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MpeancnoBue

Llen, OCHOBHble NPUHUMNLI W NOPAAOK MNPOBEAEHMs paboT Mo  MEeXrocyaapCTBEHHOM
ctaHgaptmsaumm yctaHoBneHol TOCT 1.0—92 «MexrocygapcrBeHHas cuctemMa crtaHgaptusauun.
OcHoBHble nonoxeHusa» n NOCT 1.2—2009 «MexrocygapctBeHHasas cuctemMa craHgapTmsauuvn.
CraHgapTbl MEXrocyfapCTBEHHble, MpaBuna W PeKoMeHgauuy Mo MeXrocyaapCTBEHHOM
CcTaHgapTusauun. lMNMpasuna paspadoTkn, NPUHATUA, NPUMEHEHWUS, OOHOB/IEHNS U OTMEHbI»

CBepeHusa o ctaHgapTe

1 TIOANOTOBJ/IEH ®epepasibHbIM  rOCYAApPCTBEHHLIM  YHUTAPHLIM  NPeanpuaTUeM
«Bcepoccuiickuii  Hay4yHO-UcCnefoBaTeNibCkUiA - UHCTUTYT CTaHgapTusaumm n ceptudmkaumm B
MalumMHocTpoeHun» (BHUMHMALLY)

2 BHECEH ®epepasibHbIM areHTCTBOM MO TEXHUYECKOMY PeryimpoBaHuio U MeTposornm
(PoccTtaHgapr)

3 MPUHAT MexrocynapCTBeHHbIM COBETOM MO CTaHAapTU3aumm, METPOSIOTUN U
ceptudpmkaumm (npotokon Ne 40-2011 ot 29 Hos6ps 2011 r.)

3a npuHATVE cTaHaapTa NPOrosiIoCcoBasv:

Kpatkoe HavmeHOBaHWe CTpaHbl Mo Kog ctpaHbl no CokpalleHHoe HanmeHoBaHue
MK (MCO 3166) 004—97 MK (MCO 3166) HaUMOHa/IbHOrO opraHa
004—97 no cTaHgapTusauum

Benapych BY loccraHpapt Pecny6nukn benapycb
KasaxcTtaH KZ FocctaHpgapT Pecny6nvkn KasaxctaH
Kblprbi3ctaH KG KblpreisctaHaapT

Poccuiickan depepaums RU PoccraHgapt

Y3bekuncraH uz Y3ctaHgapT

TapkukucTaH TJ TamknkctaHgapT

4 TNpukasom PefepanbHOro areHTCTBa Nno TEXHUYECKOMY PeryiMpoBaHuIo U1
meTponorun ot 13 gekabpsa 2011 r. Ne 1300-CT MexrocyfapcTBeHHblin ctaHaapt FTOCT
ISO 10993-17-2011 BBEAEH B AENCTBME B KQYECTBE HaLMOHa/ILHOIO CTaHgapTa
Poccuiickoin depepaumn ¢ 1 aHBapsa 2013 T.

5 Hactoawwmii ctaHgapT WAOEHTMYEH MexAyHapogHomy cTaHgapty ISO 10993-
17:2002 Biological evaluation of medical devices - Part 17 Establishment of allowable
limits for leachable substances (OueHka O6MONOrMYECKOro AENCTBUS MEeAULMHCKNX
n3genuin. Yactb 17. YcTaHOB/IEHWE MOPOroBbIX 3HAYEHUI O/151 BbIMbIBAEMbIX BELLECTB).

CBefleHMAs 0O COOTBETCTBUM MEXrOCyAapCTBEHHbIX CTaHAapTOB  CCbUIOYHbLIM
MeXAyHapoAHbIM cTaHAapTaMm npueBefeHbl B AOMNONHUTENIbHOM npunoxeHun JA.

CrteneHb COOTBETCTBMA - naeHTnyHaa (HOT).

CraHfapTt noarotosnieH Ha ocHose npumeHeHnsa NOCT P NCO 10993-17-2009

6 BBEJEH BIMEPBbIE
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WMHhopmauyss o BBefleHMn B feiicTBue (NpekpalleHun AeiicTBUA) HacTosWero craHgapTa
ny6/MKyeTCs B yKasaTene «HalyoHalbHble CTaHaapThbi».

NHdpopmauyst 06 M3MEHEeHUAX K HacToslleMy cTaHgapTy ny6avkyeTcs B ykasaTene
«HaumoHanbHble CTaHAapThi», a TEKCT U3MEHEHUIn — B MHGDOPMALMOHHBIX YKa3aTensax «HaumoHabHble
CTaHaapTbi». B cnyuae nepecMoTpa WM OTMEHbl HAacTOSsILEro cTaHaapTa CooTBeTCTBYyOLAN
VHGpopMauma 6yaeT ony6/1MKoBaHa B MHKDOPMALOHHOM ykaszaTene «HauuoHanbHble CTaHaapTbi»

© CraHgaptuHdopm, 2013

B Poccuiickoin depepauun HaCTOAWMIA CTaHAAPT HE MOXET OblTb MOMHOCTb WM YaCTWMYHO

BOCnponsseneH, TUpaxmpoBaH W pacrnpocTpaHeH B KayecTBe OCbVILI.I/IaI'IbHOFO n3gaHus 6es paspeLlleHna
denepasbHOro areHTCcTBa Nno TEXHUYECKOMY PeryimpoBaHuio 1 MeTPOos1orim
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BBepneHne

CobntoaeHre nonoxeHuin ctaHgaptoB cepun ISO 10993 «OueHka 6UMoN0rnM4ecKoro
AelCTBNA  MeOMUMHCKUX  U3Aennil»  NOo3BOAUT  0b6ecneunTb CUCTEMHbIM  NOAX0A K
nccnefoBaHnio 61MoI0rMYecKoro AenCcTBUA MeAULMHCKUX U3LeNni.

Lleniblo aTnx cTaHOapToB He ABNseTca 6e3yc/ioBHOEe 3akpersieHne eguHoobpasHbIX
MEeTOZO0B UCCNefoBaHWi 1 UCMbITAHWIA 3a rpynnaMmm Of4HOPOLHbIX MeAUUNHCKUX N34eNVin B
COOTBETCTBUM C MPUHATON Knaccudukaumen mx no Bugy v AMTENbHOCTU KOHTakTa C
opraHu3sMoM 4esioBeka. [103TOMy M/iaHMpoBaHMe W MpoBefdeHVe UCCNefoBaHuin U
MCMbITAHWIA  OO/DKHbI  OCYLLECTBAATb  CNEeUMasiUCTbl, MMeLMe  COOTBETCTBYIOLLYIO
MOArOTOBKY W OMbIT B 06/1acT  CaHUTaApPHO-XMMWUYECKOW, TOKCUKOIOTUYECKON 1
610N0rMYecKol OLEHOK MeANUUHCKUX U34ENNA.

CraHpapTtbl cepun I1SO 10993 daBng0TCA  PYKOBOAAWMMM  AOKYMEHTaMWU  OJ1A
MPOrHO3MPOBaHUA W UCCrefoBaHNss GMOMIOTMYECKOro AEeNCTBUS MEeOUUMHCKUX U3Lennii Ha
CTagnn BblIbOpa MaTepuasioB, NpefHasHayeHHbIX A1 WX WU3rOTOB/IEHUSA, a Takke A1
nccnegoBaHWii rOTOBbIX U3AENWIA.

B ceputo I1ISO 10993 BXxOoAsaT cnegyolime yactv nof oblimm HasaHuem «OueHKa
61ONOrMYECKOro AeNCTBUS MeLUUNHCKNX U3AESTNN»:

Yactb 1- OueHka 1 uccnegoBaHus,

YacTb 2 - TpeboBaHusi K 06paLlleHNI0 C XXMBOTHLIMN;

Uactb 3 - lVccnegoBaHuA reHOTOKCUYHOCTW, KaHLIEPOTreHHOCTU W TOKCUYECKOro
[EVCTBUA Ha PenpoAYyKTUBHYIO (DYHKLMIO;

Yactb 4 - ViccnepgoBaHve usaenwvii, B3anmMoAencTByOLWMUX C KPOBbHO;

Yactb 5- ViccnegoBaHne Ha LMTOTOKCUYHOCTBL: METOAbI in Vitro;

Yactb 6 - ViccnegoBaHve MeCTHOro AencTBuA nocne nMnaaHTauum;

YacTb 7 - OcTtaToyHoe cofep)aHue aTuieHoKcuaa nocrne crepunnsauunu,

Yactlb 9 - OCHOBHble MNpuHUMNbI  UOEHTUPUKAUMM U KOJIMYECTBEHHOIO
onpenesieHna noTeHumasibHbIX NPOAYKTOB Aerpajaunn;

Yactb 10 - WccnepoBaHue pasgpaxkarowero n CEHCUOUNN3NPYIOLEro AenCTBuS;

Yactb 11 - VccnepoBaHue 06LLIETOKCMYECKOrOo AeNCTBUS;

YacTtb 12 - lMpurotosrieHne npob 1 KOHTPOJIbHbIE 06pasubl;

Yactb 13 - WpaeHTndukaumMa W KONMMYECTBEHHOE oOrpefesieHne MpoAyKTOB
Aerpagaummn nosiMMepHbIX MegUUUHCKUX U3L4eNWiA;

Uactb 14 - WpageHTudmkauma W KOMMYECTBEHHOE onpedeneHne npoayKToB

[ferpagaumn n3aenvin 3 Kepamuku;
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YUactb 15 - WaeHTudmkauma ©  KOMMYECTBEHHOE onpedeneHne npoayKToB
ferpagaumun usgenuin n3 MetasisioB 1 Crniasos;

Yactb 16 - MogenupoBaHve U unccnefoBaHWEe TOKCUKOKMHETUMKM MPOAYKTOB
aerpagauuv 1 BbIMbIBaHWS,

Yactb 17 - YcTaHOB/EHME NOPOroBbIX 3HAYEHWUI A1 BbIMbIBAEMbIX BELLECTB;

Yactb 18 - VccnegoBaHue XMMUYECKMX CBOWCTB Matepuasios;

Yactb 19 -  WccnepoBaHue — (OU3UKO-XMMUYECKUX,  MOPCOSIOTUYECKMX U
Tonorpaguyecknx CBOWCTB MaTepuasios,;

Yactb 20 - TMpuHUMnbl 1 MeTodpl MUcCnefoBaHUA MMMYHOTOKCUYECKOro AeincTBus
MeAMNLNHCKNX N3L4ESWIA.

OueHka npurogHoCT MeauLMHCKOro nsaenus Ans onpefeneHHoro UCnosib3oBaHns
BK/IIOYAET cornocTas/ieHne MbbIX MAEHTUHULMPOBAHHBLIX PUCKOB B CBA3WN C KIIMHUYECKOM
No/sb30i. PUCKM, CBSAA3@HHbIE C BbIMbIBAEMbIMU U3 MEANUUHCKUX U3AENNIA CYyOCTaHLMUSAMU,
Takke Heob6X0AMMO YUnUTbIBATD.

Puckn, cBfi3aHHble C BO34ENCTBMEM OMNACHbIX BbIMbIBAEMbIX CyOCTaHUMNA,
ynpaBnslTCs  NyTemM  onpefefieHnss  BbIMbIBAEMbIX  CyOCTaHUMA,  BbIYWUC/IEHUS
CONPSHKEHHOIO puUcKa U OrpaHuyeHnss BO3AENCTBUS A0 NPUEMIEMOrO YPOBHS. Hactoawmi
ctaHgapt I1SO 10993 onucbiBaeT MeTo4, C TMOMOLLBID  KOTOPOro  BbIYMCNAKTCA
MakCuMasibHble npefesibl NepeHoCMMOCTM Ha OCHOBaHMW CYLLECTBYIOLWMX AaHHbLIX MO
ONacHOCTU ANA 340p0BbsA. [loporoBble 3HAYEHWS MOrYT OCHOBbIBATLCA Ha pucKax AN
3[10pOBbsi, KOTOpble MOrYT ObITb Kak B OTHOLLUEHWM BCEro opraHvu3mMa, Tak W JIOKas/lbHbIMU,
HemMe[/1eHHble UMW OTAA/IEHHbIE N pas3NYaTbCA MO CTENEHN TAXKECTN OT He3HaUYUTesIbHbIX
MECTHbIX HeraTtuBHbIX MOCMEeACTBUA A0 OMaCHbIX A1 XWU3HW. DT NOPOroBble 3HAYEHUS
MOTYT ObITb YCTAHOBJIEHbI C MUCMOJ/Ib30BAHNEM HACTOALWEro crtaHgapTa TOKCUKOooramm unm
ApYrMMN  MHCPOPMUPOBAHHLIMA M OMbITHBIMW ~ /IL@MK,  CMOCOGHBLIMM  NMPUHUMATb
060CHOBaHHbIE pELLUEHNSI Ha OCHOBaHUW HayuYHbIX [AaHHbIX W 3HaHUA MefULUHCKUX
n3aenui.

BbiBegeHHblE [ONYyCTMMbIE Mpesenbl MOryT ObITb UCMNOJ/Ib30BaHbI SIOOLIMU STMLAMM.
B pononHeHve K ucnosb3oBaHuio ISO  gpyrvm paspaboTtuvkamu - CTaH4apTos,
roCylapCTBEHHLIMW  OpraHuvsauusMn,  HOPMAaTMBHbLIMW  areHtctBamuM U ApYyrumu
No/b30BaTeNSAMUN B LIENSX YCTAHOB/IEHMSA MOPOrOBbIX 3HAYEHWI KaK CTaH4APTOB W/ HOPM
NMpOV3BOANTENN N Pa3paboTUmK1m MOTyT MCMOJIb30BATL MOPOroBble 3HAYEHUA (JOMyCTUMbIe
YPOBHM) A1 ONTUMM3aL MK NPOLLECCOB U NOMOLLM B BbIOOpe MatepuasioB C Liefibl0 OXpaHbl
3[10pOBbsl MauUMeHTOB. B cnydyae, ecnm puckn, CBsI3aHHbIE C BO3LENCTBMEM OrnpefesieHHbIX

BbIMbIBaeMbIX CyOCTaHUWIA, ABNAIOTCA HenpueMeMbIMi, HacToAWwmMn ctaHaapT 1ISO 10993

\
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MOXET OblTb UCNO/Ib30BaH ana  onpegesnieHnd  asibTepPHaTMBHLIX MaTepuasioB  Win

NpOLLeccoB.

VI






MonpaBka kK NOCT ISO 10993-17—2011 N3genua megunuunHckme. OueHka 61M0/10rMYEecKoro aencTems
MeAUUVHCKUX n3genuin. Yactb 17. YcTaHOBIeHME NOPOroBbIX 3Ha4YeHU ANA BbIMbIBAaEMbIX BeLLeCTB

B kakom mecte HaneuataHo [lonmkHo 6bITb
Mpeavcnosue. Tabnmua ApMeHns AM 3A0 «HalioHasbHb I opraH
corsiacoBaHus Mo CTaHAAPTU3ALWN 1 METPOSIOMAV

Pecriyorkn ApmeHus

(MYC Ne 3 2024 1)
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MEXTIOCYAOAPCTBEHHTBIWN CTAHOAPT

N3AENVA MEAVNUNHCKUE
OLIEHKA BWO/IOMMYECKOIo AEVNCTBUA MEANLIMHCKUX U3OENNN

Yactb 17

YCTaHOB/IeHMEe MOPOroBbIX 3HAYEHWUI AN151 BbIMbIBAEMbIX BELLECTB

Medical devices. Biological evaluation of medical devices.

Part 17. Establishment of allowable limits for leachable substance

[Jata BBegeHuA - 2013-01-01
1 O6nacTb NPUMEHeHUsA

HacTtoawumin ctaHaapT ycTaHaB/AMBaeT METOo[, OnpefesieHns NMOPOroBbIX 3HAYEHWUN
(monyctumbIX ypoBHeW) [ONA BeLWecTB, BbIMbIBAEMbIX W3 MeAUUMHCKUX wu3genuii. OH
npegHasHayeH 719 UCNOMb30BaHUSA Npu  pa3paboTke CTaHZapToB U pacyeTte
COOTBETCTBYIOLMX OFpaHWYeHuii npu OTCyTCTBMM cTaHgaptoB. OH ycTaHaB/vMBaeT
CUCTEMATMYECKNIA NpoLecc, MyTeM KOTOPOrO BbISIB/IEHHbIE PUCKM MPU  MCMO/SIb30BaHWM
TOKCUKOMOTUYECKM OMAacHbIX CyoCTaHUMn B  MEOUUMHCKMX U34envax  MoryT  ObiTb
BbIpaXXEHbl KO/IMYECTBEHHO.

Hactoawuin ctaHgapT He NpUMEHUM K W3LEeNUsM, He WUMEKWMUM KOHTakTa C
naumeHToMm (Hanpumep, n3genvst oas in vitro gnarHoCTUKN).

Bo3geicTBme KOHKPETHOM XMMUYECKOW CybCcTaHUMM MOXET NPOUCXOAUTb U3 APpYruX
NCTOYHMKOB, HE UMEKLMNX OTHOLLIEHNS K MEAMLMHCKOMY M34ennto, TakMX Kak nua, Boga
UM BO3AyX. HactoAwmi ctaHgapT He OnucbiBaeT MoTeHUMas BO3LENCTBUA M3 TakuxX

NCTOYHUKOB.

2 HopmMaTMBHble CCbINIKU

YKasaHHbI HWKe HOPMATUBHbIA LOKYMEHT COAEPXUT MOJSIOXKEHUS, KakoBble MyTem
CCbI/IOK B fJAHHOM TEKCTe AB/MATCA NOJ0XKEHNAMU HacTosawero ctaHgapta 1ISO 10993.

Mpu [aTtMpoBaHHOW CCbIKe AasibHelwne nonpaBkn WM pefakuum fiobbix 13
NpvBeAEHHbIX Ny6MKaunii HeNnPUMEHUMbI

M3paHne odmumnasibHoe
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TeM He MeHee, YYaCTHUKM COrnalleHuidi, OCHOBaHHbIX Ha HaCTOSWEM cTaHaapTe
ISO 10993, wMorytT wuccnegoBaTb BO3MOXHOCTb MPUMEHEHMS HOBEWLWEro u3gaHus
HOPMAaTMBHOIO [OKYMeHTa, YyKa3aHHOro Hwxke. [pn ccbinke 6e3 pgartbl NPUMEHUMO
nocnefHee usgaHve ykasaHHOro pAokymeHta. YneHbl I1ISO u IEC Begyt peructpel
AecTBUTeNbHbIX MexayHapoaHbix CTaHAapToB.

ISO 10993-1:2003 Biological evaluation of medical devices — Part 1. Evaluation
and testing (OueHka 6MONOrMYEecKoro AenCTBMA MeauUMHCKMX n3gennii. Yactb 1. OueHka

N nccnenoBaHns)
3 TepMUHBbI 1 onpeaeneHnsa

B HacTodwem cTaHpgapte npuMeHeHbl TepMuHbl Mo ISO 10993-1, a Takxe
cnepyowe TepMrHbI C COOTBETCTBYIOLLMMU ONpeaeneHnsaMu:

31 noporoBoe 3HayeHue (AONYCTMMbIA YypoBeHb), AJl: Haubonbliee
KO/IMYECTBO BbIMbIBAEMOW CyOCTaHUMM, MNocTynatowee B Tesio MyTeM BO34ENCTBUSA
MeOUUUHCKOro 13genus, npusHaHHoe AonyCTUMbIM Ha eXeHEBHON OCHOBE.

MpumevaHune - [onycTumble Npefenbl BbIpaXXalTCA B [03€ Ha NauveHTa Ha Kaxablid
COOTBETCTBYIOLWMIA nepuos BO3LENCTBMA. VICNOb3yeMbiMM  eAuHULaMK  SBASKOTCA Macca B
OTPE30K BPEMEHW, Hanpumep, MUAAUrpaMMbl B A€Hb. 3TW [03bl OTPaXKatoT MNEePEHOCUMbIA PUCK
MeANUMNHCKOro nsaennda B ycnoBudax npegHasHa4eHHoOro npuMmeHeHns.

3.2 oueHKa nosie3HocTu, b®: Yucnosoit dhaktop, NPUHUMAIOLIMIA BO BHUMAaHWUE
nonb3y ANs 300p0Bbs BCNEACTBUE MPUMEHEHUA MeLUUUHCKOrO MU3fesnvs, coepxailero
06CYyX[aemMyto BbiMbIBaEMYH CybCTaHUMIO.

3.3 (pakTOop conyTcTBYylOUWEro Bo3genctBus, CE®: Yucnoson dhakTop,
yunTbiBaOWMIA  BO3AENCTBME HA NaumMeHTa HEeCKONIbKUX  MeAULUMHCKUX  U3Lenni,
cofepxawux Ty Xe BbIMbIBAEMYHO CyOCTaHLMIO.

MpumMmeyaHne - 3ITOT (paKTOp WCMNOMAb3YETCS A1 HUCXOASLWEN KOPPEKTUPOBKM
pe3ynbTata TV 1 maccel Tena.

3.4 3HayeHue MO YyMOJl4aHWUIKO: 3Ha4vyeHne, WUCNoNb3yemMoe rMpu OTCYTCTBUU
AaHHbIX, ONna pakTtopa HeonpeaesieHHOCTU WM ApYyroro dpakropa, MCMosib3yemMoro B
BbIYMC/IEHUN A0MYCTUMOrO YPOBHS.

3.5 Bpep 340p0BbIO: dr3nyeckoe nospexaneHne n/mnm yuiepd 340p0BbHo.

3.6 Nnonb3a 4119 340POBbA. BepoATHOCTb COXPaAHEHUSA WK YNyYLLEHUs 300P0BbSI.

3.7 onacHOCTb A1 340P0BbA: oTeHUMasbHbI UCTOYHVK Bpeaa A1 300POBbS.

3.8 puck gnsa 3p0poBbsA: CoyeTaHne BEPOATHOCTU MPUUUHEHUS Bpeda 340POBbiO

N TAXECTWN 3TOro Bpeaa.
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3.9 aHa/In3 pucka ans 300poBbs: Mcnonb3oBaHve CyLecTBYLWe nHopmauum
ans

NOEeHTUdNKaLMN ONacHOCTU O/19 340POBbA N OnpefeneHns pucka o1 340P0BbS.

3.10 BbIMbIBaeMasa cybcTaHuuA: XMMUYecKoe BeLLlecTBO, BbIBOAUMOE U3
MeOUUUHCKOrO m3fenma  OelcTBMEM  BOAbl WM OPYIrMX KUAKOCTEW, CBA3aHHbIX C
NCNOJIb30BaHNEM U3LENNS.

Mpumep - [Jo6aBkM, OCTaTKM CTEPWIM3YIOLWErO0 CpeacTBa, OCTaTKu
06paboTKM, NpPOoAYKTbI gerpagaumu, pacTBOpUTENU, CMATYNTENN, CMa304YHble
BellecTBa, KaTam3aTopsbl, cTabunns3aTopsbl, aHTUNOKCNLaH T b, KpacurTenu,
HanoOMHUTEeNN U MOHOMEPbI, U Apyrue.

311 MUHUM&JTbHbI HabntoaaemMbIn ypOBeHb Heb1laronpusaTHOro
Bo3gencTems, JIODY/l: MuHMMasibHasi KOHUEHTpauus WM KOMMYECTBO CyOGCTaHLuW,
O6GHapy)XeHHble MyTem Mcc/iefoBaHnA Wi HabMioAeHNs, Bbi3biBaloLme obHapyxnBaemoe
HebnaronpuATHoe M3MeHeHVe MopMosorun, YHKUMOHaTbHOCTK, POCTa, PasBUTUA WK
NPOAO/MKUTENIbHOCTM  XMU3HM  U3yYaemoro opraHusma npu onpefeneHHbIX YCNnoBUAX
BO3AENCTBMS.

MpumeyaHune - MoryT  6bITb  O6GHapyXeHbl  WU3MeHeHuMa B Mopdhosniormu,
(pyHKUMOHAIbHOCTH, POCTE, PasBUTUM WM NPOAO/DKMTENBHOCTM XM3HU WN3y4YaeMoro opraHusma,
He cynTarLwinecs He6J'IarOI'IpI/IFITHbIMVI.

3.12 MMHUMaSIBHO pasgpaxatownii yposeHb, MA: KonnuecTBo BbiMbIBaEMOWA
cybcTaHUmMK, okasblBatoLee MUHUMa/IbHOE pasgpaxatrollee BO3AenCcTBMe Ha nauueHTa.

MpumeyaHne - OO6bLIYHO BbIpaXKaeTcs B MWIIMTPaAMMax, HO MHOTAA B MUI/IMTPaMmax
Ha MUNNUAUTP, B 3TOM C/lydae 3HAYEHUE AO/MHKHO OblTb YMHOXEHO Ha 06bem (MUAMUAUTPBI),
MCNonb3yemblii NS NOyYEHUS Macchbl (MUIUTPaMMbI).

3.13 mogupuumpytowmii paktop, MP: ApudmeTnyeckoe nponsseseHne
(oakTopoB HeonpeaeneHHoctn UFi, UF2un UF3

3.14 MHOrokpaTHoe Bo3aelncTBue: bornee yem OgMH KOHTaKT OLHOrM0O M TOrO Xe
nauneHTa ¢ MeQUUMHCKAMU N3LENUAMN, COAepXallmMy OANHAKOBYHO BbIMbIBAEMYHO
cybcTaHUMo, 04HOBPEMEHHO WX B pa3HOe BpeMms.

3.15 He pasgpaxarowmini ypoBeHb, HAJM: Hanbonbluee KOANMYeCcTBO BbIMbIBAEMOW
cybCcTaHLmMKn, He Bbi3blBalOLLee pasfpakeHns y nalumeHTa.

MpumeyvaHune - OO6bIMHO BblpaxaeTcsa B MUMIpaMMax, HO MHOrAa B MUAIUrpaMmax
Ha MUNAUANTP, B 3TOM CJjlydae 3HaydyeHune OOJDKHO ObITb YMHOXEHO Ha 06bem (MI/U'II'II/I!'II/IprI),
MCNonb3yemblii ANsi NOIyYeHNs Macchbl (MUNIMIPaMMbI).

3.16 ypOBeHb OTCYTCTBMA HabnogaeMoro Heb1aronpusiTHOrO BO3LENCTBUS,

HOAE/l: MakcumMasibHO BO3MOXHasi KOHLEHTpauusi WM  KOMIMYECTBO cybCTaHuuun,

3
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OoOHapyXeHHble  nyTeM  uccnefoBaHWss WM HaOMAeHus, He  Bbi3blBawouwme
0OHapyXmBaemMoro Heo6/1aronpuATHOrO W3MeHeHUss Mopdhosiormm,  PYHKUNOHATbHOCTH,
pocTa, pasBuUTUA WM  NPOAOC/DKUTENBHOCTU  XU3HM  M3y4yaemMoro opraHusma npu
onpefeneHHbIX YCNoBUAX BO3AENCTBUS.

MpumevaHune - Moryt 6bITb  06HapyXeHbl U3MeHeHuMs B Mopdosiormu,
(hyHKUMOHAILHOCTH, POCTE, PasBUTUM WM NPOAO/DKMTENBHOCTM XM3HU M3y4YaeMoro opraHusma,
He cumTatoLmecs HebnaronpUsATHLIMA.

3.17 hapmakokuHeTUHeCKoe MoAesimpoBaHne Ha OM3MO0/I0MMYecKO OCHOBE
MmogenupoBaHusa, TBIMK: Cuctema MoAennpoBaHua  6uonornyecknx 3godekTos,
yunTbiBaOWasas MeTtabosimyecke W (apmMakoKUHETUYECKMe pasnnuusa  Mexay Buaamu
XBOTHBbIX.

|_|pl/l MedyaHue - Takue AaHHble HeO6XO,£I,VIMO NCnosib3oBaTb MNMpU NX HaJTNM4YNA.

3.18 hakTOp NPOMNOpPUMOHaA/ILHOIO KOHTakTa, ME®: Yncnosoin hakTop KOHTakTa
naymeHTa C BbIMbIBAEMOW CyOCTaHUMEN, YYUTbIBAOWNA TO, YTO MeAULMHCKOe wusgesnve
06bIM4HO He WCMNOJb3YyeTCA KaxApld AeHb B TeyeHMe BCEel MHTEepecylolen Kateropum
BO3AENCTBMS.

MpumeyaHne - 3ITOT (hakTop WCMOMb3YETCA ANS  BOCXOAsLWEN  perynsyum
npoussegeHusa T 1 macchl Tena.

3.19 noBTOpHOE uCNo/b30BaHWe: lcnonb3oBaHNe TOro Xe U3Jennsa Tem Xe
nauneHToMm 6osiee yem oauH pa3 6e3 NoBTOPHOW 06paboTKU.

3.20 6e30MnacHoOCTb: OTCyTCTBME HEeAonyCTUMOro puUcka [/t 310PO0BbSI.

3.21 ogHOBpeMEHHOEe WCMoJib30BaHue: lcnonb3oBaHve 60/1ee yemM OfHOro
n3genna Tem xe nauMeHTomM O4HOBPEMEHHO.

3.22 nepeHOCUMbIN YpOBEHb KOHTakTa, TCJ/l: [lepeHOCMMOE KOHTaKTHOoe
BO34ENCTBME BbIMbIBAEMOI CyOCTaHUMM B pe3ysibTaTe KOoHTakta C  MeAULMHCKUAM
n3genvem.

MpnmeuvaHme - OO6bLIYHO BbIpaKAETCA B MUAAUTPaMMax Ha KBaApaTHbIA CaHTUMETP
MOBEPXHOCTY Tena.

3.23 TCA-mogudpmumpyowmini  gpaktop, Mb-ror™ ApudmeTnyeckoe npousseneHne
(pakTopoB HeonpenesnieHHoCTN YP4, YOs nyd6-

3.24 nepeHocumoe Bo3geiictBue, TE: [lpou3BedeHne  NepeHOCUMOoro
noTpebaieHns, Macchbl Tesia 1 (hakrtopa amopTmsauun.

M punmedaHmne - O6bIYHO BblpadKaeTCca B MuinnrpamMmax B AeHb Ha MnauueHTa.

3.25 TonepaHTHasa fOo3a, TV Oxugaemoe cpefHee exeAHeBHOoe MNoTpebrieHne
cybCcTaHumMm 3a ornpefesieHHbl nepuos BPEMEHM Ha OCHOBaHMM MaccChbl Tena, KoTopoe

cynTaeTcd He NpunynHAKLnMM 3aMETHOTO Bpeaa 340P0BbIO.
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|_|pl/| MeyaHue - OObIMHO BbipaXXaeTcAa B MuiMrpaMmax Ha Kuniorpamm Macchbl Tena B
[ieHb. BbluncnseTrca B pamMkax O6LLEro ycTaHOB/IEHUS [AOMYCTUMbIX MPeAesnoB BbIMbIBAEMON
CybCTaHUMM B MEAVLIMHCKOM W3AEeNNN.

3.26 fONYyCTUMBbIW pUCK: PUCK, 4ONYCTUMbIA B AAHHOM KOHTEKCTE, OCHOBaHHbIA Ha
COBPEMEHHbIX 06LEeCTBEHHbIX LEHHOCTSX.

3.27 dhakTOp HeonpegeneHHocTu, YP: daktop, npegHasHavyeHHbl A8 yyeTa
HeonpeneneHHoCT, CBOWCTBEHHOW OLeHKe MNOoTeHUMasIbHbIX 3(PeKToB XUMMUYECKOTro
BELLleCTBa Ha 4enoBeka, UCMOo/b3yda pe3y/bTaTbl, Mo/yyYeHHble B rpynnax HaceneHnsa umm
CypporaTHbIX Buaax.

3.28 koadhhnumeHTa nUcnonb3oBaHus, YTPD: Uncnosoii haktop, MCNOAb3yeMbli
ONA ydyeTa NPUMEHEeHWs n3fennsa B M1aHe 4acTOTbl UCMOo/Ib30BaHUA U MPUMEHEHUS B
coyeTaHun C ApYrMMn  MeAULMHCKUMW  U34e/IMAMW, B KOTOPbIX MOXHO OOOCHOBaHHO

npeanonoXnTb Hanmume Toli e BbIMbIBAeMOW CybcTaHLuN.
4 OCHOBHbIe NnpMHUUINbI YCTaHOBJIEHNA MNMOPOIroBbIX 3Ha4YeHun

41 Mpouecc YyCTaHOB/EHUA MOPOroBbIX 3HayeHuii (CM.  pucyHok 1)
NOEHTUOULUMPOBAHHON CybCcTaHUUK, BbIMbIBAEMOW U3 MEAUUMHCKUX U3LENNIA, COCTOUT U3:
a) OUEHKN BMO/IOrMYecKoro pucka, CBA3aHHOINO C BbIMbIBAEMOWN CyGCTaHUMeEn (Cwm.
pasgen 5) nytem:
cbopa [aHHbIX 1 onpefeneHns KPUTUYHbIX 01 340P0BbSA Pe3ysbTaTos,
onpegeneHnsa TosiepaHTHoM A03bl (TU) AN KOHKPETHOro NyTU MOCTYMNIeHUs
N O/INTENBHOCTN BO34ENCTBUSA, U
onpeaeneHns NepeHocMMbIX ypoBHei koHTakTa (TC/1), ecnu pasgpaxeHve
ABNAETCA AOMNYCTUMbIM pe3y/ibTaToM,
b) onpeaeneHns nepeHocumoro BosgencTeus (TE) BbIMblBaeMoi cybCcTaHumMM Ha
nauveHTa (CM. pasgen 6) nytem:
onpefeneHna Maccbl Tefia COOTBETCTBYHOLEro nauyeHta (TB) un
Moaudpkaumm npousBefeHns nepeHoCcMMoro noTpebsieHMsa 1 Maccbl Tena,
OCHOBbIBasACb Ha KOahuLmMeHTe ncnosibzoBaHusa (YTd);

C) onpegeneHus LenecoobpasHOCTM U MNOME3HOCTM  UCMOJb30BaHUA, €ec/n
npumMeHumo. Ecnv onpepgeneHve uenecoobpas3HoOCTV MnokasbiBaeT, UTo TE TexHuyeckn u
3KOHOMMYeckn peasimlyemo, TE ctaHoOBUTCA gonycTUMbIM npegenom. B cnydae, ecnm TE
He AB/IAETCHA TEeXHUYECKM WM 3KOHOMUYECKM BO3MOXHbIM (CM. pasfesn 7), B Kaxaom

UHAVBUAYa/IbHOM C/lydae HeobXoAMMO MNPOBECTM AanbHeliwyo  Moaudmkaumio TE,
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OCHOBbIBasACb Ha OLEHKE MO0AEe3HOCTWU, A1 YCTAHOB/IEHMSA MOPOroBOr0 3HavyeHus (Cm.
pasgen 8).

4.2 TpeboBaHua HacTodAuwlero craHgapta ISO 10993 [A0/MKHbI  BHEOPATLCS
NH(POPMMPOBAHHLIMU U OMbITHLIMA  /IL@MK, CMOCOGHBIMU MPUHMMAaTL OBOCHOBAaHHbIE
pelleHns,  onupascb Ha  OOCTYMHble  HayyHble  [aHHble,  WUCMNOJb3yA  CBOe
npodgoeccroHasiIbHOE MHeHWe. 3To TpebyeT onbiTa WHTepnpeTaumMm TOKCUKOOrMYEeCKnx
OAHHbIX W TOKCUMKOMIOTMYECKO OLEHKN pUCKa MNPUMEHEHUS MEOMUMHCKUX u3genvii, a
TaKkke 3HAKOMCTBA C MPUMEHEHWEM U MNOMAb30AN  MEAUUMHCKUX  U34e/Min  ©
L,eN1ecoobpasHOCTM AOCTUMKEHUSA BbIYUCIEHHBLIX MOPOroBbIX 3HAYEHWIA.

4.3 bes3onacHOCTb MeAWUMHCKUX W34esuin TpebyeT OTCYTCTBMA HeaonyCTUMOro
pucka [AOns 340pOBbSA. AHaM3 pucka Ans  340POBbSA  KOHKPETHbIX  BbIMbIBAEMbIX
cybCcTaHUMli NO3BOMSET YCTaHOBUTbL Npefenbl BO3LENCTBUS, KOTOpble NPeaoCcTaBnsaloT
COOTBETCTBYIOLLYIO CTENEHb 3almTbl OT yulepba 340p0Bbl0 B C/lyvae BblAefieHNss onacHoMm
BbIMbIBAEMOW CyOCTaHUMM B OpraHu3M BO BPeEMS K/IMHWUYECKOro MCNO/b30BaHWs U3aesus.
CTteneHb 3alWuThl, NPU3HaAHHaA NpUeMsIEMOM, B /OO0 cUTyaumm 3aBUCUT OT HECKOJIbKMX
(bakTopoB, TakMX Kak XapakTep WAEHTU(ULMPOBAHHONW ONacHOCTW, BO3MOXHOCTb
CHWKEHMS pUcKa U 3HAYNTENIbHOCTb MOJb3bl, MOSTYYEHHON OT MPUMEHEHUS MeAULMHCKOro
n3genua. OueHka [ONycTMMOro pucka A9 340poBbs, Takum obpasom, Tpebdyer
nccnefoBaHNsi U COMOCTAB/IEHUSA HECKOJIbKUX CNOXHbIX (PaKkTOpoB. YBEPEHHOCTb Npu
OLEHKe pucka 3aBUCUT OT KayecTBa W KOJIMYeCcTBa OLUeHNBaeMbIX AaHHbIX.

4.4 B camMOM LUMPOKOM CMbIC/ie CybCTaHUuMK, BbIMblBAEMblE U3 MeLULUHCKUX
n3gennin, MoryT nonagatb B TeNO pas/IMYHbIMKW  NyTAMKW, OT abcopbumm koxen [0
3arnatbiBaHus, BAbIXaHWs, NPSIMOTO CMCTEMHOIO BBeAEHUs. M3genusa Takke MOoryT ObiTb
OTHECEHbl K OOHON K3 Tpex KaTeropuii B 3aBUCMMOCTM OT MNPOAOC/DKUTENBHOCTU UX
NPMMEHeHVsi. B CBOIO ovepefp, kaxaas Kateropys NpMMEHEHUsi MOXET MMETb HECKO/bKO
[OMYCTUMBbIX YPOBHEN, OCHOBaHHbIX Ha HECKOJIbKMX MyTSX BBEAEHUS, Kak ykaszaHo B I1SO
10993-1. Takum 06pa3oM, OOLUMIA [ONYCTUMbIA YPOBEHb AN UAEHTUULMPOBAHHOWM
BbIMbIBAEMO CyOCTaHUMM MOXET MMEeTb [0 TpPexX COCTaB/IAOWMUX: KPaTKOCPOUHbIA
YPOBEHb, MNPOAOC/DKATE/bHBIA YPOBEHb W MOXWU3HEHHbIN YpoBeHb. B CBOK ouvepenp,
BO3MOXHO, 4YTO KaxApld M3 3TUX YPOBHEN [O/DKEH HECTU 3aliUTHYK QIYHKUMIO O
OTHOLLUEHUO K HECKONIbKUM BUAAM MNPUMEHEHUs. N8 OOCTWXKEHWUS 3TOT0 3HavyeHus
nepeHocumble 03bl (TN) BbIYUCNAIOTCA VHAMBUAY&UTbHO O/19 K&XKAOro MyTU MPUMEHEHUs
B pamMKax Kax[oi COOTBETCTBYyHOLWE kaTteropun. Takum ob6pas3om, Ons 6o AaHHOM
KaTteropum npUMEHEHUS MOXET CyLIeCTBOBaTb HECKO/IbKO ypoBHen TW, kaxkablin ans

COOTBeTCTBy}OU.I,eﬁ Kateropun. Bo MHOrMx cnydasx TOKCUKOJIOTUYECKMEe [aHHble MOoryT
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ObITb OCTATOYHO 0BOCHOBaAHbI, A4/ TOro, YTOObI NO3BOINTL NPUMEHEHUS CaMOro HU3KOro
3HaveHns TW pOns kareropym NPUMEHEHWs WU OAs NyTU BBEAEHUA [N Nydllero
npeacTaBfeHNss  TOKCUMKOMOTMYeCcKUx  adohekTos, BbI3blBAEMbIX  BbIMbIBAEMbIMU
CcyoCTaHUMAMMN.

4.5 MepBO CTYMEHbD MpU  YCTAHOB/IEHUW [OMYCTUMOrO YPOBHA  AB/SETCH
naeHTudunkauma cybcrtaHumn, npeacTaBrisowert onacHocTb 419 340poBbs.  [ocne
BblIGOpa OnacHoW cybCcTaHLMM NpoLecc YyCTaHOBIEHUS AONYCTUMOIO YPOBHSA HauMHaeTcs C
YCTaHOB/IEHUSI YPOBHEW TONIePaHTHON [03bl.

MpumeyvaHne - MexayHapogHble ctaHAapTtbl, Takme kak 1SO 14971, wwm gpyrue

CXeMbl onpeaesnieHna onacHoCtn MoryTt ObITb MCMO/Ib30BaHbI Ona onpenesieHna noTteHunasibHoO
OnacHbIX OCTaTKOB.

5 YcTaHoB/ieHMe TonepaHTHoW A03bl (TU) ANns KOHKPETHbIX

BbIMbIBaeMbIX CybCcTaHUUI

5.1 O6wue nonoxeHus

O630p TOKCUKOJIOTMYECKUX AaHHbIX NpeocTasBseT MHdopMaumio, Heobxoanmyro
AN YCTAHOB/IEHMA  «YPOBHA  OTCYTCTBMSA  Habnwgaemoro  HebnaronpuaTHOro
Bosgenctema» (HOAEJ). 3areM K faHHbIM MPUMEHSOT MOAX04 Moauuumpytowero
(hakTopa /11 HepakoBbIX KOHEe4YHbIX To4dyek (cMm. 5.4) [nia ycTaHOB/EHUS 3HAYeHuUs
COOTBETCTBYIOLUEN TOMIepaHTHON [03bl. [N  onpefeneHvus ToMepaHTHOW [03bl Mo
KaHLEepPOreHHbIM [aHHbIM MOXHO WMCMO/b30BaTb NNMG0 mMoauduumpyowmin dpaktop, nmbo
KONMYecTBeHHbln noaxon (cm. 5.5). Moguduumpyowmini - oakTtop  yuuTbiBaeT Twn,
KOSIMYEeCTBO M KayeCTBO OLeHMBaeMbIX AaHHbIX, CEePbe3HOCTb YCTAHOB/IEHHOW OMacHOCTMH,
HeornpeesieHHOCTb, CBOMCTBEHHYIO OLEHKE pUCKa, YPOBEHb 06ecrneyveHns 6e30nacHoCTH,
MPU3HaHHLIA AONYCTUMBIM, a Takke Apyrve acnekTbl.

Xapakrep naeHTUumpoBaHHON ONacHOCTW AO/HKEH OnpenensATbCsa nyTem OLEHKU
TOKCUMYHOCTM CyOCTaHuMU B MnnaHe Hab/oAaeMblX TOKCUYHBbIX 3(PGIEKTOB U A03MPOBOK,

NP KOTOPbIX TOKCUYeckme adpdpekTbl NPOSIBASIOTCA MPU Pa3/INYHbIX MyTAX BBEAEHUSI.
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PUcyHOK 1 — YCTaHOB/EHME NOPOroBbIX 3HAUEHUIA ([ONyCTUMOrO YPOBHS)

AN BbIMbIBAEMbIX CyOGCTaHLUM
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5.2 YyeT BO3AENCTBUA NpU BbluncieHun TU

5.2.1 Vicnonb3yemble AaHHble

Cnepywowme paHHble UCNOMAL3YWT A4 BbluucneHna T B pa3gene 5 m B
JanbHellweM - [Nsa onpejenieHns COOTBETCTBYHLWMX Macc Tena W KoaddumumeHTta
MCNOb30BaHUA N1 BbIYUCIEHMA JONYCTUMOrO YPOBHSA B pasgene 9

a) 0/IMTENbHOCTb BO3JENCTBUA Ha NauveHTa BbiMbIBAEMOWN cybcTaHummn (cMm. 5.2.2);

b) 06bIYHbIE MYTV BBEAEHWUS BbIMbIBAEMOW CyOCTaHUMN Ha naumeHta (cm. 5.2.3).

5.2.2 YueT AnnTenbHOCTU BO3AECTBUSA

ONNTENbHOCTb NMPUMEHEHUS KOHKPETHOro M3fenvs KnaccuduumpyeTcs, UCMosb3ys
nonoxenusa 1SO 10993-1, pa3gen 4, a Takke aHaiM3 COOTBETCTBYHOLLUX AAHHbIX.

[na BbiMbIBaeMbIX Cy6CcTaHumii, paccmartpusaeMbix B ISO 10993 (Bce cTaHAapThl),
MOXeT OblTb HeobxoamMma TW  MOCTOAHHOrO KOHTaKTa, [OJ/IMTENIbHOr0 KOHTakta MU
KPaTKOBPEMEHHOI0 KOHTakTa, Hanpumep, npu crepwiuisaumi, [SNd  OCTATOYHOro
KkonuyectBa aTtuneHokcuga. Ecnm TU BbiMbiBaemoOW cybCTaHuumM  ycTaHaBMBaETCH
6€30THOCUTE/IbHO ONPEAENEHHOro U3aenus wnuM Ans BCEX u3aenwvii, Bbluncnsetcs TW
MOCTOAHHOrO KOHTaKTa C OTK/IOHEHWSMW Kak 06A3aTesibHbIMW  OrpaHnYeHusMn Asis
OMTENBHOTO U KPaATKOBPEMEHHONO KOHTAKTOB M0 HEeoO6XOAUMOCTKM, OCHOBbIBasCb Ha
6uonornyeckom acpdoekte octatka. Ecnm TU yctaHoBNeHa /19 BbIMbIBAEMOWN CyOCTaHLMM
B U34eN MM WK Knacce WU3gennini ¢ ocoboil kateropuei gnmrtensHoctn, T gna AaHHOM
kaTeropum  ycTtaHaB/mBaeTcad C  6osiee  KpPaTKOCPOUHbIMM  OTK/IOHEHWSIMU, MO
HeobXxo4MMOCTH, OCHOBbIBAsACH Ha 6MON0rMyeckom adpekTe BbIMbIBAEMON CyOCTaHLMN.

Ecnv pgaHHbIX Ana yctaHoBneHns TW gns KOHKPETHOM KaTeropum He CyllecTByerT,
Hanpumep, ecnm HeT XPOHNYECKUX OAaHHbIX 4718 YCTaHoBMEeHUS T NOCTOAHHOIO KOHTaKTa,
[JaHHble 60/1ee KPaTKOCPOYHbIX WCCNefOoBaHMn MOryT ObiTb WCMONb30BaHbl C 6onee
BbICOKMM MOANINUMPYIOLLMM (DaKTOPOM.

Ecnm n3pgenve moxeT OblTb OTHECEHO K 6osiee yemM ofAHON Kateropuun, T gosmkHa
OCHOBbIBaTbLCA Ha 60/1ee CTPOron KaTeropum.

5.2.3 YueT nyTn BO34ENCTBUS

Mpn ycTaHoBfieHNUN ypoBHA TU ONsi BbIMbIBaeMbIX CybCcTaHUMA 6€e30THOCUTEsIbHO
onpeaeneHHoro Nyt u3genns winm gns HeCKONbKUX nyTen, ypoBHu T BbluMcnsOTCA oS
KaXKO0ro nyTu NOTEeHUMasIbHOTO BO3AENCTBMSA B paMkax [aHHOW KaTeropum OUTesIbHOCTU
NPMMEHeHNs1 B o6bemMax, corniacHo ISO 10993-1. Ecnm ypoBHU T anst pasnnyHbIX NyTein
BO3JENCTBMA HaxXOAATCA B pamkax 3HadyeHus paktopa 10, camas Huskad TU moxet
ncnonb3oBaTbCA kak TW  ana  Bcex nNyTeil BO3LAENCTBUSA, M9 BCeW  kaTteropuu

A/MTENBHOCTU MPUMEHEHUSI. TeM He MeHee, ecnin ypoBHW TW pasHsiTcs 6onee, yem
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[eCcATMKpaTHO, Hamume 6onee 4Yem ofgHort T MoxeT cTatb HeobXoAMMbIM  AN1S
Kareropun 4AnTesibHOCTU NMPUMEHEHUS.

Ecrm  ypoBHn TW ycTaHaBnuBawTca [ANnsa  cybctaHuuii, BbIMbIBAEMbIX U3
KOHKpEeTHOro  u3genmsa  wim  knacca  usgenuid, TW  BbIYMCNAKOT  TOMBKO AN
npeAHasHa4YeHHoro cnocoba NpUMEHEeHUs U3[enva ONsA Kak4oW NoaxXoAsLllen KaTeropum
O/TENbHOCTU MPUMEHEHMS.

Mpn OTCYTCTBUWN AaHHbIX MO KOHKPETHOMY MPUMEHEHNI0 BO3MOXHO MCMO/b30BaTb
ypoBHNU TW gnsa apyrux nNpUMEHEHWIA C AaHHbIMWM A8 NPUMEHEHWUs 6e3 faHHbIX. Takas
KO/IMYEeCTBEHHAaA 3KCTpanonsaumMs OT OAHOro Nyt K Apyromy ofobpsetcd, npuyem nobdas
AonoNHuTenbHas HeonpeaeieHHOCTb yuntbiBaeTcsa KaK 4yacTb dhakTopa
HeonpeaeneHHocTn 3 (YP3).

5.3 C6op n aHanM3 faHHbIX

Mocne waeHTUUKALMM  BbIMbIBAEMOW  CyOCTaHUMM  HEobXoAMMO  cobpaTtb
COOTBETCTBYIOLLMNE AOCTYMHbIE AaHHble. TakoBble MOryT BK/IOYATh:

a) XmmMuyeckune n omsnyeckne CBONCTBA,

b) pacnpocTpaHeHHOCTb 1 UCMOJIb30BaHNe,

C) (hapmakonoruio,

d) TokcuMkuHeTMKy (abcopbumsi, pacnpegesieHne, MeTabonnM3m U BbiBEfEHUe ©3
opraHusma),

€) TOKCUKOJIOTUIO U

f) BnnaHWe Ha yenoseka.

[aHHble, ncnosib3yemble O/1s1 YCTaHOB/IEHUA MOPOroBbIX 3HAYEHWIA, OO/MKHbI ObITb
BbICOKOrO KayecTBa W pesieBaHTHbIMW. Bce wuMelowmecs faHHble [OO/DKHbl  OblITb
PacCMOTPEHbl B KOHTEKCTE MOHUMaHMSA O0O6Leli TOKCUYHOCTM cybcTaHumm. OCHOBHONA
noaxon OnuvpaeTcsa Ha Mpeanocbliky, YTO AaHHble OCTPOro 3KCcrnepumeHTta (Hanpumep,
JaHHble VCcCnefoBaHUn ANUTENbHOCTLIO 14 AHeW unM MeHee) O0J/DKHbI MUCMOoJsIb30BaThCs
ONA  OJIATENIbHOTO WM KPaTKOBPEMEHHOIO  KOHTakTa; f[aHHble CyOXpOHMYEeCcKoro
aKcnepuMeHTa (Hanpumep, AaHHble UCCefoBaHuA [/IMTENIbHOCTbI0 OT OAHOI0 A0 Tpex
MeCsAUEB) [OO/DKHbl  CAYXUTb OCHOBOWM ANs  ANUTENIbHOTO  KOHTakTa, a [aHHble
XPOHMYECKOTO WM MNOXWU3HEHHOTO 3KCrepuMeHTa (Hanpumep, AaHHble WccrefoBaHui
ONMTENbHOCTLIO LWEeCTb MecsueB wan 6osiee) npeanoyTUTesibHbl CYOXPOHUYECKUM WA
KPaTKOCPOYHbIM [aHHbIM /151 YCTAHOBJ/IEHUS MOXW3HEHHbIX YPOBHEN MNpu MOCTOSHHOM
KOHTakTe. [laHHble 60/1iee 4/IMTeNIbHOro nepuoga MoryT ObiTb NosIe3Hbl NPU YCTaHOB/IEHUN
60/1ee KpPaTKOCPOUHbIX YPOBHEW. M0 BO3MOXHOCTW, AaHHble, MOJIlyYeHHble Ha 4YesioBeke,

npeanoyvTuTesibHee gaHHbIX, NOJ/TYYEHHbLIX Ha XXUBOTHbIX.
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[aHHble [O0/DKHbI  OblTb  MpPOaHa/IN3NPOBaHbl AN ONpefeneHns  KPUTUYECKNX
HebnaronpuaTHbIX 3PEeKTOB M ycTaHoBeHUA ypoBHer HOAEJT ans atux adhdrekTos.
Ecnv paHHble HeagekBaTHbl Ans onpegenexHvs 3HadenHnss HOAEJ], B AasibHenwmx
BbIYMC/IEHNAX MOXHO  WMCMOMb30BaTb  MWHUMa/IbHBLIA ~ YpOBEHb  HEe61aronpusTHOro
BosgencteBua  (JIOAE/) wnm  gpyroe  3HayeHue, yunTbiBass  COOTBETCTBYHLLYHO
KOPPEKTUPOBKY B CBA3W C [OOMOJIHUTE/IbHOW HeonpeaesieHHOCTb. 1o BO3MOXHOCTY,
HeobXoAMMO uccnefoBaTb B3aMMOOTHOLWIEHWE [fo3a - OTBeT /19 MnoMowmM  npu
onpeaenexHmn 3HavyeHnss HOAEJ], 4yTobbl 3HAYMMOCTb BO3AENCTBUSA Moria ObiTb CBA3aHa C
BO3MOXHOCTbIO BO3HUKHOBEHWSI TOKCMYECKMX 3PIEKTOB B SKCMEPUMEHTA/IbHOW MOAENN.
Heobxo4MMO OUEHWUTb, €Cc/iM 3TO MNPUMEHMMO, [AaHHble MNPV  HECKOJIbKMX Ccrnocobax
BBELleHVs, Harnpumep, OpasibHOro, AepMaslbHOr0 WM KOHTaKTa C  TKaHAMM,
napeHTepasibHOr0 U WHransuMoHHOro. B cnyyae noTeHuuasibHOro BO3AENCTBUSA  CO
CTOPOHbI €ANHCTBEHHOrO NyTN BBEAEHUS [aHHble, OTHOCALLMECH K 3TOMY NyTW BBeAEeHUS,
Hanbosiee pesieBaHTHbl, XOTA Takke MOXHO PacCMOTPeTb M [aHHble Mo APYruM NyTAM
BBE/lEeHVS.

YuutblBas npegnonaraembliii NyTb BBEAEHUS Y YenoBeka, He06XxoAMMO onpeaenunTb
Hanbosnee pesieBaHTHble HebnaronpuaTHble 3dIEKTbI Kak OCHOBY [O/19 YCTAHOB/IEHUA
[OMYCTUMOrO  YPOBHA, a Takke [03MPOBKW, Tpebyemble O/  Bbi30Ba  TaKWX
HebGnaronpuaTHbIX 3dichekToB. Heobxoaumo BblbpaTb Hambonee noaxoAsawMin YpOBEHb
HOAEJT wnn, B wuckmounTenbHbiX cnydasax, JIOAEJl wnn  ppyroe 3HavyeHue ansa
NCNOJIb30BaHUA MPWU BbIYUC/IEHUM [0NYCTUMOrO YPOBHS, OCHOBAHHOIO Ha BJ/IMAHUMA Ha
3[0poBbe. ITOT BbIOOP [O/MKEH OTpaaTb OLEHKYy BCex Heb6s1aronpusitTHbIX 3godekTos,
OCHOBaHHYK Ha npoeccmoHasibHOM MHeHun. OH [O/DKeH ObITb caeniaH Ha OCHOoBe
Bbicllero 3HadeHns HOAEJT v MUHMMaIbHOrO YPOBHA HebnaronpuaTHbIX adpdhekTos
AN moboro  HabngaeMoro TOKCUYEecKoro adhdpekta, yuutbiBass MNPUMEHUMOCTb U
KPUTUYHOCTb  TOKCUYECKMX  3(PheKkToB, MNyTb  3KCMEPUMEHTasIbHOrO  BO3AENCTBUS,
N3BECTHble  MEXBWAOBble  pas3/iMunMa B BOCMNPUMMYUMBOCTM,  YBEPEHHOCTb B
3KCNepUMEHTasIbHbIX AaHHbIX, OXUAaemble NMyTU BBeAeHUA W ANNTENIbHOCTb NPUMEHEHNS
Ha 4esioBeke, a TaKkke /bble apyrne hakTopbl, cunTalowmecs pesieBaHTHbIMW.
O6o0cHOBaHVe Bblbopa YPOBHSA [03bl AO/HKHO OblTb OTPaXKEHO AOKYMEHTA/IbHO.

5.4 YctaHoBneHne T gnsa BbIMbIBaeMbIX CyOGCTaHUUA, HE CHUTAIOLLMNXCA
KaHUeporeHHbIMA

TN pomkHa O6bITb BbIUMC/IEHA /19 KKOOTO pPesieBaHTHOro OXUAAeMOoro nyTu
BBeAEHUA W ONTENbHOCTU npuMeHeHus, wucnonb3ysa HOAEJ, JNIOAE/T wnn  ppyroe

onpeneneHHoe 3HayeHue. Kaxpaoe BbluncneHve TW OO/MKHO NpUHMMAaTb BO BHUMaHue
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CTeNneHb  CEepbe3HOCTV  UAEHTU(UUMPOBAHHOIO  pucka W HeonpeaesieHHOCTb,
CBOWCTBEHHYIO aHa/IU3y pucKa.

ana BblUMC/EHMSA  YpOBHeW  TU Heo6XoAMMO  UCMONb30BaTb  MOAXOA,
mogucmumpytolero dpaktopa npy 060 BO3MOXHOCTW. Takoli noaxon obbeguHsiet
MCNosib30oBaHMe (akToOpoB HeonpenesieHHOCTW, KOTOpble YCTaHaBMMBAKOTCA Ha OCHOBE
NPOdIeCCUOHA/ILHOIO MHEHWA, A1 NpefocTaBieHns npuemnemMblx rpaHuy, 6e3onacHocTum
NpoTvB Hanbosiee onacHbIX HeGMaronpUATHbIX addPEKTOB.

dopmMyna ANns BbIUMCIEHNS 3HAYeHUA TW, B MUAMrpaMMax Ha Kunorpamm Macchbl
Tena B AeHb, UCMNO/b3ys NoAxo4 Moaudumumpyowero akropa, nokasaHa B ypasHeHuun (1)
HIKE.

™ _ HOAEJL JIOAEN n 1.4,
M®

roe Mo - moamncumumpyrowmii haktop Y1 my®d 2 myY® 3 (cm. 5.4.2 ans onucaHus
(hakTopoB HeonpeaeneHHocTn Y® 1, YO 2un Yo 3).

Heo6xo4MMOo YCTaHOBUTbL [AOMYCTUMblE YPOBHW, OCHOBAaHHbIE Ha WCMO/Ib30BaHU
Hanbosee LMPOKUM CErMEHTOM OXWAAaemoi rpynnbl nosb3oBatesnieil. Hanpumvep, ecnm
nonb3oBaTesiaMh  AB/IAITCA  MPEUMYLLECTBEHHO  3[40pOBble  B3pPOC/ible  MY)XYMHbI,
npeaBapuTesnbHble pacyeTbl A0/DKHbI OCHOBbIBATbCS Ha BO3AEWCTBUM Ha B3POC/IbIX
MY)XUUH; €ecnu u3genve npegHasHavyeHo A9 0cobOoi rpynnbl HaceneHusl, TakoW Kak
GepemMeHHble XEHLLUMHbl WM HOBOPOXAEHHbIE, pacyeTbl AO/DKHbI ONUPATbCA Ha Takylo
rpynny. TunuWyHble AOMYLWEHUA Mo 4acToTe AblXaHus, Macce Tefna, UM T. 4., KOTopble
OOJ/DKHBI ObITb UCMOJIb30BaHbl B TAaKOM MOACYETe, NpPUBEAEHbI B MPUIOXKEHUN A.

5.4.2 YcTaHOoBeHne pakTopoB HeonpeaesieHHOCTH

5.4.2.1 O6Lme nonoxeHus

MpnbnunsntenoHan oLleHka (pakTopoB HeonpenesieHHOCTU BK/IOYaeT B cebss MHorvie
pa3Hoobpa3Hble acrnekTbl. TN (pakTopbl MPUHMMAKOT BO BHMMaHWE HeornpeaesieHHOCTb,
CBOWCTBEHHYIO OLEHKE MOTEHUMa/bHbIX 3(PGEKTOB XMMUYECKMX BELLECTB Ha NOASAX Ha
OCHOBE pe3y/ibTatoB, MOJyYEHHbLIX B rpynnax HacesieHUss WM CypporaTHbIX Buaax. ITu
acnektbl TPYAHO BbIMUCIUTL MpU  aHanu3e pucka. PakTop HeornpeaesieHHOCTH,
MCNOMB3YILWNACA B [aHHbIX, TMOJSIYyYEHHbIX Ha YesioBEKe, HWKe, 4YemM B [aHHbIX,
MOTYYEHHbIX Ha XMBOTHbLIX. [1pM MCNOML30BaHMUM XPOHMYECKUX AaHHbIX ANA onpeaeneHus
ypoBHEn TV NOCTOSAHHOTO NpUMEHEHUs (DaKTop HeonpeaenieHHOCTU HMKe, 4Yem npu
MCNOJIb30BaHUN CYOXPOHUYECKMX OaHHbIX. OH Takke Hwke npu mncnonb3osaHun HOAEJT,
yem npu JIOAE/I. 3HayeHne win cTeneHb BO3AENCTBUS, NpUAaBaemMble Kaxaomy diaktopy

HeornpeaeneHHoCTn, AO0J/DKHbI 6bITb OTpaXKeHbl JOKYMEHTa/IbHO C 060CHOBaHMEM Bbl60pa.
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HekoTopble acnekTbl Mpy BblOOpe MOAXOAAWMX (hakTOpOB HeornpeneneHHOCTU BKIHYakT
Bapvauunm OT YesioBeKa K YesioBeKy, BWUAOOBble  3KCTpanonauum un - gpyruve
HeornpeaeneHHOCTN, ONUCaHHbIE HWXe.

5.4.2.2 dakTop HeonpeaeneHHoctn 1 (YP-)

YO 1 oTBevyaeT 3a WHAMBUAYa/IbHble Bapuauum Mexay ocobsiMu 4esioBeka.
HeobxoamMmo yuuTbiBaTb Y® 1 Mpu BblHMUCNEHUM 3HadeHus TW. [ONs oueHku Bapuaumm
MeXxay 0cobsaMu YenoBeka Bcerga npepnovtutesibHee onupatbCs Ha peaslibHble AaHHbIe.
Mpn OTCYTCTBUM 3IKCNEPUMEHTA/IbHBLIX [AaHHbIX [O/19 XapakTepuCTUKN WHAUBUAYASTLHOW
BapnabenbHOCTM  4YesioBEeYeCKOro OTBeTa Ha TOKCUYHBLIA  areHT no  YMOJI4aHuio
MCTOPUYECKM UMCMOMb30BasICA (PaKTOp HeomnpeaesieHHOCT! €O  3HadveHnem 10 AaniA
obecrneyeHnss MOMHOrN0 [Auana3oHa 4YesioBeyeckor BapuabenbHOCTW, €eCcnin  OLeHka
6e30MacHOCTM OCHOBbIBa/1acb Ha adydpektax, HabnogaeMblX Ha XMBOTHbIX.  Kak
CNneAcTBue, 3HaAYUTESIbHO CHWKEHHbIA (pakTop HeonpeneneHHOCTU, BO3MOXHO faxe CO
3HayeHnem 1, MoxeT ObITb 060/iee NOAXOAAWMM MNPU  U3yYeHUn HebnaronpuAaTHOro
athdoekTa B TOW rpynne nauueHToB, koTopas 6yaeT noABeprHyTa BO3AECTBUIO.

Ecnn Bapnauus OT YenoBeka K YenoBeKy npusHaHa MUHUMAaSIbHOW, HY)XXHO BblbpaTb
(hakTop HeonpeaeneHHocTn, npubnwkawwminca Kk 1. Ecnm Bapvauusa OT 4esioBeka K
4yesioBeKy Mnpu3HaHa 3HauuUTEesIbHOM, HY)XHO BblOpaTb (pakTtop HeonpeaeneHHocTu C
APYrM 3HadeHveM nan npubnmkarowminca k 10. Ecnin yenoBeyeckass Bapmaums npusHaHa
MPOMEXYTOUYHON,  HYXHO  B3ATb  MNPOMEXYTOUYHbIA  (pakTop  HeornpeaeneHHOCTU.
MavocrHkpaTtnyeckass rmunepBoCnpuMMUYMBOCTb OObIMHO He [AO0/DKHA CYXWUTb OCHOBOM
3HayeHns TW. B pesynbtate ¢aktop HeonpeaeneHHocT AN  UHAUBUAYa TbHOM
BaprabenbHOCTN YenoBeka He obsA3artenbHO OyAeT yuuTbliBaTb OCOO0 YyBCTBUTESIbHbIE
noArpynnbl HaceneHus. Cnocob BBeAeHWs MaTepvasia B Tes10 Takke OO/DKEH ObITb y4uTeH
Npy yCTaHOB/IEHUW PeieBaHTHOCTU M 3HAYMMOCTM N060ro dpaktopa HeonpeaeneHHOCTU.

5.4.2.3 ®akTop HeonpeneneHHoctn 2 (YP 2)

Y® 2 OTHOCUTCA K IKCTpanonsaumv AaHHbIX, MO/YyYEeHHbIX OT BWAOB, MOMMMO
yenoBeka. Y®2 OO/MKEH YyUUTbIBaTb BPOXAEHHLIE pasuuua Mexay Apyrumu Bugamm u
4yesioBeKOM. Bcerga npeanoytuTesibHO MMETb AaHHble U AeTa/lbHOe 3HaHMe COOTHOLUEHWI
MeX/y YeNI0BEKOM W NMOAOMbITHLIM BUAOM.

[ecAatvkpaTHbii hakTop 6e30MacHOCTU MOXET ObiTb YMECTeH Mpu OTCYTCTBUU
JeTa/lbHbIX 3HaHWI MEeXBWAOBbIX pPas3/iMuMii N0 TOKCUMYHOCTU. EC/M TOKCUYHOCTL MU
TOKCUMKOKMHETMKA  CyOCTaHLUMM  XOPOWO WM3BECTHbl W CXOXWU Ha 4enoBeke U
SKCMEePUMEHTA/IbHOM  MOAENW, HY)XHO  Ucnonb3oBatb 60see  HU3KUA - hakTop

HeonpeAeneHHOCTN. Takke, ecnn npusHaHo, YTO pasnyuna UMEKT TOKCUKOJIormyeckoe
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3HayeHve, HeobXo4MMO WCMOJb30BaTb 00/Iee BbICOKME (PaKTOpbl HEONpPeseneHHOCTU.
Cnocob BBefeHWss MaTepuasna B Tesi0 Takke [O/DKEH OblTb YUYTEH Mpu YCTaHOB/IEHWUU
peneBaHTHOCTU M 3HAYMMOCTK NH60ro dpaktopa HeonpenesieHHOCTU.

5.4.2.4 ®aKTop HeonpeAesieHHOCTN 3 (YP3)

Y®3, haktop HeonpegesneHHocTn mexay 1 um 100, OTHOCUTCA K Ka4yecTBy W
COOTBETCTBMIO  [aHHbIX WccnefoBaHuin. Ecnm  pgaHHble  Xxopowlero  kKadyectsa MU
peneBaHTHbIE, WCMOMb3yeTca 3HavyeHne 1. Paktop (YP3) [O/MKEH OCHOBbLIBATLCHA Ha
NpogeCcCOHa/IbBHOM  MHEHUW,  YUYATbIBAIOLLEM  KAyeCcTBO [JaHHbIX W  MOCTPOeHve
nccrefoBaHus.

3T0 HEOOXOAUMO YyUMTbIBATL NPU HEONpPeAesIeHHOCTU B CNeaywmnx cutyaumsax, He
orpaHn4YMBasiCb TakOBbIMMU:

a) MCnosb3oBaHMe KpaTKOCPOYHbIX WUCCMefoBaHWi An1a 3kcTpanonauum 6onee
OMTENbHOTo BO3AENCTBUSA Win ahdoekTa;

b) Ha/Mume Tonbko AaHHbIX JIOAEJT BMecTo AaHHbIX HOAETT,

C) OTCyTCTBME MOATBEPXAAMLLMX NCCNEeA0BaHWNA;

d) ncnonb3oBaHMe HECOOTBETCTBYHOLLMX XMUBOTHbIX MOAENEN;

€) HenoaAxXoAsaWwmn NyTb BBEAEHUS;

f) cteneHb BO3aeicTBYS;

[) yBEPEHHOCTb B 6a3e faHHbIX.

Mpu ycTtaHoBrieHUn TU Takke HeobXOoAMMO pacCMOTpeTb CTerneHb obecneyvyeHus
6e30nacHOCTX, MPU3HAHHYKD MPUEMSIEMON B CBETE CEepbe3HOCTM OnacHoCTU  Ans
3[40poBbs. Mpy oNacHOCTAX A4/19 340POBbSA, TaKUX Kak CMepTb, OYEHb CEPbE3HbIA Bpes, Win
HeobpaTuMoe BO3AENCTBME Ha MNOpPaXaeMblil oOpraH B OXWOAEMOM WM  KOHEYHOM
pesynbTate Heob6XO0A4MMO pPaccMOTpeTb [LOMOMIHUTENbHOE JonyuweHne. Takke, ecnu
pesynbTtar  HeceT  OrpaHM4YeHHoe  TOKCMKOMOrnmyeckoe  3HayeHve,  HeobXoA4MMOo
pPaccMOTpeTb CHWXEeHWe JonyLieHns. HeobxoauMo Takke pacCcMOTPeTb Crnocob BBeaeHUS
MaTepuana B Teno A/19 YyCTaHOB/IEHUS CYLLEeCTBEHHOCTM U macwTaboB /10b6oro thakropa
HeonpeneneHHoOCTN.

Ecnvm KonnyectBO WM KayecTBO MNOAXOAALUMX AaHHbIX OrpaHuyeHo, Heobxoaumo
BblOpaTb 3HayeHue chakTtopa, npuonmkatouieecs wnm pasHoe 100. Ecnv mnccnepoBaHus,
cnyxaiime ocHoBoi pania TW, Npu3HaHbl XOPOLLO Ch/I@aHMPOBAHHbIMW 1 NPaBU/IbHO
npoBefeHHbIMM, HeobxoAuMO BblIOpaTb 3HavyeHue (pakTopa, npubamxaroLeecs W
paBHoe 1 T[lpoMexyTouHble cuTyauum O3HavaloT BblOOP MNPOMEXYTOUYHbLIX (PaKTOpPOB.

BepxHsis rpaHuLa pakTopa MOXeT npeBbilath 100, ecnv AaHHbIe, NOMyUYeHHbIE B OCTPOM
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OMbITE€ Ha XMBOTHbIX, CAy)XaT €OUHCTBEHHON OCHOBOW BblMMC/IEHUSA 3HadveHun T gns
NMOCTOSIHHOTO BO3AENCTBUS.

5.4.3 OnpepgeneHve moauduumpyrollero gpakropa

Moandumumpytowmin cpaktop (M®), Takum 06pa3om, A0/MHKEH ObiTb BbIYUCEH Kak
npomnssBegeHne akTopoB HeornpeaeneHHocTn (YP1 ¢ YO 2 mY®P 3) [cM. ypaBHeHue (2)
HWKe]. DTOT MOAUMLMPYOLLMIA (hakTOp MOC/YXUT OCHOBaHveM onpegenexdvs T n, B

CBOK o4epenb, NepeHocumoro Bo3geincTens (TE) 418 kak4on KaTeropum npUMeHeHUs.
M® = YOI YD2-YD3 (2)

B 60onblunHCTBE criyvyaeB moamdmumpytowmin cpaktop mexay 10 u 1000 gonxeH
ObITb [OCTATOYHO OOOCHOBaH. B HEKOTOPbIX CrlyyasX, OCOOGEHHO MPU Ha/IMyMM TOJIbKO
Hey[0B/1eTBOPUTE/IbHBIX WM HENOAXOAAWNX AAHHbLIX U YCTaHOBIEHUMU 3HAUYUTESNbHbIX
(bakTopoB ONacHOCTU, MOXET MoTpeboBaTbCs TakoW BbICOKUA MOAUGUUMPYHOWNIA dhakTop
kak 10000. B HekoTOpbIX Cnyvasix moauduumpyowmii aktop meHee 10 MOXET ObITb
00ycnoBfieH  Ha/MuyMeM  OO0CTaTOYHbIX  K/IMHUYECKMX  AaHHbIX  WaM  A0oCTaTo4vyHO
CTaHAapTHbIX pe3ynbTaToB. [py Ha/IMUMK TONMLKO AAHHbLIX CMEPTHOCTU B OCTPOM OfbITe
ANa ycTaHoB/eHMA T NOCTOSIHHOrO KOHTaKTa MOXeT noTpeboBaTbCA MOAUULMPYOLLNIA
(oakTop Bbiwe 10000. Jliobas cuTyaums, npuBogsalas K mogmduumpytowemMy dakropy
Bbille 10000, yka3blBaeT Ha BbICOKYHO CTEMeHb HETOYHOCTM aHauiM3a, W B TakuxX cnyvasx
HEeOoOX0ANMO MPUHATL BO BHUMAaHWE OCTPYH MOTPEOGHOCTb B AOMOJSIHUTE/IbHbIX [aHHbIX.
Kak asibTepHaTuBYy K MCMO/Ib30BAHUIO 3HAYEHUA Y® N0 YMOAYaHWUIO, MOXHO MPUMEHUTb
hapmakokmHeTMyYeckoe MoenupoBaHue Ha dmsmonormndeckoin ocHose (MBIMK) ans yyeta
NHOMBMAYaNbHbIX Bapuauuini  OT u4esoBeka K uvenoseky (Y®i) v gna npoBeaeHus
MEeXBUAO0BOW 3KcTpanonsaumm (Y®2) B pamkax Buga. Mcnonb3osanve wmogenein TMBIK
MOXeT CHU3UTb HeonpeaeneHHOCTb U NpuUBecTu K Apyromy Mo.

5.5 YcTtaHoBneHne T/ BbIMbIBaeMbIX CyOCTaHLUA, CUMUTAIOLLMXCS
KaHLUepOoreHHbIMN

5.5.1 Mpouenypa ans KaHueporeHHbIX BbIMbIBaeMbIX CyO6CTaHLUUN

Mocne ycrtaHoBneHna TW pans paka ee HeobXoAUMMO pPacCMOTPeTb BMeCTe C
ApyruMy  3HaveHuamMu T 0N HepakoBbIX KOHEYHbIX To4yek, A1a  onpefeneHus
noaxoasiwen TV NOCTOAHHOrO KOHTaKTa, A1 UCNOMIb30BaHMs B BbluMcneHusax TE.

[Nnsi BbIMbIBaEMbIX CYOCTaHLMIA, CUMTAIOLWNXCA KaHLUEPOreHHbIMW, HeobXoaAnmMo
NnPUMEHNTL  UCCNefioBaHMe  COBOKYMHOCTU  [OKa3aTeNbCTB AN  OnpefesieHus
nogxoaduwlero metofa ycraHosneHuss TV Ha OcHOBe paka. VccneposaHme COBOKYMHOCTU

AoKa3aTesibCTB noapasyMeBaEeT OTBEThI Ha C/ieyloLine BOMpOChI:
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- ¢lBnAetca nm matepuas reHOTOKCUYHbIM KaHLeporeHom?

- PeneBaHTHbI M BUAbI ONyXxosnein ans vyenoseka?

- Bo3MOXHa /in 3KCTpanosisauMs Ha 4YesioBeka CyLeCTBYHOLWNX AaHHbIX JI0Ka/mM3aumm
B opraHusme?

- PeneaHTHa nn anugemuonornyeckas nHdopmauusa osis yenoseka?

5.5.2 BapuaHTbl gna cybcTaHuvii, npolenwmnx nccriegoBaHme COBOKYMHOCTU
[oKasaTtenbCTB

Ecnv uccnepoBaHue COBOKYMHOCTM AoOKa3aTesibCTB MoKasbiBaeT, 4To mMarepuasl
SIBMSAETCA FEHOTOKCMYHbIM KaHLEPOreHOM, BWAbl OMNyXosien, HabnwgaeMbiX B PakOBbIX
6uonpobax, CyWEeCTBEHHbl /19 4esioBeka, a Jiokamsaumss B OpraHusme  wwam
anuaemuosornyeckass uHdopmMaumss NOATBEPXAAOT pPesieBaHTHOCTb [J/19  YesI0BEKa,
HeobXxoAMMO UCMo/b30BaTh OAMH U3 ABYX Criedyrowmx noaxoaos.

a) Onpepenntb KaHuUeporeHHyro TW, OCHOBbIBasACb Ha npoueaypax OLEHKM
KOJIMYECTBEHHOrO PUCKa, WMCNOJIb3YIT CTaTUCTUYECKMe MOoAesM C YPOBHEM 3HAYMMOCTH
pucka 104, nnn

MpumeuvaHne - Tlpn KUCNONb30BaAHUN VHERHON MHOrOCTyNeH4YaTon Moaenu
HeobXxoA¥MO pPacCMOTPETb BO3MOXHYH HEIMHEMHOCTb MasibiX 03 W AaXe BO3MOXHbIE

6uonoruyeckne nopory, BO3HUKaloLLMe Kn3-3a NMPUCYTCTBUA MEXaHM3MOB BOCCTaHOB/1IeHUa OHK u

LpYrx roMeocTaTyeckmx npoLeccos.

b) He onpenenatb KaHueporeHHyi TW. CHU3UTb BO3AECTBME HAa MauueHTa Ao
Haubosee HU3KOro pPasyMHOr0 MPUMEHEHUsI WU aKTUBHO KOHTPO/IMPOBATh PUCK paka,

ncnosb3ysa npoueaypbl ynpasneHns pUCKOM.
MpumeyvaHne - [Ona AononHUTENbHOW MHopmMauun cm. 1ISO 14971.

5.5.3 Mpoueaypa npn 6e3pesynbTaTUBHOM WX HeornpeaesieHHOM
nccnenoBaHMM COBOKYMHOCTU A0Ka3aTe/ibCTB

Ecnv uccnepoBaHue COBOKYMNHOCTWU foKasaTeNnbCTB 6e3ycnewHo, Heobxoaumo
NPMMEHUTb nogxon Moaunduumpytowero cakrtopa. Ecnm uccnepgoBaHne COBOKYMHOCTH
AokasaTteNbCTB HEeOAHO3HAaYHO, HEe0OBXO0AUMO MPUMEHUTL METOAbl Kak MoAndIMuUpYoLLero
hakTopa, Tak M KOJIMYECTBEHHOM OLEHKN pucka AN1s onpefenieHns KaHueporeHHom TW.
Mpn wuncnonb3oBaHUM noaxoda Moaucuumpyowero gakropa Heob6xoAMMO MNPUMEHUTL
MeTO/bl, OnucaHHble B 5.3 4519 TYMOPOreHHbIX (OMyxo/ieBbIX) OTBETOB.

Mpu 060 BO3MOXHOCTM HEOOXOAUMO UCMO/b30BaTbh (PapMakoKMHEeTMYeCcKoe
MogenupoBaHue Ha chmaunonorndeckoin ocHose (MBIMK) gna pacyeTa [4o3bl, 4OCTaBNAEMON

B paCCManI/IBaeMbII7I opraH-mMvLLEeHb, B OT/INYNE OT ﬂpVIMeHFIeMOVI [03bl. B cBOWO o4vepeqb,
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npu pacyeTe pucka B BbIYACNEHUN WCNOJb3YETCA [OCTaB/fisieMas, a He MpuMeHsemMas
ho3a.

5.6 YcTaHOBNEeHMEe NepeHOoCMMbIX YpPOBHeN KoHTakTa (TC/T)

5.6.1 O6uwme NoNoXeHnA

O630p AaHHbIX MO pasfpakeHuo npefocTaBnseT WHgopMaLmio, HeobXoAnMYHo
ONA peLleHns, HYXeH N yyeT pasfpakeHus, W, ecnm Heobxoaumo, 419 YCTaHOB/IeHUA
Hepasgpaxatowiero yposHsa (HW/). Mocne pewenus, yto HWT fosmkeH ObiTb BbIYMC/IEH,
ncnonb3yeTca  nogxod Moaudumumpylowero aktopa gnd  pas3paboTkM  YPOBHSA
NepeHocuMoro KoHTakta. Oxwupgaetcs, 4to ypoBHuM TCJ1 OyayT HyXHbl TONbKO AJ/1A
HEKOTOPbIX BbIMbIBAEMbIX CyOCTaHUMA, TMPUYEM TONIbKO B HEKOTOPbIX  U34enusix,
NCNOoJIb3yeMbIX MpY ornpefesnieHHOM npuMeHeHun. B Takux cutyaumax yposHu TCJT npu
MCNOMIb30BaHUN CTaHyT ABONHbLIMU
06s3aTesibHbIMX  OTPaHUYEHMAMU  BMeCTe C [ONYyCTUMbIMKA  YPOBHAMU. Kpome Toro,
BO3MOXHbI CUTyaLuun, Npu KOTOPbIX NpefoTBpalleHe pasfapakeHus AB/ISETCHA HaCTOJ/IbKO
OrpaHMyYnBalOLLMM, YTO AOMYCTUMbIE YPOBHW, OCHOBAHHbLIE Ha CUCTEMHOW TOKCUYHOCTU, HE
ABNAOTCA HEOOXOANMBIMU.

[aHHbln nogxon He npegHasHavaeTca A1 BbluMCEHUA 3HadeHuid TCJ/T Ha
OCHOBaHUW asI/IeprMyeckoro KOHTAKTHOroO gepmMatvta WM MeCTHbIX 3dppekTos, 3a
NCK/TIOYEHVEM pa3[paXkeHUs B aHATOMUYECKN Wi papMakOKMHETUYECKN U30/IMPOBaHHbIX
opraHax (Hanpumep, Mo3r, rnasa).

5.6.2 YueT BO3gencTBus npu BbluncneHnn TCJ1

MepeHocumble ypoBHM KoHTakta (TCJT) moryT notpeboBatbcs Ans /1060
BbIMbIBAEMOW Cyb6CTaHUMK, KOTOpas Bbi3blBAET pasfpaXeHne B pesyfbTate MpsamMoro
KOHTaKTa C TKaHAMW Tesla, Hanpumep, KOXen, rnasamu, CAM3UCTbIMU 060/104KaMu Win
MOBEPXHOCTAMU, MOBPEXAEHHbIMA B pe3ysibTare crnocoba npuMeHeHus onpegesieHHOoro
n3genvsa. HeobxoamMmMo NMPUHATL BO BHUMaHUe rpynny HacesneHus nauuMeHToB.

lMepeHocmble ypoBHU KoHTakTa (TCJ1) moryTt notpeboBarbCa /11 MHOTOKPaTHOro
NMPUMEHEHUS TMPU KOHTaKTe C TKaHAMU. Hanpumep, mMartepuan MOXET He ABMATLCA
pasgpaxuTenemMm B AaHHOW KOHLEHTpauuv npu OAHOKPaATHOM MPUMEHEHUW, HO MOXET
cTaTb pasgpaxutenem nocse NoBTOPHOrO NPUMEHEHUS.

5.6.3 YctaHoBneHne TCJ1 npn pasgpaxeHunn

5.6.3.1 O6wme nonoxeHus

[Ns KaKOoi COOTBETCTBYHOLLEN KOHTaKTUPYHOLWEN TKaHW HEeo6XO0AMMO BbIYUC/IUTL
TCN uncxopga um3 He pasgpaxarouero yposHs (HW/I), MUHUMasibHO pasgpaxarollero

ypoBHa (MWJ/T) wnm gpyroro aHasiormyHoro yposHs. Kaxgoe BbluncrieHne TCJ1 [OMKHO
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YyUMTbIBaTb CTEMNEHb pPasfpaXeHWs MpyY MHOrOKPaTHOM BO3AEWCTBUN HE pasapakaroLumx
KOHUEHTpauuii, ecnn Takne AaHHble CcywecTBylT. A8 BblumcieHnsa TCJ1 Heo6xogmmo
ncnonb3oBarb noaxond moaudmumpytowero daktopa. Takoil noaxoa BK/IYaeT B cebs
ncnosb3oBaHne PakTopoB HeOoNpeAeneHHOCTU, KOTOpble YyCTaHaB/IMBAKTCHA Ha OCHOBE
NPOdIeCCUOHA/IBHOIO MHEHWA, A5 NpefocTaB/eHns npuemnemMbiX rpaHuy, 6e3onacHoCTm
OT pasgpaxeHus. Hwke npusegeHa dpopmyna ansa soluncnedma TCJ/1, B MuaMrpaMmmax Ha

KBagpaTHbIA CaHTMMETP, C UCMOMIb30BaHMEM Noaxoaa moamdmumpytowero akropa:

1CJl = HAN vn MI/U'I’
MdTen ‘A
rae Moycn - Moamdpmumpytowmii chaktop (YO4 myds ' YOo);
HWN - He pasapaxalowmin ypoBeHb, B MUMIUIpamMmMax;
MW - MUHUMaIBHO pasapaxatowmnii ypoBEHb, B MUAUTpaMMax;
A - nnowajb NOBEPXHOCTU KOHTaKTa C Te/IoM, B KBagpaTHbIX CaHTUMeTpax.

paHuLbl pasfpaxeHns [O/DKHbl OblTb YCTaHOBJ/IEHbI, OCHOBbIBAsACb Ha CamMoOM
LUMPOKOM CermMeHTe onpefeneHHo rpynnbl nosb3oBareneil. Ecnm HasHavyeHvem He
ABNSAETCA LUMPOKOe YynoTpebneHne, MCNONb3YKT MOArpynny HaceseHus, O KOTOpoW
npeagHasHavyaeTca usgenve.

5.6.3.2 OnpepeneHne pakTopoB HeonpeaeneHHoCTH

MeToabl, ncnosb3yemble 471 ONpPefenieHns pucka OMo/IorMYecKoro pasgpakeHus,
OT/INYaKTCA OT METO[O0B, WCMOMb3YeMbIX /19 CUCTEMHON TOKCMYHOCTW. [NaBHbIM
OT/INYMEM £B/ISIETCA CTeneHb HeonpeaeneHHocTu. OB6bIYHO, ec/iM B COOTBETCTBYHOLLEN
OMbITHOW MOAENN He MOJyYEHO pas3fpaXeHUsl, OHO He MPOM3ONAET MPU MUCMNO/b30BaHWUU
yesioBekOM. TakMm 06pa3oMm, UCMOb30BaHWE HECKOJIbKMX (DaKTOPOB HeonpeneneHHOCTH
6o/1ee orpaHMyeHo, a rpaHuupl 6e30nacHOCTU yBesnyeHbl. TeM He MeHee, Mpu Bblbope
cnefyeTt paccMaTpuvBaTb HECKOSIbKO (DaKTOPOB HEOMNpeeIeHHOCTH.

- GakTop HeornpeaeneHHocTn 4 (Yd4)

Y®4 oTBevyaeT 3a WHAMBUAYasIbHble BapuauuMn OT 4esioBeKa K 4YesioBeky. Yd4
OO/MKEH MPUHAMATLCA BO BHMMaHWE Mpu BbluUCNeHUW 3HadveHua TCJ1. Ona oueHku
Bapvauun OT YesioBeka K 4esioBeky Bcerga npeanoyTutesnlbHee onupaTbCA Ha peasibHble
KNMMHUWYEeCKMe  AaHHble. [lpy  OTCYTCTBUM  3IKCMEPUMEHTasIbHbIX  AaHHbIX A4
XapakTepucTuku  UHAMBUAYasIbHOW  BapuvabenbHOCTW  KMHUYEeCKOro  OTBeTa  Ha
pasfpaxarollyto  BbIMbIBaEMyH CybCTaHUMIO  HEeo6XOoAMMO  MCMNO/b30BaTb  (hakTop
HeonpeAesieHHoCcTn B gnanasoHe ot 3 go 10.

- akTop HeonpeaeneHHocTn 5 (YP5)

18



MOCT I1SO 10993-17-2011

Y®s OoTBEYaeT 3a 3KCTPanonAuuio AaHHbIX, MOYYEHHbIX OT 3KCNepUMEeHTasIbHbIX
XWBOTHbIX. Y®s [O/DKEH Y4UTbIBATb BPOXAEHHbIE PA3INUMA  MEXAY >XMBOTHbIMU W
4yesl0BEKOM. Bcerga npeanoytuTesibHO MMETb AaHHbIe M AeTaslbHOe 3HaHMEe COOTHOLLEHWI
MeXay 4YeNOBEKOM W 3IKCMEepUMEHTasIbHbIM BUAOM XMBOTHOMO. [lpy OTCYTCTBUM Takoro
AeTasIbHOro 3HaHWsi He06X0AMMO MCMO/Ib30BaThb (PakTop HeonpeaeneHHOCTM MEXBUA0BOA
Bapvaunn (Yds) co 3HayeHnem 3.

- ®akTop HeornpeaeneHHocTn 6 (YPO)

Y®6 oTBevaeT 3a KayeCTBO W peneBaHTHOCTb OMbITHbIX AaHHbIX. Mcnonb3oBaHne
ypoBHeit MUJT Bmecto HWJ/T MOXeT noTpeboBatb oakTop HeonpeaeneHHoctn (YP6) co
3HayeHnem 3 wam Bbiwe. Takke YP6 o 3 MOXeT OblTb MPUMEHEH, €CNN  BblBOAb!
JenarTcsad Ha OCHOBaHWW HeyaoBNEeTBOPUTESIbHO CMNIaHWPOBAHHOIO WW BbIMNO/IHEHHOIO
nccnefoBaHua UM eCnn KOSIMYECTBO NOAXOAALWMX AAaHHbBIX Obl10 OrpaHuyeHHbIM. Takum
o6pa3oM, YP6 mMoxeT OblTb 9 wam 6onee, ecnm U COOTBETCTBME, W KA4YeCTBO [AaHHbIX
Hey/10B/IETBOPUTESIbHbI.

5.6.3.3 Onpepgenexnve moguduumpytotero cakropa TC/1

Takum ob6pasom, mogudmumpyowmii haktop TC/1 (MPTCA) AO/HKEH BbIMUCNATLCA
KaKk npoussefeHne (pakTopoB HeonpenesieHHOCTN (Yds mYds mYD6), Kak NnpuBeneHO B
ypaBHeHun (3). ITOT MoAMUUMPYIOWKMIA  dhakTop NOCNyXUT ocHoBoi ans TC/l. B
60NbLINHCTBE CrlyvyaeB 06LMI Moandmumpytowmin haktop co 3HaveHnem 30 uam MeHee
[O/DKEH ObITb [AOCTATOYHbIM, HO OH MOXeT ObITb M Bbllle, ecny He pasgpaxaroLime
KOHUEHTpaLmm He Oblv YCTaHOB/IEHbI WU MPU HaUTMYUM TOJSIbKO HU3KOKAYeCTBEHHbIX WX
HEeCOOTBETCTBYOLUNX AaHHbIX.

5.7 OueHKa pucka cmeceii

HacToawmin ctaHgapT npegHasHavyeH A5 onpeaenieHnss NoporoBbIX 3HAYEHUA O/1s
OTAE/IbHbIX BbIMblBAEMbIX CyOGCTaHUWIA, BblAeNsAeMbIX MeQUUMHCKUMU n3aenmsaMu. Tem He
MeHee, nNaumeHT peaKo BXOAUT B KOHTaKT C OAHOW OTAeNbHOW cybCcTaHumen. [opaspgo
BEpOsTHEE CUTyauuMm KOHTaKkta C HECKO/IbKUMW  COefMHEeHUsMX, OAHOBPEMEHHO
BblAeNseMbIMA  U3gennemM. OTO  BO3AENCTBME  HECKONIbKUX  COeAUHEHUIA  MOXEeT
NOTEHUNaNIbHO  YBE/IMYNTL WM  MOHU3UTb TOKCUMYHOCTb /1060  paccmatprBaemoi
cybctaHumMn. Tem He MeHee, Npu YpPOBHE BbIAENEHUS COeAVHEHWA U3 MeAULMHCKOro
N34enna 3HaAYUTESIbHO HWKE COOTBETCTBYHLUMX 3HavyeHuin T pgna aTux COoeavHEeHWi
BEPOSAITHOCTb BO3HUKHOBEHMS CUHEPrnyecknx a(pheKkToB cpean COCTaBHbIX CMeceil Mana.

MeToapbl NPOBEAEHNSA OLEHKM pUCKa CMecel npuBeAeHbl B NPUIoXeHnn B.
6 BbluncneHne nepeHocmumoro Bo3sgencteuns (TE)
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6.1 O6LIre NoSIoXEeHUS

BosgelictBue Kakoin-nmbo BbIMbIBAEMOW CybCTaHUMM  MOXET MPOU30WTU B
pesynbTate UCMNOJb30BaHMA psaga MeauUMHCKUX u3genuid. ocne paspaboTku ypoBHEWN
TN pna BbIMbIBaeMO CyO6CTaHUMM, HEOOXOAMMO OTKOPPEKTMPOBAaTb COOTBETCTBYHOLLME
T pna onpefeneHns BO3HMKAKOLWLIEro BO3AEWCTBUSA, KOTOpPOEe Obl1o Obl NEPEHOCUMBbIM,
yumTbiBass Cnoco6 MpUMEHeHUs M34esva U NoTeHuman BO3LENCTBUA OPYrUX UCTOYHUKOB
BbIMbIBAEMOW CyOGCTaHUMN U3 MEAMLMHCKOrO M3Oenus.

Heobxoanmo oueHuTb crnegyowme akTopbl 15 OnpefesieHns HYXHOM Macchbl
Tena wn Kos(pdpmumeHta wucnosb3oBaHua  (YT®), npuMeHAemMbIX /19 BblYUCNEHUS
nepeHocumoro so3genctens (TE):

a) onpeeneHHas rpynna HacesieHus, UCNonb3yoLwwan n3aenve;

b) npeob6nagaroLas macca Tena rpynnbsl Nosib3oBartesne;

C) npegnonaraemMas cxemMa WUCNonb30BaHUA U3LENNS;

d) BO3MOXHOCTb BO3LENCTBMA Ha MauveHTa TOW e BbiMblBAEMOW cybCcTaHuuu U3
HECKONbKNX 13AENNIA.

TC/1 He KoppekTUpyeTcsa AN1A NPUMEHEHUs, TakK Kak 3TO MECTHbIA apdhekT, KOTOopbIi
06bIYHO He MOBbLILLAETCA WM CHUXKAETCHA B CBA3W C NpuMmeHeHnem unsgenus. Ckopee TCJl
OyZeT nNPUMEHSITLCA Kak MNepeHocMMoe BO3feicTBve Ana  Takmx — KOMOuHauui
ocTarok/usgenve, B KOTOPbIX pasfpaxeHune sBiseTca (PakTopoM Mpy yCTaHOB/IEHUM
[0nycTUMOro ypoBHSA. MNpu npumMeHeHun TCJ1 06bIMHO cuMTaeTCcs B3aMMHO 06s3aTeflbHbIM
TE. B cnyyasix, korga pasgpaxeHue npeactasnsieT obAsaresnibHoe orpaHuyeHue, TCJ1
ctaHoBUTCA TE, HO BbipaxaeTca B MWIIMrpaMmMax Ha u3genve, Tak Kak Hernpuemnemoe
pasgpaxeHne He AO/MKHO ObiTb AOMNYLWEHO AaKe Ha OAVH AEeHb.

®akTopbl  WCMOJIb30BaHUA  [O/HKHbI  OTpaxaTb OOblYHble MyTW OCTATOYHOro
BO3JENCTBUA M34enma WM knacca nsgenvin Ha nayweHta. Ecnm ogHo 3HayeHvne T 6bino
BblOpaHO, npeactasnas Bce TW [nia kaTeropum npuMMEHEeHWUsi, HeobXoAMMO [AOnyCTUTb
onpefeneHHyo csobogy nNpv BblUMCAEHMU (DAKTOPOB WCMNOMb30BaHMA A9 U3LENNIA CO
cneundgnyHbiM nytem. Ecnm ogHo 3HadeHne T ncnonb3oBasiock 4718 BCeX nyTeli BBOAA B
[aHHOW KaTeropun oMTeNbHOCTU, MOXET ObITb BbIYMC/IEHO OTAE/IbHOe 3HaveHne T ans
nytTM BBOAa, cCrneunduyHoro 1A U3Lesvsa, UM UCMOMb30BaHO Kak OCHoBa [AON1d
KoahdomumeHTa NCnob30BaHNs A1 AaHHOTO U3AeNna UK KaTeropum U3genuil.

6.2 Mpynna nonb3oBaresne

6.2.1 Macca Tena

BONbWMHCTBO MeAMLMHCKUX U3AEeNniA NMPUMEHSAETCS Ha B3POC/bIX. TakuMm 0bpasom,

Ana BbluncneHns TE npumeHseTca macca Tena 70 Kr, Kpome cnyyaes, Korga usgenve
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npefHa3HayaeTca K MPUMEHEHW0 Ha [ApYyro rpynne HacesneHus. B Takom cnydae
HeobxoouMo OCHOBbIBaTb TE Ha Macce Tena, BblBEEHHOW M3 CXeMbl npeobriagatoLLero
NpYMeHeHus, obpatlas ocoboe BHUMaHVE Ha u3fenvs, npegHasHayeHHble KOHKPETHO A/1A
NMPYMEHEHNss B 0CO0O0 4YYyBCTBUTESIbHbIX T[pPynnax, TakuxX Kak HOBOPOXAEHHble. CM.
npunoxeHne A gna pasiMyHbiX Macc Tesia, BO3MOXHbIX K MPUMEHEHNIO.

6.2.2 V3pgenvsa, cneunasibHO npegHasHayeHHble K  UCMNOJ/1Ib30BaHUKO Y
HOBOPOXAEHHbIX U AeTel

[ns HOBOPOXAEHHbIX HEeoOXOAMMO pPacCMOTPETb MOTEHUNaNIbHY0 He3pesiocTb
OCHOBHbIX MyTel yAasileHns martepuvasia U BO3MOXHOCTb 60siee BbICOKOW akKyMynsauumu.
[Ansa  BbluMCNeHUA ypoBHe TU ana  MeOUUMHCKMX  U3LeNniA, npefHasHayveHHbIX K
NMPUMEHEHNIO Y  HOBOPOXAEHHbIX, MPeAnoyTUTENbHbl  AaHHble,  MOJlyYeHHble U3
nccnefoBaHnin, B KOTOPbIX HOBOPOXAEHHbIE BXOAW/IN B KOHTaKT C ONacHbIM MaTepuasioMm.
Mpy OTCYTCTBUM TakuUX AAHHbIX ANS BblYMCNEHUS YPOBHEN TW ypoBHU TU, BbIYMCNEHHbIE
Mo AaHHbIM B3POC/bIX, MOTYT UCNOJ/Ib30BaTLCA 419 BbluncieHus TE.

Bbluncnenns TE cnepyeTt npoBoAuTb C UCMONb30BaHWeM Macchl Tenia 3,5 kr ans
HOBOPOXAEHHbIX 1 10 Kr An1A AeTel, Kak Macchl Tesia YenoBeka A/1a AaHHOro Usgenms.

6.3 BblunucneHne koadppuumeHTa WUCMoMb30BaHUA OT npejnonaraeMoro
npUMeHeHus

6.3.1 O6was yacTb

lMpoun3BefeHne nepeHocumMoro notpebsieHns TW 1M maccbl Tesla KOppekTupyeTcs
YMHOXEHVEM Ha KO3(PULMNEHT ncnonb3osaHua (YTO).

Cxema 00bI4HOro NPYMEHEHNS MeAMUMHCKOIo U3Aenus, BKYas ero npumMeHeHue
B pamkax CUCTEMHOW Tepanuu, f[O/DKHA OblTb onpegeneHa A48 [aHHOW  rpynnbl
HaceneHns. BbluncrieHne KoappuuueHtTa MCNosb30BaHUA [LO/DKHO, MO BO3MOXHOCTU,
YUMTbIBaTb OXUOAEMYKD CXEMY NPUMEHEHUS MEeOUUUHCKUX U3Lenunidi. 1o nogpasymeBaeT
BbluMC/IEHME  (paKTOpa  CONYTCTBYHLIEINO  BO3AENCTBUS (CE®) un  paktopa
nponopunoHanibHoro KoHtakta (ME®P). 3T pakTopbl MNEPEMHOXaKT 419  NOSyYeHUs
KoadpcpmumeHTa ncnosb3oBaHnsa (YT®), Kak nokasaHo B ypaBHEHUN (4)

YTd = CE® mlME® (4)

6.3.2 dakTop conyTcTBylowero sosgencramsa (CED)

OnpepnensarT CTeneHb BO34EWCTBUA KOHKPETHOW BbIMbIBAEMOW CyO6CTaHUUN B
pesynbTarte MUCNosib30BaHWUA HECKOIbKMX n3genuii. OnpenenstoT ¢hakTop conyTCTBYHOLLEro
Bosgeinctensa (CE®) 3HauveHnem wmexgy 0,2 m 10 Ha OCHOBE 3TOW  OLEHKW,
PYKOBOACTBYACH C/ieAyrLWwuMy NpuHLMnamMm:

a) ncnonb3ytT CE® co 3HavyeHuem 0,2, ecnn (paktop amopTu3auum HEN3BECTEH,;
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b) ecnn Heckonbko MeAMUMHCKUX u3genwii (T.e., N0 MeHblUel mepe, 5 % n3nenuii,
NPOAaHHbIX 3a KasleHAapHbli rog, win 6onee 4Yem NATb U3Lenuii B NO60N OTAEebHOM
MeAMLMHCKON npoueaype) MOryT BblAeNATb BbiIMbIBAEMYH cybcTaHumo, CE® BbluMCNAOT
crnepyowyM obpasom:

1) npousBeaeHne T 1 maccbl Tena (TB), pasfenieHHoe Ha o6llee KOMM4YecTBO
BbIMbIBAEMOI CyOCTaHUMK, KOTOPYH MEeAMUMHCKUE W34eNNs OXMAAEMO BbIAENST BO

BpemMsa npoueaypbl, kak npuseaeHo B ypaBHeHUN (5)

TWN-TB

CE® S
T proc
roe TW - TONnepaHTHasa [03a, B MUIAUrpamMmMmax Ha Kuiorpamm Macchbl Tena B
[eHb;
TB - MacCCa Tefia, B KI/I}'IOFpaMMaX;
[TRI@ - obuwas macca BbIMbIBAEMOWN CybCTaHUMM, BblAENEHHOW BO Bpems

npoLeaypsl, B MUNAUTpamMmax B [eHb;
2) npovssegeHne T u TB, NoAesieHHOE Ha OXupaemoe cpefHee exeaHeBHoe
BO3J€ENCTBME BbIMbIBAEMbIX CYOCTaHUMIA 13 BCEX M3OE/IMIA B TEYEHUE XM3HU Ha OObIYHOro

nosb3oBaTtesns, Kak NprMBeAeHo B ypaBHeHuM (6)

™.
CE® e 0

V.  mLIFE
25000 aHeli

roe T - TonepaHTHas [o3a, B MUAMIpaMmax Ha KUiorpaMm Macchbl Tena B [eHb;
TB-Macca Tefa, B Kuwiorpammax;

[elife - mMacca BbIMbIBAEMOW CYOCTaHUMW, BbIOAENEHHOW B TEUYEHUE XKU3HMU,
BbIP2XXEHHOM B BuOe CpedHEero exenHeBHOro BO3AEWNCTBUS B
MUSIrpaMmmax.

3) 3HaudeHue no ymonvaHuo 0,2;

C) €C/IN HECKOJIbKO MNPUMEHSEMbIX M3LEeNNA CMOCOOHbI BbIAENATh BbIMblBAEMbIE
cybcTaHUummM (T.e. MeHee yem 5 % m3genuvin, NPoAaHHbIX 3a KasleHAapHbIn rof, Win MeHee
yeM nATb M34enmMini B NOOOM OTAENbHOW MeOUUMHCKOM npoueaype) Heobxoammo
ncnons3osars CE® co 3HayeHnem 1,0.

6.3.3 dakTop nponopunoHanibHOro koHtakrta (ME®)

KoathcomumeHt  wncnonb3oBaHua  (YTP) MOXeT ObiTb  OTKOPPEKTMPOBaAH B
BOCXOASLWEM HanpaB/leHMn [N ydeTa CcuTyauun, Mpv  KOTOPOM YCTPOMWCTBO He
MCNoNb3yeTcsa B TeyeHue BCel O/MTENbHOCTM KaTeropum BO3AeNCTBUSA. [18 3TOoro

HEo6GX0AUMO BbIUUC/IUTL DAKTOP MPOMNOpPLUMOHaIbHOTO KoHTaktTa (ME®) kak nponopLuio
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KaTeropmm BO3[ENCTBUSA, BO BPEMS KOTOPOrO OXWAAETCA peasibHblii KOHTaKT C U3fe/inem.
Takyum 06pa3om, Kak rnokasaHo B ypaBHeHuu (7), NME® paBHAeTCA yncny OHEN B kaTeropmm
BO3AENCTBUSA, pa3fe/IeHHOMY Ha YMCNO OHEN UCNOb30BaHWA U34eNns A0 ero yaaneHus.

ME® =/ p, (7)

n USE

roe nEp- uicno OHEN B KaTeropuv BO3AENCTBUS;

aduse - YNC/IO AHEN NCMOMb30BaHNS U3LENMS.
Ecnm  uucno pgHelr  vcnonb3oBaHWUS  U3OENNS BapbupyeTcs,  Heobxoaumo
MCNOMb30BaTb pa3yMHbIi  BepxHWUn npefden. EcanM  pasymHblA  BepxHWiA  npegen

HEBO3MOXHO onpeaennTb, NCNOoJb3YIT 3HaYeHne MNE®P, paBHoe 1 no ymMonyaHuio.
6.4 NMepeHOCMMOe BO3AeENCTBUE

TW KoppekTupyeTcs ans yyeta cnocoba Mcnosnb3oBaHus uagenus. MNepeHocrmoe
Bo3aeiicTBme TE sIBNsieTCS NpPou3BeAeHMEM MepeHOCHMOoro noTpe6ieHnsi, Maccbl Tena u
chakTopa amopTU3aLmu.

TE =T B8BTS, 8)

roe TE - nepeHocumoe BO34eiNCTBME MOC/e y4yeTa Macchbl Tesla nauneHTa u
amopTusaumm n3genunst. O6bIYHO BblpaXkaeTCcsl B MUIIUTPaMMax B AeHb;
TN - TonepaHTHas pfos3a nocne mMoamdumkaumm, OCHOBAHHOW Ha OLEHKe
n3gesvsa. OBbIYHO BbIpaXXaeTCa B MUSIMTpamMMax Ha Kusorpamm Macchbl Tesa B [eHb;
[T - Macca Tena, npucyllasa npegnonaraemoit rpynne nauyneHToB. [Mpu
OTCYTCTBUWN TOYHON MHAIOpMALMM MUCMOb3YT TB = 70 K;
YT® - koadphyumeHTa WCMNo/b30BaHUSA, MPUMEHSAEMbIN 418 yvyeTa 4acToTbl
MCNOMb30BaHUA U3Ae/MA U UCMONb30BaHUM B COYETaHUW C APYrUMn  MeaUUUHCKUMU
n3pennsamMn, B KOTOPbIX MOXHO OOOCHOBAHHO MPeArnosioXUTb  Hannume TOol ke

BbIMbIBAEMOW CybCTaHuuUN.
7 OueHka BbINO/IHUMOCTH

71 BbINONHUMOCTb OTHOCUTCA K crnocobHoCTH N3roToBUTENEM
ﬂepepa6OT‘-IVIKOM OOCTNYb YPOBHA NEepeHOCUMoro BO3,£I,el7ICTBl/IFI. BbINONHMMOCTL coCTOUT
"3 ABYX KOMIMNOHEHTOB!:

a) TeéXHN4YecKas BbINOTHUMOCTb U

b) JKOHOMU4YecCKas BbINO/IHAMOCTb.
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TexHnyeckas BbINO/IHNMOCTb o603HavaeT CMoOCOBHOCTb [OCTUXEHMSA
NepeHoCMMOro BO3AENCTBUS [N U3L4enusa WK Knacca M3Lenuii BHe 3aBUCMMOCTU OT
3arpar.

DKOHOMMYecKass  BbINOMIHAMOCTbL  0603Ha4YaeT CMOCOOGHOCTb COOTBETCTBOBATb
nepeHocMMOMY BO3AENCTBMIO, He MpeBpallas npouecc npeaocTaB/ieHUs U3genvs B
HEBbIrOAHOE 3KOHOMUYeckoe npegnpusaTue. [lMpy  Bblbope  [ONYCTUMbIX  YPOBHEWN
HeobXoANMMO PacCMOTPETb acnekTbl CTOMMOCTU M AOCTYNHOCTU B TOW CTEMEHW, B KOTOPOWA
TakoBble B/MAIOT HA OXpaHy, NoAgepXaHue 1 ynydlleHve 340p0Bbs YesioBeka.

7.2 Ecnm  pocTwkeHne NepeHOCMMOro BO3AENCTBMSA BbINOSIHMMO, He cnegyet
NPOBOANTL OLIEHKY MOIE3HOCTM, (PaKkTop MOME3HOCTM CTaHOBUTCA 1 MO ymonyaHuio, a
JONYCTUMbIA Npeden - TaknMm XXe, Kak nepeHocumoe Bo3felcTeue. Ecnm goctmxeHne
NepeHOCMMOro BO3AENCTBMA HEBbLINOTHUMO TEXHUYECKM UM SKOHOMUYECKM, HEOOXOAUMO
NMPOBECTN OLEHKY MonesHocTn. OB60CHOBaHME PaCCMOTPEHWUSI MOSIE3HOCTU AO/HKHO ObITb

OTPaXXeHO AOKYMEHTa/IbHO.
8 OueHKa noJsie3HoCTU

8.1 CreneHb rapaHTUM 6€30MaCHOCTK, CUMTAKOWAACH COOTBETCTBYHOLLEN ANs
MeANUNHCKNX M3OEeNuiA, npusHaeT TOT (pakT, 4YTO WUCNOMb30BaHWE BCEX MefULUUHCKUX
n3JennMin MMeeT nonb3y A8 340p0BbA. Uem 6osblie nonb3a 340p0Bblo, OXuaaemasi ot
NPUMEHEHNS M34enusA, TeM Bbllle NpUeMIeMbIA PUCK o1 300POBbs. TeM He MeHee, B
uensax Hacrtoswero craHgapta SO 10993 nosb3a paccMaTtpyBaeTcs B KaXooM
NHOVBUAY&/TbHOM C/lydae TO/IbKO NpU MPeBbILEHUN NEPEHOCMMOro BO3AeNCTBUA. TOMNbKO
B 3TOM C/lyyae MOXET OblTb BBEAEH YUUTbIBAIOWMIA NOMb3Y A9 340POBbSA (hakTop A4
KoppekuMn nepeHocumoro BosgeincTaus (TE), NpUTOM, YTO TOKCMYHOCTb, BO3HMKaKOLlaA B
pe3ynbTate BbIMbIBAEMbIX CyOCTaHUMIA, NPUCYTCTBYOWMX B U3AeNUN, NpusHaHa
NpueMSIEMO NPV COMOCTaB/IEHNN C ONPeAeNieHHON MNOMb30i 300POBbLI0, OXUAAEMOW OT
Tepanuu, 1 4YTO BbliMblBaeMble Cyb6CTaHLMM OblM COKpalleHbl A0 Hanbosiee BO3MOXHOro
MUHAMYMa B COOTBETCTBUM C OXPaHOW, NoAdepXaHuem W yryylleHveM 340pO0BbS
yesioBeka B Le/IOM.

8.2 MMpuMeHsIA OUEHKY puCka K MeAUUMHCKOMY W3[enuio, Heobxoaumo caenatb
JonylleHre Ha TO, 4YTO He CyllecTByeT MeauUMHCKOW npouedypbl 6e3 pucka ans
300pOBbSA U YTO PUCK, CBSA3AHHBIA C MPUMEHEHVEM MEeOUUMHCKUX U34enuid, Haxogutcs B

COOTHOLUEHUN C NO/b30W OA 300P0BbA B pe3y/ibTarte MX NCNoJib30BaHUA.
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8.3 B cnyyasx, Korga BbIMbIBA€MbIX Cy6CTaHUMIA, SIBMASIOWMUXCA TOKCUUYHBLIMM

COeANHEHNAMN B pes3ynbTarte MaTtepuasioB WM NpoLeccoB, HEBO3MOXHO C JIEFKOCTbIO
n3bexarb NyTem MCMosib30BaHUA asibTEPHATUBHBIX MaTtepuasioB Wiv MeTogoB 06paboTku,
Heo6X04UMO PacCMOTPEeTb 3HAYUTENIbHOCTb MOSb3bl, MPOUCXOAALLEN OT NPUMEHEHUS
n3genma.  O6OCHOBaHME HeoO6XOAMMOCTM U 3HAYMMOCTM  (pakTopa  MNOJIe3HOCTY,
MCNOMIb30BAHHOIO MpPU  BbIYMC/IEHUN MOPOrOBbIX 3HAYEHUA, [O/HKHO OblTb OTPaXKEHO
[OKYMEHTaUIbHO. B Takux c/yyasx noporosoe 3HavyeHue sasnseTca npomssefeHvem TE wn

(oakTtopa nosesHoctn (bo).
9 JlonyCcTrMble YPOBHM

9.1 Tllocne BbluUCNEHWS Bcex TE u uxX mogudpukaumii, OCHOBbIBasiCb Ha
LenecoobpasHOCTM M NMOMNE3HOCTU, AOMYCTUMbIA YPOBEHb BblMUCNAETCA AN Kaxaoro TE.
CooTBeTCTBME BCEM A0MYCTUMbIM YPOBHAM HEOOXOAMMO.

9.2 Kaxgablihi [onyCTUMbIA ypoBeHb AJ1 BbIMUCMAETCHA, WCNONb3Yys CreAyHLLYHo
o6y chopmyny:

ANl =TE -bo, 9)

roe AJ1 - Hambosbluee KOMMYEeCTBO BbIMbIBAEMOW CYyOCTaHUMK, NPU3HAHHOE A0NYCTUMbIM
npy NOCTYN/IEHNN €eXeAHEBHO B TeNo MyTeM BO3AENCTBMS MeAULMHCKOrO
n3genuna (cm. 3.1), Bblpakaemoe B MUIIUTPaMMax B [€Hb.

MpumeyaHne 1 - Ecrm ANl ocHoBaHo Ha TCJ/l, TE pasHo TCJ1, a gonycTumblii
YPOBEHb BbIpaXKaeTcsi B MUI/IMIpaMMax Ha KBagpaTHbIi CaHTUMETD;

TE - nepeHocumoe BO3AENCTBME, B MUAUTPAMMax B [€Hb;

MpumeyvaHne 2 - Ecnm TE ocHoBaHO Ha TCJ1, BblpaxaeTcd B MUAAUrpaMmmax Ha
KBagpaTHbI CaHTUMETP;

B® - ¢pakTop nonesHocTw.

9.3 [JonycTMble YPOBHU TakKe MOXHO Bblpa3uTb B MUIIMIpaMMax Ha usgenue.
MeToApbl KOHBEPCUN ANs AOMNYCTUMbIX YPOBHEN B BbIpaXXeHUN Macchbl Ha nsgenune (mdev),
OCHOBaHHbIX /160 Ha CUCTEMHbIX OrpaHUYeHuaX, B MWIMrpamMmax B [OeHb, /b0
OrpPaHNYEeHUsIX KOHTaKTa C MOBEPXHOCTbID Tefa AN pasgpaxarwmx CcyocTaHumi,

npueBefeHsbl B npunoxeHun C.
10 TpeboBaHMA K OTYETHOCTU

OCHOBHblE PACCMOTPEHHbIE AaHHble U 060CHOBaHME BblGopa BCex (haKTOpPOoB

[lO/DKHbI ObITb OTPaKeHbl AOKYMEHTasIbHO. CM. npuioxeHue D.
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MNpunoxeHne A

(cnpaBo4HOE)

HekoTopble TUNUUHbIE AOMNYLIEHNST BUOMOTMYECKNX NapameTpoB

Al O6uwas yacTb
B faHHOM MpuioXeHuu npuBeeHbl cpefHne napameTpbl A5 UCMOo/1b30BaHUA Mpu
oueHke pucka. OHO 0603HaYaeT NPOAOC/HKUTENIbHOCTb XU3HW, eXeOHEeBHOe MnoTpebrieHne
BOObl, €XedHeBHOe noTpebsieHne BO3dyxa, Maccy Tena W nepvop 6epeMeHHOCTU
4esi0BEKa, KPbICbl, MbILLK, XOMSiKa, MOPCKOW CBWHKW, COGakm N Kponuka. 3TO Hambonee
pacnpocTtpaHeHHble BuAbl, A7 KOTOPbIX CYLECTBYHOT [AaHHble. 3T [aHHble 10
YMONIYaHUIO MOTYT UCMO/b30BaTbCs Kak OCHOBA /19 MEXBWAOBbIX CPaBHEHWI, €C/in He
JOKaszaHO, 4TO JpyrMe [faHHble ABNATCA 6onee  nogxogawmmui. B peasibHOCTM
KOHKpPeTHbIe AaHHble Mo BUAaM MOryT He3HauyuUTe/lIbHO OT/iInyaTbCA.
A.2 flonyuweHunsa
A.2.1 Yenosek
CpefHve napameTpbl YesioBeka:
- NPOAO/IKUTENBHOCTL XU3HWU 70 NeT;
- notpebneHve NUTLEBON BOAbI 2 N/CYT;
- notpebnenune sBosayxa 20 m324 u; 10 m3cyT 3a 8-4acoBoi pabounii AeHsb;
- Macca Tefnia ons B3POC/bIX MyX4uH 70 Kr; ANA B3POCbIX XEHLINH — 58 K;
ans geteir — 10 Kr; AN HOBOPOXAEHHbIX A0 1 roga — 3,5 Kr;
- nepuof 6epemMeHHoCcTn 9 Mec.
A.2.2 Kpblica
CpegHue napameTpbl KpbICh:
- NPOJO/IKUTENBHOCTL XU3HWN 2 roaa,;
- noTpebneHvne nutbesoi Boabl 0,025 n/cyt ana camuos; 0,020 n/cyT — gNsa camok;
- notpebnenue sBosayxa 0,29 m324 y;
- Macca Tena ans B3poc/bix camuoB 0,5 kr; 4s1a B3poc/bix camok — 0,35 kr;
- nepvog 6epeMeHHOCTU 22 CyT.
A.2.3 Mblwb
CpepfHve napamMeTpbl MbILUK:
- NPOAO/KUTENIbHOCTb XU3HU 2 r04a;

- noTpebneHne nutbeBoi Bogpl 0,005 n/cyT;
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notpebneHne sosgyxa 0,043 m324 y;
Macca Tena ansa B3pocnbix camuos 0,03 kr; ana B3poc/ibix camok — 0,025 «r;
nepvog 6epemeHHocTn 20 cyT.

A.2.4 XoMsaK

CpepgHvie napameTpbl XOMsIKa:
NPOAC/HKNTENBHOCTb XU3HM 2 roag,;
notpeb6neHne nutbesol Boabl 0,015 n/cyT;
notpebneHne sosgyxa 0,086 m324 vy;
Macca Tena ans s3pocnbix camuos 0,125 kr; ana B3pocnbix camok — 0,110 kr;
nepvoa 6epemeHHocTn 15 cyT.

A.2.5 Mopckasi cBUHKa

CpepgHvie napameTpbl MOPCKOW CBUHKM:
NPOAC/HKNTENBHOCTb XU3HW 3 roag,;
notpeb6neHne nutbesor Boabl 0,085 n/cyr;
notpebneHne sosgyxa 0,043 m324 y;
mMacca Tena 0,5 kr;

nepvoa 6epemMeHHOCTN 68 CyT.

A.2.6 Cobaka

CpepgHue napameTpbl cObaku:
NPOAO/MKUTENBHOCTL XM3HK 11 neT;
noTpebneHne nuTbeBol Boabl 0,5 n/cyT;
notpeb6sieHne sosgyxa 7,5 M324 v;

mMacca Ttena 16 kr,

nepvog 6epeMeHHOCTN 63 CyT.

A.2.7 Kponuk

CpefgHve napameTpbl KpPO/vKa:
NPOAO/IKUTENbHOCTb XWU3HU 7 NET;
noTpebneHve nutbesoin Bogpl 0,33 n/cyT;
notpebnexHne sosgyxa 1,44 m324 v;
Macca Tena 3 K,

nepvos 6epemeHHocTn 31 cyT.
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MNpunoxeHne B

(cnpaBo4HOE)
OueHKa pucka g1 CMeceil BbiMbIBaeMbIX Cyb6CcTaHLni

Ecnv coefvHeHus, BbiMblBaeMble W3  U3Le/VSA, OKasbiBalOT 3PdEKT nyTem
N3BECTHOTO TOKCMKOJSIOTMYECKOTO MexaHu3ma AeNCTBUSA WM CTPYKTYPHO CXOXWU Mexay
coboi (Hanpumep, 3acup (pTasieBor KUCNOTbI, akpunatbl, MeTakpunarbl), a fo3a 3TUX
coeAnHeHW, nosyvyaemas nauyeHTOM, 3HAUMTESIbHO HIDKE COOTBETCTBYIOLMX 3HAYEHWUIA
TN pnsa Kaxaoro coevHeHUsi, MOXHO MPeanosioXnTb, UYTO J1lobble adhdekTbl NPon3onayT
KYMY/NATUBHO; TO €CTb 06wmin adpchekT AByx wunm 6onee areHToB OyAeT paBeH Cymme
3(h(heKTOB KaXKAOro areHta nooAuHouke. B pesynbtare A1 OUEHKA BEPOATHOCTU TOrO,
4TO BO3JENCTBME COEAMHEHUSA BbI30BET HEGNAronpuATHLIA 3EKT, MOXHO MCNOb30BaTb
noaxopn nHaekca onacHoctn (XN). XM BbIMUCASIOT crieyowmm o6pasom:

XU»2>N (B1>

M ™,

rae n- Ynucno CoeauHeEHWn B CMecH;
[103a,-[103a KaXA0ro CoeAyHeHVs, nonyyaemasi naumeHToM, B MUIIMrpaMmax B
[EHb;
TW- - nepeHocumoe noTpebnieHne, B MWIMIpaMMax B [eHb, Kaxaoro

coeanNHeEHUA.
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MpunoxeHue C

(cnpaBo4HOE)

MNMpeobpa3zoBaHne NOPOroBbIX 3HAYEHWUI MPU CUCTEMHOM BO3AENCTBUM N KOHTaKTe C
NOBEPXHOCTbLIO Te/fla B MaKCUMasibHYHO A03Y A1 NauneHTa npu npuMeHeHnn

MeAULIMHCKNX U3aenunii

C.1 BBeaeHwue

[aHHOe npunoXeHne onucbiBaeT METOZ BbIUYUC/IEHUSA MaKCUMasibHOro KONMYecTBa,
T.e. MakCUMa/IbHON [03bl NaUMEHTy, BblpaXXaeMol Kak macca CyobcTaHuuW, BbIMbIBAEMOWA
13 MeAVLMHCKOTO U34esiMs, OCHOBbIBAACb HA NOPOroBOM 3HayeHWn (L0MyCTUMOM YPOBHE)
ISO onsa BbIMbIBAEMOIA Cy6GCTaHLUMN.

BbiMbiBaemasi cyocTaHUuMs MOXET WMETb HEeCKOSIbKO [O0MNYyCTUMbIX YPOBHEN.
CyLLEeCTBYIOT MOPOroBble 3HAYEHMS A/1I9 CUCTEMHOrO BO3AENCTBMSA, KOTOpbIE BKIOYaOT
[OMNyCTMMble YPOBHU /11 HEKOTOPbIX WM BCEX TPexX KaTeropuin npumMeHeHus no 1SO
10993-1, a WUMEHHO, KPaTKOBPEMEHHbIN KOHTAKT, A/MTENbHbIA KOHTAKT W MOCTOSIHHbIN
KOHTaKT. B pamkax Kak[oh W3 3TUX KaTeropuii NpuMeHeHWss MoryT ObiTb [0MNyCTUMble
YPOBHW O/15 OnpeAeneHHbIX rpynn nauneHToB B AOMNOJSIHEHWE K AOMYyCTUMOMY YPOBHIO O/1A
B3pOC/bIX. PasnnuHble ypOBHM MOryT CyllecTBoBaTb A1 crneumduyecknx nytei
BBeAeHus. HakoHeu, Takke MOrytT ObiTb M AOMNYCTUMblE YPOBHU A1 BbiMbIBAEMbIX
cybCTaHUmMin, pasgpaxarolwmx TKaHn opraHn3ma.

[MoporoBble 3HayYeHWsA /11 CUCTEMHOIO MPUMEHEHUSA BbIpaXalTCcd B efuHuuax
mMaccbl B [fAeHb (MwiMrpammbl B [AeHb). [loporoBble 3HaYeHWs 191 KOHTakta C
NMOBEPXHOCTLIO TeNa BbIpaXXalTcs B Macce Ha nowanb noBepxXHOCTU (MUIUIPaMMbl Ha
KBagpaTHbIA CaHTUMETP).

C.2 BbluuCieHMe MaKCUMaslbHOW [03bl Cy6CTaHuuW, BbIMbIBaEMON U3
MeAULMNHCKNX U3LENNIA, NPU CUCTEMHOM BO34ENCTBUM Ha naumeHTa

C.2.1 l3genusa nocToAHHOIoO NpPUMeHeHus

MeguuuHckue  mn3penns B KateropumM  MOCTOAHHOrO  MPUMEHEHUs  MOoryT
ncrnonb3osarbca ot 31 go 25000 cyr.

Hwke npuBegeHa dopmyna SN  BbIUYMC/IEHUA  MakCMMasIbHOTO  KOJSiMyecTBa
cybCcTaHumKn, KoTopas MOXEeT BbIMbIBATLCA W3 MeAWUMHCKOTO W3fenvs, B KaTteropumu

NOCTOAHHOIoO NpMMeHeHnA
ATTdev, perm® AJT pem 25000, (C.1)
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roe noev, pam-  Macca Ha usgenve, T.e. MakCumasibHasa fo3a nauveHTy B MUIurpaMmmax;
Allggm - [JOnNyCTUMbIA YPOBEHb /11 KaTeropuv MOCTOSIHHOTO MNPUMEHEHUs, B
MUAurpaMmmax B [ieHb.
C.2.2 3penusa panTenbHOro npuMeHeHus
MepguumnHckme n3genns Kareropunm  OJSIATENBHOrO NpUMeHeHNs MOryT
ncnosib3oBatbes ot 2 Ao 30 cyT.
Hwke npuBegeHa dopmyna AN BbIYMCAEHMS MaKCUMaslbHOW [03bl cybCcTaHuum,
BbIMbIBAEMOIN 13 MEAULIMHCKOrO U3L4eNns B KaTeropum A1nTesIbHOro NpuMeHeHNs
~Tidev, prd —ANplg 30, (C.2)
roe mdeny pd - Macca Ha usgenue, T.e. MakCMMaslbHaa o3a  nauveHTty B
MUNUrpaMmmax;
APl - gonycTMbIA YPOBEHb AN1S1 KaTeropuv ANTENIbHOTO NMPUMEHEHUS,
B MWiaurpaMmmMmax B [ieHb.
C.2.3 N'3penua KpaTKoBPEMEHHOIO NMpPUMEHeHUs
AN MeguuMHCKUX U3Oennii B KaTEropun KpaTKOBPEMEHHOINO NMPUMEHEHMs, T.e. A0
24 4 (ogHW CyTKK), AONYCTUMbIA YPOBEHb AN1S1 BbIMbIBAEMOW CyOGCTaHUUN B MUIMTpaMMax
B [leHb CTaHOBUTCHA MaKkCUMaslbHOM /030 BbIMbIBAEMOW CyO6CTaHUMM Ha nauueHta B

Munaurpammax (Ha nsgenve).

ATTdev, Imt —AJ"llmt 1» (C-3)
roe T dby int - Macca Ha u3genue, T.e. MakcyMasibHasi 03a NauyeHTy B MUIUTrpaMmax;
AJTint - AONYCTUMbIA YPOBEHb A/ KATEropun KPaTKOBPEMEHHOIO MPUMEHEHWs, B
MUAUrpaMMax B AeHb.
C.3 BbluMcC/ieHNne MaKCUMasibHOW [03bl Ccy6CcTaHUUKW, BbiMblBAEMOW U3
MEONUNHCKUX U3AENNiA, Npu KOHTaKTe C NOBEPXHOCTLIO Tesla nauueHTa

Hwxe npuBegeHa chopmyna Ansi BblYMCIEHNSA

m dev,Bsc = /lMa * a, (C.49)
rj€ m dev,Bsc - MacCa Ha wmsgesnuve, T.e. MakKCMMaulbHad [Jo3a B MWiMrpaMmmax Ha
nagneHTa,

ma - MEePEeHOCUMbIA YPOBEHb KOHTaKTa, B MWIIMIPaMMax Ha KBagpaTHbIi
CaHTUMETP;

A - nnowagb NoBepxXHOCTU MeANLMHCKOro n3fenna B KOHTakTe ¢ TenloM, B

KBaApaTHbIX CaHTUMETpAX.
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MpwnoxeHne D
(cnpaBo4HOE)
OT1yeT No oueHkKe pucka

D.1 O6buas 4yacTtb

Jloboro  Komrnsiekta  AOKyMeHTaumm € uvHopMauueli ©n  060CHOBaHMEM
MCMNO/b30BaHHbIX A1 YCTAHOB/IEHUSA MOPOroBbIX 3HAYEHW (4ONYCTUMbIX YPOBHEN) Ans
cybCTaHUMil, BbIMbIBAEMbIX W3 MELUUMHCKUX U3nenvin, Oyaer p[ocrtaTtouHo. Huke
npuBegeH BO3MOXHbIi OTYET. OTYeT MOXEeT ObiTb cAenaH Mo KakAOoMY W34ennio, Mo
KaXKoin cybctaHumMm wiv no Apyror copme B 3aBUCUMOCTM OT KOHKPETHOrO Cly4as.
XKenatenbHa MUHUMU3ALMA LOKYMEHTaUUN, MO0 BO3MOXHOCTMU.

D.2 CopepxaHue

OTYeT JO/MKEH CcoAepXaTb C/eyroLLy0 NHopmauumio:

a) CYLLHOCTb BbIMbIBAEMOM cybcTaHUMmn(iA);

b) KpaTkoe onvMcaHue paccMmatpuBaemMoro usgenus(i);

c) ocHoBHble HOAE/I(bl), NIOAE/(bl), HWI(bl) wwnnnu MWI(b1), nvbo ppyrue
pe3ynbTaTbl MO0 BbIMbIBAEMOIN Cyb6CTaHUMW. Kaxaoe 3HauyeHue [O/MKHO COMpoBOXAATbCA
CCbl/IKamMu, BblIOPaHHbIM  MOAUIUUMPYOWMM  (hakTopoM U ero 060cHOBaHMeMm (T.e.
060CHOBaHMA ansa Yo+, Yor, YO3, u.1.4.);

d) He kaHUeporeHHble TU;

e) KaHLueporeHHble T, ecnn nNpUMeHNMO;

f) TC/, ecnn NnpuMeHUMO;

n) YT® nero o6ocHoBaHue (T.e. o6ocHoBaHus ans CE® un NED);

h) TE n ero o6ocHoBaHue;

) 0630p OueHKM UenecoobpasHOCTM CO CCblUIKAMWM Ha BCe  K/IYeBble
NCNOJIb30BaHHbIE [aHHbIE;

j) ecnu npumeHMmo, BblbpaHHass B® 1 ee 060CHOBaHME CO CCbl/lKaMW Ha Bce
K/l0YEeBbIE UCMOJIb30BaHHbIE [AaHHbIE;

K) fonycTumble YpOBHU O1A Ocajka,;

) 3aaB/ieHMe, 4YTO A0MNYyCTUMbIE YPOBHW OblIN BbIYMC/IEHBI C WUCMNOSIb30BaHMEM

MEeTOoA0B, ONMNMCaHHbIX B Hactodwem CtaHaapTe.
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MpunoxeHue JA

(cnpaBo4HOE)

CBefeHNA 0 COOTBETCTBUM MEXIoCyAapCTBEHHbIX CTaH4apTOB

CCbI/IOYHbIM MeXAyHapoAHbIM CTaHAapTam

Ta6nuua [HdA. 1

O603Ha4YeHNEe 1 HAMMEHOBaHNE CreneHb Obo3HayeHne 1 HarMeHoBaH1e
MEeXAyHapoAHOro ctaHgapTa COOTBETCTBUSA MeXrocyapCTBeHHOro craHjapra
ISO 10993-1:2003 OueHka HOoT FOCT I1SO 10993-1-2011 W3penus
6MOMOrMYECKoro AencTBms MeanunHckne. OueHKa 6UoNorn4yeckoro
MeANLMHCKMX n3genunin. Yacts 1 AEeNCTBUA MeANUMHCKNX n3genuii. YacTtb
OueHka 1 nccneposaHnsg 1: OueHka 1 uccregosaHus

M pnmeyaHune - B HacTosdAwemM CTaHgapTe WnCnosib3oBaHO cregywuiee yC/10BHOE 0603HaveHne

CcTeneHn CooTBETCTBMA CTaHaapTa:

- HOT - naeHTWYHbIE CTaHAAPTHI.
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