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MNpeancnoewe

Lent,  OCHOBHbIE — MNpUHUMNBEl W NOpAQoOK  npoBededws  pabor  no

MEXMOCYAapCTEEHHOW CTaHOapTH3IaUMu YCTaHOBNEHSI rocT 1.0—82
aMexrocyoapocTeeHHaA CUCTEMA CTAHOAPTHIAUKK,. OCHOBHEIE nonoxeHuas v [OCT 1.2—
2009 «MemrocynapcTeEHHas CHUCTEMA CTAHOAARTAIALMA. CTanpapTsl

MeEMMOCYAapCTEEHHBIE, npaeyna M pekoMeHaa 4 no MEH{FDC}’ﬂEDCTBEHHDﬂ
CTaHdapThaaunl. MNpaeuna pEEF}EEDTHH. MNEUHATHRA, NDPUMEHEHWA, 0DHOBMNEHWA W OTMEHLI®

CeeneHun o cTaHgapTe

1 NOAroTOBNEH depepantHbiM rocy0apcTEEHHBIM YHUTAPHBIM NDEaNPUATHEM
«BcepoccHUCKUA HaYy4YHO-MCCNedoBaTeNbCKUA MHCTUTYT CTaHOapTU3aUvi U cepTUduKaLmn
B MaWwWHocTpoeHuky: (BHUWMHMALLY)

2 BHECEH ®epepantHeiM AreHTCTEOM MO TEXHAYECKOMY pEeryNUpoBaHWKD W
meTponoruk (PoccTaHpapT)

3 NPHUHAT MexrocygapcTeeHHEIM COBETOM NO CTAHJARTHIAUMK, METROMOTAK K
cepTUduEauMy (NnpoTokon Ne 40-2011 ot 29 HorGpa 2011 1)

33 NPUHATHE CTAHOAPTA NEOTONOCOBANIA:

KpaTine HanMBEHDBAHKWE CTPEHE Mo Koo cTpassl no COKPALEHHDE HEWMEHDBaHWE
MK (MCO 31686) 004—87 MK (MCO 3166) HALUMOHSNEHOMD OpraHa
004—97 no CTaHOapTHIALMK
Benapyce BY MNoccrannapt Pecnybnukn Benapycs
Kazaxcran KZ MNoccrangapt Pecnybnuew Kazaxcran
Kbipreacran kG Kuiprelizctanoapt
Focouickan fepepauus R FPocctanpapT
TamsurkncTaH TJ TapwuxkcTaHoapT
YaBeknoTaH Z YacTaHoapT

4 [NpukazoM PegepansHOro areHTCTEE N0 TEXHWYECKOMY PEryNUpOBaHUI W
MeTponoriKM o 13 aekabps 2011 r. Ne 13071-CT MmexrocygapcTeeHHed ctasgapt TOCT
IS0 10993-16-2011 BBeoeH B [OEWCTBME B KadvecTBe HauWoHaneHoro cradgapTa
PoccuAckod Qegepaunu ¢ 1 aHeaps 2013 r.

5 HacToawumid cTaHgapT WOEHTMYeH MewgyHapogHomMy cTasgapTty IS0 10993-
16:1997 Biological evaluation of medical devices — Part 16: Toxicokinetic study design for
degradation products and leachables (Ouexka Duonorvueckoro OQeWcTEMA MeqMLUMHCKUX
w3genwn. Yacte 16. Mogenwpoesanwe W uvccnefoBaqHWe TOKCUEOKWHETWUEWM NPOAYHTOB
gerpanauiy ¥ BEIMLIBEHWA).

CTeneHs COOTBETCTEMA — MASHTUYHAA (IDT).

CTakgapTt NogroToBNeH Ha OCHOBE NpuMedesda TOCT P MCO 10893-16-2009

CeeeHWA O COOTBETCTEWM MEXIOCYQApPCTBEHHLIX CTAHOAPTOE  CCbIMOYHBIM
MEXAYHAPOAHBIM CTAHOADTAM NpUEEdEHEl B OONONHWTENEHOM NpUNoXeHn JA

& BEENEH BrNEPELIE
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Huthopsmauws o eeedenuy & delcomaue (Mpekpawesul delomeus) wacmofswaso cmardapma
MPAAUKYamcA & Wrazamens «Hauyuosanblibe cmaqdapme s,

Wughopmalus  of  uaveHesuaR ¥ HAECcMOAWEeMy cmakddapmy  aybnukyemcd @ ykazamens
wHAUUOMANLHEE CMak0apmkis . & MSKCIT WIMEHEHLLT — @ URGODMaUUSHREDN YRa2amaenay « HauuoManbtbie
cmakdapmes. B cnysae negacMompa Wik mMesdk! Hacmosigess cmandapma  coomasmomayiowian
uwwghbopsadlus bydem anpbnukoeana @ uRihopMaLLOHHON Yralamane «HauuoHansHee cmandanms e

E CrangaptuHgopm, 2013

B Poccuickol Peigpaudd HACTOAWME CTaHMGapT He MoMeT ObiTk NONHOCTEN WNM Y4acTHdHo
BOCNPOMIBEOEH, THDAKMPOBAH W PAChPOCTPAMEH B KaYecTBe OdWUHaneHors KWagadda Bea paspelueHda
TeaepansHOrS areHTCTES NO TEXHHYSCKOMY DEMYIIMDCRAHKKD H METRONCTHM

FOCT rocTIso 10993-16-2011 CrpaHuua: 3/22
G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-10993-16-2011
http://GostExpert.ru
http://GostExpert.ru

rocT ISO 10993-16—2011

BErepeHue

CobnwoaeHwe nonoxednid ctadnaptoe cepuu SO 10993 «Ouexka Buonoruueckoro
O8WCTEMA MEQWUMHCKWX W3gendds no3pondt  obecnekswTs CUCTEMHBIA nogaxod K
WocnegoeaHuio DUONOrMYeckors JercTEMA MeQMUMHCKMY Madenuii.

Uenko aTux cTaHOapToe He AenaeTcA DeaycnoeHoe 2axkpennedHue efauHo0obpasHbIx
METOOO0B WCCNefoBaHWA W MCNBITAHWA 38 rpynnamMy oQHOPOOHBIX MEOWUWHCKMY W3Odenyi B
COOTBETCTBMM C MPUHATOA Knaccudukauwen wx No Buay W ONATENbBHOCTH KOHTakTa C
opraHusmom  denoeeka. [loaToMmy nNaHWpoOBaHWe W NPOBEOEHWE WCCNejoBaHui W
WCNBITAHWA  O0M#HEl OCYLWeCTENATE CNeuManucTel, WMellWe CoOTBEeTCTEYHILWLYID
noaroToBKy W ONBIT 8 0BNacTW  CAaHWTAPHO-XMMWMMECKOW, TOKCHKONOIMMYECKOW M
DAONOTMMECKOR OLEHOK MEOWLWHCKMX Magenuid.

CrangapTel cepwu ISO 10993 ABNAKTCA PYKOBOOALUMMKM OOKYMEHTaMKU  ANA
NPOrHOIMPOBAHKMA W UCCNENO0BAHWA OUONOrMYECKOro 0EWCTBMA MEdWMUMHCKNY M20eNWA Ha
cTaguu Bolbopa matepWance, NPefHazHauqeHHbIX 0N WX W3roTOBNEHWA, a Takke ONA
WCCNedoBaHWE MOTOBLIX M3OenMi.

B cepwio 1SO 10993 exogaT cneaywwme 4acTtu nog obwum Haseadwem «OueHka
BUONOrHYeckors J2RcTBMA MeUUWHCKHMY M3genids:

YacTte 1 — OueHKa W MCCNEeOoBaHKWA;

YacTts 2 — TpeboeaHuA € 0DpaLLeHMED C HMBOTHBIMM,

Yacte 3 — WMccocnepoBanwa reHOTOKCHMMHOCTW, KAHUEPOreHHOCTHM W TOKCHMECHKOrD
OeWCTBUA Ha PEnNPOdyYKTABHYID YHELUMWKD,

Yacte 4 — Mccneposadye W3genui, B3auModelcTBY KWWY © KpOBLID,

YacTe & — VMccnengoBpadHye HA UMTOTOKCHMHOCTR: MeTodk! i witho;

Yacte 6 — MccnegoBaHve MECTHOMD OeWcTEWA NOCe MMINAHTALWM,

Yacts 7 — OcTaTouHoe codepsaHue 3TUNEHOKCKOA NOCNE CTERMNM3aUMy;

Yacte 9 — OcHOBHBIE NPUHUWNBI MOEHTU(RUKAUKWKM W KONWYECTBEHHOMD onpefeneHus
NoTeHUWanNesHbIX NpOOYKTOR Oerpafaunm;

YacTe 10 — Mccnenoeadve pazgpamanwero i CeHoUBUNManpYIoWero JelcTens,

Yacte 11 — Mcocnepoeanue oBWLETOKCHYECKOMD AeRCTBWA]

YacTe 12 — MNpuroToeneHue npod 1 cTaHoapTHele obpaiub;

Yacte 13 — Wpoentudukauywa KW HKONWYECTBEHHOS onpefenedHue NpoaykTos
ferpagauuy NonuMepHBX MedUUMHCKUE W3O,

Yacte 14 - VpoedTuukauma KW KONMYECTEEHHOS onpefenseHue NpoaykTos

Oerpafalml Hagendii U3 KepaMukK,

v
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Yacte 15 — MVpoedtudukauma KW KONWMECTBEHHOS onpedeneHue NpoaykTos
ferpafnady U3nendid M3 MeTannos M cnnason;

Yacte 16 - Mogenwpoeanwe W MCCNedoBaHWe TOHCMKOKWHETMKM NPOgYyKTOB
ferpagauyy U BeIMBIBAHWA,

Yacte 17 — YcTadoeneHWe Noporoegslx 3HaYeHHA ONA BeIMBIB3EMEIX BELLECTE,

Yacte 18 — McocnepoBaHue XMMUYECKMXY CEBOWCTE MATEpHANOB;

Yacte 19 - Wcocnepgoeadue  U3MKO-XMMUYECKWX,  MOopgonordyeckdx
TonorpadyyeckMx CBONCTE MaTepKHanos;

Yacte 20 — TlpvHUMnel v MeTofbl UCCNedoBaHWA WMMYHOTOKCHMYECKOro AeWCTBMA
MEOMUMHCHMY M30eMMA.

HacToAawmi cTaHoapT coOepHuT PYKOBOACTEO W TpeDOoBaHWA K MOQENMPOBAHMID W
NpoBeAeHWH TOKCHKOKMHETHYECKUXY MCCNe oBaHWK.

TOKCHKOKWHETHKE onuceiBaeT  abcopbuwk, pacnpegenedwe, metabonuzm  w
BblOeNeHWe YyHMepodHblX COEOWHEHWA B MKWBOM OpPraHW3Me Ha NpOoTHHEeHWH BpeMeHM.
YueT crabunbHOCTH maTepwanal(os) in wivo W BblgeneHWe NPoAYKTOE Oerpafauud M
BbIMBIBAHWA HeoGXO0OWMsl ONA  OUeHKW De30nacHOCTM  MedWUMHCKOrD  W30enWs.
TOKCHMKOKMHETUYECKME MCCNEefoBaHMA MOryT DbITe NONesHs gna ougHkw De30nacHocTW
MaTepuanos, UCNoNbL3yeMbIX B pa3paboTie MeQUUWHCKOrD Wadenusa, Wnu ana npoAcHeHWA
mexanwama Habnwogaemeblx HebnaronpuATHRIX peawywid. HeobxooumocTe W macwrtab
TaKWX WCCNedoBaHWA O0M#Hbl ObiTb TWATENLHO PACCMOTPEHLI, OCHOBBLIBAACL Ha
XapadTepe ¥ QNUTenNbHOCTH KOHTAKTa W3OeNWA C TKaHAMW OpraHvama.

MoTeHUuWaneHad OnacHOCTE MeOMUMHCKOro Wanenua sMosmeT ObliTe CBA3aHAa C
B3AWMOOEMCTEMEM &0 KOMMOHEHTOB WNKW WX MeTabonuToB ¢ DUONOrMYEecKon CHCTEMOW.
MegWuWHCKMe KM3OenWA MOMYT BbldenATe BbiMbiBaeMble BelecTea (HanpuMep,
OCTATOMHBIE KATANWIATOPLl, areHTel 00paboTku, OCTATOMHLIE MOHOMEDLE, HANONHWTENMW,
SHTUOKCWAAHTLI, NNACTUMUEaTOPE!) WKNK NPOOYKTH derpafauvi, KOToOpPble MATPUPYHT 13
MaTepuana ¥ NoTEeHUMANLHO MOMYT CTaTe NPUYMHOW HebnaronpuATHOIO BO3ASWCTEBMA Ha
OpraHuam.

OnybnukoeadHo DONbLWOe YWCNO CTATen MO MCNOMNb30BAHWKD TOKCHKOKMHETHHECKUX
MeTOOO0B ONA M3y4eHWH NoBedeHWA XMMUYSCKWX BellecTe B opradHuMame. MeTodonorva v
noaxodsl, MCNONEL30BAHHLIE B TAKWX MCCNedoBaHWAX, COCTABNAIDT OCHOBY peKoMeH4au Wi
HacToswere cradgapra. PewomedHfauwy nNo WMCNONb3CBaHWIO HACTOALWLEro cradjapra
npuBefeHsl B NPUNOXKEHWA A,

MNpunoxeHHe A ABNAESTCA HEOTEEMNEMOW YaCcThH) HACTOAWErD CTAHAAPTA.

W
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MEXIOCYOAPCTBEHHBW CTAHQOAPT

W30ENWA MEOWULUWHCKUE
OUEHKA BMONOMMYECKOIro QEWCTBUA MEQUUMHCKMX W3OENUA

YacTe 16
MoaenvpoBaHWe W MCCnefoBaHWe TOKCUMKOKWHETUKM NPOAYKTOR Aerpagauuu 1

BbiMblBaHWMA

Medical devices. Biological evaluation of medical devices.

FPart 16. Toxicokinetic study design for degradation products and leachables

Oata eeegenna — 2013-01-01

1 OBnacTsL NpUMEHEeHKUA

Hactoawmi ctaHgapT YCTaH3BNMBaeT NPpMHUMWIML, B COOTBETCTBHUK C KOTOPLIMIA
NNaHAPYHT W OCYLWECTENAKT MCCNedoBaHMA TOKCHEOKMHETHEM, Dﬁ}-‘ﬂﬂDBﬂEHHﬂﬁ'
NprUMeHeHHeM MedHMUHMHCEX Magenuyi.

B npunoxeHud A ManoHeHsl peROMeHdaUMH NC BENHYEeHW TOKCHKOEWHETHYECKHX

MCccnedoBaHuid B OUEHKY Buonorvueckoro OeACcTEWA M3genvid Med MUWHCKOrD HAa3HavYeHUsA,
2 HopMaTHUBHbLIE CChINKK

B HacToAWwem cTaHgapTe WCNoNs30BaHbl HOPMATHMBHLIE CCbINKM HAa Chnegywwue
CTaHOapThL:

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation
and testing {(OueHka Gronorvyeckoro 4ercTeMA MeduuMHCKMX u3genuwid. Yacts 1. Ouenka
W MCCNEenoBaHHa)

150 10983-12:2007 Biological evaluation of medical devices — Part 12: Sample
preparation and reference matenals (OueHka BHONOMWNECKOrD OeACTBMA MedWUMHCKWX

wagenui Macte 12, NpuroToenesue npob M cTaHaapTHele obpa3syel)

MapaHue oduMunansHoe
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3 TepMuHBbI U onpegeneHunA

B dHacToAwem crasdapTe NpMMeHedbl TepMudsl no IS0 10993-1, a Taksxe
cnedywwe TepMrHEl C COOTBETCTRYIOWMMK onpedeneHiAMK:

3.1 npoaykT aerpanauywn: MpogykT, 0Bpa3oBaBWMACA B peayneTaTe derpanauunM
WNK XMMKUYeCKoro pacnaja matepwana.

3.2 npoAyKT BbIMbIBAHWA: 3KCTparupyemoe BelWecTeBo, Takoe kak gobaeka,
MOHOMED WNKW CNWMIoMep, BXoOAWee B COCTAB NONAMEDHOIO Marepuana.

3.3 vccnegyemoe Bewecteo: [pogykT  gerpagagwd WNK - BoIMBIBAHKA,
ABNAKLWKWACA NpeaMeToM TOKCUKOKMHETWYECKWX MCCNeJoBaHWA.

3.4 abcopbuma: [lpouecc, B pe3ynsTaTe KOTOPOro BEWECTEO NocTynaeT B
KPOBEHOCHYHD W (MNKW) NAMEPATUNECKY D CHETEMY.

3.5 pacnpeneneHue: [lpouecc, B pe3aynsTate koToporo abcopbupyemos
BELLeCTBO W (MNK) ero MeTabonuTel UMPKYNKPYOT U DACNPedensanTCa BHYTPW OPraHiama.

3.6 metabonuam: MNpouecc, nocpedcTeom koToporo abcopBupoBaHHOE BELECTEO
CTPYKTYPHO M3MEHASTCA B OpraHuaMe B pedynkTarte XMMUYecKuy WWnu epMeHTaTHBHBLIX
pEaKLWA.

M pUMMEYMaEaHMeE — npD,Cl,‘fH.'I'bl NeEpEOHAYANBHOND EIEELHMD,E[EIHETBHH MOrYT BNoCHedcrsun
MIMEHATRCH Ny TEM NGk IZIJEFIMEHTE.THBHI:I}( WMn HEEbEpMEHTaTI.ﬂBHbe |:I-'E.'EII{LI.P1IT"I mepen Wk
IKCHPELWMER,

3.7 akckpeumn: [lpouecc, nocpegcTeom kKoToporo abcopbupyemoe BeLWECTBO
Wunu ero MeTabonuTel YO4anAwTCA U2 OpradMama.

3.8 BMonorvveckan AOCTYNHOCTL: 3HaqeHue obwen aboopbumk MCKXOOHOTO
BeLUeCTEA.

3.9 knupeHc: CnocobHOCTE OPraHKamMa K SNUMUHALWMKM MCCNedyemMoro BellecTea B
peszyneTaTte metabonuama uinnu sKcKkpeyvu.

3.10 nepuon nonyebiBeOeHWA, [ .. Bpemsa, Heobxogumos OnNAs yMeHbLUIEHWA
KOHUEHTpauKMn wccnefyemore eBewectsa Ha 50 % ero HauaneHOro KONWYECTBa B
HWOKOCTAX ¥ TKAHAX OpPraHKuama.

3.11 cpepHee epemA npebbiBaHWA: [lapameTp, CBAIAHHBIA C Nepuonom
nonyesIBe0eHna, KOMWYECTBEHHO OUBHWBAWIWWA NpOJOIMKUTENBHOCTE NPMCYTCTBUA
MOMNeKynbl BeLecTEa B OpraHuame.

3.12 woHuenTpauyua, C. .. MaxcMMansHas KOHLUEHTPAUWA BELWEecTBa B NNaiMe,

EblpaeHHaA OTHOWaHHaeM MacChl K eaWHHLS obbema.

P
FOCT '0CTISO 10993-16-2011 Crpanuua: 7/22

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-10993-16-2011
http://GostExpert.ru
http://GostExpert.ru

rocT ISO 10993-16—2011

il pPHMEYMEHWE — I':DFJ:IE CCHINaKITCA HE MaKCHManbHYH EOHUEHTRPAUWE BEWECTEA B
WMOKOCTH WOW TKEHW, &F NpUMCcBAEMBAKT oboaHadeHwe (Hanpusmep, C.., NEYEHWA) W BeIpawamwoT
OTHOWEHKEM e0MHMLY MaCChl K edWHUEM OB BEMa MK S0WMHKAY MACCel K edMHMUaM MaCCkl.

3.13 gpeMA 1, ,.. Bpema, npy KOTOPOM OOCTHIAETCA MAKCUMATBHAA KOHUEHTpauKA.

3.14 nnowanes AUC,  MNnowads y4acTka nod KpyBod M3MEHEHWA KOHUSHTDAUKK
BELWECTBE B NNa3Me oT HyNA (MOMEHTa BBEJEHMWA) 00 BpeMeHd !, npolweawero nocne
OOHOKPATHOrD BEEOEHWA BELLECTRA,

Mpumedanwe — [— 370 Bpemna, KOTOpDEe ODBIMHO 3KCTPANONWPYIOT  HE

DECKOHEYHOCTh.

3.15 nnowane AUMC, . Mnowadk y4acTka nog KPUBOH NPOWU3BEOEHWA BDEMEHW
Ha8 KOHUeHTpauuilo BelwecTea B nnasme oT Hyns (MoMeHTa BBeJeHWH) 00 BpeMeHn L
npoleguero nocne o4HOKPaTHOrD BEEJSHWA BelWecTea.

MpuMmedanwe — | — 310 Bpems, KOTOpoe oObOBIMHO  3KCTRANONUPYIIT  HE
BECHOHEYHOCTE.

3.16 obbem pacnpegenedua V,: [lokazatens ONs OTOENBHOW MOZenu,
ONUCHLIBAKOWMIA npeanonaraemsidi o0beM, B KOTOPOM COOEQMWTCH BCE HOMWYECTEO
WCocnefyeMore BewecTea NpyM yonoBMKM ero ogHopogHoro pacnpeensHun B OpraHiame.

3.17 akcTpakT: MWOKOCTL, KOTOpaA nonyyYaeTcA B pe3ynkTaTe npouecca
3KCTPaKUMK MCCnegyemoro Martepuana.

3.18 buogerpagauma: MameHeHrne MeguUWMHCKOrD M20enda unk Buomartepuana,
JaKMoMaULIeecs B NOTepe UenocTHOCTH wune cnocoBHocTy MyHKUWMOHWPOBATE MpW
BO3OEWCTEMK (DM3WONOMMYECKON MNK MOOenNsHoW cpedbl.

3.19 buopesopbuwa: [lpouecc, B peayneTate koToporo  BuomaTepuan
pazpywaeTcA B U3IMONOrMYeckoW cpege, a npogykTiel), nonydawlwueca npW atom,

BLIBOARTCA W/unu abcopbupyoTes.

4 anHLI,I"II'II:-I nNaHWpOEaHWA TOKCHMKOKHHETH4Y2CKHMX

unccneqoBaHWM

4.1 TOKCUKOKWHETUHECKWME  WCCMNEAO0BAHWA  NNAHWMPYIT C©  yY4eToM  Kam4oro
KOHKpPETHOr M3genwa unu matepuana.

4.2 MporpammMy  WCCcnefoBaHMA  COCTABNAKT W odopMmnawT A0 Hadvana
skCcnepumedHToR. MNpW 3TOM B NPOrpaMmMy BEKMIOMEKT Uenk W METOAMKW WCCNedoBaHui.
MNogpobHes 3TO M3NoweHo B pasgene 5.

430MNpr Boifope METOQOB TOKCHKOEMHETMYECKMX WCCNENOBaHWMA  YYUTLIBAKT

PE3IYNLTAaTel M3Y4YeHMA NpoUuecia BblMLIBAHKWA. I{FIIDI'U'IE' TOrD, YYMTEIBaHT HHE'DDI]ME[LLI.-‘IID )
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XMMUYECKUXY W (DWIKMKD-XUMHMYeCKWY CBOWCTBAX, CTPYKTYPE NOBEPXHOCTW Matepuana W
OUOXMMHUYECKWY CBOMCTBAX BCEX NPOAYKTOB BhIMLIBEHWA.

M PIMEYMEHAE — KonvyecTeo ¢ CEOPOCTE BRQENEHWMA NPOAYETOB, NOMyH3WKMecH 8
pEaYNeETATE NPOUBCCH BEIMBIEGHWA, IEABWCAT OT KOHUSHTPAUWKW WX HA NOBBRAHOCTHA Marepwnand,
CEOpPOCTH MArpaddy dx Ha NOBEpEHOCTE B CAMOM MaTepWane, WX pacTtaipEamMOCcTH W CKOPOCTK
OBWMEHWA NPOOYETOR B (hM3NONOTMMECKDR Cpene.

4.4 TOKCWKOKWHETUYECKME WCCNedoBaHWA peKkoMeHOyeTCcA NpoBOAWTE C TEM
NpodyKToM Npouecca BbiMLIBAHWA W Npouecca gerpagaluwi, O KOTOPOM W3BECTHO, YTO OH
ofinagaeT NoTeHUWaNbHEIM TOKCHYECKMM decTenem. NpoBedeHne TOKCHKOKMHETHYECKMX
WCCNefoBaHni Ha CMEeCAX HECKONbKMY XMMUYECKWX UHIPEOWEHTOB BO3MOMHO TONLKO Npu
onpegeneHHulx Yycnoewax. B oToenbHbiX cny4vanx OonycKaeTCcA WIyYeHWe 3KCTPaKToBR B
cooTeeTCTEMM C IS0 10993-12, a Tawke rpaHyn WNWM NOPOLWKOB W3 Martepuana
MEOWUWHCKOTO W3genua, Ho 3To gomkHo ObiTe 0DOCHOBAHO MNPW  NNAHWMPOBAHWM
MCccnenoBaHui.

4.5 Bwobpandble aHanuTMYeckme  meTogsl  JommHe  obHapysuBaTe W
XapaKTepu3cBaTh BCE NPOAYKTHl AerpafauvW, BhIMBIBAHWMA, A Tawxe wx merabonuTsl B
DUONorKMyeckMx  #uaOKocTax W TeasAx. Olw gonksel BuiTe nogpobHo onuvcadsl B
MCCnNedoBaTenbCoKMX OTYETaX B COOTEBETCTEMM C 5.1.11.

KonuuyecTeeHHblE AHANWTHUYECKKMEe METOOL! OOM¥HbI HOCWMTE  chneundMuecKuia
xapakTep, ObiTk YYBCTBMTENBHLIMK, BOCNPOM3BOOMMEIMN M NHUHERHBIMK N0 BCEMY
npegnonarasMmoMy OWanasoHy KOoHUeHTpauud wccnegyemoro martepwana. B orverte
nonxHo BulTs NpegecTaeneHo obocHoBaHWe BHIDpaHHOND METOAA MCCNEeN0BaHMA.

4.6 B nnaHe woccnefoBaHKa OoN#Ha DLITe YKaiaHa r3nonoriveckan KUOKocTs,
TEaHE UMW 3KCKDET, B KOTOPkIX ByOyT onpedensaTeCA YPOBHK MCCNedyemMoro BellecTea.

1l PAMEYMEGHME — I{DDBI: HaECTD MCNONB3IYHT OANA WAYHEHWH EMHETHUHECKOTD napaMeTpa
W a0copbuwr. Mpy 3ToM HEODXOOMMO YEE3ATh, HE YEM NPOBOOAT AHANWAE — HE UBMNbHONA KPOEH,
CeBOPOTEE WKW NNaiMe, | oBOCHOBATE 3TOT Eblﬁl.'.ll:l- CeA3bIBAHNE C L DY NPy RO MR Densanm
ERpOBW I 3PATPOUMTAMK MOMHD ONpegendte MeToddamMKM in witro,

4.7 MccnepoBaTensCkMid OTHeT OOMKEH colepaTs uWHopmauue O xapaktepe
CBAZLIBAHWA ONpefensemMoro BewecTea B npobe (Hanpumep, CTENeHs W XapakTep
CPOACTEA) W NOKA3bLIBATL, YTO 3TO He MNPMBOGWT K HEOQOOUEBHKE aHanuaupyeMomn
KOHUEHTpaUKWK.

4.8 [Ona onpegeneHus KMHETHYECKMX NapameTpos JOMKHO BeiTe NpeacTaBneHo

OOCTATOMHOE KONWMECTBO NAHHBIX C OONYCTUMBIM paszbpocom. TeopeTHYeckt oHW OONHKHL
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COCTaBNATE HECKOMNBKD NepHOOOBE NoNyBbIB2AeHWA B2lWeCTBd, Ha NpakTHEe OpraHH4eHnA

HarknaiblgaeT Y4YBCTBHUTENEHOCTE dHANWTAYECKHME MeTOO08.
5 PykoBoQcTBO NOo MeTO4aMm MCCNeaoBaHuin

5.1 OBwKHe NnoONOKEHHR

5.1.1 WccnegoeaHWA BEINCNHAKT Ha MMBOTHEIX COOTBETCTEYOWErND Nona v eMaa.
3oopoesle  MONOOBE WM NONOBO3PENEIE  HMWBOTHLIE MNPOXOOAT  AKKNWMATU3AUWMK B
nabopaTopHbiX YCNOBWAX, NO KPaWHen mepe, B TeweHue 7 cyT. Ecnu npy vMccnegoBaHum
MeTabonuama vcnonb3yioT WHAWBUAYANEHLIE KNETKW, TO MWBOTHLIX NepeesoddAT Tyaa Ons
aKKNUMAaTH2aUMM  He MeHee uem 23 24 4. Oxpywawlwe YCnoBMs  JOMHMHE
COOTBETCTEBOBATL DEKOMEHOALMAM N0 COAEDMAHWKD W MCNONL30BAHWKD HUBOTHLIX (CM. IS0
10993-2). B TeuveHWe BCErMD 3JIKCNEDMMEHTA HMBOTHBIE NONYYaKT 0DbIMHBIA pauWoH W
NUTEEBYH BOAY, ECNK NpOrpammMa WCCMNefoBaHWid He NpegycMaTpueasT Kakux-nubo
W3IMEHEHUH B DeXUMe WX CoOepXaHUA.

OTGOp #MBOTHEIX B TPYNNbeI ONA  Ka¥OO0M0 nNepwoga  WCCNegoBaHMA  HOCUT
NpoM3BONbHLIA xapakTep. Mpynnbl JOMHMHB COOBPHATE HE MEHEE TPeX MenkuX HUBOTHbIX
W HEe MeHEe OBYX MMBOTHbIX Donee kpynHeix Braoe. B zapadee 2annadvpoBaHHoe BpemMs
HWBOTHBIX NOOBEPraKT 3BTAHAIMK.

5.1.2 BoaMo®HO WMCNONL3oBaHWe WCCcnNedyemors BelwecTtsa, He MeYeHHoro
PAnWOAKTHMBHBIMKW M30TONaMKU, NPW HANWYKMK COOTBETCTEYLWMWY YTEEpPHOSHHEIX MeTodoB
WCCNedoBaHns QaHHOrD BelecTea U ero MmetTabonuTos.

5.1.3 Npu HeobxogwmocTH KCCNegyemMose BeLWECTBO METAT pPagWoaKTUEHLIMMK
W3oTonamu, cTabKnbHBIMKM B OTHOWeEHWK MeTabonuama. MNpegnouTUTENbHBEIMK ABNAKITCH
paguoxMMuyeck uucTele (Bonee 97 %) "*C wnu “H. MNpu vcnonsaoeaHuW wacTona “H
YYUTLIBAKT BO3IMOXHOCTE 3aMmelleHud TpUTHA. MedyeHHoe pagwoWacTonamd BelecTBO
npu HeoBXoOMMOCTH PA3BOOAT BEWECTBOM, HE COAEPHKALMM PaaMoM3oToONoE.

5.1.4 MNMpw MCNONBE30OBAHWM BELUECTBA, Me4YeHHOro paguou3oToNamM, YYWTbIBAKT
ero cneun@UYecky o aKkTMBHOCTE M PaANOXMMUMECKYID YNCTOTY.

5.1.5 Viccnegyemoe BeWlecTBO BBOOAT [03aMW  OnpefenedHHsiM  nyTem. [yTe
BEEOEHWA ONpenensalT B 3aBUCHMMOCTM OT HAZHAYEHWA MelMUMHCKOoro uagenwa. MNpobel
MCCNegyeMoro BelecTea roToBAT C YMeToM NyTH EBeaeHMA 003bl. Heobxooumo aHate w
OTPa3uTe B OT4EeTe cTabuNbHOCTE NPoGLI NPW BRIDDAHHOM NYTH BBEOEHWS.

Mpumedanwe — [(porpamMa MCCNEQUBAHKWA MOMET BKNOYaTL B ceba pasHoe nyTu

BEENEHWA BEWECTEA OMNA CPEBHEHWA.
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5.1.6 Ana uayyeHra cHANaHCMPOBAHHOCTH 003 MMBOTHBIX NOMELWAT B KNETHM,
npefdaszHadveddsle Ana nccneqoeadua metabonuama.

5.1.7 Mouy » pekanyu COXpaHAalT NpY HU3KOW TemnepaType Wnd B eMEOCTAX,
cOOekally  KOHCEePBaHTHI, He  Mewawwue nNpoBedsHWio  adanvacse,  Aand
NpedoTBpaWeHUa PazBrTHA NOCTIKCKPEUWOHHLIX MWKPOBHMONOrMYecknx Npoueccos W
CAMONPOW3BONLHOMD M3aMeHeHWA. KpoBb, NpeHa3HaueHHy NS WCccnefoBaHuA B BMOe
UENsHOW KPOBWM WMNK NNa3Mmbl KPOBW, COXPAHAKT B NPHUCYTCTBMM COOTBETCTEYHILLWX
AHTHKOEINYNAHTOR.

5.1.8 [lo Havana akcnepymedTa, No BO3IMOKHOCTH, oTBupawT dodoesie npobsl. B
HEKOTOPBIX WCCNefoBaHWAx OHOBele npobbl (HANPUMEep, TKaHW) Y NOACNLITHLIX
HHMBOTHEIX 0TOBPAaTE HEBO3MOKHD, NO3TOMY WX 33BMPaK0T ¥ KOHTPONBHOW TpYNNG.

5.1.9 Bpema oTbopa npof QonwHO COOTBETCTEBOBATE TUNY wccnegoeadHua. OTGop
OCYLWECTEBNAKT B TEMEHWe Nepuofos BpEeMeHW ANWTENbHOCTED B HECKONLKO MUHYT,
4acoB, CYTOK, Hefenb WnW gaxe mecaues. [ns WCCNegoBadui, BENHOYAIOWME U3yveHue
NPOAYKTOR BhiAeneHWA, obbI4HO MCNONbayIoT 24-yacoBkle Nepuodbl, NoO KparvHew Mepe, B
TeveHwe 96 4. B uccnenoeaHwAx, Tpebyowunx BaaTia npob KpoBWw, KpoBe cobupawT no
cneynansHoW nporpaMme, B KOTOpOW NPOUeCC B3ATMA  KPOBW  NpOOON#K3&TCA
WHTEPBANAMK OT HECKONBKWX MUHYT 00 HECKONBEWX YaCcOB B TeMeHWe 72 4.

5.1.10 TpebosaHua naGopaTopHOW NPAKTHEW NO MeXOYHapOoOHLIM  CTaHOApTam
GLP pon#Hel BeiTh OCHOBOW ANA TOKCHMKOKMHETHMYECKWMY MCCNedoBaHMiA.

5.1.11 OT1yeT of wccneqoBaHUAX OOMHEH BKNOYATL CNEOYHILLYH MHDOPMaLMKD:

- NAHWID W MCTOYMHUE NOCTYNNEHWA KUBOTHLIX, YCNOBWA COASDHAHWA, WX PauUWoH,
BO3PACcT ¥ Non;

- MCCrnefyemoe BeWecTeo 1 Npody,. ux YMCTOTY, CTABWNBHOCTE, XMMUHYECKWIA COCTaR
¥ BBEOEHHOE KONWYeCTBO,

- YCNOBWA MCCNEN0BaHWKA, BKNHOYAA NYTL BBEOSHMA BELLECTBAE,

- METOAL MCCNEN0BaHUA, IKCTPAKLUWMK, ONPegeneHns U WX Banuaaumnio;

- MaTepHankeHeld Banadc Mecnedyemoro BellecTea;

- MHAWMBUOYANBHEIE DE3YNLTATEl HA KAXO0M 3Tane WCCNefoBaHuA & Brae Tabnuukl;

- 33fBNEHWE O COOTBETCTBMKM CTAHOAPTAM Ka4eCcTEa WNK TpeboBaHuAM
nabopaTopHoW NpakTUKK no ctadgaptam GLP;

- oficyOeHHE NoNyYeHHLIX Pe3ynLTaTos;

- UHTEPNPETALWID NONYYEeHHLIX PE3yNLTATOs.

5.2 PykoBoAcTEO No cneynrYeckMmMm MeToaam uccneoBadui
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5.2.1 OcHoBHGI2 NONOMEHHA

Wecnegoeadue nnanvpyoT Takkm obpasom, y4Tobel nonyunTs uHdopmaumie ana
OUEHEW TONBKD CTEMEHW DMCHKA MCNOMNLI0BAHWA MEQMUMHCKUX WANEenWA, Tak 4To obblvHO
HeT HeobX0aAMMOCTH B PACCMOTPEHWK BCEX ACMNeKTOB.

5.2.1.1 Mccnegoeakma abocopbuuy, pacnpegeneHus, meTalonuama M 3KCKDeUrM
NpoBOOAT NO OTOENBHOCTHM, W3y4as oOOWH M3 NepedrcneHHblX NPOoUeccoB, WK
O4HOBPEMEHHD, pACCMATPWBAA HECKONLKO acnNekToB B OOHOM WCCNefoBaHKuK.

5.2.1.2 Konu4ecTeo  MaydYaemblx KWMHETWYSCKMX napaseTtpos  eeibwpawT B
33BUCMMOCTKM OT Nporpammsl wccnegosadni. Cpenw HMx: ckopocTes abcopbuuw, crkopocTe
eoiBegeHua, AUC;, AUMC., Ci.. fhae NEPHOG NONYBLIBEOEHWA, CpPEOHEES BpPEMA
npebbieaHna, obbeM pacnpegeneHisa W KNUpeHC.

5.2.1.3 KnHeTudeckwe napameTtpel  moryT  OeITe  ONpejensHsl  ToNsKo AN
onpefeneHHblX MONekyn, W, cnejoBaTenbHo, WCNONB3YIOTCA CcneundudHble MeTodwl
WCNBITAHWA, YYBCTEWTENBHLIE K 3TUM Mmonekynam. MCTUHHbIE KMHETWYECKWEe napamMerpo
HaMO0ro BewecTea MoryT ObiTe OnNpegensHsl TONBKO NPW ero BHYTPHBEHHOM BEBEOEHMM.
MoaTomy Npu HECDXOOWMOCTM B NPOTPaMMY BKMHOYAKDT MCCMNEeNOBaHWA C OrPaHWYEeHHEIM
BHYTPWUBEHHLIM BBedeHWEM. 3TCO NO3BONAST oNpefenuTk KONWYECTBO NOCTYNWBLUENC B
OpraHuaM BewecTBa ONA KOPPeKUMW peaynsTaToe, Nonyyaembix nNpuw apyrux cnocobax
BESOEHWA.

5214 [Ona onpeaenedna KHHETHYECKMX napameTpoe HMCNONLIYIT
COOTBETCTBYHLYH KUHETU4YeCKy mogens. CylwecTByT cheuWancHble KOMNbITEepHble
nporpamMMel  4ANA  BbIMMCNEHWA 3TWX  napameTpoe. [lporpammuoe  obecnedeHue
yTBEpHKOawT [0 erc WCNoNb3cBaHWA W NOOTBEMKAAKT 3T0  OOKyMEeHTanksHo.
MpeanonoxeHus, BEOOALWMECA B NpOrpamMmy,. W BolBop KMHETWUECKOW MOOENW Takwe
OTpa#aKwT B OTYETE.

5.2.2 Abcopbunn

Mpouecc abcopbuuwk 3aBucUT OT NYTW BBEOSHWA WCCNEayemoro BellecTsa, ero
UIUKO-XMMHWYECKOro COCTOAHMA W 3SKCTparvpylowed suikoctw. Ero ousHWBawT no
HOHUEHTpaUWM OaHHOro BelecTBa B KPOBW, B ChiBOPOTKE, B BLIJENEHWAX W B THAHAX
opraHuama. Tawxe paccMaTpUBaT HeobXxoaUMOCTh NPOBEOEeHWA NOMHOMD WCCNeqoBaHWA
DMONOrMyeckolm  OOCTYNHOCTWM  3Tore  BewecTea. BeBop Tpebyemoro  meTtoga
WCCnegosadHna  3aBUCUT OT WMHOpMaUMK, KOTODYK HYMHO NOMY4Y4WTb, BO3MONHOCTH
NpUMEHEHWA Martepwana, MEeYeHHOro pajuou3oTonamu, WU WCnonNbL3yeMoro MeToda

aHanuaa. lpy WCcCcnNefoBaHWK KMHETUYECKWX NApaMeTpoB KOHCTaHTa CHOpPOCTH Npouscca
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abcopbunK mMoxeT DelTe QOCTOBEPHO BEIMWCINEHA MPW YCNOBMMW, 4To B da3se abcopbumm
B3ATO AocTaTouHoe Yyucno npob.

Mpumevanme — CylBcTEYIOT METOObL! (0 VIlrD, KOTOPBIE AT BAMHYID MHDOPMEALWI
O WENYAOMHO-KMLLEYHOR W KOXHON aBCopbuMK XMMWHECKHX BELLECTB.

5.2.3 PacnpepeneHune

5.2.2.1 [lna uwccnegoBaduA Npouecca pacnpelenedusa, Kak Npaswvno, WononbaywoT
MedYeHHDEe paguouacTonamu Bellectso. MccnenosaHua MoryT BeiTh:

- KONWYECTESHHBIMW, oNpedenAllWwWMA YPOBHW COO0ep#aHWA BellecTea B cpe3ax
TEAHEN;

- KAYECTBEHHBIMKM, MCNONbIYHLWMMK 0Ly ayTopaguorpadiui,

- NONYKONWYECTBEHHLIMK, WCNONB3YVHWKWMK BRBOpOYHYD ayTopaguorpaduio no
CTAHAADTHLIM NOMAM.

5.2.3.2 ObblMHO NpK M3y4EeHKMK NpOUEcca pacnpefeneHun Bpemedem otbopa npob
ABNAETCA lha. TO €CTe 24 W 168 4 wnu Donee, B 33BUCUMOCTH OT BPEMEHW BblBE&OEHMA
woconedyemoro  eewectea. Otbop npob B NpOMENYTOMHBIE WHTEpPBANGL  BREMEHM
NPOBOAAT, Korga TpebykiTcA OONONHWTENbHbe AaHHble. bonee JacTeld otbop npob
0BbIMHO BHINONHAKT Ha paHHMx dazax abcopbunk v BeieeneHws. Mpu atom BepyT Kak
mowHo Donbwe npof B TedeHwe pa3sl BoiBeOeHWA (TeopeTwdeckn 3—4 nepwoga
nonyesliBefeHus) Ana Toro, 4Tobel obecnevwnTs Bonee TouHOE onNpedeneH1e NapaMeTpoe.

OCHOBHBIM pellaowmm haKkTopoM ABNABTCH YYBCTBMTENBHOCTE METCOA.

5.2.4 Metabonuam W 3KCKpeUWA

5.2.4.1 KneTew ANA COOJep#aHWA MUBOTHLIX NPpH W3yYeHUW metTabonusma
OOM¥HBI MNO3BONATE NPOBOAWTE OTOENLHLIM cBop MOouYM KW dhekanwid Ha Bcex 3Tanax
wccnegosadua. MNpy ANUTENBHOCTH MCCNEA0BaHKMA O0 14 cyT Mody u dhekanuw otbupalT
OTAENbLHO B Tevedne 24 4 W NoTOM — 4Yepes Kaxisle 24 4 N0 KOHUa 3KCNepuMeHTa.
WMHorga nnad WccnegoBaHWA  MOXEeT nNpeldycMaTpyBaTk 3BTAHA3WMKD HWBOTHBIX HAa
NpPOMEXRYTOUHEIX CTAOWAX.

MpoBel moryT ObiTe 0TODpaHLl paHswe 24 4, KOrOa ecTe BepOATHOCT: BeICTROro
BbIBEOSHWA WCCNeayemoro eewectea wnw ero metabonuros. Mpu  AnNWTENbHBbIX
wccnenoeanuax oTbop npob B HawansHoOM Nepwode NPOBOAAT Tak Me, Kak ans
KDATKOBPEMEHHLIX MccneqoBaqHui. 3atem npobsl oTOMPaDT HENpPEpBIBHO B TeueHue 24 4
JYepe3 YCTAHOBNEHHbIW WHTEpBAN BpeMEeHH.

M PUMMEYMaEaHHE —  HMcnone3soBaHve  KNEeTOR ana MIay4eHWA metabonuama NP

OMATENBHBLX WCCNEOO0BEHAAYX MOMET BeITh EpedHeM ONA 3O00P0ERR HMMBOTHBDIX. Hcammy‘ npK

NPOgONANTENEHOM IKCNEPUMEHTE ANA NONYYEeHWA AOCTOBEDHBIX PEe3yneTaTtos npobel cobBwpawT
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HeEpE] ONPpegensHHBIE WMHTEPBANLI BPEMEHW, W 3TH pPEIYNBETATH IHCTRANONHUPYHDITOH, Kk Npd
HEMPEPLIEHOM OTBOpE npob.

5242 Tpynbl  HMUMBOTHBIX  WWNK WX ODraHs-MWLWLIEHW  COXPaHAKT  Oneg
WCCNeqoBaHMid, 8 KPOBb 3TMX MUBOTHBIX 2abWMpatdT 4nsa onpefeneHWs KOHUEHTpauWw
BELLEeCTE B Nnasme U uencHoW kpoeu. Mocne otBopa npob B MOMEHT 3BTAHAIWMK KNETKM
ona wvccnenoBadHnud  metabonuama, modYs- W KanocBOopHWMEWM  MOKT  cneuuanbHbIMKA
pacteoputenaMu. BoaMmomHo HakonneHwe NONyYeHHbIX CMBIBOB W COXpaHeHue
penpe3sHTaTMBHOW YacTk 4NA aHanuaos.

5.24.3 Korga wWCnone3yioT  BeWecTBO, NOMEYeHHOoE  pafqoM3oTonami  (CM.
npUMedaHie Huxe), BOCCTAHOBMNEHWE WNW PACYETHOE BOCCTAHOBNEHWe WCccnefyemoro
BellecTEa B HOpPMe JoMMHO BbiTe (100 £ 10) %. KonuyecTeo Wccnegyemoro Belwectea B
Hawdol gpakyMu aHanusvpyoT C NOMOUWLLH YCTAEHOBMNEHHLIX NpoUueayp ONA Kawooro
MEYEeHHOro WNW HE MeYeHHOro pafjuou3oTonamy BeulecTsa B COOTBETCTBYIOLWENW cpene.
[Mpn WCNONL3OBAHWKW BelecTB, MeuYeHHLIX paguWoM30TonamMK, NPOBOOAT OUEHKY, Kak
NepeuyHOND BEWecTBa, Tak v MeTabonuToB, ecnd nNpu 3tom He ObINK WCNoNb30BaHB
cneyWancHsle  sMeToOukd. Ecnu  BewecTeo, MeYeHHOoe  paguoM3oTonamu,  He
BOCCTAHABNWBAETCHA B QOCTATOMHOM KOMMYECTBE B 3KCcKpeTe (hekanuax uiung Mode) Mnw
B OpraHW3Me NodoNsITHOMO HWMBOTHOMD, paccMmatpuwearT HeobxogumocTs chopa
BbiObiXaemMoro Bo3ayxa.

npl.-'Iﬁ'IE:'-laHHE.'! — He 8o BLEX crydaax QOoCcTHHHME Tp-E:E}"EMEﬁ CTENEHL
BOCCTAHOBMEHWMA. nDH'-lHHbI NobkX OTENOHEHWA PEMTMCTREUMEYHIT W oDOCHOBRIBAKT B oTydeTe 00
MoCnegoaaHAX.

5.2.4.4 YpOBHKM pagWOBKTHMBHOCTH B BWOnNorMyeckoW cpefe onpefensalwTt
Nnoac4eToM, HanpMMmep MeTodomM  cuumHTUNnauww  swmgroct.  OgHako  cnegyer
NoAYEepKHYTh, Y4TO B JaHHOM MeTOode WCNONbayeTcA CMellaHHas KOHUEeHTpayua BellecTea
W ero MeTabonWToB, NO3TOMY Ha €& OCHOBE He MOMyT DbiTh OnpegeneHsl KMHeTHYeCKHe
napamMeTpel. Tam, rae Heobxoaumo otTaenedue meTabonuToB, MCNONB3YIOT PAG NpoUeayp
3KCTPAKUMKW W XpoMartorpapM4eckmx MeTodoB  adHanuia (Hanpumep, MeTodwl
BbICOKO3DEKTHBHOW MWOKOCTHOW xpomaTtorpadivy, Xpomartorpadium B8 TOHKOM Chnoe
copbeHTa — TOHKOCNOAHOW XpomaTtorpadivy, ra3oxuOKOCTHOW xpomartorpadiium), a
Nony4YeHHsld MaTepuan XapakTepuayioT nocpefcTBOM pAfa XUMUYEeCKMX W (u3uKo-
HAMUYECKAX MEeTOO0BE (HanpuMep, MAacc-CNekTpoMeTpPHYECcKWIA MeToqd,
CNeKkTpoCKoONWYecKWd MeTod AQepHO-MarHWTHOTC pe3oHaHca).

Mpumedanwe — CywecTByeT Hay4yHas NUTEpaTYPa NC NPUMEHEHWIO EYNBTYP TRaHER,

FAETOK, TOMOMEHaTOE WM M30NWMPpOoBaHHBIX EbEI:IMEHTDE AnA WaydeHWsa MeTaloNKIMa B oneiTax i
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wifro. 3T METOAB., B OTAMMWE ©T METOADB 0 Wvo, NO3BONAIDT NPOTHO3MPOBATL  MyTH
meTabonuima, Korga BEWEecTBO NOKaNW3yeTcs B HEJOCTYNHOM ONA MCCNeaoBaHun  Mecte.
CrnegyeT 0TMETUTE, YTO CTEMNEHK M CKOPOCTH MeTaboNKIMa NpW oNpegensHny METOgaMK in vilro n

I WIVo 4ACTO OTNWYAKTCA.
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MNpunoxexHune A

(obRzaTencHoe)

PekoMeHOauWKn No NnpoeefeHnd TOKCHKOKMHETHYECHUX HCCNefoBaHMKA

A1 HMcnonbsoeadHue  BONbWWHCTEE  MedWMUWHCKMX  M3genwid  CBA3AHO ¢
NoTEHUWANEHOA ONacHoCTe. COOHaKko NpoBedeHWe TOKCHMKOKMHETHYECKMX WCCNenoBaHui
BCEX WABHTUDMUKMPYEMbLIX NPOOYKTOR Oerpafauvi U BeIMBIBAHWA W BCEX MEWLUMWHCKWUX
W3Oenui He ABNAETCA HEODXOOMMBIM MNK NPaKTHHYHBLIM.

A.2 Paccmatpveas HeoDXO0OWMOCTE TOKCHKOKMHETWYECKWX WCCNEeNOoBaHWW Kak
4acTH  DMONOrMYEecKOW OUEHKWM MEOWUWHCKUX W3genun, nNpuHAMAaKT B0 BHWMAaHWE
KOHEMHBIA MNPOAOYKT, COCTABMAKLWMWME ero XMMUYeckue BellecTea, NOoTeHUuWanbHbE W
ModenupyemMele NPoaYKTEl erpagaunid M BeIMBIBAHWA, 8 TAKOHE HA3HAYEHWE W30enui.

A3 Tam, roe BO3IMOMHE! TEOPETUHECKWE WCCNEOOBAHWSA MNPOUECCOB Jerpajauui,
OHW JoM#HEl BBITE NpOBEAEHL! B ONLITAX i Witro (HANpUMEpP, Ha KYNbTYpax TKaHew, KNeToK
WM rOMCreHaTax) 4o Havana TOKCUMEOKMHETUYeCKUX uccnefosaHui. 310 obycnoBneHo He
TONbKD TpebDoBaHWeMm MMHMMANEBHOMO WCNONL30BAHWMA HUBOTHLIX B 3KCNEpWMEHTAX,
npueeneHdHbim B SO 10993-2, HO Takwe HeoDXOOMMOCTBHY oOnpegenedHwa Hawbonee
BEPOATHEIX NPOOYKTOE Aerpafaunu.

Ad HeobxogumocTe  NPOBEOEHWMA  TOKCMEKOKMHETWMECKWX  WCCNegoBaHun
pACCMATDWBAETCA, ECNM:

-v3agenve nNpy MNpUMEHEHWM NC HA3HAYEHWH NOANEXWT pacCacklBaHWK nog
BNMAHKEM DHOoNorMYecklx akTopos, WK

-v3genve uMeeT ONUTenNbHBIA KOHTAKT C OpraduaIMon YenoBeka nNpu WMNNaHTaumWK,
W3BECTHA UNK NpednonaraeTca ero BuogerpagauMa UNK CYyWecTEEeHHAR KOPPO3IMA 1 {MNK)
W3 U3AENKMA NPOUCXOONT MUIPEUKWA BbiMbBIBAEMbIX BELWECTE, UMK

-eCTe CEBEJEHWS WNKW CYWecTBYeT BO3MOMHOCTE 0Dpa30BaHWA 3HAMWMTENbHLIX
KOMMYECTE NOTEHUWANEHO TOKCHYHEIX MW peakyMoHHOCNOCOoDHEX NpoayKTOR Oerpajaumum
W BbIMBIBAHWA, MUTDUPYHOWKWX W3 MEeJWUWHCKUX W3JeNWW B OpraHvaM 4YefoBexka npu
KNUHUHECKOM NPUMEHEHWI.

anME'-IaHHE —  JHausHue TEPMWHE #3HaYWMTENBHBIE KONWYECTEdAw® 3IaBHMCHT OT
KHMMWYECKUY CEBOMCTE BEWLECTRS, O KOTOPOM MOET PEMD.

A5 MNpoBegeHre TOKCHEOKMHETHYECKMX WCCNenoBaHii He TPEE?ETCH. eCcnu:
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-NpW OOCTHrAEMOW WNW NPeanonaraemMol CKOpOCTH MWIPaUMKM M BbIMBIBAHWA W3
W3OEeNKiA W MaTepuanoB ypoBEHb NPOAYKTOB 3TWX Npoueccos Besonaced WNW ecTb
OaHHble 0 GE30NACHOM KNTMHUHECKOM NPUMEHEHWI MKW

-yHE HEKONNEeHLl 3HAYMTENbHLIE TOKCMKOMOrMYECKWE WIW TOKCHKOKWHETMYEeCKHe
OaHHbIE, OTHOCALLMECH K NPOAYKTaM Oerpagalni W BelMBIBaHKUA.

A6 Murpaulsa nNpogyxkToB OerpagauWn W BoiMbIBAHWA W3 METANNOE, CNNaBoE W
KEpamMWKKM 00bIMHO OMEHbE HE3IHAYMMTENLHA W HE ABNAETCA OCHOBAHWEM ONA NpoBEOeHWA

TOKCHHOKMHETMYECKW Y MCCMNed0BaHMA.
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Mpunoxenue OA

(cnpaBo4Hoe)

CBegeHWA 0 COOTBETCTBHMM MEXroCYydapCTBEHHbIX CTAHOAPTOB

CCBINOYHBIM MeXAOYHAPOOAHBIM CTAHOAPTaM

Tabnwua O0AN

EMONOMMYEcKor JercTBrA
MEQMUMHCENX Mafenui. Hacts
12. MpuroToBneHue npob 1

CTAaHAapTHRIE 0Dpa3ukl

DB03HAYEHWE M HAMMEHOBAHKE Crenexs OB03HAYEHWE W HEMMEHOBaHKWE
MEMOYHAPOOHOro CTaHjapTa COOTBETCTEMA MEXIOCYASPCTEEHHOMD CTAHAapTa
ISO 10993-1:2003 OueHka DT FOCT IS0 10993-1-2011 Wagenus
BMONOrMYECKDro JERCTBUA meguumHckre. OueHra BUoNoruyeckono
MEDWUMHCEMX Magenui. Hacts 1. OBACTEWA MEQWUUWHCKNX MWanenws. YaoTe
OueHka W MccnegoBaHWA 1. OueHka W MCCNeqoBaHuA
IS0 10993-12:2007 Ouenka oT FOCT IS0 10893-12-2011 Wagenus

meguurHcEre. OueHEa Buonorudeckoro
ABACTEMA MEOWUWHCKMK Wanenss. HacTe
12. MpuroTosnexsyue npod 1

KOHTROMNBHEIR 0Epazusl

CTenaqd COOTRETCTEWA CTAHgADTAL

=0T = MOBHTUHHEIE CTAHZAPThI.

ModmedadHne - B HACTOAWEM CTaHAAPTE MCNONEIOBAHC CNEJYIOWEes YoNoBHOE obDoaHaqYeH e
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YOK 615.46:002:006.354 MEC 11.100.20 P20 or

Kniwoueesle cnoBa: MegWUWHCKWE W3OenKMA, TOKCHYHOCTs, TOKCMHKOKMHETWEA, derpagaumna,

BbiMbIBaHWe, BUoaerpanauMa, Bropeaopbuua
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