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MpeoucnoBue

Llenn, OCHOBHblE NPUHUMMBLI U MOPSIAOK NPOBEAEHWUS paboT MO MEXrocyaapCTBEHHON
crangapTtusaymm ycranosneHsl FTOCT 1.0—92 «MexrocyaapCTBeHHas cuctema CraHaapTyaaymu.
OcHoBHble nonoxenusi» n MOCT 1.2—2009 «MexrocyaapcTBeHHan cuctema craHaapTysauyun.
CTaHpapTbl MEXrocyjapCTBEHHbIS, MpaBuMna W PEeKOMEHJaUMM MO  MEXIroCyAapCTBEHHON
cTangapTtusayuu. MNpasuna paspaboTku, NPUHATUS, NPUMEHEHUS, ODHOBNEHNS N OTMEHbI»

CBepeHusA o cTaHpapTe

1 MNOArOTOBJIEH depepanbHbiM  rOCYAAPCTBEHHLIM  YHUTAPHbIM  NMPEANPUATUEM
«Bcepoccuncknii  Hay4HO-UCCNEA0BATENLCKUA UHCTUTYT CTanjaptusaumu u ceptudpukaumm B
marumHoctpoeHun» (BHUMHMALLY

2 BHECEH ®eaepanbHbIM areHTCTBOM M0 TEXHUYECKOMY PEryNMpOBaHNIO 1 METPOMOrum
(PoccrangapT)

3 MPUHAT MexrocyaapCcTBeHHbIM COBETOM MO CTaHAapTU3aumMm, METpOnoruuv un
ceptndmkaymm (npotokon Ne 40-2011 ot 29 Hos6ps 2011 r.)

3a npuHATYE CTaHgapTa NporonocoBari;

KpaTkoe HavmeHoBaHWe CTpaHbl Mo Kog ctpaHbl no CokpalleHHoe HaumeHoBaHWe
MK (MCO 3166) 004—97 MK (MCO 3166) HaLMOHaneHOro opraHa
004—97 no craHgaprtmsagyum
Benapycb BY [occranaapT Pecnybnukn benapycb
KasaxcraH KZ [occranaapt Pecnybnumku KasaxcraH
KbiprbiactaH KG Kblprbiscrangapt
Poccuiickas degepaumns RU Poccranaapt
Y3bekucraH uz YacraHaapt
TapxmkucTaH TJ TagxukcTangapt

4 lMNpukasom PegepanbHOro areHTCTBa Mo TEXHUYECKOMY PEryMPOBaHWUIoO U
meTponormum oT 13 gekabps 2011 r. Ne 1300-cT mexrocygapcteeHHbIi ctaHgapt FTOCT
ISO 10993-17-2011 BBEAEH B AEWCTBME B KAYECTBE HALMOHANBHOMO CTaHgapTa
Poccuirckon depepaumm ¢ 1 sHeaps 2013 r.

5 HacToswmn crtaHfapT WAEHTUYEH MexayHapogHoMy ctanaapTty ISO 10993-
17:2002 Biological evaluation of medical devices — Part 17: Establishment of allowable
limits for leachable substances (OueHka 6wonornyeckoro AenUcTBUA MEANLMHCKNX
mspgenuin. Yactb 17. YCTaHOBNEHNE NOPOroBbIX 3HAYEHWUIN A BbIMbIBAEMbIX BELLECTB).

CBepeHns O COOTBETCTBUWM MEXIOCYAaPCTBEHHbIX CTaHAAPTOB  CCbINOYHBIM
MeXayHapoaHbIM CTaHLapTam NpyBEAEHb! B AOMNONHATENBHOM NPUNoXeHun JA.

CreneHb cooTBeTCTBMA — MaeHTn4YHas (IDT).

CtaHaapT nogrotosreH Ha ocHose npumeHeHus TOCT P UCO 10993-17-2009

6 BBEJIEH BIEPBbIE
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UHpopmayus o esedeHuu e Oelicmeue (npekpaweruu oOelicmeusi) Hacmosuwieao cmaHdapma
nybénukyemcs e ykaszamene «HauuoHanbHbie crmaH0apmbiy.

UHpopmauua 06 Uu3MeHeHUsX K Hacmoswemy cmaHOapmy nybrnukyemcs 6 ykasamerse
«HayuoHarneHble cmaHdapmbly, @ MeKcm U3MeHeHUl — 6 UHOPMayUOHHbIX yka3amensax «HayuoHansHble
cmaHOapmbl». B cnydae nepecmompa unu OMMEeHbl Hacmosaweao cmaHdapma coomeememesyrouas
uHehopmauus 6ydem onybrukosaHa 8 UHOPMayUOHHOM yKka3amerne «HauuoHanbHbie crmaHdapmbi»

© CrangapTtuHdopm, 2013
B Poccuiickort degepaumm HacTosilMn CTAHAAPT HE MOXET ObITb MOMHOCTbIO MU YACTUYHO

BOCMPOM3BEAEH, TUPAXKNPOBAH W PacnpOCTPaHEH B KayecTBe oduuManbHoro usgaHus Ges paspelueHnst
denepanbHOro areHTCTBa o TEXHUYECKOMY PEryriMpoBaHmio u MeTpOnormu
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BBepgeHue

CobniopeHne nonoxeHun ctaHaapTos cepumn 1ISO 10993 «OueHka Buonormyeckoro
OEeNcTBMa MEeJUUMHCKUX U3AENUA» MNO3BONMUT 00ecneunTb CUCTEMHBIA MNOAXoAd K
WCCNeaoBaHno BUONOIMYECKOTO AENCTBUS MELULIMHCKUX NU3LENNNA.

Llenbto 3Tux cTaHpapToB He anaeTca 6e3yCnoBHOE 3akpenneHne eauHoobpasHbIX
METOA0B UCCNEeAOBaHUIA U UCTIBITAHUA 3a rPpynnamMv O4HOPOAHBIX MEAVULMHCKUX U3AENUN B
COOTBETCTBUM C MPUHATON Knaccudukaumenhn ux no BYMAY W ANUTENbHOCTU KOHTakTa C
opraHmaMom uyeroBeka. [losTomy nnaHvpoBaHWe W NpoOBEAEHUE WCCNEAOBaHUA U
UCMbITaHWA  AOJDKHbI  OCYLLECTBNATb  CMEuManucTbl, VMMEIOWME  COOTBETCTBYIOLLYHO
MoarotoBKky M oONbIT B 06nactn CaHUTapHO-XUMUYECKOW, TOKCMKONOrMYECKOW W
BMONOrMYECKON OLIEHOK MEAULIMHCKUX U3AENUNA.

Crangaptel cepum ISO 10993 ABRSAOTCA PYKOBOAALWMMM [ OKYMEHTAMWU ANs
NPOrHO3MPOBaHNA U NCCNEA0BaHNA BUONOrMYECKOro AEeNCTBUS MEAULMHCKUX U3AENNA Ha
ctagum Bbibopa mMarepuanos, NpPeAHa3Ha4YeHHbIX ANS UX W3roTOBMNEHWs, a Takke Ans
1ccrneaoBaHnii roToBbIX U3AENAN.

B cepwuto ISO 10993 BxogaT crnepytome vactu nog obwmm HassaHuem «OueHka
Buonormyeckoro 4eNCTBUA MEAULIMHCKUX U3AENNN»:

Yactb 1 — OueHka 1 uccnefoeaHus;

Yactb 2 — TpebosaHus k obpaleH o C XXMBOTHbIMY,

Yacte 3 — WUccnepoBaHnsi reHOTOKCUYHOCTW, KaHLUEPOreHHOCTU U TOKCUYECKOro
LEeNCTBMA Ha PEnPOAYKTUBHYIO (OYHKLNIO;

Yactb 4 — Uccneposanne nUsgenun, B3anmMoaencTBYOLLUX C KPOBLID;

Yactb 5 — UccnepoBaHue Ha LUTOTOKCUYHOCTL: METOAbI in Vitro;

Yactb 6 — MccnepoBaHne MECTHOMO 4eNCTBUS NOCNe UMIMITaHTaumu;

Yactb 7 — OcTaTouHoe coaepaHue 3TUNeHoKcuaa nocne Crepunmsaumu;

Yactb 9 — OcHOBHble MpUHUMNLI UMAEHTUMKALMM U KONUYECTBEHHOTO
onpeaeneHns NoTeHUWanbHbIX NPOAYKTOB Aerpajauuu;

Yactb 10 — UccnenoBanne pasgpakarowero u CeHcubmnnuanpyoLero AencTems;

Yactb 11 — UccnepoBaHme obLLETOKCUYECKOrO AeNCTBUS;

Yactb 12 — MpuroTtoBneHue npod v KOHTPONbHbLIE 06pasLbl;

Yactb 13 — WpeHTudukaumMa U KOMWMYECTBEHHOE OnpejeneHve npoayKros
Aerpagauum nofMMEpPHbIX MEAULIMHCKUX U3AENUI,

Yactb 14 — WpeHTudukaumMa U KOMWMYECTBEHHOE OnpejeneHve npoayKTos

Aerpagauum U3fenuin u3 Kepamuku;
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Yactb 15 — MWaeHTndukauma M KONMWMYECTBEHHOE OMpefeneHVe MpOoAyKTOB
Jerpagauum usaenuin s MeTasnsios W Crnaeos,

Yactb 16 — MopgenupoBaHue W WUCCNEfOBaHNE TOKCUMKOKMHETMKMA MPOAYKTOB
Aerpagauum 1 BbIMbIBaHUS;

YacTb 17 — YcTaHoBneHne noporosbIX 3HA4YEHUA ANS BbIMbIBAEMbIX BELLECTB;

Yactb 18 — NiccnegoBaHme XMMNYECKUX CBOUCTB MaTepuarnos,

Yactb 19 - WccnepoBaHne  (OUMKO-XMMUYECKUX, MOPGONOTMYEcKUX WU
TonorpacnyecKkux CBONCTB Mateprarnos;

Yactb 20 — lMpuHUMNBI 1 MEeTOoAbl UCCNEeAoBaHUA UMMYHOTOKCUYECKOTO AENCTBUA
MELMVLMHCKUX U3[ENNIA.

OueHka NpUrogHoOCTN MEANLMHCKOrO U3Aenus Ans onpeaeneHHoro UCrnonb30BaHns
BKIHOMaET COMnocTaBneHne nobbiX MAEHTUOULIMPOBaHHBIX PUCKOB B CBA3M C KIMHUYECKOM
nonb3on. Puckn, cBA3aHHbIE C BbIMBIBAEMbIMU U3 MEAULIMHCKMX U3AEeNniA cybcTaHUmamu,
TaKke HeobX0ANMO yunThIBaTb.

Puckn, cBfisaHHbIE C BO3AEWCTBMEM OMAacHbIX BbiMbIBAEMbIX CyBCTaHLUNA,
YNpaBnsawoTcA  NyTem  OnpefeneHns  BbiMblBaeMblX  CyOCTaHUMIM,  BbIMUCIEHUS
COMPSPKEHHOrO pUcka M orpaHUYeHUs BO3AENCTBUS A0 NPUEMNEMOro ypoeHs. Hacrosawmi
cTraHaapt ISO 10993 onucbiBaeT MeToA, C MNOMOLWBK KOTOPOro  BbIMUCNSKOTCH
MakcuMarneHble Mpefensl NepeHOCMMOCTM Ha OCHOBaHWWM CyLLECTBYIOWMX AaHHbLIX MO
OMacHOCTU AnA 340poBbs. [10pOroBble 3HAYEHUSA MOTYT OCHOBBLIBATLCS HA puckax Ans
340P0BbS, KOTOPbIE MOTYT ObITb Kak B OTHOLLEHUM BCEro OpraHuaMa, Tak v nokarbHbIMW,
HeMeAneHHbIe UN OTAANEHHbIE U Pas3nMYaTbCA MO CTENEHU THKECTU OT HE3HAUUTENbHBLIX
MECTHbIX HEraTuBHLIX MOCMEACTBUMA [O OnacHbIX ANS XU3HW. ITU NMOPOroBble 3HAYEHUS
MOryT ObITb YCTAHOBMEHBI C NCMOMb30BaHNEM HACTOALLEro CTaHAapTa TOKCHMKONoramMmm unm
LPYTIMU  MHPOPMMPOBaAHHBIMW M ONbITHBIMWA ~ IMUAMK,  CMOCODOHLIMA  MPUHUMATL
0BOCHOBaHHbBIE PELUEHVS Ha OCHOBAHMM HayuYHbIX JaHHbIX WM 3HaHUS MEAMLMHCKMX
V3genun.

BbiBeaeHHbIe A0NyCTUMBIE Npeaenbl MOryT 6biTb CMONb30BaHb! NMIOOLIMU NULLaMU.
B pononHeHne Kk wvcnonbsosaHuoo ISO  Apyrumm  paspaboTtuMkamu  CTaHAapToB,
rocyAapCTBEHHbIMA  OpraHusauusMK, HOPMAaTUBHLIMKM  areHTCTBamu U ApPYIvMU
nornb3oBaTensMm B LIeNsx yCTaHOBMEHUS NOPOroBbIX 3HAYEHWUI Kak CTaHAAPTOB NN HOPM
NPOV3BOAUTENN U Pa3paboTUMKN MOTYT UCTIONb3OBATL NOPOrOBbIE 3HAYEHUST (AONYCTUMBIE
YPOBHM) ANS ONMTMMMU3ALIMN NPOLIECCOB M NMOMOLUY B BbIOOpE MaTepuarnos C LiENblo OXpaHbl
3A0pOoBbs NaumeHToB. B cnyyae, ecnn puckn, cBssaHHbIE C BO3AENCTBUEM OMNPES ENEHHbIX

BbIMbIBaeMbIX CyOCTaHLMIA, ABMSKOTCA HENPUEMIIEMbIMM, HAacTOALWMA cTaHaapT ISO 10993

Vi
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MOXeT ObITb KCMONb30BaH Ana onpejeneHna  anbTepHaTtuBHbIX MaTepuanoB WM

MPOLIECCOB.

Vi
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MEXFIOCYAOAPCTBEHHBW CTAHAOAPT

n3gennua MEANMLUMHCKUE
OLIEHKA BMONOrMYECKOrO AENCTBUA MEOULIMHCKUX U3OENUIA

YacTtb 17

YcraHoBneHue noporoBbIX 3HaYeHun ANnA BbIMbIBaeMbIX BelweCcTB

Medical devices. Biological evaluation of medical devices.

Part 17. Establishment of allowable limits for leachable substance

Nara BBegeHus — 2013-01-01
1 O6nacTb NpUMeHeHuA

HacToswmi ctaHgapT yctaHaBnvMBaeT MeTof OnpeAeneHns MopOoroBbIX 3HA4YEHWUN
(ponycTMbIX YpOBHEW) AN BELUECTB, BbiMbIBAGMbIX W3 MeAULUMHCKUX wusgenuin. OH
npefHasHa4YeH AnNS  WCMonb3oBaHWs nNpu  pas3paboTke CTaHAApPTOB M pacyere
COOTBETCTBYIOLUMX OFpaHWYeHWn npu  OTCYTCTBMM cTaHgapTtoB. OH ycTaHaBnusaeT
CUCTEMATUYECKUA MpOoLiecC, MyTeM KOTOPOrO BbISIBIEHHbIE PUCKU MPU MCMNONb30BaHUM
TOKCVKONOTMYECKN OMnacHbIXx CybCcTaHumi B MEAMLMHCKMX  M3genusx MoryT ObiTb
BbIP&XKEHbI KONIMYECTBEHHO.

HacTosumMin cTaHpapT He NPUMEHWM K W3AEenuAM, He VMEIOWMM KOHTakTa ¢
naLlmeHToM (Hanpumep, uanenuns 4ns in vitro [uarHocTukn).

BozgencTeme KOHKPETHON XMMUYECKON CyBCTaHLMM MOXET NPONCXOAUTL U3 APYruX
WCTOYHWKOB, HE MMEIOLLMX OTHOLLEHWS K MEeJULIMHCKOMY U3LeNno, TakvMx Kak nuiia, Boga
Unu BO3AyX. HacToswmin cTaHaapT He OnMCbIBaeT NOTeHUMan BO3AEWCTBUS U3 TakuxX

NCTOYHUKOB.
2 HopmatuBHble CCbINKU

YKa3aHHbIN HKE HOPMAaTUMBHBIA OOKYMEHT COLEPKUT MNMONOXEHUS, KaKOBblE NyTEM
CCbINOK B A@HHOM TEKCTE SABMNSOTCS NONMOXEHNSIMU HacTosiLero ctangapta 1ISO 10993.
Mpv [aTVpPOBaHHOW CCbINKe AanbHEWLUME MOMpPaBKM WU peaakumm mobbix u3

npvBeAeHHbIX NyBnukaumin HenpuMeHMbI

M3naHne oduuymansHoe
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TemM He MeHee, y4acCTHUKW COrnalleHWUA, OCHOBaHHbIX Ha HacTosiLeM CTaHpapTe
ISO 10993, ™moryT wuccrnepoBarb BO3MOXHOCTb MPUMEHEHUS HOBEWLLErO W3[aHuA
HOPMAaTUBHOIO AOKYMEHTa, ykasaHHoro Hwxke. [pu ccbinke 6e3 gatbl NpYMEHUMO
nocriegHee u3gaHue ykasaHHoro pokymenta. UneHbl I1ISO u IEC BepyT pervcTpsbl
aencTeuTeNbHbIX MexayHapoaHbix CTaHaapToB.

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1: Evaluation
and testing (OueHka 6ronornyeckoro fencTemsa MeauuuHcknx nsgenuin. Yacts 1. OueHka

N nccnepoBaHus)
3 TepMuHbI M onpeaeneHus

B Hactoswem craHgapTe npuMeHeHbl TepMuHbl no ISO 10993-1, a Takke
cneayowme TePMUHbI C COOTBETCTBYIOLLIMMU ONPEASEHUAMM:

3.1 noporoBoe 3HauyeHue (monycTUMbI YypoBeHb), All: Hawnbonbliee
KONMYEeCTBO BbiMbIBaEMOW CyOCcTaHUMK, nocTynalliee B Teno nyTeM BO3AEWCTBUSA
MEeANLMHCKOro M3aenus, NPU3HaHHoOe A0NyCTUMbIM Ha eXeJHEBHOW OCHOBE.

MpumedaHune — JonycTumbie NPeAenbl BbIpaXaloTCsl B 03€ Ha NaUWeHTa Ha KaXXabli
COOTBETCTBYIOLUMIA NEPUOL BO3AEWCTBUSA. MCronb3yembiMM eavHULaMU SBNAloTCS Macca B
OTPE30K BPeMeHW, Harnpumep, MANMUrPamMmMbl B JeHb. OTU [03bl OTPAKAIOT NEPEHOCUMBIN PUCK
MeaNLUMHCKOro nsgenusa B ycrosuax npegHasHauveHHoro npuMmeHeHus.

3.2 oueHka nonesHocTU, bd: Yucnoson cakTop, NPUHUMAKOLWMIA BO BHUMaHWE
nonb3y AN 340pOBbS BCNEACTBUE MPUMEHEHUS MEAMLMHCKOrO U3LEenus, cogepxallero
obcyxpaemMyto BoiMbiBaemyto CybCTaHLmIo.

3.3 ¢aktop conytcTByrowero BosaencTtBus, CE®: Yucnoson dakrtop,
YUUTBIBAIOWMIA  BO3LENCTBUME HA MNaUMeHTa HEeCKONMbKMX MEAULUMHCKUX  U3enui,
cofepxXallux Ty e BbIMbIBaeMyo CyGCTaHLmto.

MpumevyaHune — O3TOT akToOp WCMONb3YeTCA ANS HUCXOASILLEW KOPPEKTUPOBKU
pesynbTata TW n macckl Tena.

3.4 3HayeHMe MO YMOMYaHUK: 3HayeHWe, WCMOoNb3yemMoe MpU OTCYTCTBUM
JaHHbIX, ANs dakTopa HeonpeAeneHHOCTN WUnn Apyroro akropa, WCMonb3yemoro B
BbIYMCIEHNN JONYCTUMOrO YPOBHS.

3.5 Bpen 3p0poBbio: Puanyeckoe noBpexaeHue nunm ywepd 3L0poBbHo.

3.6 nonb3a onsa 340pPOBbA: BepoAaTHOCTL COXPaHEHUA UMK YyULLEHVS 340PO0BbS.

3.7 onacHOCTb Ans 340POBbA: [oTeHUManbHbIR UCTOYHUK BPEAa ANS 340POBbS.

3.8 puck ans 3popoBbs: CoyeTaHne BEPOSTHOCTM MPUHMHEHNA Bpesa 340P0BbH0

N TAXKEeCTU 3TOro Bpeja.

2
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3.9 aHanu3 pucka ans 340poBbA: Vcnonb3oBaHWe CyLecTByOLLEN UHOpMaLm
ans

naeHTUdUKaLMM onacHOCTM ANS 340POBbSA U ONPEAEneHns pUcka AN 3a0pOBbS.

3.10 BbIMbiBaeMasa cyb6cTtaHuus: XMMUYECKOe BELECTBO, BbIBOMMOE U3
MEAULMHCKOrO W3Aenus AEWCTBMEM BOAblI WM APYrUX JKUAKOCTEW, CBA3AHHbIX C
VCMONb30BaHNEM N3LENNS.

Mpumep - [obasku, ocmamku cmepunu3yrouezo cpedcmea, ocmamku
o6pabomku, npodykmbl Oeepadayuu, pacmeopumesiu, cMms24yumesnu, CcMa3o4Hbie
seujecmea, Kamanusamopkl, cma6unu3zamopbl, aHMuoKcuGaHmbl,  Kpacumenu,
HanonHumenu u MOHoOMephl, U dpyeaue.

3.1 MUHUMAarnbHbIN HabnogaemMbin ypOBeHb HebrnaronpuaTHoOro
Bo3gencteus, JIO®YN: MunumanbHas KOHUEHTpauMs WnM KOMMYECTBO CybcTaHumu,
obHapy)KeHHbIe MyTeM MCCreaoBaHns unu HabnogeHns, BoisbiBaroLme obHapyxnsaemoe
HebnaronpuaTHoOe M3MeHeHne Mopdonorin, OYHKLMOHANBHOCTW, POCTa, PasBUTUS UK
NPOAOITKUTENBEHOCTA  KU3HU  U3Y4Yaemoro OpraHuaMa npu  OmnpeAeneHHbIX YCroBusiX
BO3JeNCTBUS.

MpumedvaHme — Moryr ObiTb OOHapyXeHbl W3MEHEHUss B  Mopdonoruu,
PYHKLUUOHAMNBHOCTU, POCTE, PasBUTUN UMK MPOAOIMKUTENBHOCTU XU3HU U3YYaAeMOro OpraHusma,
He cyuTarLmnecs He6]‘|ar0|‘|pI/|F|THbIMI/|.

3.12 MUHMManbLHO pa3gpaxarowmii ypoeeHb, MUI: Konuyecteo BbiMbIBAEMOWN
cybcTaHumK, okasbiBarolee MUHUManbHOe pasapaarolliee BO3AeNCTBME Ha NaLmeHTa.

MpumevyaHue — OBbLIMHO BLIPAKAETCA B MUINNMIPaMMaXx, HO MHOTAa B MANNUrpammax
Ha MUAAUAKUTP, B 3TOM Cnyyae 3Ha4YeHue AOMKHO ObiTb YMHOXEHO Ha OOGbEM (MMUIIMAWUTPSLI),
MCNONb3yeMbln ANS NONYYEHUSI MacChl (MURAUIPaAMMBI).

3.13 mogudmumpyrowmn dakrop, M®: ApudpmetTrnieckoe NponsseaeHe
dakTopos HeonpeaeneHHoctu UF, UF2> n UFa.

3.14 MHOrokpartHoe BosgencTeue: bornee yeM o0anH KOHTaKT OAHOIO U TOrO Xe
nayueHTa ¢ MeAULIMHCKMMW U3AENNAMIY, COAEPKaLLMUN OQNHAKOBYIO BbIMbIBAEMYHO
cybcTaHumo, 0AHOBPEMEHHO UM B pa3HOe BPEMSI.

3.15 He pasgpaxarowmmn ypoBeHb, HUIT: Hanbonbluee konm4ecTeo BbIMbIBAEMOWN
cybcTaHUmKM, He Bbi3biBaloOLLEE pa3apaXeHns y naumeHTa.

n pumevyaHune — O6bIuHO BblpaXaeTcd B Munnurpammax, Ho MHorga s MunnumrpaMmmax
Ha MWMNWNUTP, B 3TOM Criyyae 3Ha4YeHue AOMKHO ObiTb YMHOXEHO Ha O6beM (MMNIMAWTPSI),
WUCNONb3yeMbI AN NONYYEHUSA MacChl (MUNNUIPaMMb!).

3.16 ypoBeHb OTCYTCTBUA Habniogaemoro Heb6naronpusTHOro BO3OENCTBUSA,

HOAEN: MakcumManbHO BO3MOXHas KOHLEHTpauus WnM  KONMMYecTBO  cybcTaHumu,

3
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OBHapyxeHHble  nyTem  uccnefoBaHus unu  HabnwogeHws, He  Bbi3blBawoLne
obHapyxvBaemMoro HebnaronpusTHOrO W3MeHeHUst Mopdonoriy, yHKLMOHaNEHOCTY,
poCTa, pPasBUTMA UMW MPOAOIKUTENBHOCTU  XKMU3HM  U3y4aemMoro opraHuama npu
onpeaeneHHbIX YCNOBUSX BO3AENCTBUS.

MpumeyaHne — MoryT ObiTb OOHapyXeHbl U3MeHeHWs B  Mopdonoruu,
(pyHKLlI/IOHaJ'IbHOCTVI, poCTe, pasBuUTUN UNKU NPOAOIMKUTENBHOCTU XU3HU U3y4yaemMoro opraHuama,
He cuuTarowmnecs Heﬁl'laI'OI'IpVIFlTHbIMVI.

3.17 chapmakokMHeTMuYeCcKoe moaenupoBaHue Ha (PU3NONIOrMYECKON OCHOBEe
mogenupoBanusa, [MBIMK Cucrema wmogenvpoBaHna Guonornyeckmx 3deKTos,
yumTbiBaowas Metabonuueckue N (HapMakOKMHETUYECKME pasnuuus MEXAy Buaamu
XUBOTHBIX.

MpumeyaHune — Takne faHHbIe HEOOXOANMO UCMOMb30BaTb NPU UX HAMUYUW.

3.18 chakTop NponopuuoHanbHOro KoHTakra, ME®: Yicnoson daktop koHTakTa
nayneHTa ¢ BbiMbIBaeMOW CyBCTaHUMEN, yYMTbIBAIOWMA TO, YTO MEAUUMHCKOE usaenue
0BbIYHO HE WCMONb3YeTCA KaXAblhi AeHb B TEYEHME BCEW WHTEPEeCyloLen Kareropuu
BO3ENCTBUSA.

MpumevyaHne — 3TOT (pakTOp WUCMONb3YETCA ANA  BOCXOAALIEN perynsyum
npoussegeHus TU n maccel Tena.

3.19 noBTOpPHOE MUCNONb30OBaHMe: MCNonbL30BaHNE TOro Xe M3fenusa Tem Xe
naymeHTom Bornee Yem oauH pas 6e3 NnosTopHOW 06paboTku.

3.20 6e3onacHOCTb: QTCyTCTBUE HEAOMYCTUMOrO pUCKa A1s 34,0POBbA.

3.21 ogHOBpeMeHHOe wucnonb3oBaHue: lcnonb3oBaHve Gonee 4Yem OfHOrO
U3fenus TEM Xe NaUneHTOM OAHOBPEMEHHO.

3.22 nepeHOCUMbLIN YpPOBeHb KOHTakTa, TCIl: [lepeHocMmoe KOHTakTHOe
BO3JENCTBME BbIMbIBaEMOW cybcTaHUMM B pesynbTare KOoHTakTa € MEeAWLMHCKUM
uagenvem.

MpumeyaHue — OObIMHO BbIPAKAETCA B MUNTIUIPAMMax Ha KBagpaTHbIA CAHTUMETP
NOBEPXHOCTU Tena.

3.23 TCN-moauduumpyowmun dakrop, M®P1cp: Apndpmetmyeckoe npoussegeHue
hakTopoB HeonpeaeneHHOCTN YOy, YO 5 1 YD 6.

3.24 nepeHocumoe Bo3genctBue, TE: [lpoussegeHne nepeHOCMMOro
notpebneHns, macckl Tena 1 dakTopa amopTusaumn.

MpumeyaHune — OBbIMHO BbIpaXaeTCA B MUNNUIPaMMax B feHb Ha nayueHTa.

3.25 TonepaHTHaa #o3a, TU: Oxuagaemoe cpefHee exeaHeBHOe noTpebnenve
cy6CcTaHuMM 3a onpeferneHHbIA Nepuoy, BPEMEHM Ha OCHOBaHMM Macchl Tena, KoTopoe
CUYUTAETCS HE MPUYUHSIOLLMM 3aMETHOIO BpeAa 30POBbI0.

4
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NMpumeyaHune — OO6LIYHO BbIpaXaeTCs B MUNNUrPamMmMax Ha KMNorpaMm Macchl Tena B
AeHb. Bbluucnsetcs B pamkax obLiero ycTaHOBMEeHMA AOMYCTUMBIX NPEAENnoB BbiMbIBAEMON
cybcTaHyvn B MEAVLIMHCKOM M3AENUN.

3.26 ponycTuMbIN puck: P1UCK, AONYCTUMBIN B 1IaHHOM KOHTEKCTE, OCHOBaHHbIA Ha
COBPEMEHHbIX OOLLECTBEHHbIX LIEHHOCTSX.

3.27 daktop HeonpeaeneHHocTH, Y®: dakrop, npegHasHayeHHbIW Ans ydveta
HeonpeaeneHHOCTN, CBOWCTBEHHON OUEHKe noTeHunanbHbix 3deKToB XMMUYECKOro
BELLECTBA Ha YenoBeKka, UCTIONb3yA pe3ynbTathbl, MONyYeHHbIE B rpynnax HaceneHns nunu
cypporaTHbIX BUpax.

3.28 koachcduumeHTa ucnonb3oBanus, YT®: Yucnoson dakTop, NCnonb3yeMbIn
ANS yyeTa NpUMEeHeHUs M3Jenua B MnnaHe 4yacToTbl MCMOMb30BaHWS U NPUMEHEHNs B
COYETaHUN C APYIUMU MESMLMHCKUMM U3AENMUSMKU, B KOTOPbIX MOXHO OBOCHOBaHHO

NPEANONOXUTL HANUYNE TOM JKe BbIMbIBAEMOWN CyGCTaHLMM.
4 OCHOBHble MPUHUMIMDbI YCTAHOBIIEHUA NOPOroBbIX 3Ha4YeHUn

4.1 TlpouecCc yCTaAHOBNEHWUS MOPOroBbIX 3HAYEHUMA (CM. puUCyHOK 1) ans
VI,EHTUDULMPOBAHHOW CybCTaHUMKM, BbIMBIBAEMOWN U3 MEANLIMHCKUX U3AENWIA, COCTOUT U3:

a) oueHKM BUONOrMYeckoro pycka, CBsi3aHHOrO C BbiMbiBaeMoW cybcTaHumen (cm.
pasgen 5) nytem:

- c6opa faHHbIX U ONPEeAENeHNs KPUTUYHBIX AN 340POBbA PEe3ynbTaTos,

- onpegeneHus TonepaHTHon ao3sbl (TU) Ans KOHKPETHOro NyTW NOCTYMNeHUs
W ANNTENBHOCTU BO3AENCTBUS, U

- onpeaeneHns NnepeHocuMbIX ypoeHen koHtakta (TCJI), ecnn pasapaxeHue
ABMSAETCS LOMNYCTUMBLIM PE3YNbTaToM,;

b) onpeaenenna neperHocumoro BozgencTens (TE) BbiMbiBaemon cybeTaHumm Ha
nagmeHTa (cm. pasgen 6) nytem:

- onpegeneHus Macchl Tena COOTBETCTBYIOLLErO nauumeHTa (ms) n

- MOAUDMKALMM MPOU3BEAEHNS NEPEHOCUMOrO NOTPeGNeHNsa 1 Macchl Tena,
OCHOBbIBasICb Ha KoadumumeHTe ncnonbsosaHus (YT®);

C) onpeaeneHvs LIenecoobpasHOCTM M MNONE3HOCTU WUCMNOMNb3OBaHWSA, ecnu
npumenHumMo. Ecrin onpepenexue LienecoobpasHocTu nokassiBaet, Yto TE TexHudecku v
3KOHOMUYECKM peanuayemMo, TE cTaHoBUTCS gonycTuMbIM npegenom. B cnyyae, ecrm TE
He SBMAETCA TEXHUYECKU MMM 3KOHOMUYECKUM BO3MOXHbIM (CM. pasgen 7), B Kaxaom

VHAVBUAYaNbHOM Ccnyyae HeofBxogMMo MpoBecTV jJanbHelwyio moaudukaumio TE,
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OCHOBbIBAsACb Ha OLEHKE MONEe3HOCTW, ANS YCTaHOBMEHWS MOPOroBOrO 3HaYeHUsl (CM.
pasgen 8).

4.2 TpebopaHns HacTosiero craHgapta SO 10993 AOMKHbI BHEAPSATLCA
MH(OPMMPOBAHHLIMM U OMbITHBIMU  NUL@MW, CMOCOGHBLIMW NPUHUMATL  0B0CHOBaHHLIE
pelleHns, Oonupascb Ha  JOCTYMHble  HayuyHble  JaHHble, WUCMONb3ys  CBOe
npodgeccuoHanbHoe MHeHune. JTo TpebyeT onbiTa WMHTepnpeTaunmM TOKCUKOMOrMYeCKmUX
AaHHbIX W TOKCWMKOSOTMYECKOW OLEHKU pucka MPUMEHEHUS MEAULMHCKUX W3Aenui, a
TaKKke 3HAaKOMCTBA C MPVMEHEHMEM U MONb30W  MEAWMLIMHCKAX  M3aenMn wn
LenecoobpasHOCTN AOCTMKEHNS BbIMUCIIEHHBIX MOPOroBbIX 3HAYEHWUIA.

4.3 besonacHOCTb MEAULMHCKUX u3genui TpebyeT OTCYTCTBUS HeaonycTMMOro
pucka ANA 340poBbsi. AHanNM3 pucka ANs 340pOBbS  KOHKPETHbIX  BbIMbIBAEMbIX
cybCTaHUMIn NO3BONSIET YCTAHOBUTL Npeferbl BO3AEWCTBUSA, KOTOpble NPeaoCTaBnstoT
COOTBETCTBYHOLLYIO CTEMEHb 3aLUThI OT ywepba 340pOoBbI0 B Cryyae BbifeneHusi ornacHom
BbIMbIBAEMOW CYOCTaHLMN B OPraH1M3mM BO BPEMS KIUHUHYECKOTO UCTONb30BaHNS U3AENUS.
CTeneHb 3awuTel, NPU3HaHHAA NPMEeMNemMon, B NGO cUTyaLun 3aBUCUT OT HECKOJSTbKUX
aKkTopoB, TakUX Kak xapakTep WAEHTUMPULMPOBAHHOW OMACHOCTY, BO3MOXHOCTb
CHWKEHUS pUCKa U 3HAYMTENBHOCTE MONb3bl, MOMYYEHHOW OT NPUMEHEHUS MEAULMHCKOTO
magenus. OueHka [OMNYCTUMOTO pucka Ans 340poBbdA, Takum obpasom, Tpebyer
WCCNEeAOBaHNA U COMOCTaBMEHNS HECKOSIBKUX CIIOKHBLIX (DaKTOPOB. YBEPEHHOCTb Npu
OLlEHKE pUCKa 3aBWUCUT OT Ka4eCTBa 1 KONMMYeCTBa OLEHNBAEMbIX [aHHbIX.

44 B camMOM LUMPOKOM CMbIcne CybBCTaHUMW, BbIMbIBAEMbIE M3 MEAULMHCKMX
W3genui, MOryT nonagatb B Teno pasfnuMyHbIMA NyTamu, OT abcopbunm koxen [0
3arnartbIiBaHus, BAbIXaHWS, NPSAMOro CUCTEMHOro eeeaeHus. Napgenua takke moryT BbiTh
OTHECEHbl K OAHOW W3 Tpex KaTeropui B 3aBMCUMOCTU OT MPOAOITKUTENBHOCTU WX
npuMeHeHusi. B cBoto odepenb, Kaxaas KaTeropus NPUMEHEHUS MOXET UMETb HECKOIbKO
LLOMYCTUMbIX YPOBHEN, OCHOBaHHBIX Ha HECKOMNBKMX MyTAX BBEAEHWS, KaK yka3aHo B ISO
10993-1. Takum obpasom, obWMiA AOMYCTUMBIA YPOBEHb ANA MAEHTUOULMPOBAHHON
BbiMbIBAEMOWM CyBCTaHUMM MOXET WMMETb A0 TPex COCTaBMSIOWMX: KPaTKOCPOYHbIN
YPOBEHb, MPOAOIKUTENBHBIA YPOBEHb M MOXM3HEHHBLIN ypoBeHb. B cBow ouepens,
BO3MOXHO, YTO Ka&XAbIA M3 OTUX YPOBHEN AOIMKEH HECTU 3awmnTHY (YHKUMIO MO
OTHOLIEHMIO K HECKONbKUM BuAaM MpuMeHeHus. [Ons [OCTUXEHWS 3STOr0 3HaYeHWs
nepeHocumble f03bl (TU) BEIMUCNAOTCA NHAMBUAYANLHO ANA KaXXAO0ro nyTy npuMeHeHUs
B paMKax Kax[oW COOTBETCTBYHOLLEN kaTeropun. Takum obpasom, ans nobol gaHHON
KaTeropum MpUMEHEHNs1 MOXET CyLLEeCTBOBaTb HECKOMNbKO ypoBHeW TW, kaxabii ans

COOTBeTCTByl-OLLtEI‘/'I KaTeropmn. Bo MHOrmMx cnyqasix TOKCUKOMOrnMyeckue faHHble MOoryT

6
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ObITb foCTaTo4HO 060CHOBaHbI, 4151 TOrO, YTOObI NO3BONUTL MPUMEHEHMSA CAMOrO HU3KOro
3HaveHna TW ansa kareropum MPUMEHeHWs WnuM Ans NyTW BBEAEHUS ANA Nydwero
NPeacTaBneHns  TOKCUKONOTMYECKMX  3PGEKTOB,  Bbi3blBAEMbIX  BblMbIBAEMbBIMU
cyb6cTaHumaMu.

4.5 TlepBoi CTyneHbtO MNPU YCTaHOBNEHUMM A[OMNYCTMMOrO YpOBHSA SABnSeTCA
naeHTndukauma cybctaHumM, NpPeAcTaBnsioLWen OrnacHoCTb Ans 3aopoBbs. [locne
Bbibopa onacHowm cybcTaHLmm NPoLEece YCTaHOBNEHWS LONYCTUMOrO YPOBHS HAaUYMHaeTCst C
yCTaHOBIEHNS YPOBHEWN TONEPaHTHON [03bI.

MpumevyaHune — MexayHapoaHble cTaHgapTbl, TakMe kak ISO 14971, wnu gpyrue

CxXemMbl onpejeneHnsa onacHoCTu MOoryT 6bITb UCMONb30BaHbI Ana onpejeneHna noteHyuanbHo

ONacHbIX OCTaTKOB.

5 YcraHoBneHve TonepaHTHOW A03bl (TU) ANA KOHKPETHbIX

BbIMbIBaeMbIXx CyGCcTaHUMI

5.1 O6wme nonoxeHus

0O630p TOKCUKONOTMYECKMX AaHHbIX NMPEeaocTaBnsieT MHMopMaumio, Heobxoanmyto
LNA  YCTaHOBIEHWS  «YyPOBHS  OTCyTCTBMSI  Habniogaemoro  HebnaronpusiTHOro
Bosgenctemay (HOAEJ). 3areM k AaHHbIM NPUMEHAIOT NOAXO04 MOAUMDULMPYIOWEro
dakTopa AnNA HepakoBbIX KOHEYHbIX TOueK (CM. 5.4) aAnA yCTaHOBNEHWUA 3HAYEHUs
COOTBETCTBYIOLLIE TONepaHTHOM A03bl. [ns onpegeneHnsa TONepaHTHOM A[o3bl No
KaHUEPOreHHbIM JaHHbIM MOXHO MCnofb3oBaTb Nnbo moaudunumpyrowmn daktop, nnbo
KONMYecTBeHHbIM noaxon (cm. 5.5). Moauduumpytowmn  GakTop  y4uTbiBaeT Tun,
KONMNYECTBO U Ka4YECTBO OLIEHMBAEMbIX AAHHBIX, CEPbE3HOCTb YCTAHOBEHHOW OMNacHOCTH,
HeonpeAeneHHOCTb, CBOWCTBEHHYIO OLIEHKE pUCKa, YpoBeHb obecneveHns 6e3onacHocTy,
NMPU3HaHHBIV AONYCTUMbIM, @ TakKe ApYyrne acnekTbl.

XapakTep naeHTUMOULMPOBaAHHONM ONAacHOCTU AOMKEH ONPeAensiTLCA NyTeEM OLEHKM
TOKCUYMHOCTN cyBCcTaHUuMM B nnaHe HabniofaembiX TOKCUYHBIX 3PEKTOB U [A03UPOBOK,

MPY KOTOPLIX TOKCUYECKME 3DMEKTBI MPOABNAOTCSA NPU Pa3NUYHBIX NYTAX BBEAEHNS.
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NaeHTndunymposate unu BeibpaTtb
BbIMbIBAEMYIO CyOCTaHLMIO
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PucyHok 1 — YcTaHoBReHWe noporoBbiX 3HAa4YEHWIN (J0MyCTUMOrO YPOBHS)

ANs BbIMbIBAEMbIX CyBCTaHLMMN
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5.2 YyeTt Bo3gencTBusA nNpu Bolumcnelnn TU

5.2.1 Ucnonb3yeMble gaHHbIe

Cnegywolwme paHHble MWCMONbL3YHOT ANA Bbluucrenvsas TU B pasgene 5 m B
JanbHenwemM — ANs OnpeaeneHns COOTBETCTBYIOLUMX Macc Tena M KoadduumeHTa
NCMOoNb30BaHUS ANS BbIYMCNEHNST AONMYCTUMOrO YPOBHS B pasgene 9:

a) ANMTENBHOCTL BO3LENCTBUS HA NaUMeHTa BeiMbiBaeMon cybctaHumm (cm. 5.2.2);

b) 0Bbl4HbIE MYTV BBELEHWS BbIMbIBAEMOW CyBCTaHUMM Ha naupeHTa (cMm. 5.2.3).

5.2.2 YyeT pnuTenbHOCTU BO3OEeNCTBUS

AnuTenbHOCTb NPUMEHEHNST KOHKPETHOMO U3AENWs KNaccupuumpyeTcsi, UCnosb3ys
nonoxeHuns 1ISO 10993-1, pasgen 4, a TalKe aHann3 CooOTBETCTBYIOLUMX JaHHbIX.

[na BbiMbIBaeMbIX cybcTaHummn, paccmaTtpmsaemMbix B ISO 10993 (Bce ctanfapTsl),
MOXeT OblTb HeobxoauMma TW NOCTOSHHOrO KOHTaKTa, AMUTENBHOrO KOHTakTa W
KPaTKOBPEMEHHOIO  KOHTaKkTa, Hanpumep, Mpu CcTepunusauun, Ans  OCTaTo4HOro
KonunyectBa aTuneHokenpga. Ecnm TU BbiMbiBaemon cybCcTaHuMm ycTaHaBnMBaeTCA
6e30THOCUTENBHO ONPeLEeneHHoro U3Lenus Unu Ans Bcex Wsgenuin, BblumcnseTtcs TU
MOCTOSIHHOIO KOHTakTa C OTKIOHEHUsSIMM Kak obs3arenbHbIMM  OrpaHuYeHUsaMU  Anst
ANWUTENBHOMO M KPaTKOBPEMEHHOrO KOHTaKTOB MO HeOOXOAUMOCTW, OCHOBLIBAsCb Ha
Buonoruyeckom acdpekte octatka. Ecnm TU yctaHoBneHa gns BbIMbIBaEMOW CyOCTaHUMK
B M34ENMM NN Knacce m3genui ¢ ocobon kateropuen agnutenbHoctn, TU ans paHHOW
Kateropum ycraHaenveaetcs C ©onee  KpaTKOCPOYHLIMU  OTKIIOHEHUSMKW, MO
HeoBxoaMMOCTH, OCHOBLIBasiCb Ha Bruonornyeckom sdekTe BbiMbIBAEMON CyOCTaHLUMU.

Ecnu gaHHbIx gns ycrtaHosnenus TU ans KOHKPETHOM KaTeropum He CyllecTsByer,
HanpuUMep, eCnn HET XPOHNYECKUX AaHHBIX ANSA yCTaHoBNeHUA TU NOCTOAHHOIO KOHTaKTa,
JaHHble Oonee KpaTKOCPOYHbLIX MccnegoBaHUM MOryT ObiTb UCMNONb3OBaHbI C Gonee
BbICOKMM MOANDULMPYIOLLMM (DaKTOPOM.

Ecnu nspgenve moxet ObiTb OTHECEHO K Gonee Yem ogHown kateropun, TU pgomkHa
OCHOBbIBaTLCA Ha Bonee CTPoron kaTeropun.

5.2.3 YueT nyTn BO3QeNCTBUA

Mpw ycTaHoBneHun ypoeHa TU ana BbiMbiBaeMbIx CyGcTaHUMn 6e30THOCUTENBLHO
orpeneneHHoro Nyt U3genus Unu AnNs Heckonbkux NyTer, ypoeHu TU BblumucnsioTes ans
Ka2)KAoro nyTv NoTeHUMansHOro BO3AENCTBUS B pamMKax AaHHOW KaTeropum AnuTensHOCTU
npMMeHeHusa B obbemax, cornacHo I1ISO 10993-1. Ecnum yposHM TU ansa pasnuyHbIx nyTen
BO3JENCTBUSI HaxXOoAsTCsl B pamkax 3HadveHusa cdakropa 10, camaa Huskas TU moxeT
ucnonb3oBatbC kak TW ana Bcex nNyTen BO3JEWUCTBUS, ANA BCEW  KaTeropuu

ANUTENbHOCTU MpUMeHeHUusi. TeM He meHee, ecnn ypoBHM TW pasHaTcs Gonee, 4em

9
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LECsATUKpaTHO, Hanuune Oonee uem opHon TU MOXeT craTe HeobxoavMmbiM AnNs
KaTeropum AnNUTENBHOCTU NPUMEHEHMS.

Ecnn ypoeHun TW ycTaHaenuBarwoTcA AnA  CyOCTaHUMWA, BbIMbIBAEMbIX U3
KOHKPEeTHOro  u3genus wnuM  knacca umagenui, TU  BbMMCAAOT  TONbkO  ANS
npegHasHauYeHHoro cnocoba NPUMEHEHNs U3fenusa AN KaKAOW MOLXOASALLEN KaTeropum
ANUTENBHOCTU NPUMEHEHWS.

Mpv OTCYTCTBUM AaHHBIX MO KOHKPETHOMY MPUMEHEHMIO BO3MOXHO MCMOMb30BaTh
ypoBHM TU ans ApyrMx NPpUMEHEHWA C AaHHBIMW ANSA NpuMeHeHns 6e3 AaHHbIX. Takas
KONMMYeCTBEHHas 3KCTpanonsums OT OAHOro NyTW K Apyromy ogobpsercs, npudem nrobdas
AOononHUTENbHas HeonpeaeneHHoCTb yuuTbiBaETCA KaK YyacTb dakTopa
HeonpepeneHHocTn 3 (Y&3).

5.3 C60p n aHanu3 gaHHbIX

Mocne waeHTUdUKaUMM BbiMbiBAaeMoOM cybCcTaHuMM Heobxogumo  cobpatb
COOTBETCTBYHOLLME AOCTYMHbIE faHHble. TakoBble MOryT BKIOYaTh:

a) XUMKn4eckne n PusnyHecKkne CBOUCTBA,

b) pacnpocTpaHeHHOCTb M UCnonb3oBaHue,

C) dhapmakornoruio,

d) TokcukmHeTuky (abcopbuus, pacnpegeneHne, metabonusm W BbiBeaeHue U3
opraHuama),

€) TOKCWUKOJOrnto 1

f) BnusaHWe Ha Yenoseka.

HaHHble, ncnonbsyemble 4NA YCTAHOBMEHWUA NOPOroBbIX 3HAYEHUW, AOMKHbI ObiTb
BbICOKOTrO KavecTBa W peneBaHTHbIMW. Bce wvMetowmecs paHHble AO0MKHBI ObiTh
paccMOTPeHbl B KOHTEKCTE MOHMMaHUSA OOLEer TOKCUYHOCTM cy6cTaHumn. OCHOBHOM
noaxos ONUPaeTCA Ha MNPEANOCLIIKY, YTO AaHHblE OCTPOro 3SKCMEpUMEHTa (HanpuMmep,
AaHHble UCCNeAoBaHUA ANUTENBHOCTLIO 14 AHEeN Unn MeHee) AOSTKHbI MCNOSb30BaThCA
ANS  ANUTENbHOrO WM KPATKOBPEMEHHOrO KOHTAKTa, [AaHHble CyOXpPOHUYECKOro
SKCnepuUmeHTa (HanpvMep, AaHHble UCCNefoBaHUA ANUTENbHOCTBIO OT O4HOrO A0 TPex
MecsUeB) [HOMMKHbl CMYXWUTb OCHOBOW ANA  ANUTENbHOIO KOHTakTa, a jAaHHble
XPOHWYECKOro WIMN MOXWU3HEHHOIO 3KCMEPUMEHTa (Hanpumep, AaHHblE WCCRe0BaHUA
ANUTENBbHOCTBLIO LLEeCTb MecsueB unn 6onee) npeanovTUTENbHbI CyOXPOHUYECKUM MU
KpaTKOCPOYHBLIM [aHHbIM ANS YCTAHOBNEHUS MNOXWU3HEHHbIX YPOBHEW MPU MOCTOSAHHOM
koHTakTe. [laHHble 6onee ANUTENBHOrO Nepuoga MoryT ObiTb NONE3HbI NPY YCTAaHOBNEHUA
Gonee KpaTKOCPOUHbIX YpOBHEW. o BO3MOXHOCTW, AaHHbIE, MOMyYeHHbIE Ha YEroBeEKe,

npeanoYTUTeNnbHee AaHHbIX, MONYYEeHHbIX Ha XXNBOTHbIX.
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JdaHHble [omkHbl 6bITb MpoaHanNM3npPoBaHbl AN  OMNpeAeneHns  KPUTUYECKMX
HeBnaronpusATHbIX achdekToB K ycTaHoBneHus yposHen HOAEJ ana atmx addexTos.
Ecnn paHHble HeapekeaTHbl Ans onpegeneHns 3HaveHus HOAEJ, B panbHenwwmx
BbIMMCMEHUSIX MOXHO  UCMOMb30BaTb MWHUMArbHbLIA  YPOBEHb  HebnaronpusiTHOro
Bosgenctema  (JIOAEJl) wnu  gpyroe  3HayeHWe, YuuTbiBas  COOTBETCTBYHOLLYH
KOPPEKTUPOBKY B CBA3M C AOMONMHUTENBHON HeonpenLeneHHOCTLH. 1o BO3MOXHOCTY,
HeobXxoAMMO WCCreaoBaTb B3aMMOOTHOLUEHWE A[03a — OTBeT [ANs MOMOWM mpw
onpeaeneHnn 3HadveHns HOAEJ, 4yTobbl 3HaYMMOCTb BO3AENCTBUSE MOrna ObiTb CBA3aHa ¢
BO3MOXHOCTbLIO BO3HWUKHOBEHMWS TOKCUYECKUX 3(P(EKTOB B IKCMEPUMEHTANbHON MOAENN.
Heobxoaumo OLeHWTb, ecnn 3TO MPUMMEHVMMO, [AaHHble MpPU HEeCKONbkux cnocobax
BBEOEHWS, HampuMep, OopanbHOro, [AEPManbHOrO WMW  KOHTakta C  TKaHAaMM,
napeHTepansHOro W WHransuMoHHoro. B cryyae noTeHumanbHOro BO3JENCTBUS CO
CTOPOHbI EAVHCTBEHHOrO NyTW BBELEHWS AaHHbIe, OTHOCSLLMECS K STOMY NMyTW BBEAEHWS,
Hanbonee peneBaHTHbl, XOTH TaKkKe MOXHO PacCMOTPETb U AaHHbIE MO APYrMM NyTAM
BBEAEHNS.

YuuTbiBasa npegnonaraemblil NyTb BBELEHWS Y YenoBeka, Heobxoanmo onpeaenuTb
Hanbonee peneBaHTHble HeGnaronpuATHbIE 3dEKTbI Kak OCHOBY ANA YCTaHOBMNEHWSA
OOMyCTUMOrO  YPOBHS,, a Takke [03vpoBku, Tpebyemble QANsS Bbl3oBa  TakUX
HebnaronpuATHbIX 3ddekToB. Heobxoammo BbiGpaTh Hanbonee nogxoaswmi ypoBeHb
HOAENT wnn, B wuckmiountenbHbix cnydasix, JIOAEJT wnu pgpyroe 3HadeHne Aans
MCMONb30BaHNA MNP BbIYMCIIEHNM AOMYCTUMOrO YPOBHS, OCHOBAHHOIMO Ha BIUSHUM Ha
300poBbe. ATOT BLIOOP AOIMKEH OTpaxaTb OLEHKy BCex HeGnaronpusaTHbIX 3¢dekTos,
OCHOBaHHyt0 Ha npodeccuoHanbHOM MHeHuM. OH pomkeH ObiTb caenaH Ha OCHOBE
Bbiclero 3HayeHns HOAEJT unu MUHMMAarnbHOro ypoBHS HeGnaronpusaTHbIx 3dgdekToB
ana noboro Habnogaemoro TokcMyeckoro adddpekta, yuuTbiBas MNPMMEHUMOCTE W
KPUTUYHOCTb  TOKCUYECKMX  3(PeKTOB, MNyTb SKCMEPUMEHTANbHOIO BO3AEWACTBUS,
M3BECTHbIE  MEXBMAOBLIE  pasnuuMs B BOCTPUMMYMBOCTW,  YBEPEHHOCTb B
3KCMEepPUMEHTaSbHbIX AaHHbIX, OXUAAeMble NyTU BBEAEHUSI U LNUTENBHOCTb NPUMEHEHUS
Ha 4enoeeke, a Tawkke mobble ApyrMe pakTopbl, cuMTalOLMecs peneBaHTHbIMM.
O60ocHOBaHVe BbiGopa YpPOBHS A03bl AOITKHO BbITb OTPaXKEHO [,OKYMEHTaNbHO.

5.4 YctaHoBneHue TU ans BbIMbIBaeMbIX Cy6CTaHLMIA, HE CUMTAIOWMUXCH
KaHLEepPOreHHbIMU

TWU pomkHa OblTb BblMUCIIEHa ANS K&KAOMO PEeBAHTHOrO OXWMAAEMOro nyTn
BBEAEHUS W ANUTENbHOCTM nNpuMeHenus, ucnonb3dys HOAEN, JIOAEN wnu gpyroe

onpepeneHHoe 3HadYeHune. Kaxpoe BbMucnenve TU gomkHO npyHUMAaTL BO BHYMaHWE
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cTeneHb  CEpbe3HOCTU  MAEHTUUUMPOBEHHOIO  pUCKa U HEOMNPeAerneHHOCTb,
CBOWCTBEHHYIO aHanuay pucka.

Ona  BbluucneHna  ypoBHer T HeoBxogvMo — ucnonb3oBaTb  MOAXOA
Moamdpuumpytowero dakropa npy nobor BoamoxHocTU. Takon nopgxon o6bepuHseT
ncnosb3oBaHne HaKTOpPOB HEOMNMPEeAEneHHOCTHN, KOTOpble YCTaHaBNMBAalOTCA Ha OCHOBE
NpPodECCMOHANBHOrO MHEHUS, ANA NPEfOCTaBNEeHUS NPUEMNEMbIX rpaHmL 6e3onacHoCTU
NpoTuB Hanbonee onacHbIX HeGraronPUATHLIX 3hdeKToB.

dopmyna ansa BbIMUCASHWA 3HaYeHUn TU, B MunnurpaMmax Ha Kunorpamm Maccel
Tena B AieHb, UCNOMb3ys Noaxo moauduumpyowero dakropa, nokasaHa B ypasHeHun (1)

HIKe.

_ HOAEN, NIOAEN u T.4.
M ’

™ (m

rae M® — mogndurumpytowmin daktop Yo, - Y& 5 - YO 3 (cMm. 5.4.2 ana onncanHua
dakTopos HeonpeaeneHHOCTN YP 1, YO o1 YO 3).

HeobxoaMmo ycTaHOBUTL AOMNYCTUMbIE YPOBHM, OCHOBAaHHbLIE Ha WMCMONb30BaHUU
Hambornee LUMPOKUM CErMEHTOM OXWAAEeMOWN rpynnbl nons3oeatener. Hanpumep, ecnu
none3oBaTensMM  SIBMAIOTCA  MPEUMYLLECTBEHHO 3A0POBble  B3pPOCMbIE  MYXYWUHBI,
npenBapuTernbHble pacyeTbl AO/PKHbI OCHOBBLIBATECS Ha BO3AEWCTBUM HA B3POCIbIX
MYX4YMH; eCnv M3fenve npegHasHa4deHo Ans OCOBOW rpynnbl HaceneHus, TakoW Kak
OepemMeHHbIe KEHLLUHBI UM HOBOPOXAEHHBIE, PacqeTbl AOMKHbLI ONUPATBCA Ha Takyo
rpynny. TunNuyHble LOMYLLEHUS MO 4acToTe JAbIXaHus, Macce Tena, U T. A., KoTopble
LLOMKHbI BbITb MCMONE30BaHbI B TAKOM MOACYETE, NPUBEAEHBI B MPUNOXEHUN A.

5.4.2 YcraHoBneHue dhakTopoB HeonpeaeneHHoOCTu

5.4.2.1 OBwwme nonoxeHns

MpwbnusnTensHas oueHKka ¢pakTopoB HEONPEAENEHHOCTU BKIOYAET B cebs MHOrme
pa3HoobpasHble acnekTbl. ATV hakTopbl MPUHUMAKOT BO BHUMaHWE HEOMPEAENEHHOCTD,
CBOWCTBEHHYIO OL|eHKe MOTeHUManbHbIX 3EKTOB XMMUYECKUX BELLECTB Ha NOASX Ha
OCHOBe pes3ynbTaToB, MOSyYEHHbIX B rpynnax HaceneHus WU cypporaTHbiX Bugax. dTv
acrnekTol TPYAHO BbIMUCIIUTE NpUM  aHanuse pucka. dakTop HeonpeaeneHHOCTH,
UCMOSb3YILWMNACA B  AaHHbIX, MOJlYYEHHbIX HA 4YEnoBEeKe, HWKEe, YeM B [aHHbIX,
NONyYeHHbIX Ha XWBOTHbIX. [Py NCNONB30BaHMN XPOHNYECKUX AAHHBIX ANS ONpefeneHns
ypoBHen TU NOCTOSHHOrO npUYMEHeHUst (PakTop HEeONPEeAeneHHOCTU HWKe, Yem npu
NCNonb3oBaHNN CyBXpoHUYeckux AaHHbIX. OH Takke Hwxe npu ncnonssosaHum HOAEJT,
yem npu JIOAES]. 3HaueHne nnu cteneHb BO3AENCTBUSA, NpUaaBaemble Kaxaomy dakropy

HeonpeaeneHHoOCTU, A0MKHbI ObITb OTpaXeHbl AOKYMEHTanNbHO C obocHoBaHeEM Bbl60pa.
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HekoTtopble acnekTbl npy Boibope noaxoaswmx hakTopoB HEONPEAENEHHOCTU BKIOYaT
BapuauuMm OT YenoBeka K dernoBeky, BWAOBblIE 3KCTpanonauum W Apyrue
HeonpeaeneHHOCTU, ONUCaHHbIE HUXE.

5.4.2.2 daktop HeonpepeneHHocTn 1 (YD)

Yo | oTBevaeT 3a wvHAMBUAYalMbHbIE Bapvauum Mexay ocobammn denoseka.
Heobxoaumo yuutbiBaTe YO 1 Npu BbluMCNeHUMM 3Hadvenust TW. [Ins oueHkM Bapuauvu
Mexay ocobamm Yyenoseka Bcerga NpPeanovTUTENbLHES ONMPaTLCH Ha pearbHble AaHHbIE.
Mpy OTCYTCTBUM 3KCMEPUMEHTASbHBIX [AaHHBIX ANS XapaKTepUCTUKU WHAUBUAYanNbHOW
BapnabenbHOCTM YEroBEYEecKOr0 OTBETA Ha TOKCUYHBLIM areHT Mo  YMOMYaHuio
MCTOpUYECKU ucnonb3oBanca ¢akTop HeonpeaeneHHocTu co  3HadeHvem 10 ans
obecrneveHns MOMHOro AuanasoHa 4YeroBeveckod BapuabenbHOCTW, €ecnv  OLeHKa
0esonacHOCTU OCHOBbIBanacs Ha addektax, Habnogaembix Ha KMBOTHbIX. Kak
CrnepcTeune, 3HAYUTENBHO CHWKEHHBIM (hakTop HEeonpeAeneHHOCTW, BO3MOXHO Aaxe co
3HadeHveM 1, MoxeT ObiTb Gonee noAXoAsLMM NPU W3yYeHUM HebnaronpuATHOro
ahdhekTa B TOW rpynne naumeHToB, koTopas OyaeT noaseprHyTa BO3ASUCTBUIO.

Ecnv Bapraums ot Yenoseka K YernoBeky NpusHaHa MUHMMANbLHOM, HY»HO Bbibparb
hakTop HeonpegeneHHocTH, npubnuxkatowminca k 1. Ecnn Bapwauus ot venoseka K
YernoBeky MNpu3HaHa 3HauuTEenbHOW, HyXHO BbIOpaTh QakTop HeonpeaeneHHoOCTU ¢
APYrMm 3HaveHvem nnu npubnxkarowmincs k 10. Ecnv yenoseveckan Bapuaunsa npusHaHa
MPOMEXYTOUYHOW,  HYXHO  B3fiTb  MPOMEXYTOYHbIN  (pakTop  HeonpeaeneHHoCTW.
MamnocrHKkpaTyeckas rvnepBoCripUMMUMBOCT OObIMHO He AOIKHa CRYXWUTb OCHOBOW
sHadyeHna TW. B pesynbrate aktop HeonpeaeneHHoCTU ANa  WHAMBMAYanbHOMN
BapuabenbHOCTM YenoBeka He obssatensHo OyaeT yunTbiBaTb 0COB0 YyBCTBUTEMbHLIE
nogrpynnsl HaceneHns. Cnocob BBeAEHNA MaTepuana B TeNo Takke J0sDkeH BbiTb yuTeH
npy YCTaHOBMIEHUM PENEBAHTHOCTM M 3HAaUYMMOCTV NtoBoro dakropa HeonpeaeneHHOCTH.

5.4.2.3 dakTop HeonpeaeneHHocTy 2 (YO 1)

Y& , OTHOCUTCA K 3KCTPanonsAuuWM [LaHHbIX, MONYyYeHHbIX OT BWAOB, MOMWMO
yeroseka. Y®, [OMKEH YUATbIBATL BPOXKAEHHBIE PasnuMuusa Mexay ApYruMyn BuaaMu v
yenosekoM. Bceraa npeanoyTMTensHO UMETh AaHHbIe U AeTarnbHoe 3HaHNe COOTHOLLEHUI
MEXAY YENOBEKOM U NOAOMbLITHLIM BALOM.

JecatvkpatHbii aktop GesonacHoCT MOXeT ObiTb YMECTeH Npu OTCYTCTBUM
JeTarnbHbIX 3HAHUA MEXBWOBLIX pPasnuuMii no TokcudHocTn. Ecnn ToKeMuHOCTL ©
TOKCUMKOKWHETMKA CyOCTaHLUMM XOpOLIO WU3BECTHbl M CXOXW Ha dJenosBeke W
SKCMEPUMEHTANBLHOM  MOAENM, HyXHO  ucrnonb3oBatb Gonee  HU3KMA  dhakTop

HeonpeneneHHoOCTU. Takke, ecnm NPU3HaHO, YTO pasnMyna UMERT TOKCUKONornyeckoe
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3HauveHne, HeobxoaMMO ucnonb3oBaTe Oonee BbICOKME (PaKTOpbl HEOnpeneneHHOCTU.
Cnoco6 BBeAEHVA MmaTepuana B Teno Takke LOMmMKeH ObiTb yyTeH npu ycTaHoBNeHun
penesaHTHOCTM 1 3HaYUMMOCTU MBOro hakTopa HeonpeaeneHHOCTU.

5.4.2.4 dakTop HeonpeaeneHHoctu 3 (YPs)

Yo aktop HeonpepeneHHoct mexay 1 M 100, OTHOCUTCA K KavecTBy W
COOTBETCTBMIO AaHHbIX uccneaoBaHWA. Ecnu  paHHble  xOpowero kadectea U
peneBaHTHbIE, UCNONb3yeTcs 3HadeHune 1. dakrop (YP3) AOMKEH OCHOBbLIBATLCS Ha
NpogeccMoHanbHOM  MHEHWM, YYATbIBaOWEM KauyecTBO [aHHbIX W MOCTpOeHue
vccnenoBaHus.

370 HeOBXOAUMO YUMTLIBaTL NPY HEONPEAENEHHOCTU B CNEAYIOLNX CUTYaLMSX, He
orpaHN4MBasChb TakoBbIMM:

a) WCNOnb30BaHWE KPATKOCPOYHBLIX WCCMeAOoBaHWM ANA akcTpanonauum 6Gonee
ONTUTENBbHOrO BO3AENUCTBUS Unu 3 dekTa;

b) Hannune Tonbko aaHHbIX JIOAEJT BMecTo faHHbx HOAEJT,

C) OTCYTCTBUE NOATBEPXKAAIOLUMX UCCNE[0BaHNN;

d) ucnonb3oBaHne HECOOTBETCTBYHOLLIUX XUBOTHbIX MOAENeN;

€) HEMOAXOAALLMIA NYTb BBELEHUS;

f) cTeneHb BO3aEnCTBUS;

g) yBEPEHHOCTL B 6ase gaHHbIX.

Mpu ycraHoBneHnn TU Takke HeoOXOAMMO PaccMOTpeTe CTeneHb obecneveHus
©e30nacHOCTX, TMPU3HAHHYID MNPUEMMEMON B CBETE CEPbe3HOCTW OnacHOCTU Ans
3p0poBbs. [Mpyn 0NacHOCTAX 4N 340POBbSA, TAKMX KAK CMEPTb, O4EHb CEPbEe3HBIN Bpea Unm
HeobpaTumMoe BO3AEMCTBME Ha MOPaKaeMbll OpraH B OXWAEEMOM WMN  KOHEYHOM
pesynbtate HeoOXOAMMO pPaccMOTPETb [AOMOMNHUTENBHOE fJonylweHne. Taike, ecnu
pesynbTaT  HECeT  OrpaHWYeHHOE  TOKCUKOMOTMYECKOE  3HaueHue, Heobxoanmo
paccMOTPETL CHWKEHUE AonyLLeHusi. HeoBxoaMmo Takke paccMoTpeThb cnocob BBELEHNS
Martepuana B Teno Ans YCTaHOBMEHWS CyLLECTBEHHOCTM M MaclTabos nwoboro dakTopa
HeonpeaeneHHOCTA.

Ecnn konv4ecTBO Mnn kavyecTBO MOAXOAALUMX JaHHbIX OrpaHM4eHo, Heobxoanmo
BbibpaTh 3Ha4YeHne dakTopa, npubnwkatoweeca unu paeHoe 100. Ecnm ncecneposaHus,
crnyxaiime ocHoBoW Aana TW, npuaHaHbl XOpOLIO ChMaHWPOBaHHBIMWM W MPaBUIIbHO
npoBefeHHbIMN, HEeoBXOAMMO BbIOpaTh 3HayeHWe dakTopa, npubnKarweecs Wnm
paBHoe 1. [MPOMEXYTOYHbIE CUTyaLMM O3HAYalT BbIGOP MPOMEXYTOYHLIX (DaKTOPOB.

BepxHss rpaHnya dakropa MoxeT npesbiwaTe 100, ecnu gaHHble, NonyYeHHbIe B OCTPOM
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OnbiTeé Ha XXMBOTHbIX, CMNYXaT eAWHCTBEHHON OCHOBOW BblMMUCNEHUs 3HadeHun TU ana
NOCTOAHHOIO BO3[ENCTBUA.

5.4.3 Onpepnenexne moauduumpyowero gpakropa

Moanduumpyrowmin dakrop (M®), Takum obpasom, AomkeH ObITb BbIMUCHEH Kak
npovssefeHne akTopoB HeonpegeneHHocTu (YO; « Y 5 - YO 3) [cMm. ypaBHeHue (2)
HWke]. OTOT MOANMULMPYIOWMIA hakTop MOCAYXUT OcHOoBaHWeM onpeaenexHus TU n, B

CBOIO oYepesb, NepeHocMmoro BosgencTeus (TE) Ana Kaxaon Kateropum NPUMEHEHNS.
M® = Y&, . Yo, Yo, (2)

B GonblumHcTBE cnyyaes moaunduumpyrowmii dakrop mexay 10 u 1000 gomkeH
ObITb fOCTaTo4yHO 0BOCHOBaH. B HekOTOpbIX cnydyasx, 0COGEHHO MpPU HanMMuUKM TOMBKO
Hey/[10BIETBOPUTENbHbBIX MW HENOAXOAALMX AAHHBbIX U YCTAHOBMEHUM 3HAYUTENbHbLIX
haKTopoB ONACHOCTW, MOXET NOTPebOoBaTLCA TaKOW BLICOKUIA MOANMULMPYHOLLNIA hakTop
kak 10000. B HekoTOpbIX cnydYasix moauduumpytowmin gaktop MeHee 10 moxeT ObiTb
oOyCcrnoBMneH HanMuMem AO0CTaTOYHbIX  KAMHWYECKMX  AAHHLIX WKW AOCTaTOYHO
CTaHAapTHbIX pe3ynbTatos. [Npy Hanuuum TONBbKO AaHHLIX CMEPTHOCTU B OCTPOM OrbiTe
Ana ycraHosneHus TU NOCTOSAHHOrO KOHTakTa MOXeT NoTpeboBaTbCsl MOAUDULMPYHOLLIMIA
dakTop Bbiwe 10000. Joban cutyaums, npusogsawas k moanduumpyoemMy dakropy
Bbilwe 10000, ykasbiBaeT Ha BbICOKYIO CTEMEHb HETOMHOCTU aHanu3a, U B Takux Criyyasix
HeobxoANMO MPUHATE BO BHUMAaHWE OCTPYH MOTPEOHOCTb B AOMOMHUTENbHBLIX faHHbIX.
Kak anbTepHaTvBy K MCMONb30BaHUIO 3HAYEHUA YO Mo yMOMYaHMIO, MOXHO MPUMEHUTL
dhapmakokMHeTYeCckoe ModenupoBaHue Ha duanonormyeckor ocHose (MBIMK) ans yyeta
VHAMBMAYanbHbIX Bapuauui oOT 4Yenoseka k uyenoseky (YP¢) n aona nposeneHust
MeXBMAoBOM 3kcTpanonsumm (YP) B pamkax Buaa. WUcnonssosanve mogenen [MBIMK
MOXET CHU3WUTL HEOMPEAENEHHOCTb 1 MPUBECTU K Apyromy Mo.

5.5 YctaHoBneHne TU BbIMbIBaeMbIX Cy6CTaHLMIA, CYUTAIOLUXCA
KaHLUepOoreHHbIMU

5.5.1 Mpoueaypa AnNs KaHLEPOreHHbIX BbIMbIBaeMbIX CyGCcTaHLUIA

Mocne ycraHoeneHwss TU ana paka ee HeobxoAMMO paccMOTpeTb BMECTe C
ApYyrMMU  3HaueHusMKU T ons  HEPaKkoBbIX KOHEYHbIX TOYeK, AMS OMpeAeneHus
nogxoasien T noCTOSHHOrO KOHTaKTa, AMa UCMOMb30BaHWS B BbMMCHEHNAX TE.

[na BbIMbIBaEMbIX CyOCTaHLMIA, CUMTAIOLUMXCH KaHLEPOreHHbIMK, HeobXxoAnMO
NPUMEHWTL  MUCCNeAoBaHMe  COBOKYMHOCTW  AOKasaTenbCTB  ANs  ONpeaeneHvs
noaxoasilero metoga ycraHosneHuss T Ha ocHoBe paka. lccnefoBaHne COBOKYMHOCTU

AoKasaTenbCTB NojpasymMeBaeT OTBEThI Ha CneayrLe BonpocChl:
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- fBnsietcs nn maTepuan reHOTOKCUYHBIM KaHLEpPOreHoM?

- PeneBaHTHbI K BUAbLI ONyXOnen Anst YenoBeka?

- Bo3MOXHa nu aKkCTpanonsaunsa Ha YenoBeka CyLLECTBYHOLLMX AaHHbLIX NoKanMaaumm
B opraHnsme?

- PenepaHTHa v snngemmonormyeckas nHpopMauma ansa yenoseka?

5.5.2 BapuwaHTtbl ana cybcrtaHuui, Npoweawmnx nccregoBaHMe COBOKYMHOCTU
[oKasaTenbCcTB

Ecnn mnccnepoBaHne COBOKYMHOCTM [0Ka3aTenbCTB MOKasbiBaeT, 4TO MaTtepuan
ABNAETCA FEHOTOKCWYHBIM KaHLEpPOreHoM, BuAbl OMyxornen, Habnopgaembix B PakoBbIX
Ovonpobax, CyLlecTBeHHbI ANs YenoBeka, a fokanu3auusi B opraHmsMe wu/unm
anugemuonormyeckas unHpopMaums MNOATBEPXKAAIOT PEnNeBaHTHOCTbL ANA  YEnoBeka,
HeobXx0AMMO UCMONbL30BaTh OAMH U3 ABYX CMNEAYHOLLMX MOAXOAOB.

a) OnpepenuTb kaHueporeHHyto TW, ocHoBbIBascb Ha nNpoueaypax OLEeHKM
KONMYECTBEHHOIO PUCKa, UCMOMb3YHT CTaTUCTUYECKME MOLENM C YPOBHEM 3HAYMMOCTU
pucka 107, nnu

MpumedyaHue — T[py UCNOMb3OBaHWA NUHEWHOW MHOrOCTYMEHYATON MOAENM
H606XO,U,I/IMO pPacCMOTpPeTe BO3MOXHYIO HENMUHEWHOCTb  MarbIX AO3 W JaXe BO3MOXHble
BuronorMyeckme nNopory, BO3HMKAaOLWME U3-3a NPUCYTCTBUS MEXaHU3MOB BoccTaHoBneHus JHK n

JpYrx roMeocTaTuyeckmx npoLeccos.

b) He onpepensTe kaHueporeHHyto TWU. CHM3NTb BO3geNCTBME Ha naumeHTa [o
Hambonee HW3KOrO PasyMHOro MPUMEHEHWS W aKTMBHO KOHTPONMPOBATL PUCK paka,

MCcrnonb3yd npoueaypbl ynpasneHUs PUCKOM.
MpumeyvaHnne — [na gononHutensHou nHgopmauum cm. SO 14971.

5.5.3 Npouenypa npu 6e3pe3ynbLTaTMBHOM UNU HeonpeaerneHHOM
nccrnegoBaHUM COBOKYNMHOCTU AOKa3aTesibCTB

Ecnn uvccnepoBaHMe COBOKYMHOCTU fokasaTtenbctB 6esycneluHo, Heobxoaumo
NPMMEHNUTL NOAX0A Moamduumpyoero dgakropa. Ecnn mnccnepoBaHne COBOKYMHOCTU
JoKasaTenbCTB HEOAHO3Ha4YHO, HEOBX0AUMO NPUMEHUTL METOAbLI Kak MOANDULMPYHOLLErO
hakTopa, Tak M KONMMYECTBEHHON OLIEHKM puUcKka ANsi OnpeaeneHns KaHueporeHHom TUL.
Mpyn ucnonb3oBaHWM noaxofa Moauuumpytowero dakrtopa HeobXoAMMO MPUMEHUTL
METOAbI, ONMCaHHbIe B 5.3 NS TYMOPOreHHbIX (OMyXOneBbIX) OTBETOB.

Mpn noGon BO3MOXHOCTM HeOBOXOAMMO WCMOSb30BaTh (hapMaKkoKMHETUYECKOES
MogenmpoBaHue Ha dusmonorndeckon ocHose (MBIK) gns pacyeTa 4o3bl, LOCTaBNAEMON

B paccMmaTpuBaeMblii opraH-MyLLEHb, B OTNIMYME OT NPUMEHsIEMON L03bl. B cBO ouepeap,
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npu pacyeTe pvcka B BbIYUCNEHUM UCMONb3YeTCs AOCTaBnsieMas, a He npuMeHsiemas
jaosa.

5.6 YcTraHoBneHue nepeHoCUMbIX ypoBHeu KoHTakTta (TCIT)

5.6.1 O6wue nonoxeHus

0630p AaHHbIX MO pasapakeHUo MNpPefocTaBnseT MHMOPMaLMIo, HeoOXoAUMYIO
ANSA PeLUeHUs], HYKEH NN YYeT pasgpakeHns, W, ecnm HeobXxoammo, ANS YCTaHOBREHUS
Hepasgpaxarowero yposHs (HUI). Mocne pewenns, yto HAJ gomkeH GbiTb BbIMMCHEH,
ucronb3yeTca noaxon — Moaudpuumpylowero dakropa Ans  paspaboTkn  YpOBHS
nepeHocMmoro koHtakta. Oxupaetcs, uto ypoBHu TCJ1 OyAyT HyxHbl TONMbKO ANS
HEKOTOPbIX BbIMbIBAEMBIX CyOCTaHUMIA, MNPUYEM TOMBKO B HEKOTOPbIX U3Aenusix,
Mcnonb3yemblX MpU OfpeAeneHHOM npuMeHeHun. B Takux cutyauusx yposHu TCJT npu
MCMNONb30BaHUM CTaHyT ABOWHLIMY
obsasaTtenbHbIMU  OTPaHVYEHNSIMM  BMECTE €  AONyCTMMbIMK  ypoBHSMU. Kpome TOro,
BO3MOXHbI CUTYaLMK, MPU KOTOPbIX NPEeAOoTBPaLLEHNE pasapaKeHUs SBMAETCH HACTONbKO
OrpaHNYUBAIOLLUM, YTO AOMYCTUMbIE YPOBHU, OCHOBaAHHbIE HA CUCTEMHOWN TOKCUYHOCTU, He
ABNSAOTCA HEOBXOAUMBIMM.

JaHHbIn nogxon He npefHasHavaeTcs ANs BbluucneHus 3HaveHud TCI Ha
OCHOBaHWM annepruyeckoro KOHTaKTHOrO AepMaTtmra unu MecTHbIX addekToB, 3a
VICKITIOYEHWMEM Pa3JPaxKEHUsT B aHATOMUYECKN U (PapMaKOKUHETUYECKN N30NUPOBaHHBIX
opraHax (Hanpumep, Mo3r, rnasa).

5.6.2 Yyet Bo3aencTeus npu BobluncreHnm TCJ1

MepeHocnmble ypoBHWM koHTakTa (TCJ1) moryT noTpebosatbes ans  nobown
BbIMbIBaeMoOn CyBCTaHLUMKW, KOTOpas BbI3bIBAET pasfpakeHne B pesynbTare MnpsMoro
KOHTaKTa C TKaHAMM Tena, HanpuMep, KOXeW, rmasamu, CrinsucTbiMi oBonodkamu mnm
MOBEPXHOCTAMM, MOBPEXAEHHBIMW B pesynbTate cnocoba MpUMEHEHWs OnpeaeneHHoro
nagenusi. Heo6xoaMmMo NPUHSATE BO BHUMaHWE rpyrny HaceneHusi naumMeHToB.

MepeHocuMble ypoBHU koHTakTa (TCJ1) moryT notpeboBartbCs ANA MHOTOKPAaTHOro
NPUMEHEHMS NPV KOHTaKTe C TkaHsMW. Hanpumep, martepuan MOXET He SBMATLCH
pasfpaxuTeneMm B AaHHOW KOHLEHTPauuMu Mpyu O4HOKPaTHOM MNMPUMEHEHWW, HO MOXET
cTaTb pasgpaxutesniemM Nocrie NoBTOPHOrO NPUMEHEHMS.

5.6.3 YcraHoBneHue TCJ1 npu pasgpaxeHun

5.6.3.1 OBwme nonoxeHns

[ns kaxaow COOTBETCTBYIOLLEA KOHTAKTMPYIOLLEN TKaHU HEOOXOAMMO BbIYMCIUTL
TCJ1 ncxops wn3s He pasgpaxarowero yposHs (HWI), MyHumanbHO pasgpaxarowero

ypoBHa (MWUJT) unu gpyroro aHanoruuHoro ypoeHs. Kaxgoe sbrmcnenne TCIT pomkHO
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YUUTbIBaTb CTEMEHb Pa3sfpakeHWs NMpyM MHOTOKPATHOM BO3AEWCTBUAN HE pasapakaroLmx
KOHLEHTPaLIM, ecnn Takue AaHHble cywectsytor. [na sbiuncnenms TCIl Heobxopmmo
“cronb3oBaTb noaxos moauduumpytowero dakropa. Takon noaxopn BknovaeT B cebs
ncrnonb3oBaHWe hakTOpOB HeoMNpeAeneHHOCTY, KOTOpble YCTaHaBMMBAOTCA Ha OCHOBE
NPOgECCHOHaNBHOTO MHEHUS, ANSt NPEAOCTABNEHUs NPUEMIEMbIX rpaHuL, 6e3onacHoCTy
oT pasgpaxeHusi. Huxke npueegeHa dopmyna ana sbrucneHns TCHl, B Munnurpammax Ha

KBagpaTHLIA CAHTUMETP, C UCTONBL30BaHNEM NOAX0Aa MoauduuvpytoLLero dakTopa:

TCn = HWT vnn MI/IJ'I' (3)
M®Prcp - A
roe Morten — moguduumpyrowmn dakrop (Y, - YO5 - YPe);
HUN — He pasppaxarowmii ypoBeHb, B MUNMUIpaMMaXx;
MWUIT - MYHMManbHO pasapaKatowmnii ypoBeHb, B MUNNUrpaMMax;
A —nnowanb NOBEPXHOCTU KOHTAKTa C TENMOM, B KBaAPaTHbIX CaHTUMETpax.
lpaHWUbl pasapaxeHns AOMXKHbl OblTb YCTAHOBMEHbI, OCHOBLIBASCb Ha CamOM
LUMPOKOM CEerMeHTe orpefernieHHol rpynnbl nonb3opatenei. Ecnu HasHadeHnem He
ABMNSAETCS LUMPOKOE ynoTpebneHue, UCMONb3yHT MOATPYNMy HaceneHus, ANs KOTOpPOW
npefHasHa4YaeTca nsgenve.

5.6.3.2 OnpeneneHne hakTopoB HEOMNPeaeNeHHOCTH

MeToabl, ncnonb3yemsle ANs onpeaeneHust pucka Brnonornyeckoro pasppakeHus,
OTNMYaloTCd OT METOAOB, WCMOMb3yeMbIX ANS CUCTEMHOW TOKCMYHOCTW. [naBHbIM
OTNNYMEM SIBNAETCA CTeneHb HeorpeaeneHHocTn. OBbIMHO, ecrnv B COOTBETCTBYHOLLEN
OMbITHOW MOAENU HE MOYYEHO PasAPaXeHWUs, OHO HE MPOV3OWAET MPW MCMONb30BaHUM
yenosekoM. Takum 06pasoM, UCMOSIb30BaHNE HECKOMBKMX (DaKTOPOB HeomnpenseneHHoCTU
Bonee orpaHMYeHo, a rpaH1Ubl 6e30MacHOCTM yBeNuYeHbl. TeM He MeHee, npu BbiGope
CreayeT paccMaTpmBaTh HECKOIBbKO (hakTOpOB HEOMPEAENEHHOCTH.

- ®akTop HeonpeaeneHHoCTH 4 (YD)

Y®, oTBevaeT 3a vHAMBMAYanbHblE BapuauuyM OT YenoBeka K 4enoBeky. YP4
LOIMKEH NPUHMMaTBCA BO BHWMaHME MpU BbluMCeHWW 3Hadenus TCJ. [na oueHku
Bapvaummn OT YenoBeka K YenoBeky Bceraa npeanoyTutesiHee onvpaTbCs Ha pearnbHble
KNMWHWYeckne  pgaHHble.  [lpu  OTCYTCTBMM  SKCMEPVMMEHTanbHbIX — AaHHbIX  A11S
XapaKTepuCTNKM  UHAMBUAYanbHON  BapuabenbHOCTM  KNMHWYECKOro  OTBeTa  Ha
PasApaxarolWwyro BbIMbIBaEMYtO CyOCTaHLUMIO HEODOXOAMMO  WCMONb30BaTh  hakTop
HeonpeeneHHocTy B gnanasoHe ot 3 go 10.

- dakTop HeonpegeneHHocTn 5 (YPs)
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Y&s oTBeYaeT 3a SKCTpanonsuvio AaHHbIX, MOMYyYEHHbIX OT 3KCMEPUMEHTAanNbHbIX
XKUBOTHbIX. Y®s [OOMKEH yuYWTbIBATb BPOXAEHHBIC PasUUNA MEXAY >KUBOTHbIMUA WU
yenosekoM. Bceraa npeanoyTuTensHO UMETb JaHHbIE U AeTanbHOEe 3HaHUE COOTHOLWEHWIA
MeXZy YEenoBEeKOM W JKCrepuMeHTarbHbIM BUAOM XMBOTHOrO. [Mpu OTCYTCTBAM Takoro
JEeTansHoro 3HaHUsi He0GX0AMMO MCNOSb30BaTh (hakToOp HEONPEAEIIEHHOCTU MEXBUAOBON
Bapuayum (YPs) co aHaueHnem 3.

- dakTop HeonpeaeneHHocTH 6 (YPe)

Ydg OTBEYAET 3a Ka4ecTBO U PENEBaHTHOCTb OMbITHLIX JaHHbIX. Mcnonb3oBaHue
ypoeHer MUIN Bmecto HUI moxeT notpebosaTb (akTop HeonpepaernieHHocTn (YPs) co
3HaveHveM 3 vnn Bbiwe. Tawkke Y®Ps A0 3 MoxeT ObiTe NPUMEHEH, €cnn BbIBOAbI
JlenaroTcsl Ha OCHOBaHWM HeydOBNETBOPUTENBLHO CMMaHUPOBAHHOMO MMM BbIMOMHEHHOIO
VccnenoBaHns U eCni KONUYECTBO NMOAXOAALLMX AaHHbIX BbINO OrpaHWyeHHbIM. Takum
obpasoMm, YPs MoxeT BbiTb 9 nnu Gonee, ecnu 1 COOTBETCTBME, M Ka4YeCTBO AaHHbIX
HeyA0BNeTBOPUTENbHbI.

5.6.3.3 Onpepenerve moguduympytowero dakrtopa TCJl

Takmum obpasom, mogucduumpytowmii dakrop TCI (M®rcn) AOMKEH BbIMUCAATHCA
Kak npousseneHue haktopoB HeonpeaeneHHocTn (Y, - Yds - Ydg), kak npuseaeHo B
ypaBHeHun (3). 3TOT Mopuduumpyowmia  dakTop nocnyxut ocHosom ana TCIl. B
BonbLUMHCTBE Cny4YaeB obWwuiA Mogndumpyowmin pakTop co aHadveHnem 30 unn meHee
JomkeH ObiTb AOCTaTOMHBIM, HO OH MOXET ObITb W Bbille, €CNM He pasgpaxarome
KOHLIEHTPaLMW He BbINn YCTaHOBMNEHbI UMW NPW HaNUYMn TONBKO HN3KOKaYeCTBEHHBIX UIn
HECOOTBETCTBYHOLWMX AaHHbIX.

5.7 OueHKa pucka cmecen

HacTosiLmi cTaHLapT npeaHasHavyeH AN1s ONPeAENeHMs NOpOroBbIX 3HaYeHUA Ansi
OTAEnNbHbIX BbIMbIBAEMbIX CyBCTaHUMIA, BblgenseMbIX MEAULMHCKUMY M3genmaMn. Tem He
MeHee, MauueHT PeaKo BXOAWT B KOHTaKT C OAHOW oTaenbHow cybctaHuven. Mopasno
BEPOATHEE CUTYaLUMW KOHTaKTa C HECKONbKUMW COSAMHEHUSMU, OLHOBPEMEHHO
BblAENAEMbIMM  M3fenveM. OTO BO3AEMCTBME  HECKOMBLKMX COEAMHEHUA  MOXET
MOTEHUMANLHO YBEMUUATL WM MOHU3WTb TOKCMYHOCTb TBON  paccmaTpyBaemMon
cybctaHUumMn. TeM He MeHee, MpW yPOBHE BblAENEHWS COSAVHEHWA U3 MEAULMHCKOro
W3AENNa 3HaYUTENBHO HIDKE COOTBETCTBYHOLUMX 3HadveHun TU gns sTux coepuHeHun
BEPOATHOCTb BO3HMKHOBEHWS CUHEPTMYECcKnX 3ddEKTOB CPEAN COCTaBHbIX CMECceln mana.

MeTofb! NpoBeAeHUs OLEHKM pUCka CMECEN NpuBeaeHs! B NpunoxeHin B.
6 BbluucneHue nepeHocumMoro Bosgencreus (TE)
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6.1 O6Gwue nonoxeHus

Bospenctene kakon-nmbo BbiMbIBaeMoW cybcTaHUMM  MOXET MNpOU3OWTU B
pesynbTate UCMoMb30BaHUS psaa MeauUUHCKUX nsgenvii. MNocne pas3paboTku ypoBHEN
TU ans sbiMbiBAaeMoO cybcTaHumn, HeoBXO0AMMO OTKOPPEKTMPOBAThL COOTBETCTBYHOLLME
TU ansa onpeaeneHvus BO3HMKAOWEro BO3AEUCTBUS, KOTOpoe Obino Obl NEPEeHOCUMBbIM,
yyuTbIBas Cnocob MPUMEHEHUS U3LENUA W NOTEeHUMan BO3AEWCTBUS APYMMX UCTOYHUKOB
BbIMbIBAEMOW Cy6CTaHLMK N3 MEANLMHCKOTO U3AENUS.

Heobxoammo oueHUTb cneayrowme akTopbl ANS ONpefeneHns HyXHOW MaccChl
Tena wn koadpduumeHta wucnonbsosaHua (YTP), npumeHsembix ANA  BbMUCNEHWA
nepeHocumoro Bosaewncteuns (TE):

a) onpeaeneHHas rpynna HaceneHus, UCMorb3yoLlas U3fenve;

b) npeobnapatoas macca Tena rpynnbl NoNbL3oBaTENEeN;

C) npeanonaraemas cxema ucnosib30BaHUs U3genus,

d) BO3MOXHOCTb BO3LEMCTBUSA Ha NauWeHTa TOW Xe BbIMbIBAEMOW CybCTaHUMn 13
HECKOSTBbKUX U3AENUN.

TCJ1 He koppeKTUpyeTca ANs NPUMEHEHUs], Tak Kak 3TO MECTHbIN 3P eKT, KOTOPbIN
06bI4HO He MOBLILLIAETCA UMW CHKAETCA B CBA3U C NpuMmeHeHnem usgenusa. Ckopee TCH
OyAoeT nMpUMEHATLCS Kak MNEPEHOCMMOE BO3AENCTBUE ANns  Takux  KomOBuHauui
ocTatok/vsfenue, B KOTOPbIX pasfpakeHue ABnAeTCA (HaKTOpoM MpW yCTaHOBNEHUU
gonyctumoro ypoeHsi. MNpy npumeHeHnn TCJ1 06bIMHO cunTaeTcs B3anmMHO obsasarensHbIM
TE. B cnyyasx, korga pasgpaxeHve npeactaensetr obssarenbHoe orpaHuyeHue, TCIl
craHosuTCA TE, HO Bbipaxaerca B MUNNMrpaMmmax Ha usgenue, Tak kak Herpuemnemoe
pasfpaxeHne He A0ImKHO ObITb AOMYLLEHO Jaxe Ha OAWH AEHb.

®aKTopbl MCMOMbL30BaHWST [OMKHbI  OTpaXaTb OObIYHbIE MNYTM OCTaTOYHOro
BO3JENCTBUSA U3LENUS UMW KNacca U3fenui Ha nauuenTa. Ecnn ogHo 3HayeHue TU Bbino
BbIbpaHo, npeactaenas Bce TU ana kateropym nNpyMMeHeHusi, Heo6XoAMMO AOMyCTUTh
onpegeneHHyo csoboay npy BbIMUCIEHUM (DAKTOPOB WCMONb3OBaHWA ANS U3OEnuiA co
cneuyndnyHbIM nyTem. Ecnn ogHo 3HaveHre TU ucnonb3oBanock Ans Bcex NyTen BBoja B
L aHHOW KaTeropum AnTenbHOCTU, MOXKET ObITb BbIYMCNEHO OTAenbHOe 3HayveHe TU ans
nyTM BBOAA, CNEUUdUYHOrO Ans WU3genusi, M  UCMONb3oBaHO Kak OCHOBa AN
ko3 uLmMeHTa CNONb30BaHUA ANs AAHHOTO U3AENUA UMW KaTeropum n3genvi.

6.2 Npynna nonb3oBarenen

6.2.1 Macca Ttena

BOnNbLWWHCTBO MEANLIMHCKMX U3AENWIA MPUMEHSAETCA Ha B3pocCrbIX. Takum obpasom,

ansa eblumcnenns TE npumensieTcs macca tena 70 Kr, KpOMe Cryvyaee, Koraa msgenuve
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npenHasHa4yaeTcs K MPUMEHEHWIO Ha APYyrow rpynne HacenexHus. B Takom cnyvae
HeobxoaMMo ocHoBbIBaTe TE Ha macce Tena, BbiBEAEHHOM M3 cxeMmbl npeobnagarowero
npuvMeHeHns, obpallas ocoboe BHUMaHWE Ha U3enus, npeaHasHaueHHbIe KOHKPETHO Ansi
NPUMEHEHNsT B 0OCOBO0 4yBCTBUTEMbHbIX FPYMNax, TakMX Kak HOBOPOXAEHHble. Cm.
npunoxeHne A Ans pasnuyHbiX Macc Tena, BO3MOXHbIX K MPUMEHEHMIO.

6.2.2 Wspenus, cneuuanbHO npeAHasHayeHHble K MCMNONIb3OBaHUIO Y
HOBOPOXAEHHbIX U AeTen

Ona HOBOPOXAEHHbIX HEOBXOAMMO PaCcCMOTPETb MOTEHLManbHYO HE3pernocTb
OCHOBHbIX NMyTEeN yaaneHus marepuana M BO3MOXHOCTb Oonee BbICOKON akKyMynsLvn.
Ons BblumucneHus ypoeBHer TU ans MEOVUMHCKUX W3AEeNWn, npefHasHavyeHHbIX K
NMPUMEHEHNIO Yy  HOBOPOXAEHHbIX, MNPEANOYTUTENbHbI  AaHHble, MONyYeHHble U3
uccnefoBaHU, B KOTOPbIX HOBOPOXKAEHHbIE BXOAMUMM B KOHTAKT C ONacHbIM MaTtepuarom.
Mpwn oTCyTCTBUM TaKUX AaHHbLIX ANA BblMUCHEHUA ypoBHed TU yposHn TU, BbluMCNEHHbIE
no AaHHbIM B3POCHbIX, MOFYT UCMONBb30BaTLCA ANA BblYMcneHns TE.

Beruncnernua TE cnegyeT nNpoBOAUTH € UCMONB3OBaHMEM Maccel Tena 3,5 kr ans
HOBOPOXAEHHBIX U 10 Kr AN AETEN, Kak Macchl Tena YenoBeka ANns AaHHOro U3aenus.

6.3 Bbluncnenue koadchmumeHTa MCnonb3oBaHWUA OT MpeanosnaraeMoro
npUuMeHeHus

6.3.1 O6wasn yactb

Mpovsseaenne nepeHocumoro notpebnenHnsa T n macchbl Tena KOppekTUpyeTcs
YMHOXEHNEM Ha Koo duLMEHT ncnone3aosanus (YTO).

Cxema 06bI4HOrO NPUMEHEHUS1 MEAULMHCKOTO U3AEeNnvs, BKIoYaa ero npvmeHeHue
B paMKax CUCTEeMHOW Tepanuu, foipkHa OblTb onpeaeneHa Ans AaHHOW rpynnbl
HaceneHnsa. Bblucnenve koadhduUMEHTa UCMONb30BaAHUSA [AOMKHO, MO BO3MOXHOCTY,
yuUTbIBaTb OXUAGEMYHO CXeMY MPUMEHEHUS MEeAULMHCKMX U3fenuii. To nogpasymesaeT
BbluMcneHne  dpaktopa  comyTeTeytowlero  Bosgencteua  (CE®) wn ¢pakTopa
nponopunoHansHoro koHTtakta (MEP). 3T dbakTopbl NEpeMHOXalT ANS MONyYeHUs
koappuLmeHTa ncnonb3osaHns (YT®), kak NokasaHo B ypaBHeHUM (4)

YT® = CE® ' MED (4)

6.3.2 dakTop conyTcTBylOWero BosgencTeus (CED)

OnpepensioT cTeneHb BO3AEICTBUS KOHKPETHON BbIMbIBAEMON CyBCTaHLMM B
pe3ynbTaTe UCMOoNb30BaHNSA HECKOMbKMX naaenui. OnpeaenstoT akTop ConyTCTBYIOLEro
Bosgenictema (CE®) sHaueHuem wmexgy 02 M 1,0 Ha OCHOBE 3TOM OLIGHKM,
PYKOBOACTBYACH CNEAYOLLMMU NMPUHLMNAMMU:

a) ucnonbaytoT CE® co sHadyeHrem 0,2, ecnuv hakTop amopTU3aLmn HEM3BECTEH;
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b) ecnn HeckonbKo MEAULIMHCKUX U3Aenuii (T.e., N0 MeHbLuen Mepe, 5 % n3genuii,
NPoAaHHbIX 3a KanengapHbld ros, wunu Gonee Yem NsaTb uspgenuii B oGO OTAEMNBHON
MeZMLMHCKOW MpoLeaype) MOryT BblAensaTb BbiMbiBaemyto cybctaHumio, CE® Beumncnsior
cneayowmm obpasom:

1) npouseeaeHne TU n maccbl Tena (mg), pasgeneHHoe Ha obliee KONMUMYecTBo
BbIMbIBAEMOW CyOCTaHLUM, KOTOPYID MEAULIMHCKWE W3Aenusa OXuaaemo BbIEnAT BO

BPEMSA NpoLeaypbl, kak NpUBeAEHO B ypaBHeHUN (5)

CE® =178 (5)
m proc
rae TN — TonepaHTHaA [03a, B MUNNMrpaMmax Ha Kunorpamm maccel Tena B
LEHb;
mg — Macca Tena, B KUnorpammax;
Mproc — obuwan Macca BbiMbiBaeMOM Cy6CTaHUMK, BbIAENEHHON BO Bpemsi

npoueaypsl, B MUNNUrpaMmMax B i€Hb;
2) npounssegeHne TU n mg, nogeneHHoe Ha OXUAaemMoe CpefHee exefHeBHOe
BO3ZeiCTBME BbIMbIBaeMbIX CybCTaHLMIA U3 BCEX U3AENUA B TEUYEHME KU3HU Ha 0BbIMHOrO

nonb3oBaTens, kak rnpmMeseaeHo B ypasHeHUn (6)

CE® =_m‘m_5. (6)

Mure
25000 gHenr

rae TWU — TonepaHTHas f03a, B MUIIMrpaMmMax Ha KunorpamMmm Maccbl Tena B feHb;

mg—Macca Tena, B KunorpaMmmax;

Mure — Macca BbIMbIBAEMOW CyOCTaHUMM, BbIAEMEHHOM B TEYEHWE XKU3HWU,
BbIP&XKEHHON B BWAE CpPEeAHero eXeAHEeBHOro BO3LEWCTBUSA B
MUNAUrpaMmmax.

3) 3HayeHune no ymonyanuio 0,2;

C) €Cnn HEeCKONbKO MPUMEHSEMbIX M34enuin CcnocobHbl BbIAENATb BbiMblBAEMbIE
cybecTaHumm (T.€. MmeHee Yyem 5 % usgenvn, NpojaHHbIX 3a kaneHAapHbIA rof, U MeHee
YeM nSATb us3genun B MOBOM OTAENBHOM MEAWMUMHCKOM npoueaype) Heobxoanmo
ncnonesosate CE® co 3HaverHmem 1,0.

6.3.3 dakTop nponopunoHanbHoro koHtakra (ME®)

KoadpdpuumeHt wucnonbsosanma (YTP) MoxeT ObiTb OTKOpPEKTMpOBaH B
BOCXOAALLEM HanpaBneHUM pAnNA yyeTa cuTyaumu, npu  KOTOPOW YCTPOWUCTBO He
UCnonb3yeTcA B Te4eHue BCEeW ANWUTENbHOCTU KaTeropun Bosgencteusa. [na 3Toro

HeoBX0ANMO BbIMUCNIUTL (haKTOp MPOMopLUMOHanLHOrO KoHTakta (ME®) kak nponopumto
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KaTeropum BO3JEeNCTBUS, BO BPEMS KOTOPOro OXWAAETCS pearbHbl KOHTaKT C U3aenueM.
Takum oBpasom, kak nokasaHo B ypaeHeHwn (7), NED paBHsaeTcs uncny AHeN B KaTeropum
BO3[EVCTBUA, pasfeneHHOMY Ha YnCIO AHEW UCMONbL30BaHUA U3LENUS A0 Er0 yAaNeH s,

nee ==xe )
Myse

rA€ Nexe — YACNO AHEW B KATEropmum BO3LENCTBUS;

Nyse — YUCNO AHEW UCNONb30BAHWA U3LENUS.
Ecnm uncno pHerM  mncnonb3oBaHUS  U3Lenua  BapbUpyeTcs,  Heobxoaumo
MCronb3oBaTh pPasyMHbIA  BEPXHWA npegen. Ecnv  pasyMHbIM  BEPXHWA npegen

HEBO3MOXHO OMNPEAENUTb, NCMONB3YHOT 3Ha4veHne MNEP, pasHoe 1 No ymonyaHuio.
6.4 NMepeHocumoe BO3pencTBue

TW xoppektupyeTtca ans ydeta cnocoba mcnonb3osaHus usgenus. MNepeHocnmoe
Bosgencrene TE SBNSETCH NPOM3BEAEHNEM NMEPEHOCUMOro NOTPEONeHNs, Macchl Tena u
hakTopa amopTuaaLum.

TE=TW mg-¥TO, {8)
rae TE — nepeHOCMMOE BO3LENCTBME MOCne yyeTa MacChl Tena nauyueHta wm
amopTusaummn nagenms. O6bIYHO BbIpaKaeTca B MANIUIrpamMmax B AeHb;
TN — TonepaHTHas gos3a nocne Mogudukauum, OCHOBAHHOM Ha OLEHKe
nagenus. OBbIYHO BbIpaXKaeTCa B MUNNUIPaMMax Ha KMnorpaMmm Macchl Tena B AeHb;
mg — Macca Tena, npucywas npegnonaraeMon rpynne nauyuentos. [Mpu
OTCYTCTBMM TOMHON MHOPMAaLMK NCNONb3YHOT Mg = 70 Kr;
YT® — koabdulmeHTa UCNoNb3OBaHUS, NMPUMEHAEMbIN ANS y4eTa 4acToThbl
WCMONb30BaHUS U3AENUs U WUCNOSMb30BaHWM B COMETaHUU C APYIUMU MESULNHCKUMM
M3JENUAMK, B KOTOPbIX MOXHO OOOCHOBAHHO NpPEAMNONOXWUTL HamnuMuMe TOM Xe

BbIMbIBaEMON CybCTaHLMN.
7 OLI,EHKa BbINOJTIHUMOCTU

7.1  BbINONHMMOCTbL  OTHOCUTCA K  CMOCOBHOCTM  M3rOTOBUTENEM  Unn
nepepaboTuMkoMm AOCTUYL YPOBHS NEPEHOCUMOro BO3AEUCTBUA. BbinonHUMOCTE cocTouT
13 ABYX KOMMOHEHTOB:

a) TeXHN4Yeckas BbINONTHUMOCTL U

b) akoHOMM4Yeckas BbINONHUMOCTb.
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TexHun4yeckas BbINOSIHMMOCTb o6o3HaqaeT CnocobHOCTb OOCTKEHNS
NepeHoCUMOro BO3LENCTBUSA ANS M3AENWA UMM Knacca U3fenuin BHE 3aBUCUMOCTU OT
3aTpar.

OKOHOMUYECKas BbINOMHUMOCTL 0603Ha4YaeT CrnocobHOCTE COOTBETCTBOBATb
NepeHoCUMOMyY BO3LENCTBUIO, He MpeBpalwas npoLecc NpeaocTaBNeHns W3nenvs B
HEBbIrOAHOE 3KOHOMMYeckoe npeanpusaTve. [pu  BbIBope [OMYCTUMbIX — YPOBHEN
HeobxoaMMO PacCMOTPETL acneKTbl CTOMMOCTU U JOCTYMHOCTM B TOW CTEMNEHW, B KOTOPOW
TaKoBbIE BNUSIKOT Ha OXpaHy, NoAfepxaHne U yryuLlleHe 340p0oBbs YenoBeka.

7.2 Ecnu poctuxeHne nepeHOCHMOro BO3LEWCTBUSA BbINOMHMMO, He cnepyer
NPOBOAMTb OLIEHKY MONE3HOCTM, PaKkTop MOME3HOCTN CTaHOoBWTCS 1 MO ymomnuyaHuto, a
LOMYyCTUMbIA NMpefen — TakMM Xe, Kak nepeHocumoe Bospencteue. Ecnm pgocturkenune
NMEPEHOCMOro BO3AENCTBUS HEBBLIMONHUMO TEXHUYECKN UMM SKOHOMUYECKKW, HEODX0ANMO
npoBecT! oueHky nonesHoctn. OBOCHOBAHWE PaCCMOTPEHUSA MONE3HOCTU JOMKHO ObiTh

OTpa)KeHO AOoKyMeHTanbHO.
8 OueHKa none3HocTn

8.1 CreneHb rapaHtTum 6€30MacHOCTN, CUUTAOWANACS COOTBETCTBYHOWEN Ans
MEOWNLUMHCKUX M3LEenuin, NpuU3HaeT TOT pakT, YTO MCNonb3oBaHME BCEX MEAWULIMHCKMX
M3LENVA UMEEeT nonb3y Ans 340poBbs. Yem Gonblue nonb3a 340pOBbLIO0, OXuaaemasi ot
NMPUMEHEHMST M3AENNS, TEM BbIlLE MPUEMNEMbIA PUCK ANS 300POBbA. TeM He MeHee, B
uenax Hacroswero craHaapta ISO 10993 nonb3a paccMmaTtpuBaeTcs B KaXKOM
WHAVBUAYAINbHOM Crlydae TOMbKO NPV NMPEBLILLEHNN NEPEHOCUMOrO BOSAEUCTBUS. TONBKO
B 9TOM criyvae MOXET OblTb BBEASH y4nTbIBAOLMIA NOMb3y AN 340p0Bba hakTtop Ans
Koppekumm nepeHocumoro Bosgenctens (TE), mputoMm, 4TO TOKCMYHOCTb, BO3HMUKAIOLLAs B
pesynbTaTe BbIMbIBAaEMbIX CyOCTaHUMWA, MNPUCYTCTBYIOMX B  U3[ENWKW, NpuUsHaHa
MpUEMMEMON NMPU COMOCTaBMNEHUN C ONPeAeneHHOW MONb30N 340POBbLI0, OXUAAEMOW OT
Tepanuu, 1 4YTo BbiMbiBaeMble CcybcTaHLmMM Bbinn cokpalleHbl 40 Hanbonee BO3MOXHOIO
MUHUMYMa B COOTBETCTBMM C OXPaHOW, MNOAAEPKaHMEM W YIyulleHWeM 3[40POBbS
yenoBeka B LIeSIoM.

8.2 MpUMEHSAA OLEHKY pucka K MEAVLMHCKOMY W3Aenuio, Heobxoammo caenatb
JOonyleHne Ha TO, 4YTO He CyllecTByeT MeauumMHCcKkon npoueaypbl 6e3 pucka ans
300POBbSA M YTO PUCK, CBA3AHHBIN C MPUMEHEHWEM MEAULMHCKNX U3AENWA, HaXxoauTca B

COOTHOLLIEHMM C NONb301 AnA 340p0BbA B pedynbTate X UCNOJIb30BaHUA.
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8.3 B cnyvasx, kor4a BbIMbIBAEMbIX CyOCTaHUMIA, ABMSIOLMXCA TOKCUYHBIMA
COeVHEeHVAMM B pesyfbTaTte MarepuanoB MMM MpoLEecCcOoB, HEBO3MOXHO C NErkoCTbio
nsbexaTb nyTeMm 1Cronb3oBaHUs anbTepHaATUBHbLIX MaTepuanos UM MeToaos o6paboTku,
HEOOXOANMO PacCMOTPETb 3HAYUTENBLHOCTE MOMb3bl, MPOUCXOASALLEN OT NPUMEHEHUS
n3genua.  O6ocHoBaHVWe HeOBXOAMMOCTM WM 3HAUMMOCTM  pakTopa  MOMesHOCTH,
MCMOSb30BaHHOMO MPWU  BbIYMCNEHNM MOPOroOBbIX 3HAYEHWIA, LOIMKHO OblTb OTPEOKEHO
JOKymeHTanbHo. B Takux criyyasix noporoBoe 3HadeHue sBnseTcs npoussegeHvem TE n
thakTopa nonesHoct (bd).

9 [lonycTuUMbIe YPOBHM

9.1 MNocne BbluMcneHuss Bcex TE M Mx Mogudukaumi, OCHOBbIBasSiCb Ha
Lieniecoobpa3HoCTU 1 MONEe3HOCTU, JOMYCTUMBbIA YPOBEHb BblUMCNSeTCs Ans kaxgoro TE.
CooTBeTCTBME BCEM LOMYCTUMBIM YPOBHAM HEOBX0AMMO.

9.2 Kaxpbim ponyctumbii ypoBeHb AJl BbMUCMSETCH, WUCMOMb3ys CrEAYHOLLYHO
obuwyro bopmyny:

AN =TE-B®, (9)

roe Al — HanBonbluee KONMYECTBO BbiMbIBAEMOW CyGCTaHUMK, NPpU3HaHHOE AOMNYCTUMBIM
npy MOCTYMNEHUN EXEAHEBHO B TENO NyTEM BO3LENCTBUSA MEAULUMHCKOro
nagenns (cm. 3.1), Bblpaxaemoe B MUMAMrpaMmax B A€Hb.
Mpumeyvyanune 1 — Ecnu AJl ocHoBaHo Ha TCJl, TE pasHo TCIl, a aonyctumbin
YPOBEHb BbIPXAETCH B MUNMUNPaMMaXx Ha KBagpaTHbI CAHTUMETP;
TE — nepeHocumoe BO3feNCTBUE, B MUNNUIpaMMax B EeHb;

MpumevyaHne 2 — Ecnn TE ocHoeaHo Ha TCJl, BelpaxaeTcss B Munnurpammax Ha

KBaApaTHbIA CaHTUMETP;

B® — dakTop NonesHoCcTw.

9.3 [lonyctumble ypOBHW Takke MOXHO BbIpasuTb B MUNNUrpammax Ha usgenve.
MeTtoabl koHBEpPCUMM AN JOMNYCTUMBIX YPOBHEN B BblpaXXeHUN Macchl Ha usgenue (mdev),
OCHOBaHHbIX MO0 Ha CUCTEMHBLIX OFpaHUYEHUsIX, B MUNAMrpaMMax B [AeHb, nvbo
OrpaHWYeHUsIX KOHTaKTa C MOBEPXHOCTLIO Tena [Ans pasgpaxarowmx cybcTaHumi,
npuBezeHbl B npunoxerHun C.

10 Tpe6oBaHUA K OTYETHOCTU

OcCHOBHbIE pacCMOTPEHHble AaHHble U oBocHOBaHMEe Bbibopa Bcex haKkTopoB

JOIKHbI ObITb OTPaKeHbl LOKYMeHTanbHO. CM. npunoxerue D.

25



FOCT ISO 10993-17-2011

MpunoxeHue A

(cnpaBoyuHoe)
HekoTopble TUNMUYHbIE AONYLWEeHUs1 6UONOrMYecKux NnapaMmeTpoB

A.1 O6wan yactb
B naHHOM NpUOXEHUM NPUBELEHbI CPEAHNE NapaMeTpbl A5 UCMOMb30BaHUS Mpur
oueHke pucka. OHo oBo3Ha4aeT NPOAOIMKUTENBHOCTL KU3HW, exefHEBHOe noTpebneHve
BOAbl, ekKeaHeBHoe noTpebneHve BO3gyxa, Maccy Terma M nepvoj OGepemMeHHOCTU
yerioBeka, KpbICbl, MbILLWX, XOMSKAa, MOPCKOW CBUHKW, cobakm n kponuka. 310 Hambonee
pacnpocTpaHeHHble Buabl, ANA KOTOPbIX CyLWECTBYIHOT JAaHHble. OTW AaHHble o
YMOMYaHNK MOTYT UCMONb30BAaTLCS KaKk OCHOBa ANS MEXBUAOBLIX CPaABHEHWN, eCnv He
LOKas3aHo, YTO Apyrme JaHHble sBnsaTcs 6onee noaxoasuwumm. B peanbHOCTU
KOHKPETHbIE AaHHbIE MO BMAAM MOTyT HE3HAYNTENBHO OTNNYATLCS.
A.2 OonyueHus
A.2.1 Yenosek
CpenHve napaMeTpbl Yenoseka:
- MPOJOIPKUTENBHOCTL XU3HKU 70 neT;
- noTpebneHne NUTLEBOW BOAbI 2 NICYT;
- notpebGneHue Boaayxa 20 M3/24 u; 10 M/cyT 3a 8-4acoBoii paboumii ieHb;
- Macca Tena ans B3pocnbiX My>K4rH 70 Kr; Ansi B3POCNbIX XEeHWWH — 58 kr;
ansa peter —10 kr; AnNs HoBopoXAeHHbIX Ao 1 roga — 3,5 kr;
- nepuog 6epemeHHOCTU 9 MecC.
A.2.2 Kpbica
CpenHve napameTpbl KpbICbI:
- MPOLOIMKUTENBHOCTb XKM3HU 2 roaa;
- notpebneHue nutbeeor Boabl 0,025 nfcyt ansa camuyos; 0,020 n/cyT — Ans camok;
- notpebneHune Bo3ayxa 0,29 M3124 u;
- Macca Tena ans e3pocnbix camuoe 0,5 kr; ana Bapocnbix camok — 0,35 kr;
- nepwop 6epemeHHOCTU 22 CyT.
A.2.3 Mblwb
CpenHve napaMeTpbl MbiLLN:
- MPOAOIMKUTENBHOCTb XKN3HM 2 roaa;

- notpebnenne nuteeson Bogbl 0,005 n/cy,
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notpebneHne Bosgyxa 0,043 MeI24 u;
Macca Tena ansa eapocnsix camuos 0,03 kr; ang B3pocnbix camok — 0,025 kr,;
nepuog 6epemeHHocTn 20 cyT.

A.2.4 Xomsak

CpenHve napameTpbl XOMSsKa:
NPOAOITKUTENBHOCTL XU3HN 2 FOA3;
notpebnenne nuteeson sogbl 0,015 nicy,
notpebneHve Bosgyxa 0,086 MoI24 u;
Macca Tena ansa B3pocnsix camuos 0,125 kr; ang B3pocnbix camok — 0,110 kr;
nepuog 6epemMeHHoCcTH 15 cyT.

A.2.5 Mopckas cBUHKa

CpenHve napameTpbl MOPCKON CBUHKMN:
NPOAOITKUTENBHOCTb XU3HWN 3 rOAa;
notpebnenne nuteeson Bogbl 0,085 nicy,
noTpeGneHue Boapyxa 0,043 M3/24 y;
macca Tena 0,5 kr;

nepuog 6epemMeHHoCTH 68 cyT.

A.2.6 Cobaka

CpeanHve napameTpbl cobaku:
NPOAOIMKUTENBHOCTL XKM3HK 11 neT;
notpebnenne nuteesomn Bogbl 0,5 n/cyT;
notpebnerne Bosgyxa 7,5 MeI24 u;

macca Tena 16 kr;

nepvog 6epemeHHoCTN 63 cyT.

A.2.7 Kponuk

CpegnHve napameTpbl Kponvka:
NPOAOIMKUTENBHOCTE XU3HWN 7 NET,
notpebnerHve nuTeeBon Boabl 0,33 n/cyT;
notpebneHve Bosayxa 1,44 M3/24 y;
macca Tena 3 Kr;

nepuog 6epemeHHocTM 31 cyT.
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MpunoxeHve B

(cnpaBou4HoOe)
OueHka pucka gns cmecemn BbiMbIBaeMbIX CyOCTaHLUIA

Ecnn coegnHeHusi, BbiMbIBAaEMbIE W3 WN3JENUsA, OKasbiBalT 3PPEeKT nyTem
M3BECTHOTO TOKCUKOIOIMYECKOTO MEXaHu3Ma AENCTBUS UMM CTPYKTYPHO CXOXU MEXLY
cobon (Hanpumep, adunp PTaneBOM KUCNOTbI, akpunatbl, MeTakpunartbl), a fo3a 9Tux
COeAWHEHU, nonyYyaemas naumeHToM, 3HAYUTENbHO HIPKE COOTBETCTBYHOLLMX 3HAYEHUN
TU ansa Kaxaoro CoefuMHEHWs1, MOXHO NPEeLNoNoXnUTb, UTO Ntobble addekTsl NMPon3onayT
KYMYNSATUMBHO, TO eCTb obwmin adpdpekT aByx unm Gonee areHTtoB OyaeT paBeH CymMMe
3(hPEKTOB KaXKAOro areHta noogunHoyke. B pesynbtare Ans OUEHKM BEPOSTHOCTU TOro,
4YTO BO3AENCTBUE COEAMHEHWS BbIZOBET HEONAronpusATHbIN 3OEKT, MOXHO MCMONBL30BaTh
noaxon uHgekca onacHoctn (XM). XU BbluMcnsOT cneayowmmM obpasom:

_ < 0osa, (B.1}
XM=} p——
D)

rae N — Y1ucno CoeIuHEHUA B CMECHU;
[1033;— 4033 KaX10ro CoeANHEHWS, nonyyaemas nalueHToM, B MUMnurpaMMax B
[eHb;
TW, — nepeHocumoe nMoTpebrneHne, B MUMAAMIpaMmax B [A€Hb, KaXA0ro

coenHeHuns.
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Mpunoxenue C

(cnpaBouHoe)

I'Ipeo6pasoBaHMe NMoOpPoroBbIX 3HAYE€HUI NPU CUCTEMHOM BO34EUCTBUMU U KOHTaKTe C
NMOBEPXHOCTbLIO Tesnla B MaKkCUManbHyIo 403y AnAa nauyueHTa npn npyumMmeHeHnn

MeOULMHCKUX U3aenui

C.1 BBepgeHue

[aHHoe npunoxeHWe onucbIBaeT METOA BbIYMCIIEHUA MaKCUMaIIbHOTO KONM4YecTea,
T.€. MaKCUMarbHOW L03bl NAUMEHTY, BbIPKAEMOW Kak Macca cyOcTaHUuW, BbIMbIBAEMOW
13 MEAULMHCKOrO N3fenunsi, OCHOBbIBAACH HA MOPOrOBOM 3Ha4YeHWUW (BOMYCTUMOM YPOBHE)
ISO ans BbiMbIBAEMOW CyBCcTaHUm.

BbiMbiBaemasi cybcTaHUMA MOXET MMETb HECKOSIbKO  AOMYCTUMBIX YPOBHEW.
CyLUeCTBYIOT NOPOroBble 3HAYEHUS ANS CUCTEMHOTO BO3LENCTBUSA, KOTOPbIE BKIOYAOT
LOMyCTUMbIE YPOBHU [LNA HEKOTOPbIX MNN BCEX TPex KaTeropvm npvmeHeHus no ISO
10993-1, @ MMEHHO, KPaTKOBPEMEHHBIA KOHTaKT, ANUTENbHbLIA KOHTaKT WU MOCTOSHHbINA
KOHTaKT. B pamkax kaxpoh n3 3TUX KaTeropvm npuMeHeHWs MoryT ObiTb [OMYCTUMbIE
YPOBHU ANS ONpeAeneHHbIX rpynn NaLueHToB B AOMNOMHEHUE K JONYCTUMOMY YPOBHIO ANS
B3pOCnbIX. PasnuyHble ypoBHM MOryT CyllecTBOBaTb ANS CneumdUuyecknx nyTen
BBeAeHNs. HakoHeu, Takke MoryT ObiTb U AOMYCTUMbIE YPOBHW ANS BbiMbIBAEMbIX
cyBCTaHUMn, pasgpaxarolmx TKaHW opraHMamMa.

MoporoBble 3Ha4YeHWA ANA CUCTEMHOTO MPUMEHEHWUS BbIPaXKAKTCS B €AuHMLax
Maccsl B feHb (Munnurpammel B AeHb). [loporoBble 3HaueHWss ANSA KOHTakTa C
MOBEPXHOCTLIO TENa BbIPaXXatoTCA B Macce Ha mnowanb NMoBepxHOCTU (MUNNUrpaMmbl Ha
KBagpaTHbIA CaHTUMETP).

C.2 BbluucneHne mMakcumanbHOM p[03bl cyb6CcTaHUuMM, BbIMbIBaeMoOn U3
MeAULIMHCKUX U3aenun, Npyu CUCTEMHOM BO3AEeMCTBMM Ha NauneHTa

C.2.1 U3pgenusa NOCTOAHHOro NPUMeEHEeHUs

MeguumHckne wm3gennss B KareropMm  MOCTOSIHHOrO  MPUMEHEHMST  MOTyT
nenone3oBartbed oT 31 fo 25000 cyT.

Hwke npuBegeHa dopMyna AnNS BbIMMCMEHUST MaKCUManbHOro Konudectsa
cybcTaHumKn, KkoTopasi MOXET BbIMbIBATBCA M3 MELWLIMHCKOTO MW3LENus, B KaTeropuu

NOCTOAHHOIO NPpUMeHeHnA
mdev, perm = AJ-Iperm ’ 25000, (C-1)
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A€ Mdev, perm — M @cCa Ha U3genve, T.6. MakcumanbHas [03a NaLmeHTy B MUINMrpaMmax;
Allgerm  — [[ONYCTUMBIA  YPOBEHb [NS1 KAaTeropyn MOCTOSHHOrO NPUMEHeHUs, B
MUAUIpaMMax B fieHb.
C.2.2 Uspenua anutenLHOro NpuMeHeHus
MeagvuuHckne  vM3genust  Kateropum  ANUTENbHOrO  MPUMEHEHMS  MOryT
ncrnone3oearbes ot 2 Ao 30 cyT.
Hwke npueBegeHa dopmyna Ans BbIMUCNEHUA MaKCUManbHOW A03bl cybcTaHuum,
BbIMbIBAEMOW 13 MEAULIMHCKOrO U3AENWs B KAaTeropun AnNUTENBHOMO NPUMEHEHUS
mdev, prol = A”prol ) 301 (C2)
FAe Mdev, pol — Macca Ha wW3fenve, T.e. MakCUManbHas [03a MauueHTy B
MUNMrpaMmmMas;
Allprol — AONYCTVMbIN YPOBEHL ANA KaTEropun ANUTENLHOTO NPUMEHEHUS,
B MUNNMrpaMmMax B eHb.
C.2.3 N3penua KpaTkoBPEMEHHOro NPUMEHEHURA
Ans MEAULUMHCKMX U3AENWA B KAaTErOPUN KPaTKOBPEMEHHOrO NPUMEHEHUA, T.e. A0
24 4 (ogHW CyTKM), LONYCTUMbIA YPOBEHE ANA BbIMbIBAEMON CyGCTaHUMM B MUNIUrpaMmax
B AEHb CTaAHOBWTCH MakCUMarnbHOW [O030M BbiMbIBAEMOW CyOCTaHUMM HA nauueHTa B
Munnirpammax (Ha nsgenve).
Maev, imt = Allimt "~ 1, (C.3)
r0e M gev, mt — Macca Ha n3aenve, T.e. MakcMManbHas A03a NaLveHTy B MUNMUrpaMmax;
Allmt — LONYCTUMbIA YPOBEHb ANS KaTEropMu KpartkoBPEMEHHOro NMPUMEHEHUS, B
MUNMrpaMmax B ieHb.
C.3 BbluucneHue MakCUMaNibHOM [A03bl CyOCTaHUMU, BbIMbIBAEMOW U3
MeAULIMHCKUX U34eSNIMi, NPU KOHTaKTe C MOBEePXHOCTLIO Terna nauueHTa

Hwxe npuBeaeHa dopmyna Ans BbIMUCTIEHNS

Mgevpsc = Ma " A, (C.4)

TA€ MeevBsc — Macca Ha uajenve, T.e. Makc/ManbHas [03a B MUNNArpammax Ha
nauveHTa;

Ma — NEPEeHOCUMBI YpOBEHb KOHTAKTa, B MUNAUIPAMMax Ha KBaJpaTHbIN
CaHTUMETP;

A — nnowagb NOBEPXHOCTU MEAULIMHCKOrO M3AENNA B KOHTaKTE C TENoMm, B

KBagparHbIX CaHTUMeTpax.
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Mpunoxenune D
(cnpaBouHoe)
OTueT NO oueHKe puUcka

D.1 O6bwan yactb

Jlloboro koMnnekTta [OKyMeHTauMum C  uHdopmauven ©n  0BOCHOBaHWEM
UCMOJIb30BaHHbLIX AMs1 YCTAHOBIEHNS MOPOroBbIX 3HAYEHWU (AONYCTUMbIX YPOBHEN) Ans
cyGCTaHUuii, BbIMbIBAEMBIX W3  MeAWUMHCKUX wusgenun, OyaeT poctatoyHo. Hwxke
npveeneH BO3MOXHbLIN OT4eT. OTyeT MOXeT ObiTb cAenaH No KaBKAOMY W3AEnuio, no
Kaxaow cybcTaHuum unv no Apyron ¢opme B 3aBUCMMOCTM OT KOHKPETHOro crnydas.
>KenartenbHa MUHUMU3ALUMS [ OKYMEHTALMN, MO BO3MOXHOCTW.

D.2 CopepxaHue

OTy4eT fomKeH coaepxaTtb CreayoLlyo nHhopMaLmio:

a) CYLHOCTb BbIMbIBAEMOM CybCcTaHummn(i);

b) kpaTkoe onucaHne paccmaTpuBaemMoro nsgenus(n);

c) ocHoeHble HOAEN(b)), NNOAEN(b), HUN(bI) wwunn MWN(bI), nubo papyrue
peaynbTaThl MO BbiMbiBaeMon cybcTaHumn. Kaxpaoe 3HaueHne [OMKHO COMpOBOXAATLCS
ccbinkamu, BbIGpaHHbIM - MogndbuLmpyowmum  hakTopom n ero o6ocHoBaHMEM (T.e.
obocHoBaHMs ansa Y®4, Y5, Y3, n.1.4.),;

d) He kaHLueporeHHble TU,;

€) KaHueporeHHsle TW, ecnn npumeHnmo;

f) TCN, ecnn npymeHnmo;

g) YT® u ero o6ocHoBaHwe (T.e. o6ocHoBaHus ana CE® n MED);

h) TE v ero o6ocHoBaHWe;

i) of3op oueHkn uLenecoobpasHOCTM CO CCbIIKAMU Ha BCE  KIOYEBble
WCMOSb30BaHHbIE AaHHbIE;

j) ecnn npumeHnmMo, BbibpaHHas bd u ee obocHOBaHME CO CCbiNkamy Ha Bce
KIMOYEBbIE MCMONb30BaHHbIE AAHHbIE;

k) nonyctumMmble ypoBHW ANA OCajka;

I) 3asBneHwWe, 4TO AOMYCTUMbIE YPOBHW ObINMN BbIMMCNEHbI ¢ UCMONb3OBAHWEM
METO/0B, ONUCAHHbLIX B HACTOSALLEM CTaHAapTe.
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Mpunoxexue OA

(cnpaBo4HoOe)

CBegeHusi 0 COOTBETCTBUU MeXrocynapCcTtBeéHHbIX CTaHOapTOB

CCbUTOYHbIM MeXAYHAapPOAHbIM CTaHOapTaMm

Tabnuya OA.1

©MONOrMyecKoro 4encTems
MeAMUMHCKMX nagenui. Yactb 1.

OLleHKa nmncecnegoBsaHunA

O603HaYEHNE N HaMEHOBaHMe CreneHb O6o3HauyeHe 1 HaumeHoBaHe
MEXJYHapoAHOro craHaapTa COOTBETCTBMS MEXroCyAapCTBEHHOTO CTaHaapTa
ISO 10993-1:2003 OueHka IDT rOCT I1SO 10993-1-2011 U3penus

mMeguumnHckmne. OueHka Gronormyeckoro
LEeUCTBUS MeULMHCKMX n3genuin. Yactb

1: OLleHKa nuncecnegoBaHunA

CTeneHn CoOTBETCTBUA CTaHaapTa:

- IDT — ngeHTUYHbIE CTaH4apPThI.

MpumevyaHune — B HacTosWwem craHdapTe WUCNOMb30BaHO Crneayilollee YCroBHOE o0603HayeHne
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