IaTh MEPBI MPEAOCTOPOIKHOCTH U
OCYIIECTBIATh OLEHKY KOHTaMHHAIlMM B COOTBETCTBUU C YKa3aHUSMHU COIJIACHO MPUIIOKEHUIO
Ne 1.



V. Habaoaenus

1. McxoqHble M KOHTPOJIbHBIE 3HAUEHUS

28. B OTHOIICHNY TPHI3YHOB U HETPHI3YHOB HEOOXOAMMO pacIioiaratb peTpoCeKTHBHBIMU
JAHHBIMU U1 U3y4aeMbIX MOP(QOJIOTMUECKUX, OMOXUMHUYECKUX U  (U3NOJOTHYECKUX
IoKaszaTesel. B OTHOLIEHUH HETPBI3yHOB UCXOIHBIE 3HAYEHUS CIIEAYET I0Jy4aTh OT JKUBOTHBIX,
HCIIO/IB3YEMBIX B HCCIIEJOBaHUU.

2. MOHUTOPHHT B X0JI€ MPOBEICHUS NCCIIECIOBAHUS

29. B xone mpoBeieHHs UCCIIeI0OBaHUS HEOOX0IMMO KOHTPOJIUPOBATh MOTPEOIeHUE KOpMa,
o0111ee OBEJICHUE KUBOTHBIX, MAacCy Teja, TeMaTOJOTHYECKUE U OMOXUMHUYECKUE TIOKA3aTeNH,
JaHHBIC aHAJTN3a MOYH U TIPOBOAMTH O(PTaTBMOIOTHIECKUNA OCMOTP.

30. Cnenyet mpOBOJUTH 3JIEKTPOKapAHOrpaduuecKoe Hcciael0OBaHuEe Y Herpbhl3yHOB. Jlis
M000N TPYMITBI JKUBOTHBIX, y KOTOPBIX KOHTPOJHUPYIOTCS TOKA3aTelH, IPEILyCMOTPEHHBIC
nyHKTOM 29 Hacrosimero PykoBoicTBa, ciemyer BBIOpaTh pEEBAHTHBIC IapaMeTphl,
MO3BOJISIIOIINAE YCTAHOBUTH MPOMUIH TOKCHYHOCTH HCCIICAYEMOTO BEIIecTBa (JIEKAPCTBEHHOTO
cpenctra). OnpeneneHne napaMmeTpoB HEOOXOAUMO MPOBOIUTH B COOTBETCTBYIOIIUX BPEMEHHBIX
TOYKax C yuyeTroM dapmMakoguHaMuueckux ((apMakokuHeTnuecknx) mpoduiein. I[Tomumo
3aKJIIOYUTEIbHBIX HAONIOJICHHUM, YKa3aHHBIC IMapaMeTpbl CIEAyeT OTCIEeKMBATh C YacTOTOMH,
MO3BOJISIIONICH OIEHUTh M3MEHEHHS B IWHAMHKE. BBIOOp METOIWK HCCICNOBAaHUN JIOJDKCH
YUUTBHIBATH COBPEMEHHOE COCTOSHUE 3KCIIEPHUMEHTAIBHBIX METOAMK, NMPUMEHSEMBIX B MEIUKO-
OMOJIOTMYECKUX HayKax. B cilydyae MCHOJIb30BaHHS BHJIIOB KHBOTHBIX C HEOOJBIIUM YHCIOM
ocoOeil B rpynme (Kak MpaBuiio, HETPBI3YHBI) KOHTPOJIb MapaMeTPOB CIIeAyeT MPOBOAUTh Y BCEX
’KHBOTHBIX BO BCEM JIMAINa30HE MCCIEAYEeMbIX 03. B mcciaenmoBaHny Ha rpbI3yHax MpPOBEICHHE
CIELUATU3UPOBAHHBIX OLEHOK MMapaMeTpoOB JOMYCKAETCS MPOBOJUTH HA MOJATPYIIE KUBOTHBIX
K&X/IOM OIBITHOW TPYNIBI, TONYyYaloled 03y HCCIEAYeMOro BemecTBa (JIGKApCTBEHHOTO
CpelCTBa).

31. OueHky mapaMeTpoB, BEITIOITHIEMYIO B X0OJIE HCCIICIOBAHUS, TAKXKE CIEIyeT TPOBOIUTH
B KOHTPOJBHBIX Tpymnmax. M3yuenue (B3sTHE) 00pa3loB ClEAyeT MPOBOIUTH TaKUM 00pazoMm,
9TOOBI HE OKa3aTh BIHSHUS HA UCXO U JIOCTOBEPHOCTH MCCIICIOBAHMS.

32. B xoxe mccienoBaHuss HEOOXOIUMO MPHUHATH MEPhl C IENbI0 MPEJOTBPALICHUS WIH
oOyerueHusi OONMM Yy DKCIEPUMEHTAIBHBIX JKABOTHBIX. CleqyeT YYHTHIBAaTh KPUTEPHH,
MO3BOJISIOIINE IPUHSTH PELICHNE 00 IBTaHA3UH KUBOTHBIX, UCTIBITHIBAIOIINX CHIIBHYIO 0OJIb UM
CTpajiaHue, a TaK)Ke PEKOMEHIAIMU TI0 PACIO3HABaHUIO YIPO3bI CMEPTH, YCTAaHOBJICHHBEIC B
PykoBoicTBE 10 pacro3HaBaHUIO, OLEHKE U NPUMEHEHHIO KIMHUYECKUX CHMIITOMOB,
YTPOXKAIOIIUX KU3HH YEJIOBEKAa, B OTHOLICHHWU JIAOOPATOPHBIX JKMBOTHBIX, WCIOJIB3YyEMBIX B
UCCIIEIOBAaHMSIX 0€30MacHOCTH, NpuHATOM OpraHuzanuell SKOHOMUYECKOTO COTPYIHHYECTBA U
pazsutus (ENV/IM/MONO(2000)7).

33. [1aBmme niM MoABEPTHYTHIE 9BTaHA3UU B XOJI€ HCCIIEIOBAHUS dKUBOTHBIE MTOJIBEPTatOTCs
ayTOIICUU ¥ (€CJIM BBITIOJHUMO) MPOBOJIUTCS MHKPOCKOITUYECKasi OIIEHKA MOJyYEHHOTO OT HUX
THCTOJIOTHYECKOT0 MaTepuaia.

3. TOKCUKOKHUHETHKA

34. CBefeHMs O CUCTEMHON 3KCIO3UIMM Y KUBOTHBIX MOJIYYEHHBIE B XOJ€ UCCIIEI0BAaHUN
TOKCUYHOCTM TP IOBTOPHOM (MHOTOKPATHOM) BBEIEHUM HCCIEAYEMOIO  BEIECTBa
(JIekapCTBEHHOTO CPEACTBA), HEOOXOIMMBI JJISi MHTEPIPETALUN PEe3yJIbTaTOB HCCIIEAOBAHHM,
IUTAHUPOBAHMUS TOCHEIYIOIUX MCCIEJOBAHUN M OLEHKH O€30MacHOCTH JIEKAPCTBEHHOTO
mpernapara ¢ yyacTueM uenoBeka. [loapoOHble peKOMEeHJaluyu NPUBEACHBI B PYKOBOJCTBE IO
U3YYCHUIO TOKCHUKOKMHETHKM UM OLICHKE CHUCTEMHOW DJKCIIO3MLIHMNA B TOKCHKOJOTMYECKUX



uccnenoBanusx. Cienyer mpeLycMOTpeTh POBEJCHNUE aHAIN3a 00pa310B KPOBH JIAOOPATOPHBIX
KMBOTHBIX KOHTPOJBHBIX TPYMI, 4YTOOBl yIOCTOBEPUTHCS B OTCYTCTBUU OSKCIIO3UIHH
HCCIIElyeMOro BelecTBa (JIEKAPCTBEHHOT'O CPEACTBA) BCIEACTBUE KOHTAMMHAILMM UM, OLIEHKA
KOTOpOi1 peaycMoTpeHa npuioxenuem Ne 1.

4. TTocMepTHOE UCCIIEIOBAHUE KUBOTHBIX

35. IlocMepTHOE HCCIeI0BaHNE JKUBOTHBIX JIOJDKHO OBITH KaK MOXHO OoJiee oJTHBIM. Beex
KUBOTHBIX CIIeyeT MOJBEPTHYTh Hekporicuu (ayromcuu). [Ipu mpoBeaeHun HcciaeaoBaHuUs ¢
ydacTHeM HeOOJIBIIOro YKcia 0co0el JKUBOTHBIX B TPYIIE (HErPhI3yHbI) HEOOXOIUMO MTPOBECTH
TUCTONATOJIOTUYECKOE H3YYEHHE OpraHoB U TKaHeH, MO TmepeuyHio, (opMHUpyeMOMYy B
COOTBETCTBHUH C YKA3aHUSIMU COTTIACHO MPHIIOKEHHIO Ne 2, y BceX KHUBOTHBIX, KOTOPHIM BBOJUTCS
BELIECTBO (JIEKAPCTBEHHOE CPEICTBO), BO BCEM JHala3oHE HCCIeNyeMbIX 103. B ciydae
MIPOBE/ICHUS HUCCIIEOBAHMS C yYaCTHEM TPBI3YHOB THCTONATOJIOIMYECKOMY H3YUYCHHIO CIIEAyeT
MOJIBEPTHYTh BCE OpPraHbl U TKaHH, YKa3aHHbIE B puiioxkeHun Ne 2 k HacTosiieMy PykoBoJicTBY,
U3 KOHTPOJIbHOW TPYMIbI M TPYIIBl KUBOTHBIX, KOTOPHIM BBOAMTCS HCCIEAYyeMOE BEIIECTBO
(JlekapCTBEHHOE CPEJICTBO) B BHICOKOM J103€.

36. B oTHOIIEHNH TPYTIIT )KUBOTHBIX, MOJIyYaBIIMX MEHBIIIHNE 103bI, JOMYCKAETCS IPOBOIUTh
UCCIIEIOBaHNE OPTaHOB M TKAaHEH, B KOTOPBIX OOHAPYKEHbI MAaKPOCKOIIUYECKUE U3MEHEHHSI TTPU
Hekporicun (ayrtoricuu). Ecnm rucromarosiorndeckue M3MEHEHHs OOHApy>KEHBl Yy TPYIIIbI
KUBOTHBIX, TIOJTYYaBIINX BBICOKYIO J03Y HCCIEAYEMOTro BEIIeCTBa (JEKapCTBEHHOI'O CPEICTBA), B
LEJIAX YCTAaHOBJICHHUS 3aBUCUMOCTH <«OKCIO3UIMA — OTBET» TaKuWe OpraHbl U (WIK) TKaHH
HE00X0IMMO HUCCIIEeI0BaTh TAKXKE U y TPYII )KUBOTHBIX, KOTOPHIM BBOJAMIIUCH MEHBILINE T036I.

37. Heo0xoauMO MpOBEACHUE TUCTONATOJIOTUYECKOTO MCCIIEOBAHUS PEHPOTyKTHBHBIX
OpraHoB XHMBOTHBIX. B 1ensx oOHapykeHus BIMSHHUS Ha CIIEpPMAaTOreHe3 CleAyeT IPOBOAUTH
THCTOJIOTHYECKYIO OLEHKY CEMEHHUKOB M MTPUJATKOB CEMEHHUKOB (SIUAUANMYCOB).

38. B 3aBHCHMOCTH OT HCCIEQyeMOro BellecTBa (JICKApCTBEHHOTO CPEJICTBA) MOXKET
notrpeboBatbcsi Oosee TIyOOKOE THCTOMATOJOTHYECKOE HCCIIEOBAaHUE OHOIOTHYECKOTO
MaTepuasa, IMOJIYYeHHOrO OT >KMBOTHBIX. ClieyeT NpUroTOBUTH Ma30K KOCTHOIO MO3ra,
MOJyYEHHOTO OT BCEX JKMBOTHBIX, OJHAKO €ro HCCIEIOBAaHUE OCYIIECTBISICTCS TOJBKO MPH
MOJ03PECHUH Ha W3MEHEHHS B TKaHAX (opraHax) Wid nepudepruyecKoil KpoBU, 00YCIOBICHHBIC
BBEJICHHEM BellecTBa (JIEKapCTBEHHOro cpencTBa). [lomyuyeHHbIE Mas3Kd IOJBEPraroTCs
MUKPOCKOIIMH, OIICHUBAIOTCS UX KJIETOYHBIN COCTaB, pacrpezesieHne u Mop(oiorus KIeTok, a
TaKKe MUEJIONIHO-IPUTPOUIHOE COOTHOIICHHE.

39. B oOTHOHIEHMH HCCIENYEMBbIX BEHIECTB (JIEKAPCTBEHHBIX CPEICTB), BIHUAIOMIUX Ha
LEHTPAJIIbHYIO HEpPBHYIO CHCTEMY, CHUCTEMaTH3MPOBAHHOE IUIAHOBOE T'HCTOMATOJOTHYECKOEe
uccienoBaHue (B AOMOJHEHUE K OpraHaM U (UJIM) TKaHSIM, IEPEYUCIIEHHBIM B MpHIoKeHu:d No 2
K HacrosimeMy PyKkoBojaCTBY) HEOOXOOMMO MPOBOAMTH B OTHOIICHWH KIETOK-MHUIIEHEH WM
Y4aCTKOB I[EHTPAJIbHOW HEPBHOI CHCTEMBI, HANPSMYIO 3aTparuBaeMbIX B XOJE HCCIIEIOBAaHMUS,
€CIIM 3TO MOXKHO IPEINOJIOXKHTh HCXOAS W3 U3YyYCHHs NPOQHIIS CBSI3BIBAHUS HCCIEAYEMOTO
BelIecTBa (JIEKAPCTBEHHOTO CPEACTBA) C pEleNnTOpaMH WM JIpyrux (apMakoIWHAMUYECKUX
3¢ (eKkToB 00YCIOBICHHBIX BIMSHAEM HCCIECIYyeMOro BellecTBa (JCKApCTBEHHOTO CPEICTBA).
Ecnu momywensl naHHBIE, MpenroJiararolive CrenupuuecKkyl0o HEUpPOTOKCUYHOCTh, CIEIyeT
NPOBECTH JalbHEHIIee H3Y4YeHUE, B LEISIX ONpEeAeNeHUs Bpelda M OLEHKY Bpena U €ro
(yHKIIMOHATBHBIX TOCTIEICTBUM.

40. B uccnenoBaHusIX, NPOBOJUMBIX C HCIIOJIb30BAHMEM MHTAIISLUOHHOTO ITyTH BBEACHUS,
y BCEX XHUBOTHBIX HEOOXOAMMO OIMpPENEIUTh MacCy JIETKUX M MPOBECTU TMCTONATOJIOTUYECKOE
M3yYeHHUE TKaHEeW pPecrnHpaToOpHOTO TPaKTa, a TAKXKe acCOIMMPOBAHHOW JTUMGOUTHON TKaHHU,
KOTOpBI€ MOABEPIIINCH SKCIO3UIUH J103bI BCEX YPOBHEH.

41. Cnenyer MU3yuynTb UMMYHOTOKCHYHOCTH HCCJIEAYEMOIO BEHIECTBA (JIEKAPCTBEHHOTO
CpEeICTBA) B CiIy4yae HAJIMYMS JaHHBIX O MOTEHIIMATbHOM Pa3BUTHH UMMYHOJIOTHYECKUX AP (HEKTOB
IIPU €ro BBEJICHHHM, JHOO B Cllyyae, €CIM B XOJ€ MCCIEJOBAHUS TOKCUYHOCTH MPU MOBTOPHOM



(MHOTOKpaTHOM) BBEJICHHH HUCCIIEAYEMOT0 BelecTBa (JISKApPCTBEHHOTO CPEJICTBA) HAOJI01aTuCh
MNPpU3HAKU MUMMYHOAKTUBAIIUU WX UMMYHOCYIIPCCCHUH IPHU BBCACHHUU OAHHOTO HUCCIICAYCMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJICTBA).

42.Bce TKaHHM OT BCeX JKUBOTHBIX, Y4YaCTBOBAaBIIMX B HCCICAOBAHUU, CICAYCT
3aKOHCEPBUPOBAThH M MPUTOTOBUTH MX TMapadrHOBBIE 00pa3ibl (mpu HeoOxoaumocTH). CiemyeT
3aapXUBUPOBATH 3TH MaTE€pUaibl U 3aJ0KyMEHTUPOBATh MECTO UX APXUBUPOBAHHUS.

VI. Otuyer 00 uccjienoBaHuU

43. Oryer 00 UCCIEI0BaHUH JOJHKEH B JOCTATOUHON CTENEHU U JIOCTOBEPHO OTPaXKaTh BCE
NIEpBUYHBIC CBE/ICHUS, TIOJTyUYCHHBIE B X0O/I€ MCCIEA0BaHNsA. Pe3ybTaThl MCCIEAOBAaHUS CIIETyeT
aHAJTM3UPOBaTh C TIOMOIIbI0 COBPEMEHHBIX METOMOB (BKIIOYAs pPEJCBAHTHBIE METO/IbI
CTAaTHCTHUYECKOTO aHanm3a). Pe3ynpTaTsl cieayeT NMpeacTaBUTh B YAOOHOW Uil TIOHMMAaHHS U
a"anu3a (opme. I'pynmnoBbie HTOTOBBIC 3HAYCHUS CIIEAYET MPEACTaBUTh B (popme, oTparkaromien
pacnpezeneHue nepeMeHHOH.

44. K otuety 00 MCCIeIOBAaHUU MPHIIATAETCS MEPEUCHb WHAMBUIYAIbHBIX 3HAUEHUH BCEX
3apernCTPUPOBAHHBIX MapaMeTpoB. OTUET 00 MCCIEOBAaHUN JOIDKEH COIEPKATh 3aKIII0YEHHE O
pe3yabTaTtax uccienoBaHus. VHTepnperanus pe3yibTaToOB U 3aKIIOYEHHUS JIOJDKHA YYUTHIBAThH
pe3ynbTaThl CTATUCTUYECKOTO AaHalW3a JaHHBIX, HO OCHOBBIBATHCS B IEPBYIO OYepeab Ha
OMO0JIOTNYECKOI 3HAYMMOCTH U JOCTOBEPHOCTHU TOIYUYEHHBIX PE3yIbTaTOB.

ITpunoxenue No 1

K PyKoBOJZICTBY 110 IPOBENCHHIO
JOKJIMHUYECKHUX MCCIIETOBAHIH
TOKCHUYHOCTH NPU TOBTOPHOM
(MHOTOKpaTHOM) BBEJICHUHN
JIEUCTBYIOITUX BELIECTB
JIEKapCTBEHHBIX MpEnapaToB
JUTSI MEIULIMHCKOTO TIPUMEHEHUS

YKA3AHUSA
M0 OLlEHKE CTeNeHU KOHTAMUHAIMY KOHTPOJIbHOM IPYNIibI dKMBOTHBIX HCCJIEyeMbIM
BelIeCTBOM (JIEKAPCTBEHHBIM CPeCTBOM)

I. O01ue moJ10KeHus

1.B xome wuccienmoBaHWi TOKCHMYHOCTH TIPH TOBTOPHOM (MHOTOKPAaTHOM) BBEICHUU
HCCIIEIyeMOT0 BeIIecTBa (JIEKapCTBEHHOTO CPEACTBA) BO3MOXKHA KOHTAMUHAIMS (3arps3HEHUE)
00pasmoB, B3ATHIX Yy XKHUBOTHBIX W3 KOHTPOJBHOW TPYMIBI (Jajiee — KOHTPOJIBHBIE O0Opa3Ilhl)
HCCIIETyeMbIM BEIECTBOM (JIEKAPCTBEHHBIM CPEACTBOM) WJIM AHTHTEIAMH K HCCIEAYEMOMY
BEIIECTBY (JIEKAPCTBEHHOMY CPEICTBY), CBs3aHHas JHMOO ¢ KOHTAMUHAIUCH OpraHu3Ma
KHUBOTHBIX, THOO ¢ KOHTAMUHAINEH HEMTOCPEICTBEHHO KOHTPOJIBHBIX 00pa3IoB.

2. KonTamuHanuys KOHTPOJBHBIX 0Opa3oB MOXKET OBITh OOYCJIOBJIEHA MHOKECTBOM
MIPUYXH, TIPYA TOM B OOJIBIITMHCTBE CITy4aeB UCTOYHUK KOHTAMHUHAIIMH CJIOXKHO YCTaHOBUTH. [1pu
MPOBEJICHUU HEKOTOPBIX BUIOB HMCCIEAOBAaHUN (HampuUMep, HCCIeA0BaHUN KaHIIEPOT€HHOCTU U
PENPOAYKTUBHON TOKCHYHOCTH) CTETICHh KOHTAMWHAIIMU KOHTPOJLHBIX O00pa3IoB SBISETCS
3HAYUTEIBHON W MOXET MPHUBECTH K aHHYJUPOBAHMUIO DE3YJIbTAaTOB MCCIEAOBAHUSA WU K
MPUHATHIO OTPHIIATEIILHOTO PEIICHUS MO0 3asBICHUIO HAa PETUCTPALUIO JIEKAPCTBEHHOTO
npernapara.

3. Bo BpemMs TOKCHUKOJIOTHYECKMX HCCIEIOBaHMN (HE3aBUCHMO OT HCIOJIb3yEeMOTrO IyTH
BBEJICHUS, BENUYMH J03 U MPOJOJDKUTEIILHOCTH BBEIEHHUS MHCCIEIyeMOro BeIIecTBa
(JlekapCTBEHHOTO ~ CPEJCTBA)), PHUCK KOHTAMUHAIMM KOHTPOJBHOW TIpyHNbl >KMBOTHBIX
HCCIIETyeMbIM BEIIECTBOM (JIEKAPCTBEHHBIM CPEACTBOM) IOCTATOYHO BBICOK. DTO CBA3aHO C TEM,
9TO OTCYTCTBYET OOS3aHHOCTh WCCIIEZIOBATENsl TOJBEPraTh KOHTPOJIBbHBIE OOPa3Ibl aHATH3Y.



Jlonyckaercst MOJydYUTb W TMPOAHAIM3MPOBATH Takhe oOOpa3lbl TOJBKO B CiIydae, €CiH
MIPEATIOIAracTCsl, YTO 3TO [IOMOXKET UHTEPIIPETALUU PE3YJIbTaTOB WY BAIIMIALMY aHATUTUHIECKUX
METOJIOB MCCIIEOBAHN.

4. 3HaunTenbHAsl CTENEHb KOHTAMUHALMM JKUBOTHBIX M3 KOHTPOJIBHON IPYNIBI MOKET
IIPUBOJUTH K aHHYJMPOBAHUIO PE3YJIbTATOB UCCIEAOBAHNN BCIEACTBUE UX HU3KOIO Ka4eCTBA WU
HEJIOCTATOYHOCTH IOJIYYEHHBIX TOKCUKOKMHETUYECKHUX JaHHBIX, HE MO3BOJAIOIINUX IIPOBECTU B
paMKax JOKJIMHHYECKUX UCCIIEIOBAaHUH MONTHOLEHHYIO HHTEPIPETALUIO PO 6€30MacHOCTH
HCCIIElyeMOro BellecTBa (JIKApCTBEHHOT'O CPE/ICTBA) M OLEHKY PUCKA €ro MPUMEHEHMS JUIs
YeII0BEKA.

5. Hacrosamui JOKYMEHT COIEPKHUT YyKa3aHUsA 110 KOJIMYECTBEHHOMY OIIPEIEICHUIO
COJIEp>KaHUs MCCIIelyeMOro BelEeCTBa (JIEKApCTBEHHOT'O CPEICTBA) B KOHTPOJIBHBIX 00pasLax B
paMKax  JOKIMHHYECKMX  MCCIEOBaHMM  O€30MacHOCTM  MCCIEIYyeMOro  BEIIeCTBa
(JIekapCTBEHHOI'O CPEJICTBA), O PEMOPTUPOBAHMM JAHHBIX U OLIEHKE BIMAHUSA KOHTaMMHAIUH
HCCIIETyeMOTr0 BEIeCTBa (JIEKAPCTBEHHOT'O CPEICTBA) Ha BAJIMIHOCTh TAKUX MCCIIEIOBAHUH.

6. B nmemsax mnonaTBepxkaeHUs OOIIEro KadecTBa M BAJUAHOCTU  JOKJIMHUYECKUX
HCCIEAOBAHUN TOKCUYHOCTH HACTOAIIMKM JOKYMEHT OIMCBIBACT IOAXOABI K  OLEHKE
KOHTAMUHAIIMM JKUBOTHOTO M3 KOHTPOJBHOM TpyHmbl U KOHTPOJBbHBIX 00pasloB H
MIOATBEPKICHUIO €€ OTCYTCTBUS.

I1. IToaxoabl K OLeHKEe KOHTAMMHAIIMHU KUBOTHBIX KOHTPOJIbHOM IPyNIIbI

1. HeoOxoaumocTh 0TOOpa 1 aHalIM3a KOHTPOJIBHBIX 00pa3iioB

7. pouenypy oTO0opa KOHTPOJIBHBIX 00paA3IIOB M aHATUTHYECKHE METOJIUKH UX M3YUYCHUS
CIIelyeT BKJIIOYUTH B MPOTPaMMy TOKCHUKOKWHETHUYECKOW OIICHKH, MPOBOJUMOW B paMKax
JNOKJIIMHUYECKUX HCCIEAOBaHUN O€30MacHOCTH UCCIEAYyeMOro BeIIecTBa (JIEKapCTBEHHOTO
cpenctBa). [IpoBeeHne aHamu3a KOHTPOIBHBIX 00Pa3IIOB MOXKET MOTPEOOBATHCS OJTHOBPEMEHHO
C MPOBEJICHUEM aHaJIHM3a 00pa3OB OT KUBOTHBIX U3 OMBITHOMN IPYIIIHI.

2. Buasl uccienoBanuii

8. COoop M aHanmu3 KOHTPOJBHBIX 00pa3IOB CJIEIyeT OCYIIECTBISATh BO BCEX OMOPHBIX
HCCIIEJOBAaHMSX, IPEAYCMaTPUBAIONINX POBEACHNE TOKCHKOKMHETHYECKOH OIIEHKH.

9.1lpu mpoBeAECHUWU HCCIECAOBAHMI Ha HETPbI3yHAX KOHTPOJbHBIE OO0paslbl CIEayeT
COOMpAaTh M aHATM3UPOBATH TEM )K€ 00pa30M, YTO U 00pas3Ibl OT KUBOTHBIX U3 OIBITHOM I'PYTIIIHL.
[Tpu uccnenoBaHMUsIX HA TPhI3yHAX KOHTPOJIbHBIE 00pa3Ilbl CleayeT COOMpaTh U aHATU3UPOBATH
10 MEHbBIIEH Mepe NMPHOIN3UTEIBHO B PAHOHE tmax MCCIEAYEMOTO BEUIecTBa (JICKApCTBEHHOTO
CpelCTBa).

3. [1yTh BBeIEHUS UCCIIEyEMOTO BEIIeCTBa (JIEKaPCTBEHHOTO CPEJICTBA)

10. [TockoabKy KOHTaMUHAIMA KOHTPOJBHBIX OOpa3llOB BO3MOXKHA B HCCIEIOBAHHSIX C
MCIOJIb30BAaHUEM BCEX MyTEH BBEACHUS HCCIIEIYEMOTO BeEIlecTBa (JEKapCTBEHHOI'O CPEICTBA),
B3STHE U aHAJHM3 KOHTPOJIBHBIX 00Pa30B HEOOXOAMMO OCYIIECTBIIATH HE3aBUCUMO OT MYTH €ro
BBE/ICHMUS.

4. ITocnencTByusl KOHTAMUHALMM KOHTPOJIBHBIX 00pa310B, MEPHI 1JIs YCTAaHOBJIEHUS UCTOYHUKA
KOHTAMUHAIMK U MEPHI, IPUHUMAaEMbIe IPU OOHAPYKEHUH KOHTaAMUHAIIUU

11. CnenoBele  KonMYecTBA  KOHTAMUHHUPYIOIIErO  BELIECTBA  HWXKE  Ipefena
KOJINYECTBEHHOT'O OIPEJICJIEHUS AHATUTUYECKON METOIUKN MOT'YT CUMTATHCS HE3HAYMMBIMH.

12. KonTamMuHaImss KOHTPOJBHBIX O0pa3LOB MOATBEp)KIEHHAs 1O WUTOTaM IPOBEIEHUS
UCCIIEIOBAaHUM in Vivo CTaBUT IOl COMHEHHE BaJIMJIHOCTh M (WJIM) JIOCTOBEPHOCTh BCETO



10

uccinenoBanus. KoHTamMuHanMs KOHTPOJNBHBIX OOpa3lOB MMOATBEP)KIEHHAs IO HTOraM
IIPOBEJEHUS MCCIEAOBAHUN ex VIivo, MOXKET IOCTaBUTh I10J, COMHEHHE BATUAHOCTh W (WJIH)
JOCTOBEPHOCTh COOTBETCTBYIOIIEH TOKCUKOKMHETHUECKON OLIEHKH MCCIEAyeMOro BEIlecTBa
(JiekapCTBEHHOTO CPEJICTBA).

13. Pemenue 06 aHHYJIMPOBAaHUHU BCEX PE3YJIHTATOB UCCIICIOBAHMS UJIM COOTBETCTBYIOIICH
TOKCUKOKMHETUYECKOW OLICHKM B paMKaX HMCCJIEIOBAHMS 3aBUCUT OT HECKOJIbKHX MapaMeTpOB,
MOAJIKAIUX TIIATEIIbHOMY aHAJN3y, BKJIIOYas B ce0sl CTETIeHb KOHTAMUHAIIMY U €€ BIUSHUE Ha
BAJIMIHOCTh  CTATHCTUYECKOTO  aHaliM3a, OIpeleJIeHHe TpaHul]  Oe30MacHOCTH UL
KOHTaMUHHUPYIOLIET0 BEIECTBA U JOCTOBEPHOCTH €T0 SKCIO3UIHI, YCTAaHOBJIEHHBIX Y )KUBOTHBIX,
KOTOPBIM BBOJHMJIOCH UCCIIEAYEMOE BEIIECTBO (JIEKaPCTBEHHOE CPE/ICTBO).

14. Ecnm  oTMmedaeTcsl  CylIIECTBEHHAss  KOHTAMUHAIUS  KOHTPOJBHBIX  00pasIoB
HCCIIETyeMbIM BEILIECTBOM (JIEKApPCTBEHHBIM CPEACTBOM) B CTENEHH, CIIOCOOHOH MOBIMATH Ha
BaJIMJHOCTh HCCIEAOBAaHUS, CJEIyeT MPOBECTH paccieloBaHWE M YCTAaHOBUTH HCTOYHUKU
KOHTAMUHAIMH. 3asSBUTENIO CIIEAYeT MPHUHATH MEphl IJs BBISICHEHHS TOTO, KaKUM 00pa3oM
MPOM301Ia KOHTAMUHALIMS: B paMKaX UCCIIEeIOBaHUs in vivo WiH ex vivo. K TakuM Mepam MOTYyT
OTHOCHUTHCS IPOBEICHUE UACHTU(PHUKAIIMYA UCCIIEYEMOTr0 BEIIECTBA (JEKApCTBEHHOTO CPEJICTBA)
Y TUTa3MEHHBIX METab0IMTOB B KOHTPOJIbHBIX 00pa3iax, 0OHapyKeHHE aHTUTEN K UCCIEAYEMOMY
BEIIECTBY (JIEGKAPCTBEHHOMY CPE/ICTBY) B OTHOLICHHHM OMOTEXHOJOTHMUYECKOTO JIEKApCTBEHHOTO
CpeIcTBa, a Takke Apyrue mepsl. llocie ycTaHOBIEHHS MCTOYHMKA KOHTAMHMHALIMU CIIEAYeT
IIPUHATH COOTBETCTBYIOLINE KOPPEKTUPYIOIINE MEPHI.

15. Ecim  mpowm3omnuia  CyImIECTBEHHas:  KOHTAMHHAIUMs  KOHTPOJBHBIX  00pasIoB
HCCJIETyeMbIM BEIEeCTBOM (JIEKQPCTBEHHBIM CPEJICTBOM) B XOJI€ JOKIUHUYECKHX HCCIEIOBAHUN
M0 U3YYEHHUIO ero 0e30MacHOCTH, CIeIyeT BKIIOYUTh CBEACHHS O YaCTOTE, XapaKTepe U CTEIeHU
KOHTaMUHAIIMHA KOHTPOJIBHBIX 00pa3IlOB B 3aKIIOYUTEIHHBIC OTUETHI 00 UCCIIEAOBAHUH U CIENIATh
BBIBOJI O BJIMSIHMM KOHTaMUHAIlMM Ha BAJIWJHOCTh HccienoBaHus. HesaBucumo OT cTemneHH
KOHTAMUHAIINA KOHTPOJILHBIX 0Opa3lloB JaHHBIC, MOJIYYCHHBIE MPU HUX aHAIHW3E HEOOXOIMMO
BKJIIOUATh B TOKCUKOKMHETUYECKYIO YaCTh 3aKIIOYUTENbHBIX OTYETOB 00 UCCIIEOBAHNH, a TAKKE
B pE3IOME JOKIMHUYECKHX MCCIENOBAaHUN U pasaen 2.4 Moayis 2 perucTpaliOHHOIO J0Che
JIEKapCTBEHHOI'O INpemnapara, BMECTE C OLEHKON WX PEIeBAaHTHOCTU U BIMSHUS Ha BaJIUIHOCTD
HCCIIE0BAHUS HA MHTEPIPETALINIO PE3YyJIbTATOB U HA OLICHKY PUCKOB IPUMEHEHHUSI UCCIIEAYEMOT0
BEIECTBA (JICKAPCTBEHHOT'O CPEACTBA) JIJIsl YEIIOBEKA.

[punoxenue Ne 2

K PykoBoJICTBY 11O IPOBENECHUIO
JOKJIMHUYECKHUX MCCIIETOBAaHUM
TOKCUYHOCTH IPU TIOBTOPHOM
(MHOTOKpaTHOM) BBEICHUH
NEHCTBYIOLINX BEIIECTB
JICKApCTBEHHBIX IIPENapaToB
U1 METULIMHCKOTO IPUMEHEHUS

CTAHJAPTHBIY MUHUMAJIbHBIN TEPEYEHB
OPraHoB U TKaHeM, NOIe;KAIMX TUCTONATOI0THYECKOMY HCCIeJOBAHUIO B HCCIeOBAHUHU
TOKCHUYHOCTH NMPHU MOBTOPHOM (MHOTOKPATHOM) BBe/ICHHH MCCJIEyeMOro BelecTBa
(J1IeKapCTBEHHOTI'0 CPe/ICTBA)

1. HacTodmui TOKyMEHT COIEPKUT CTAaHAAPTHBIM MUHHMAJbHBIM NEPEUEHb OPraHoB U
TKaHEH, MOMJIEKAIUX THCTONATOJIOIMYECKOMY HCCIENOBAHUIO, KOTOPBIM MOXHO HCIIOIb30BaTh
IpU TPOBEJCHUM BCEX BUAOB HCCIICAOBAHUI TOKCUYHOCTH NPH MOBTOPHOM (MHOTOKPATHOM)
BBEJICHUHM  HCCIEAYyeMOIro  BellecTBa  (JIEKAPCTBEHHOIO  CPEACTBA) U HUCCIEIOBaHMIO
KaHILIEpOTEHHOCTU MCCIIEAYEMOro BellecTBa (JIEKApCTBEHHOIO CPEJICTBA), HE3aBUCHMO OT IIyTH
BBEJICHUS, BUJIa WX JIMHUU JJAOOPAaTOPHBIX JKUBOTHBIX, OTHOCSAIIMXCS K KJIaCCy MICKOMUTAIOIINX,
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MPOJOJKUTENIFHOCTA HCCIEAOBAaHUs WM Kjacca HUCCIIEIYyEeMOTo BellecTBa (JIEKapCTBEHHOIO
cpezacTBa) (ajee — CTaHAAPTHBIN MepeYeHb) U KOTOPBIN BKIIOYAET B CeO:

aopry;

BUJIOYKOBYIO keJe3y (TUMYycC);

BJIATAJIMILIE;

rap/epoBy JKelesy;

runodus;

ras;

TOJIOBHOM MO3T;

JBEHA/IIATUTIEPCTHYIO KUIIKY;

KEIyI0K;

JKEJTYHBIN I1y3bIPb;

KOXY;

KOCTb ¢ KOCTHBIM MO3TOM (JIs1 HETPBI3yHOB — JIM00 pedpo, TUO0 rpyAuHY; U IPHI3YHOB —
OeIPEHHYI0 KOCTh C CYCTaBHBIM XPSIIIOM);

JIETKUE;

nuMdatuaeckuit y3emn (y3Jbl);

MaTKYy;

MOJIOYHBIE JKeJIe3bI (TOJIBKO Yy CaMOK);

MOYEBOM I1y3BIPb;

HAAMOYEUHUKH;

MapaIuTOBUIHYIO Kele3y;

nepudepruIecKrue HEPBHI;

NICUCHb;

MUIIEBO/I;

MOJIB3JIOLITHYIO KUIIKY;

MOJIKETYJOYHYIO JKeNe3y;

MTOYKH,

MPUIATKA CEMEHHHUKOB (3MTHIUIUMHUCHI );

pocTary;

CEMEHHOM My3bIPEK;

CepALe;

CEJIE3CHKY;

CEeMEHHUKU;

CKEJIETHBIE MBIIIIIbI;

CIICTIYIO KHUIIIKY;

CITIIOHHBIE JKEJIe3bl,;

CITMHHOM MO3T;

TOJICTYIO KUIIKY;

TOIIYIO KHIIIKY;

Tpaxero;

IIUTOBHUIHYIO XKele3y;

SIMYKH;

SIMYHUKH;

MOJJIeKAIUE TKAaHU B MECTE BBEJICHUS;

Mpo4yre OpraHbl W TKAaHW, UMEIONIME MaKpPOCKOIMMYECKUE TPU3HAKU TOPAKEHUS
(maromorun).

2. CTaHmapTHBIN MepeueHb MOXKET OBITh PACHIMpEH MPH TIAHHUPOBAHUH UCCIICOBAHHS C
Y4eTOM ITyTH BBEJIEHUS UCCIIEAYEMOT0 BelIecTBa (JIEKapCTBEHHOTO CPE/ICTBA) U MOYKET BKIIIOYATh
B ce0s1 OpraHbl U TKaHH, 3HAYMMBIE IS TAKOTO MyTH BBeAcHH. Hampumep, mpu mpoBeAeHUH
UCCIIEIOBaHUM BelIecTB (JIEKapCTBEHHBIX CPENICTB), BBOJAMMBIX HHTAISIMOHHBIM CIIOCOOOM, B
CTaHJApTHBIA TepeueHb CIIEAYeT BKJIIOYUTh TKAHHM HOCOBOM IOJIOCTH W HOCOBBIX PAKOBHH,
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ropTaHb ¥ TpaxeoOpOHXHAJbHBIC JTUM(AaTHUECKHE y3JIbl. AHAJOTUYHO MPU HEOOXOIUMOCTH (B
3aBUCHUMOCTH OT UCIOJIBb3YCMbIX B UCCIICIOBAHHUU BU/Ja UJIW JIMHUN HaGOpaTOpHBIX )KI/IBOTHBIX), B
CTaHJApTHBIN MEepeUeHbh MOKHO JO0ABUTh OPTaHbl M TKaHU, CHEIM(DUYIHBIE I ONPEIEIIEHHOTO
BUJAa WIM JIMHUM JIADOPATOPHBIX XUBOTHBIX. CTaHIApTHBIM MepeueHb TaKXKe MOXKET ObITh
pacuIvpeH 3a cYeT BKIIIOYCHHS B HETO JIOTOJIHUTEIBHBIX TKAHEH, SBISIOMIMXCS MUIICHSIMH IS
UCCIIEyeMOTr0  BelIecTBa  (JIEKapCTBEHHOT'O CPEICTBAa) TOTO K€ XHMHYECKOTO WM
(hapMaKkoJIIOTHIECKOTO KJ1acca.



