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BBenerHue

CobOmoneHue nonoxeHnuit crangaptoB cepuu [OCT P MCO 10993 «OleHka OUOJOrHYECKOTO
IEUCTBUSA METULMHCKMX U3NCTIUN» IIO3BOJIMT 00ECIIEUUTh CUCTEMHBIN ITOAXON K UCCIIEJOBAHHIO OUOJOTH-
YEeCKOIr'o JeUCTBUA MEAUIIMHCKUX U3OCITUHA.

[lenapo 3THX cTaHIAPTOB He SIBJSIETCS 0€3YCJIOBHOE 3aKPEIUIEHUE €AMHOOOPA3HBIX METOIOB UCCIENO0-
BaAHUY M HUCIBITAHWUW 3a TpynaMyd OHHOPOJHBIX MEIUIMHCKUX U3LENHUH B COOTBETCTBHUU C MPUHSITOU
Kjiaccupuranme Ux o BUAy Y JUIMTEJIBHOCTU KOHTAKTa C OpraHu3MoM yesioseka. [loaToMy nmaaHupoBaHue
M IpOBEICHNE UCCICAOBAHNN U UCIIBITAHUU AOJDKHBI OCYILECTBISTH CIIELMAJIMCTDBI, UMEIOLLME COOTBETCT-
BYIOLIYIO TIOJATOTOBKY U OMBIT B 00JIJACTU CAHUTAPHO-XUMUNYELCKOM, TOKCHKOJIOIMYecKO U OMONMOTHUECKOMH
OLICHOK MEIUILIUHCKUX HU3ICIUMN.

Crannaptsel cepuu 'OCT P UCO 10993 apistitorcst pyKOBOISIIUMMU JOKYMEHTAMM LIS IPOTHO3UPO-
BAHUS M MCCJIETOBAHUSI OMOJIOTMYECKOTr o AEUCTBUS METULIMHCKUX U3ACIMI HA CTAIMK BBIOOpa MaTepHasioB,
MpeAHa3HAYCHHDBIX AJISE MX U3TOTOBJICHUSA, a TAKXKE IS MCCAeIOBAHUN TOTOBBIX 00Pa3LoB.

B ceputo FOCT P MCO 10993 BxoasaT cnenywoume cTaHIAPThI B 00/1aCTH OMOJIOrMYeCcKOTo AeiCTBUS
METUILIMHCKUX U3LETUHN:

TOCT P UCO 10993.1 — olleHKa U HCCJICAOBAHMSA;

FOCT P UCO 10993.3 — uccnenoBaHye TEHOTOKCUYHOCTU, KAHUEPOTEHHOCTU U TOKCHUYECKOTro
neMCTBUA Ha pENPOLYKTUBHYIO PVHKIIUIO,

T'OCT P UCO 10993.4 — uccienoBaHue U3ACIUM, B3AUMOIACHUCTBYIOUIMX C KPOBDIO;

[[OCT P UCO 10993.5 — ucciaegoBaHyue Ha IIUTOTOKCHUYHOCTb: METOJbI IN VItro;

[TOCT P UCO 10993.6 — uccinemgoBaHue MECTHOTO JeMCTBHS TOCIC HMIUIAHTALIAH;

IF'OCT P UCO 10993.7 — ocTaToyHOE COUEpXKAHHWE STHIEHOKCHUIA NOCIe CTCPUIN3ALUU,

OCT P UCO 10993.9 — ocHoBHbBIC TPUHIMIIB MACHTUDUKALMY K KOJINYECTBEHHOTO OIpeAc e HUS
MOTEHLMAJBLHBIX IPOAYKTOB ACCTPYKIIUH;

["OCT P UCO 10993.10 — uccnenoBarue pa3fipaXamilero 1 CEHCUOMIM3UPYIOLLIETD HEeNCTBUS,

[OCT P UCO 10993.11 — uccneroBaHue odILETOKCUYCCKOTO e CTBUS;

TOCT P UCO 10993.12 — npuaroronlieHHE 11pod U CTAHAAPTHBIE 00pa3IIbL;

[OCT P UCO 10993.13 — naeHTUDUKAUMKS ¥ KOJIUYECTBEHHOE OIPEACNCHUE TPOAYKTOB HECTPYKLIUH
MOJUMEPHBIX MEAMLIMHCKUX U3IEIUM,

[OCT P MCO 10993.16 — MonennMpoBaHME U UCCAEJOBAHME TOKCUKOKMHETUKH ITPOJYKTOB AE€CTPYK-
IIUM U BIMBLIBAHUS.

Hacroguwuit ctanaapTt apisieTcss ocHoBornoJjiararoluM B cepuu crangaptos 'OCT P MCO 10993, a
TAKXKE PYKOBOIS LM JOKYMEHTOM I10 BHIOOPY METOJOB OLIEHKH ODHOJIOTUYECKOTO JEMUCTBUS B COOTBETCTBUM
C TPEOOBAHUAMMU O€30MACHOCTU NMTPUMEHECHMS MEOIUIIMHCKNUX U3LEJIUN U MaTCpUaloB.

KpoMe Toro, Ha3HAYEHUE HACTOSIIECIO CTAHIApTa — OIrPaHUYUTL paMKH OMOJIOTUYECKHMX UCCIIEI0BA -
HAU TaKUM oOpazoM, UYTOOBLI CHHU3UTH 0 MUHUMYMA KOJIMYECTBO 3KCHEPUMEHTAJIbHBIX XKHUBOTHBIX U UX
[MOJIBEPKEHHOCTL BPEIHOMY BO3NEUCTBUIO.

[IpunoxeHue A CONEPXHUT MOSICHEHUS K OCHOBHOM 4aCcTU CTaHOapTa.

[IprnoxeHue b COOEPXUT CXEMY CHCTEMHOIO IMOAXOH4A K OLIEHKE OMOJIOTMYECKOro ACHCTBUS MEIH-
HHUHCKUX U3TEeNUH.

[TpmioxeHue B coaepXXUT psi JOKYMEHTOB I10 CTAHAAPTU3ALMU, KOTOPBIMU PYKOBOACTBYIOTCS IIPH
OLIEHKE OMOJIOTMYECKOTO ASHCTBUA MEIULIMHCKUX U3LECTIUMN.

B HacTosuieM cTaHAapTe WUCIOJb30BAHbl CCBUIKM HA cleAylouye ctaHAapThl:

[[OCT P UCO 9001—96 CucreMnl kayecTBa. Monenab obecrieyeHus KadyecTBa NpM IIPOEKTHUPOBAHUH,
pa3paboTKe, ITPOU3BOACTBE, MOHTAXe M 00CIYXUBAHUU

[TOCT P UCO 10993.3—99 Hznenuss MeauUMHcKUe. OueHka OUMOJOrH4ecKoro AeNCTBUS MeILIUH -
ckux m3neauu. Yactp 3. MccnenoBaHre re HOTOKCHUHOCTHU, KAHLIEPOIreHHOCTU U TOKCHYECKOIo NEeNWCTBUS
Ha PEeNPOAYKTUBHYIO PYHKIIHUIO

[[OCT P ACO 10993.4—99 Hznenus meanuuHckue. OueHka OMOJIOrMYECKOTo IEHUCTBUS MEeOMIINH-
ckux usgesuid. Yacrp 4. McenepoBaHue U3aeUi, B3aUMOACHCTBYIOUIUX ¢ KPOBBIO

[OCT P UCO 10993.5—-99 Haznenuss MmeauimHckue. OlieHKa OMOTOrM4eckoro AefCTBUS MEeITULIMH -
ckux usgennut. Yacre 5. UccnenoBarue Ha LIMTOTOKCUYHOCTRE: METOJIBI 1N VILIo

FOCT P UCO 10993.6—99 Hanenusa meaunmuckue. OlieHKa OMOJMOTHYECKOIo NEUCTBUS MEIUIIMH-
ckux usgenuit. Yacte 6. UccnegoBadue MECTHOTO JIEHCTBUS IOCJe UMIUIAHTALUU

[OCT P ACO 10993.9—99 Hznenusas MeguLHckue. O1eHka OHOJIOTMYECKOTO TEMCTBUS MEIUIINH -
ckux usgeaui. Yacts 9. OcHOBHbI€ HNPUHLHUIB UACHTUDUKAUMAM UM KOJUYECTBEHHOTO OIIpeiaeeHUs
MOTEHIIMAJIBHBIX MPOIYKTOB ACCTPYKIINHU

FOCT P ACO 10993.10—99 Hzpenus megumHckue. OueHka OUoIorn4ecKoro fecTBus Megvu -
ckux u3geaui. Yacrp 10. MceaenoBanye pazapaxaiolero ¥ CEHCUOUIUINPYIOLIEro JeUCTBUSL

[OCT P ACO 10993.11—99 Hzpenus meaulmHcKHe. OlleHKA OMOJIOrMYeCcKOoro 1eiCTsus MeaIHLIUH -
ckux manenut. Yacte 11. MceaenosaHue oOIeTOKCUYECKOTIO IEHMCTBUS

MCO 9004-1—94" PykoBojcTBO MO YIIPABAEHUIO KAYECTBOM U 3JEMEHTHI cUcTeMbl KayecTsa. Oc-
HOBHBIE ITOJIOXKEHUS

) MexmyHaponassbie ctanaaprtsl Haxomatces so BHUUKMU TNoccranmapra Poccun.
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FTOCYAAPCTBEHHBIN CTAHIOAPT POCCUUCKOM OPEINTEPAIIUMN

HU3neims MeIHIMHCKHE

OLIEHKA BUOJIOTMYECKOTO TENCTBUS MEIVULIMHCKUX N3IEJIUN

Yactp 1
ONeHKAa H HCCICIOBAHHNA

Medical devices. Biological evaluation of medical devices.
Part 1. Evaluation and testing

Hara sepermsa 2002—01—01

1 O0aacTh NpUMEHEHUsA

Hacrosau# cranaapt yCcraHaBJAUBACT ClEHYIOLAE TTOJIOXEHUSA:

~ OCHOBHbBIC NPHHLWIIB OLUEHKH OHOJIOTMYECKOro AeUCTBUA MEMULIMHCKWX U3IEIIH;

- ONpENCSIEHUE KaTeropuyM MEOUUMHCKOrO M3HeIMsi HAa OCHOBE XapakrTepa U ITPOAOJIKUTEIBHOCTHU
KOHTAKTAa C OPraHu3MoOM YEeJIOBEKA,;

- BLIOOP COOTBETCTBYIOIINX METO/I0B UCCASAOBAHUHNA.

[TonoxeHusa cranaapTa He PacnpoCTPAHSIOTCS Ha MATCPUAIBI U MEAUIIMHCKUE U3JEIUST, KOTOPBIE He
UMET KOHTAKTa C TeJIoOM MNalMEeHTAa HM HEIIOCPEACTBEHHO, HU orocpeaoBaHHO. CTaHAAPT TAKXKE HeE
yCTaHABAMBaeT TpeOoBaHUS, HAIllpaBJeHHbIE HAa NpPeJOoTBpalleHUE OIIaCHOCTM Ui NAalMeHTa, KOTopas
MOXET BO3HHMKHYTb B pe3yabTaTe KAKUX-NUOO OTKA30B MEIUMUMHCKUX U3ACTIUM (MEXAHUYECKUX, DJIEKTPU-
YeCKHX WIH Op.).

TpeGoBaHKUA HACTOAIIETO CTAHAAPTA SIBJSIIOTCS PEKOMEHIYEMbBIMHU.

2 OnpeneneHus

B HacTosilieM ctaHAapTe TIPUMEHSIOT CJICAVIOIIUE TEPMUHEBI ¢ COOTBETCTBYIOLIMMHU ONpelIcCH U -
MU:

2.1 Megummuckoe m3nemme: JIoOoi npudop, amrmapar, NpUCoOCOONeHUE, Marepvall WKW JIpyroe
U3gesue, BKAYas IporpaMMHoe 00€CIeYeHe, UCIIONb3YEMOE JIMOO U30JIUPOBAHHO, MO0 B KOMOMHALIWY,
KOTOpoOe TIpelHa3HAYeHO U3TrOTOBUTENAEM JUISI [IPUMEHCHMS], TTIaBHBIM 00pasoM, B CIEAYIOIUKUX LIEIAX:

- IWArdoCcTuKa, nmpoduiakTuka, HabaoaeHUe, JeYeHUE WIU obsierdyeHue OO0JIE3HU;

- KOMITEHCAIMSA TIOBPEXIACHUSI OPraHoB WU (M3HYECKOro HeJIoCTaTKa;

- UccrefoBaHye, 3aMeHa Wi U3MEHEHUE aHATOMUU WM DU3UCJIOTUYECKOTO MpoLecca;

- KOHTpauenuus —

H KOTOPOE HE ABJIAeTCs (papMaKoJIOTrHYeCKUM, UMMYHOJOTHUECKUM MK META0OTMYECKUM CPEACTBOM,
HO MOXET OBITh JOIMOJHEHO TAKUMHU CPEACTBAMMU.

[IpuMedadue— TepMUH «MEAUIIMHCKOE U3ACAUC» BKIIOYAET B ceOA U3AENTUA CTOMATOJIOTHYECKOrO Ha-
3HaYCHUSI.

2.2 marepnai: J11000M CHHTETHYECKUH WIH NPUPOAHBIN MOJMMEP, METAJUI, CIUiaB, KepaMuKa Wi
JApYrod Matepuan, BKIIIOYAsi OMOJOrMYECKYIO TKAHb, UCIOJB3YEMbBIA B KayeCTBE MEAMLIMHCKOIO HU3LENUH
WIW €ro 4acTu.

2.3 KOHeYHbH NpPOAYKT: MeIUUMHCKOE U3Ie/IMe B TOM COCTOSIHUM, B KOTOPOM €ro NMpPUMEHSIOT B
MEOUIIMHCKOM TIPAKTHKE.

Hinanme odpunHamHoe
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3 OcHoBHbIE IPHHIIMTILI OLIEHKH OHOJOTHYECKOro AeHCTBHS MATEPHAJIOB H MEIHIIMHCKUX
U3I€eJIHHA

3.1 Brpibop moboro marepuana Wi MEIUILIMHCKOTO U3leUsl (najnee — usneive), MpeIHa3Ha4YeHHOTo
U1 NPUMEHEHMSI B MEIUUMHCKON NpaKTUKE, WIW Marepyana, MNpeidHasHAYeHHOTO IUTS H3TOTOBJIEHUS
M3JEJINS, OCYHIECTRAIOT HA OCHOBE CUCTEMHOIO I10AX0/JIa K OLEHKEe OMOJIOTMYEeCcKOro AeMCTBUSA.

[InanupoBaHue paszpaboTKu U3AEIUST OCYIUECTBIISIOT HA OCHOBE MH(POpMALIMHM, MOJYYEHHON B TOM
YUCJIE U3 HOPMATUBHBIX JOKYMEHTOB W HAy4YHOM JIMTEpATYpPhl, C YYETOM I[IPEUMVILECTB U HEIOCTATKOB
PA3JIMYHBIX TIPUTOAHBIX MAaTEPHUAIOB U METONOB UCCIIEIOBAHUSI.

B uensax obecrieyeHUs rapaHTUM TOrO, YTO M3JAEIME B NOTOBOM BHIEC OyneT (pYyHKLMOHUPOBATH B
COOTBETCTBUM ¢ HasHayeHUEM U ero NMpuMeHeHue Oyuer Oe3omacHo IJIA 4Yea0BE€Ka, B ILIAHE pa3paboTKU
U3ICIUS IIPEeAYCMATPUBAIOT 3TAIIbI OLICHKU OMOJIOTMYECKOT 0 ICCTBUSA MATEPUAIOB, ITpeIHa3HAYEHHBIX TS
U3rOTOBJEHUS U3JEJIHS, & TAKXKE MOTOBOIO U3IENUS.

[IporpaMMy OLIEHKM OHMOJIOTMYECKOro ACHCTBUS U3MEAUS pa3pabaTblBAOT U JOKYMEHTAILHO Odop-
MJISIIOT CIICLIMANUCTBI, CIIOCOOHbIE NMPUHUMATh PEUICHMUSI HAa OCHOBE MHQOpPMALIMU O TIPEUMYILECTBAX U
HeI0CTATKAX Pas3/IMYHBbIX MATEPHUATIOB U METOAOB UCCIECIOBAHUIA.

3.2 Marepuasel, npeaqHasHAYCHHBIE U1 U3TOTOBICHUS U3JIEUs, JOJDKHBI COOTBETCTBOBATH HA3Ha-
YEHUIO U3LESJINS IO UX XUMUYECKUM, PUUUYECKUM, FICKTPUUECCKUM, MEXAaHHUECKUM, TOKCHUKOJOTHYECKHM,
MOP(POJOTHIECKHAM U JAPYTUM CBOMCTBAM.

3.3 Ilpu olleHKe COOTBETCTBUS MaTepHala Ha3HAYEeHUIO U3OEIUA PACCMATPHUBAIOT ClIEAYIOIIIEE:

- CBOMCTBa M XapaKTepPHUCTUKU KOHEYHOIO [MPOAYKTA,

- UICTOYHUK TOCTYIUIEHUS — U3rOTOBUTENL Marepuana (MatepualioB);

~ 10DaBKU, [IPUMECH U OCTATOUYHBIC BELIECCTBA B pe3yjabTare oopaboTKY,;

- MIPOJAYKTb!I BBIMbIBAHUSI,;

- MIPONVKTHI JECTPYKIIUHU;

- TIPOYUE KOMITOHEHTbI M UX B3aMMOJCHCTBHME B KOHEYHOM MPOLYKTE.

[IpyMeuyaHue— [lpy HEOOXOIMMOCTH OLICHKE OHMOJIOTMYECKOro ACHCTBHS MOTYT MNpelllecTBOBaTh UIEH-

TUDUKALMS U KOJIMYECTBEHHOE OIpeaceHNe BXOASLUHUX B KOHEYHBIH APOAYKT SKCTParupyeMblX XUMHUYECKUX KOMITO-
HeHTOB B cooTBercTBUU ¢ TOCT P UCO 10993.9.

3.4 [lpu nmpoBeneHUN MCCACAOBAHUMN M MHTEPIIPETALIMM PEe3YJIbTATOB OLIEHKU OMOJIOrMYecKoro aei-
CTBUSI YUYMTBIBAIOT COCTaB MATEPHAJIOB, YCJIOBMSI BO3AEHUCTBUSA, BUI, 4ACTOTY U [IPONOJIKHUTEJBHOCTD
KOHTAKTa U3JeJIUd WIK €ro yacTeil ¢ OpraHM3MoM 4eJloBeKa. B cooTBETCTBUM ¢ yKa3aHHBIMU daKToOpaMHU
MEAKIIMHCKUE U3LCTUS Moapa3IesiloT Ha KAaTCTOPUH.

N3nennst oTHOCAT K olpe/ieIeHHOM KaTeropul B COOTBETCTBUU C MOJOXEHUSIMU pasena 4.

[Ilpy KOHTaKTE WU3AESAMS C OPraHU3MOM YEJIOBEKA AMANa3oH BO3MOXHOIO OMOJIOTMYECKOro pUCKa
MOXET BKJIIOY4TL B CEOs:

- KpaTKOBpeMEHHbIA 3¢ dekT (HarnpuMep ocTpasi TOKCUYHOCTD, pasfpaKeHue KOXHU, I1a3 U CIU3HUC-
ThIX 000JI0YEK, MOBLIIUEHHUE YYBCTBUTECABHOCTH, reMOJIU3, TPOMOOOOpPA30BaAHHUE);

- OTIAJIEHHBIN WIHK crieupUYecKril TOKCUYECKMU N 3 deKT (Harnpumep CyOXpoHUYECKMM UM XPOHHU -
qeCKMM 3(pPEeKT, NOBBILEHUE YYBCTBUTEIbHOCTU, TEHOTOKCUYHOCTb, KAHLIEPOreHHOCTh U BO3AEMCTBHUE Ha
PENPOAYKTUBHYIO (PYHKUUIO, BKIIOYASA TEPATOTEHHOCTD).

3.5 A1 KaXIoro Matepualia ¥ KOHEYHOIo MpOAYyKTa aHATM3UPYIOT BCE BUJIBI OMONOTMYECKOTO PUCKA.
DTO HE 03HAYaECT, YTO KCIIEPUMEHTAIbHbBIE UCCEIOBAHMS pUCKaA BCeX BUAOB HEOOXOAMMDBI MJIM BBIITOJIHU-
MBI (CM. paszien Jd).

3.6 HcciaemoBaHus In vitro WIM in Vivo MPOBOASIT C YYETOM YCJIOBUM MPUMEHEHMS KOHEYHOTIO
[IPOAYKTa, YPOBHS BJAACHUA Ja00OPATOPHOM MNPAKTHKOM, ITOCHEAVIOIUEH UHTEPIPETALIMU pPE3YIbTATOB
MCCIEA0BAHUM CIIEUATMCTAMU COOTBETCTBYIOLIETO HalpaBiICHUS].

[1py BO3MOXKHOCTH HMCCAEOOBAHMS in Vitro MpOBOAST A0 Ha4Yana UCCACAOBAHUN 1N VIVO.

JaHHbIe UCCIENOBAHUM, KOTOPHIC MMO3BOJSIOT CHENATh HE3dBUCHUMOE 3aKJIIOYEHHE O COOTBETCTBUU
MaTtepyaa WiM KOHEYHOTIo [MPOAYKTA HAa3HAYEHUIO, COXPAHSIIOT.

3.7 T1oBTOPHYIO OUOJIOTMYECKYIO OLIEHKY MATCPHAIIOB WJIM KOHEYHBIX IIPOAYKTOB IIPOBOMSIT IIPH
JO0BIX U3MEHEHMUSIX:

- HCTOYHMKA IIOCTYIUICHHUS WIW JIIOOON XapaKTepUCTUKHM MATepUasoB, MAYHIMX Ha MPOHU3BOACTBO
U3OEJTHA;

~ COCTasa, MEPBUYHOM YNAKOBKKM WJIM METONA CTEPUIIA3ALUMHU KOHEYHOro MpoayKTa,
- CBOUCTB KOHEYHOI'O IIPOAYKTa IIPHU XpPAHEHUH;
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- IPpEANONAracMoro UAMeHEHUAd IMIPUMEHCHUA UINCITIHUA, —

a TAKXKE NPU HUUYUM JI000ro Tpu3HAaKa, YTO U3JCIUC BO BPEMS NPUMEHEHUS MOXET HEXENIATeILHO
BO3JICMCTBOBATH HA YENOBEKA.

3.8 Ilpu oueHKE BUONMOrMYECKOTO NeHCTBUS U3LETUS YIUTHIBAIOT Pe3ybTaThl OUONOrMUYECKUX uccie-
JIOBAHUH, MPOBEJIEHHBIX B COOTBETCTBUU C MOJIOXEHUSIMUA HACTOSIUETO cTaHAAPTA, ITPUPOLY U MOOUNBLHOCTD
UHIPEIUEHTOB MATEPHUAIIOB, UCIIOJIB3YEMBIX IS U3TOTOBIEHUS U3ACANUSA, a TaKXKe APYryio uHdbopMmauumio, B

TOM YUCHE PE3IYALTATHI JOKIMHUYECKUX U KIMHUYECKHWX UCCHedoBaHUNW W OaHHbBIe 00 U3ennu rocie
BBINTYCKA W3 MPOU3BOACTBA (cM. A.2, mossicHeHUe 3.8).

4 Knaccupukanus MeIUMIUHCKMX H3AeJauid

Ha ocHOBaHUM DPUHLIMIIOB, M3JIOXKEHHBIX B pa3jeie 3, W3Jedusd ITOAPa3esiloT Ha KAaTeropuwu.
OTHeceHMe U3Iensi K OIpeieIeHHOM KaTeropuu odier4act BhiOOp METOA0B MCCiieOBAHUS.

[IporpammMmy wuccienoBaHuil M3AEAUsi, HE BXOISIILETO HW B OJHY KaTeropuio, paspabaTbhiBaiOT B
COOTBETCTBUM C [IOJIOXEHUSIMU HACTOALUEro craHaapra. B ToM cnyyae, Korma usaesivie MOXET ObiTb
OTHeceHO Donee YyeM K OJHOY KaTeropuy, yCTaHaBJIMBAIOT HEOOXOOIUMMOCTL NPOBEICHUS MCC/IeNOBaHUN B
COOTBETCTBMM C TPEOOBAHUIMHU K KAXKIOH KaTeropum.

4.1 Knaccnhuxkanms m3aennii B COOTBETCTBHH C BHI0M KOHTAKTA C OPraHH3IMOM 9YeJIOBEKA

WUsnenns nmoapasnesisitoT Ha KaTeropuy B COOTBETCTBUM C BHJOM KOHTAKTa C OPraHMU3MOM YelloBeKa
(1anee — KOHTAKT).

4.1.1 HexoHTakTHUpyIOLIVie W3EANUS

Hacrosimivii ctaHaapT He pacnpOCTPAHSICTCs Ha M3JeJMsI, HE UMCIOLLME HUY HEIOCPEACTBEHHOTIO, HU
OMOCPENOBAHHOIO KOHTAKTA C OPraHU3MOM YEeJ0BeKa.

4.1.2 Hznenusi, KOHTAKTUPYIOLIHME C TIOBEPXHOCTHIO TE€A YEJOBEKA

B nannyio rpynny BXoAAT USLENMSI, KOHTAKTUPYIOILME CO CASAYIOIMMHNA MOBEPXHOCTSIIMMU:

- ¢ Koxel. K gaHHoO# Kateropdu OTHOCHT M3JAEAUsi, KOHTAKTHUPYIOLIME C HEIIOBPEXIEHHON KOXel,
HANIPUMED 3JIEKTPOAbl, BHEIIHME NTPOTE3bI, PUKCUPYIOLLHME JIEHTH!, KOMITPECCUOHHBIE MOBA3ZKHA 1 MOHUTOPBI
PA3IMYHbIX TUIIOB;

- CO CIM3KCThIMU obDosyioykaMu. K HNaHHO KAaTeropyvu OTHOCAT MW3AEIUS, KOHTAKTUPYIOLLME C
HETIOBPEKACHHBIMU CIIM3UCThIMY O00JI0OUKaMM, HANIPUMED KOHTAKTHLIC JIMH3bl, MOYEBBIBOASLIIME KATETE-
Pbi, BHYTPUBATUHAJIbHBIC ¥ BHYTPUKMILCUHBIC U3ACANUS (CKEIYIOUYHbIE 30HABI, CUTMOUIOCKOIBI, KOJOHO-
CKOIIbl, TACTPOCKOIlIbl), SHAOTPaXcajbHbIC 30HIAbLI, OPOHXOCKOIIbl, 3YOHbLIE TIPOTE3bl, HIACIUN IS
OPTOAOHTHHN ¥ BHYTPUMATOUHBIC U3NECIIHA,

- C IOBPEXACHHBIMU WIN NOABEPXKEHHbIMU OMACHOCTH TMOBPEXASHUN MOBEPXHOCTAMHU. K HaHHOM
KAaTeFOPHM OTHOCSIT W3AeNUsi, KOHTAKTUPYIOLIME ¢ HOBPEXICHHBIMM WIU MOABEPXKEHHBIMU OIMACHOCTH
TOBPEIKACHMS MOBEPXHOCTIMMU TEIA, HANPUMED MTOBSI3KM WU JeueOHbIe CPEACTBA U FrepMETHUHBIC TOBA3KHU
Ha S3BbI, OXOTH, TPAHYISTUKOHHYIO TKaHb.

4.1.3 Wapenusi, npyucoeavHICMbIC U3BHE

K manHo Kareropyvy OTHOCSIT U3JENAUS, KOHTAKTUPYIOUHUE CO CICAVIOIMMHU YYACTKAMU OpPTraHU3Ma
4yeJaoBeKa:

- ¢ CHCTEMOM KpoBooOpaeHusd. Manenus, KOHTAKTHPYIOUIKE € CUCTEMOM KPOBOOOPALIEHUS B OHON
TOYKE Y CIAyXaliue I BX0JAa B KPOBEHOCHYIO CUCTEMY, HATIpUMED YCTPONCTBA JJIS BBEACHUS pPacTBOPOB,
[IepeinBaHUust KPOBU;

- ¢ MSITKMMU TKAaHSIMHM, KOCTHBIMU TKAHSIMM, AeHTHHOM. M3genus v marepuaibi, KOHTAKTUDYIOLLHE
C MANKUMM TKAHSIMHU, KOCTHIO U CUCTEMOM KaHaJ — HEeHTUH, HAIPUMEP JANTAPOCKONbl, apTPOCKOIIHI,
CHCTEMbI JPSHUPOBAHUSL, LIEMEHT I CTOMATOJOTUHN, ITOMOUPOBOUYHLIC MATEPHUAIHI X KOXHbDIE CKOOKH;

- ¢ LUPKYJIupytoneit Kpopbio. Magenusi, KOHTAKTUPYIOLIKME C CUCTEMON KPOBOOOPALICHUSA, HATTPUMED
BPEMEHHBIC 2JIEKTPOAbI KAPDAUOCTUMYJSTOPd, OKCUTEHATOPLI M MPUHAINECKHOCTHU K HUM, AMANMU3ATOPHI,
TPYOKU U NPUHAIUIEKHOCTH I AUANNA3a, FeMO- U HMMYHOCOPOEHTHI.

4.1.4 VIMI1aHTApyeMbie M3eTuUg

K JaHHOHN KaTeropuy OTHOCHAT U3ACAUS, KOHTAKTUPYIOUIME CO CAeAYIOUMU yJaCcTKaMU OpraHuizma
YyeioBeKa:

a) C BHYTPEHHUMMU TKAHAMY OpraHusMma:

1) us3gesinsl, KOHTAKTUPYIOIHE ¢ KOCTBIO, HATPUMED OPTONEAUYSCKUE WITUITBKY, TUTACTUHKHY, UCKYC-
CTBEHHbBIE CBSA3KU, KOCTHBIC LIEMEHTHI, BHYTPUKOCTHLIE IIPUCTTOCOBIIEHUS,

2) uznenusd, KOHTAKTUPYIOUIYE C MATKUMHU TKAHSIMY ¥ MEXTKAHEBOU XXUIAKOCTHIO, HANIPUMED Kapauo-
CTUMYISATOPDI, M3AEHNAS I BBEACHUS JIGKAPCTBEHHLIX CPpelcTB, HEPBHO-MbIIUIEUHbIE JATUYNKHA ¥ CTAMYINIS-
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TOPBbI, UCKYCCTBEHHBIE CYXOXWJIUsSI, UMIUIAHTATHl I'PYAHOM XEJE3bl, MPOTE3bl NOpTAHU (MCKYCCTBEHHAaS
ropTaHb), UMIUIAHTATBI HAAKOCTHULIBI K KJIUICH] JTSI KPOBEHOCHBIX COCYIOB;

0) ¢ xpoBbio. M3nenusa, KOHTaKTUPYIOIIKUE C KPOBLIO, HAMPUMED 3EKTPOIAHLI KapAUOCTUMYJISITOPA,
UCKYCCTBEHHBIE apTEPUO- U BEHO3HBIE (PUCTYJIbI, CepACYHbIE KJIAIaHbl, TPAHCIITAHTATHI COCYAOB, KATETEPhI
IUIST BBEJIEHUSA JIEKAPCTB B KPOBEHOCHOE PYCJI0, CTUMYJISITOPDI KEJIYyI0UKa ceplla.

4.2 Kiaccuduxkanua nijendid B 3aBUCHMOCTH OT NPOAQJIKMTENLHOCTH KOHTAKTA

HM3penusa noapa3ne/sitoT Ha KaTEropyuu B 3aBUCHUMOCTH OT MPOAOJLKMTENTBHOCTY KOHTAKTA CJIEAYIONIUM
o0pa3zoM:

- KparkKoBpeMEHHOro KoHtakra A. M3nenuss OMHOKpAaTHOTO, MHOTOKPATHOIO WM HEIPEPBIBHOIO
MCITOb30BAHMUS, KOHTAKT KOTOPBIX B OOIIEH CHOXHOCTH COCTaBRIACT MeHee 24 Y;

~ JUIATEIbHOro KOoHTaKkTa b. U3genus oqHOKpaTHOro, MHOroKpaTHoro WM HENPEPLIBHOTO UCIOJNb-
30BaHUS, KOHTAKT KOTODBIX IpeBbllIaeT 24 4, HO cocTapisieT He bonee 30 cyr;

- ITOCTOSHHOrO KOHTAaKTa B. M3genust OTHOKpATHOrO, MHOTOKPATHOIO WIHM HEIIPEPBIBHOIO HCIIOJb-
30BaHUS, KOHTAKT KOTOPBIX IpeBbIIaeT 30 Cyr.

Ecnay mo npooo/KATENIbHOCTH KOHTAKTA MAaTepuall UK U3EJIUe MOTryT ObITb OTHECEHBI 0oJiee YEM K
OAHOW KATETrOpUU, TO UCCIENOBAHUSI MIPOBOJAT 10 ITPOrpaMMe, COOTBETCTRBYIOUICH HAUOOIBLICH MPOJIOJI-
KUTEJbHOCTU KOHTAKTA.

IIpy OTHECEHUU M3IeJIUS MHOTOKPATHOIO NMPUMEHEHHUS K ONpEleeHHONH KaTeropuy 10 IpoI0JIKH -

TEJIbHOCTH KOHTAaKTa YYUTHIBAIOT MMOTEHUMAJBHBIM KYMY/SITUBHBIN 3¢ ¢eKT, CYMMUPYS BpeMsi, B TEUEHUE
KOTOPOTO IIPOTEKALT KOHTAKT.

5 HccaenoBanus

5.1 Ocuosupie NoOJIoKeHUS

KpoMe OCHOBHBIX MPHUHLIMITOB, U3JIOXKEHHBIX B pasfene 3, NMpHU oUeHKe OHMOJOTHYECKOro JeHCTBHS
HU3NEJUHU PYKOBOJCTBYIOTCSI CJIEOYIOLIHM:

4) HMCCACAOBAHUSIM TIOABEPralOT KOHEYHBIM MPOLYKT WM PEIpPEe3cHTATUBIIBIC O0pA3ilbl KOHEYHOIO
MPOAYKTa WIU MAaTEPHUAIOB;

O0) [Ipu BbIOOpEe METONOB HCCHedOBAHUN YYUTHIBAIOT:

1) BMA, CTEeNEeHb, MPONOJDKUTEILHOCTh, YACTOTY W YCAOBUS BO3IACUCTBUS MU3ACAUS HA OPraHuam
YeJIOBEKA WIM KOHTAKTA ¢ HUM ITPU MCIIOJB30BAHHUY 110 HA3HAYEHHUIO,

2) XMMMYECKYI0O U PU3NYECKYIO IPHUPOJLY KOHEYHOI'o MPOAYKTA,

3) TOTEHUMATBHYIO TOKCHYHOCTHD XUMUUECKMX BEUIECTB, UCIOJB30BAHHBIX MPA U3TOTOBJIECHUU KO-
HEYHOro IIPOAYKTa,

4) BO3MOXHOCTh MUCKJIIOYEHHMS HEKOTOPBIX TECTOB, KOIa XapaKTep BbIMbIBAEMbIX BEILECTB NU3BECTECH
U YPOBEHb UX TOKCUYHOCTU HOMVCTUM (HANpuUMeEp MpeaHasHAYeHHbIE /Ul OLEHKH OO0ILETOKCUYECKOro
AeVICTBHS ),

5) oTHomIEHHE MOBEPXHOCTU U3LCIMI WJIH €ro YacTei, KOHTAKTUPYIOLIMX C OpraHM3MOM YEJIOBEKaA,
K pazMepaM Tejla peuruItMeHTa,

6) uHpOPMALMIO U3 NMUTEPATYPHBLIX MCTOYHHUKOB, a4 TAKXKE OINBIT U PE3YJAbTAThl JOKJIUHMUYECKUX
UcciaeJOBaHHUH,

7) OCHOBHYVIO lIeJIb — OXpaHy 3J0POBbs YeJI0BeKa, a4 TaKkxKe odOecrieyeHHe XOpOLIUX YCJIOBHI colep-
XAaHHWSl IMOHOOIIBITHBIX >XKWBOTHBIX, CBEHEHHE A0 MUHHUMYMA KOJMYECTBA MCIIONb3YEMBIX ITOJOMNBITHBIX
XXHBOTHBIX U BPEIHOTrO BO3/EHCTBUSI HA HUX;

B) MOJEJBHYIO CPE€AY U YCIOBUS IKCTPAKLMU IS TOAYYEHUST BBITSDKKM M3 HU3OEAUN BbIOMPAIOT B
COOTBETCTBUM C MMPUPOJON U Ha3HAYEHHUEM KOHEUHOIO IPOJIYyKTa;

I) IPU HEOOXOIMMOCTH MCITONb3VIOT ITOJOXUTEABHBIA ¥ OTPULIATEAbDHBIA KOHTPOJIb;

) TIOCKOJBKY ITOJIOXUTEbHbBIE pe3Y/JIbTAThI HCCIIEAOBAHUNA HE rApaHTUPYIOT OTCYTCTBUS OHoJIoruyec-
KOTr0 PUCKA, UCCJICAOBAHHUA COIIPOBOXIAI0T HAOMIOACHUEM 32 HEOXKUIAHHBIMU HEXENIATENbHBIMUA PEAKIINS -
MU YIM SBJICHUSIMM Y YEJIOBEKa BO BPeMs NPAMeHECHUS U3AE/IUs 110 HA3HAYEeHUIO.

bubnauorpadpuyecKkum epeYeHb MEXIYHAPOAHBIX CTAHAAPTOB M PYKOBONCTB II0 MCCIEIOBAHUIO
MOTEHIUAJIBHBIX OUOJIOIMYECKUX PeaKlINi NPUBEICH B NPUIOXEeHUU B.

5.2 OO0mue MeToab!l OLIEHKH OMOIOrMYecKOro JeHCTBIS MEIMIMHCKIX W3Je/ M

OO01Me METONbI UCCAeN0BAHUN BBIOMPAIOT B COOTBETCTBHHM C 5.2.1—35.2.9.

5.2.1 HuroToKcuueckoe HeucTBUE

JIn3uc KIeToK, 3aMe/UIeH e poCcTa KJIETOK, a TAKXKE BO3ACUCTBUSL IPYTUX BUIOB Ha KIETKK, 00YClIOB-
JIeHHbIE KOHTAKTOM C M3LEAMAMU, MaTepruaJlaMHi M (WWIK) BBITSDKKAMU U3 HUX, ONPEAC/SIIOT C [TOMOUIBIO
METOHOB UCCICIOBAHUS C UCIIOIb30BAHUEM KJIETOUHBIX KYIBTYP.
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MeTtonbl ucclieoBaHUs LIUTOTOKCHMYECKOro AeCTBUS BhIOMpaloT B coorserctBur ¢ [OCT P UCO
10993.5.

5.2.2 CeHcUbWIM3UpYIOIee ASHCTBUE

CeHcHOWIN3NpYIOLUEee AeicTBUE, OOYC/IOBIEHHOE KOHTAKTOM C HM3JEJIMSIMU, MaTtepHaiaMu U (Win)
BBITSIKKAMHU U3 HUX, OLICHUBAIOT, UCIOJIb3Yysd COOTBETCTBYIONUIYIO Moaeb. MccileloBaHVE CEHCHOWIU3NPY-
IOLIErO JEUCTBUST HEOOXOOUMO, TaK KAK KOHTAKT C MOTEHLUHWAJIbHBIMU MUTPUPVIOILUMHU BellleCTBAMU WM
UX BO3OCUCTBHE NAXE B TEUEHNE HECKOJBKUX MUHYT MOXET BbI3BATb AJJIEPTHUYECKYIO PEaKIIMIO.

Metoabl uccaenoBaHUS CEHCUOUMTU3UPYIOLIEro JeicTBus BeiOMpaloT B cootBeTcTBUU ¢ [OCT P UCO
10993.10.

3.2.3 Paszapaxaoliee IeHCTBUE

Pasapaxarouryio crtocoOHOCTb U3E1i1, MATEPUAIOB U (AJIM) BBITSDKEK U3 HAX OLIEHUBAIOT, HCIIOJb3Ys
onpeleeHHbIE YyYaCTKM TeNla MOAOIBITHOIO XUBOTHOro (KoXa, riaza wid causucTtass obosiouka). pwu
BEIOOpE KOHKPETHOIO METOAA OIPENECICHUS pa3ipaxXarollero 1eMCcTBUs YUYUTBHIBAIOT BUJ KOHTAKTa (KoXxa,
riasa, causucras o00MoYKa) ¥ NMPOAOIKUTENbHOCTE KOHTAKTA MU BO3ACHCTBUS.

MeTtoapl MccnenoBaHUs pasapaxamero gedcrtsus BpiouparoT B cootrsetctBun ¢ [OCT P UCO
10993.10.

5.2.4 BHyTpUKOXHAg peakLus

MecTHYI0 peakliM10 TKAaHM Ha BBITSKKY U3 U3AEIUN OLIEHUBAKOT C [TOMOILBIO METOAA BHYTPUKOXHOM
[IpOOLI. DTOT METOJ IIPUMEHSAIOT B CIYYasiX, KOrAa ONpeleIcHUE pa3apaxalolero JeHCTBUS Ha KOXe U
CJIM3UCTON ODOJIOUKE HENPHUI'OAHO (HAlpUMEp ITpU UCCIEAOBAHUY U3AC/IMHA, KOHTAKTUPYIOILIUX C KPOBO-
TOKOM), NMPEATIOYTUTENIBHO B ClIy4yasix, KOrja 3KCTparupyeMble BellecTBa r'MapodoOHbI.

5.2.5 OO0leroKkcHuyeckoe JerncTBUe

BpenHblil 5¢pGeKT, 00yCIOBNEHHBIM H3AENUAMA, MarepuajaMy H (Mau) BBITSKKAMM U3 HUX, [PU
OHHOKpPAaTHOM MK MHOIOKpaTHOM BO3JCHCTBUMM HaA IIOJOMNBITHBIX XHWBOTHBIX B TedeHWe MeHee 24
OLIEHUBAIOT C MMOMOLIBIO METOAOB UCCIEIOBAHUSA OOLIETOKCHUYECKOTO IEUCTBUS. DTH METOAbBI NTPHMEHSIOT
B CIy4asix, KOIJa MpHY KOHTAKTe BO3MOXHa abcopOuUUsl TOKCUYHBIX MUTPUPYIOLIUX AreHTOB U IPOJAYKTOB
JIECTPYKLHH.

TecTbl Ha HMPOr€HHOCTb HCIOJAbL3YIOT JUISL ONPEACHCHMS IUPOINeHHBIX PEaKlU 3KCTPAKTOB M3
U3geuid uinM marepuaion. Ilpu 3ToM UMEWT B BUIAY, YTO C IIOMOIIBK OJHOTO TeCTa HEBO3MOXHO
OMpPENeIUTh, BBI3BaHa JIU IIUPOTEHHOCTh CAMOU BBITSDKKOW WK 3arpsi3HEHUEM SHIOTOKCUHOM.

MeToabl HMccaenoBaHUS OOLIETOKCUYECKOTOo AeicTBUSA BbIOKMpaloT B cootBeTcTBUU ¢ [OCT P UCO
10993.11.

5.2.6 CyGxpoHu4ecKast (II0J0CTpasi) TOKCUMYHOCTD

C nNoMOILBIO METOOB UCC/IENOBAHUS CYOXPOHUYECKONW TOKCHYHOCTU onpeneastioT 3pdpeKT oqHOKpaT-
HOrO WJIM MHOTOKPAaTHOro KOHTAaKTa ¢ U3AeMeM, MarepydalaMud U (WIHM) BBITSXKKAMU U3 HUX MM
BO3AeiCTBHS B TedeHVEe He MeHee 24 4, Ho He Gojsiee 10 % XKU3HEHHOro LIMKJIIa MOLONBITHOTO XXUBOTHOTO
(HarmpuMep a0 90 CyT y KpbIC).

HcenenoBaHusi CyOXpOHMYECKOM TOKCUYHOCTH MOXHO HE MPOBOLWUTL IS MATEPUAIOB, O KOTOPDIX
UMEIOTCS OaHHBIE O XPOHHYecKoM TOKCHUYHOCTH. B oTueTe o pesyabTarax UCCACOIOBAHUM YKa3blBalOT
NPpUYUHY, U3-3a KOTOPOU HUCCHENOBAHUSA CYOXPOHUYECKOM TOKCHUUYHOCTH HE ITPOBOJIWIH.

MeToJp! MCCHEeIOBaAHUA CYOXPOHMYECKOM TOKCHUYHOCTH BBIOUPAIOT B COOTBETCTBUM C BUIOM U
[IPOJOJIKUTEJNBHOCTHIO KOHTAKTA.

5.2.7 TeHOTOKCUYHOCTL

[Ipy vccnenoBaHUM FEeHOTOKCUYHOCTH HMCIOJIB3YIOT KJIETOYHbIE KYJAbTYPhl MICKOIUTAIOUINX U APYTUX
XVUBOTHBIX. JlONMYCTUMBI M IpYTHEe METOIBI HCCACHOBAHMS F€HHBIX MYTALlMi, U3MEHEHUH CTPYKTYpPbI 1 YUCTIA
XpOMOCOM, & TAKXKE JIPYTUX TOKCHYECKHUX BO3ACHCTBUM HA AE30KCUPUOOHYKIEUHOBYIO KUcaoTy (JIHK) win
reHbl, OOYCIOBJICHHBIX KOHTAKTOM C M3JEJUEM, MAaTEpHATIAMU Y (MJIM) BBITSKKAMU U3 HUX.

MeTtoas!l UccaefOBAHUS NeHOTOKCUYHOCTH BhiOMpatoT B cooTBeTcTBUM ¢ TOCT P MCO 10993.3.

5.2.8 HMmMmuanTauust

C NoMOLLBK UMIUIAHTALIMOHHOIO TECTA OLIEHUBAIOT MECTHOE ITaTOMeHHOE JEUCTBUE HA )XUBYIO TKAHb
(Ha MaKpOCKOITUYECKOM U MUKPOCKOITMUYECKOM YPOBHSIX) IpH M3yYeHHU oOpa3slia MaTepuaja Wiu KoHey-
Horo npojaykrta. O0pasen Marepyana Wil KOHEYHOTO IPOAYKTA UMIUIAHTUPYIOT XUPYPIrU4e€CKUM ITyTeM B
OIpeleJIeHHYI0O TKaHb I1OJOIIBITHOIO KMBOTHOIO B COOTBETCTBUM C IMPEAIOJIaracéMbiM MpHUMEHEHUEM
(HaripuMep MCClieJoOBaHUE CTOMATOJIOTMYECKMX MATEPHAJIOB).

BriOpaHHbIe METOAbI MCCeNOBAaHUN OOBIYHO COOTBETCTBYIOT BUJY U NMPOLO/LKUTEIBHOCTH KOHTAKTA.

fIpu uM3yyeHHUH MaTepuasioB, €CJIM OJJHOBPEMEHHO OMPEae/siioT o01ee TOKCHYeCcKoe JeMCTBUE, BRIOUPAIOT
METO/bl UCCIEIOBAHNN, 3KBUBAJIEHTHbIC UCCHAEHOBAHMUIO CYOXPOHNYECKOU TOKCUUHOCTH.
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MeTospl UCCIEOBAHUSI MECTHOTO IeUCTBHUS [1OCAEe UMIUIaHTALMU BhIOUpaloT B coorsercTeuu ¢ [OCT
P UCO 10993.6.

5.2.9 I'eMOCOBMECTHUMOCTD

Ilpu uccnedoBaHMSIX N'EeMOCOBMECTUMOCTH OLICHUBAKT BO3AEHCTBHE HA KPOBb WU €€ KOMITOHEHTDI
NNPU KOHTAKTe U3IAEAUN, MATEPUATIOB C COOTBETCTBYIOILEH MOJENBIO MJIU CUCTEMOMH.

TecTtsl Ha TeMOCOBMECTUMOCTH pa3pabaThiBAIOT TaK, 4YTOOBI OBLLIM CMOJE/IUPOBAHbI FEOMETPUSI,
YCJIOBUSI KOHTAKTA M [AUMHAMMKA KPOBOTOKA BHYTPH M3IEAUSI WJIM MaTepuana BO BpeMs KIHHUYECKOIo
[IPUMEHEHMUSI.

HMccnenoBaHue remMoinsa Mo3BOJISIET ONPEAEIMTh CTENEeHb JU3HMca SPUTPOLUTOB U BbICBOOOXKICHUE
reMorjioOMHA MoJ BO3ACHUCTBAEM H3IEJINH, MAaTepUanoB U (WJIM) BBITSLKEK U3 HUX 1IN VItro.

MeTolibl UcCIEOBAHU reMOCOBMECTUMOCTH BhiOUpaloT B cooTBeTcTBUU ¢ TOCT P UCO 10993 4.

5.3 JlonoaHuTe bHbIE METOABI MCCAEIOBAHMMI

HonMoJHUTEJIBHBIC METOABI UCCIACOOBAHUN BBIOUPAIOT B COOTBETCTBHMHU ¢ 5.3.1—5.34.

J.3.1 XpOHHUYECKAST TOKCUYHOCTL

[1pu uccnenoBaHMsIX XpOHUYECKOH TOKCUYHOCTH OLEHNBAIOT 3(pPeKT OMHOKPATHOI0 U MHOTOKPAT-
HOTrO JEUCTBUST UBACTNU, MAaTEPUANOB U (UJH) BLITSXKEK U3 HUX B TEUEHHE NEPUOIA BPEMEeHH, COCTABISIO-
wero e MeHee 10 % npono/KMTENIbHOCTH XU3HU J1abopaTOpHOro XuUBoTHoro (Hanpumep o 90 cyr y
KpbIC).

MeTonnp! ucciaenoBanuil xpouudeckot tokcudHoct sbidOupaoT o 'OCT P UCO 10993.3 B coor-
BETCTBUU C BUIOM U IPONOJKUTEJIbHOCTHIO KOHTAKTa WU BOZJECICTBUSL.

5.3.2 KaH1eporeHHOCTh

[lpy UccaeoBaHMAX KAHLUEPOTEHHOCTH U3YYAIOT YKA3aHHYIO AKTUBHOCTb W3ICJUK, MAaTEpUATOB M
(M11) BBITSKEK U3 HUX B pe3y/ibTate OAHOKPATHOIO, MHOIOKPATHOrO KOHTAKTA WIH BO3/IEUCTBHS B TEYEHHE
Mepuona BPEMEHH, COCTABISIONIECTO OONBUIVIO YACTh XU3HEHHOIO IIMKAA KUBOTHOIO. BTU HCCeTOBAHUSA
[T03BOJISIIOT OZHOBPEMEHHO HU3VYUTHh XPOHHYECKYH) TOKCHUYHOCTH U KAHUEPOreHHOCTH B paMKax OJHOIO
IKCIEPUMEHTA.

HNcenenoBaHusi KAHLEPOreHHOCTH IIPOBOASAT B TE€X CAyYasiX, KOrla HMMEIOT MJaHHBIC U3 JAPYTUX
UCTOYHHKOB, IMpeAIToaaraome noJo0Hy aKTUBHOCTG.

MeTtonabl uccnenoBaHuss KaHueporeHHocty BoioupatoT 1o 'OCT P NCO 10993.3 B cooTBeTCIBUU C
BUIOM M MPOJOJDKUTEAPHOCTHIO KOHTAKTA MM BO3XEHCTBUA.

5.3.3 Tokcudeckoe BO3JAEHCTBHUE HA PENPOAVKTUBHYIO QYHKUMIO U PA3BUTUE

ITpu 3THX HcclienoBaHUAX OLICHUBAIOT CITIOCOOHOCTE MATEPHAIOB, U3NENNA U (MJIN) BBITSIKEK U3 HUX
OKAa3bIBaTb BPEIHOE BO3OCHCTBHE HA PENPOAYKTUBHYIO QYHKIIMIO, PA3BUTHE dIMOpHOHA (TepaTOre HHOCTD),
Ha MpeHaTajbHoe (BHYTPUYTPOOHOE) K NOCTHATAJIbHOEC PA3BUTHUE.

YKa3zaHHble KCCIeJOBaHUS MMPOBOJAT B TEX CAYyYasiX, KOrlla UMEIOT JaHHbIE U3 JPYIHX UCTOYHHKOB O
TOM, 4YTO U3JEIHUE MOXKET o0NagaTh CHOCOOHOCTBIO BO3OCUCTBOBATL HA PEIPONYKTUBHVIO PYHKIHUIO U
passutHe cyobekTa. I1pu 3TOM YYUTBIBAIOT BUA W ITPOAOJIKUTEIBHOCTE KOHTAKTA.

MeToAbl UCCNEefOBAHNA TOKCUYECKOIo JEMCTBUS HaA PelNPOAYKTHUBHYIO QYHKUUIO U pa3BUTHUE BbhIOU-
paioT B coorBercTBUM ¢ [[OCT P UCO 10993.3,

5.3.4 buonerpanauus

Ipy HanMyuu cnoco®HOCTU MU3NEIUHM WIM MaTepyalioB K PACCAChIBAHUIO VU JECTPYKLUUHN MCIOJIb-
3YIOT CIEUMAIBHBIE METOIbI UcchaeaoBaHUiA. MccienoBaHUA ITpoiieccoB adbcopOLMM, pacrpocTpaHEeHuUS,

OHOTPAHCHOPMALIMU K BBIBEACHUS TPOAYKTOB HECTPYKLIMHU U3NCJIUN, MATEPHATOB U (MJIK) BBITSKEK U3 HUX
npoBogsT B cootBeTcTBUU ¢ [OCT P MCO 10993.9.

6 BuiOop MeToO0B OIIEHKH OMOJIOIMYECKOro aeiCcTBus

OueHUTh OUOJIOrUYecKoe NeHCTBUE HM3AEAHH M MaTEpUaIOB MOXHO KaK M3YUYEeHHEM COOTBETCTBYIO-
HIETO MPEeAbIAYINETO ONbITa, TAK Y IPOBEACHUEM DKCIICPMMCHTAIBHLIX UCCIESTOBAHUNA.

[Ipy Hanuyuu gaHHBIX 00 UCIIONB30BAaHWUN M3AEJAUA KU (MJIM) Marepdaja B KayecTBe, aHaJIOTUYHOM
TOMY, B KOTOPOM OH OyAEeT MNIPUMEHEH, MOXET ObITh JAHO 3aKIIOYeHHE 00 OTCYyTCTBHM HEOOXOIMMOCTH B
NPOBEAEHUH SKCITEPUMEHTABHOIO UCCAENOBaHMSI U3aeNUs U (WIK) MaTepyana.

B Tabnmie 1 ykazaHbl MeTOOBI, peKOMEHIyeMbIe JJIA oOLIeH olleHKU u3aeauili 1 (M) MaTepHasoB B
3aBUCMOCTH OT KaTeropuul n3aeiusi.

B Tabnuue 2 ykazaHbl METOAbI, pEKOMEHOYeMbIe UIS1 JIONTOJHUTEIBHOM OLIEHKH TAKXE B 3aBUCUMOCTH
OT KaTEeropuy MU3aesiusd.
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Taobnuual — Pexomenayemple MeTobl 00LIEH OLIEHKHW OMOJIOTHYECKOIo AEUCTBUS MEAULIMHCKUX U3Aeuil

KaTteropHust u3nesiit B 3aBUCHMOCTH OT KOHTAKTA C MeTon ue .
OpraHHM3MOM YeJoBeKa A BecaenopaHiig
5
[IponomxuTen- < S
HOCTH KOHTAKTa g & E 3
- 5 & W
(cMm. 4.2): 5 Q - . v F
A — KpaTKOBpe- = =] s = O i =
['pynna Bun MEHHbIH (<24 y); é = = < S > z é
H3eNun KOHTaKTa b — mmmTensHbIi g 3 § E . é O x
(oT 24 4 fo 2 < & >, E Z § 2
30 cyT); g 2 o g = = O = >
O S = ﬁ Q “ O
B — rnocrosix- £ = R = g, S CEG S
Hel (>30 cyT) = T 2 = g o > = 3
= O & o QS O et < -
e e %Am— = —==m¥:m=l:mm:
H3nenws Koxa A + + + — — — — -
[TOBEPXHOCT - b + + + . — —_ —_ _
HOI'O KOH- B +- + + — — _ —_ _
TAKTa i} i F
Cnusucras A + + + —_ — _ — _
000J104Ka b + + + — — —_ — _
B + : + — + + — —
) i
[loBpexneHHBIE A + + -+ — — — _ -
WIH T10ABED- b +- -+ + — — — — — |
XXEHHbBIE OIac- B +- + + —_— + + —_— — ]
HOCTHU TTOBPEX- |
JICHWS1 TTOBEPX-
HOCTH 5
WUsnenns, Henpsamoi A + + + -+ — —_— — _
[IpUCcOeIU~ |KpPOBOTOK b + + -+ + — - — +
HACMBbIC B + + — +- + + — +
' U3BHE —_
Msarkue TKaHW, A + + + — — —_ -+ — :
KOCTb, I€HTUH | b + + — — — + i + —_—
! B + + — — — -t —
|
Cucrema Kpo- A + + + + — — +
' BOOBpaleHUAA b + + + + — + — +
B + + + + + —_ -+ |
!
MmMruiantu- {Msrkast TKaHb, A + + + — — —_ _ —_
pyeMbie KOCTSH b + +- — — — + + —
N3aennd B + + — — — + + .
KpoBb A + + + + — — + +
b + + + + — -+ + +
B + + + + + + + +
L
[IpuMeuyaHune— Meronbl HcCAenOBaHNM, OTMEUYEHHBIC 3HAaKOM «t», pPEKOMEHIAYIOTCS WIst pa3paboTKH
[TporpaMMbl OLIEHKH COOTBETCTBYIOLINX U3eauil. ONHAKO UX HE CeAYET paccMaTpyBaTh Kak o0sa3aTe/IbHbIN NEpeUeHBE.

— o
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Tadbnuua 2— JlonodHUTEABHbBIC METOABI OLICHKK OHMOJIOTHMYECKOoro AeUCTBUS MEeOIULIMHCKUX U3NCIHN

KaTteropust usnenunii B 3aBUCUMOCTH OT KOHTAKTA
C OpraHN3IMOM YeJIOBEKa

MeTtoa uccienoBaHHii

[Tponomkurens-
HOCTb KOHTaKTa
(cMm 4 2).
A — KpaTKOBpe- Pen
['pynma B MEHHBIN (<24 4), | XpoHHUYecKas] Kanueporen- | = DOAYRIABHAA
WU3acaui KOHTaKTa b — AMUTEABHEBIN | TOKCHYHOCTD HOCTb byHKUMS, buoaerpanauys
PasBUTHE
(or 24 4 no
30 cyT),
B — TNOCTOSIHHbIK
(>30 cyr)
- A —_— S S N IS 1 — |
HUsnenms Koxa A _ | — . .
NOBEPXHOCT- b — — . _
HOI'0 KOHTaKTa B — — — _
.5 CAN3UCTBIE A —- — —_ — |
000JIOUYKH b — — — _
B — — — —
/
| HospexpaeHHsie, | 1
5 MOABEPKEHHDbIC
OITaCHOCTH A - | — — .
| [TOBPEXKIACHHSA b — — | —_— —
MOBEPXHOCTH B — —_ | — | — |
— — + ]
'Wspemus, 'Henpsamoii A — — — _
MPUCOEAMHSIEMBIE | KDOBOTOK b — — — _
H3BHEC B + - — —
Msarkag TKaHb, A — — — _
KOCTb, JEHTHUH b — — —_ —
| B — +- — —
AmMnnadTupye- {Msarkasi TKaHb, A — — — —
Mbi¢ U3OCTUs KOCTb b —_— — — —
| B + + - —
1 - i
KpoBp A _— — _ _
B _ — —_ —_
B + + — _

[IIpumMedaHnune— Meroabl vccireqoBaHMi, OTMEYCHHLIC 3HAKOM «t1», PEKOMEHAVIOTCS s pa3paboTkn
NpOorpaMMbl OHEHKM COOTBETCTBYIOMMUX N30eJUM OnHAKO UX HE CIISAYET pacCMAaTPUBATh KakK 00s13aTeIbHBIN 11EPEYCHD.

[Tpu paszpaboTke nporpaMMsel UCCACAOBAHUN U3ACIMHA YIUTHIBAKOT, YTO HE BCE METO/Ibl, YKA3aHHbIE
B TAaOMMUUAX I oNpelnesleHHON KaTteropuu, HeoOXOOUMBI ¥ NMPUMEHVMB! JUIS KaXJI0To KOHKPETHOIO

N3LCJITUS.

[IporpamMMmy HccienoBaHui IVIAHUPYIOT TaK, YTOOBI KaXAoe U3AENHE OLEHUBAIK B COOTBETCTBHUU C

[MpUCYIUUMU eMy KayecTBaMHU. Ilpu HeoOXOoZMMOCTH HCIIOJB3VIOT CIIeMaIbHO pa3pabOoTaHHBIE METO/bI
UCCAeNOBAHUA, HE yKa3zaHHbIC B TabiMLax.

B oTyeTe o pe3yiapTarax UcCAeIOBAHMI OOOCHOBBIBAKOT BHIOOP TEX MM HHBIX METOIOB.



roct p 1CO 10993.1—99

7 Obdecneyenne J0CTOBEPHOCTH H HAJCKHOCTH PE3YJbTATOB HCCJEXOBAHUM

7.1 I'apaHTHA J0CTOBEPHOCTH M HALEXKHOCTH MCIOJIb3YEMbIX METO0B HCCJIECIOBAHMS
Ucnonb3dyeMbie MeTOObl UCCAEAOBAHUM HOJDKHBI ObITh YYBCTBUTE/JBHBIMU, TOYHBIMH, TUIATEJbLHO
BBITIOJIHCHHBIMU.

PesynpraThl MccnegoBaHUM JOJXHBI OBITh BOCIIPOU3BOAMMBIMHU ITPU MEXKIIA00PATOPHOM U BHYTpHJIA-
OOpPaTOPHOM KOHTPOIJIE.

7.2 T'apaHTHA IPMMEHEHHA MATEPHAIA IS U3rOTOBJICHHS H3ENUS M BO3MOXHOCTH JUIHTEJbHOrO IpuMe-
HeNMs H3Jeaust B MeIMONHCKOM DPaKTHKEe
["apaHTHUIO TOrO, YTO MaTepuan NpUMEHUM JUISI U3TOTOBJIEHMS U3AEHMS, @ TAKXKE YTO HU3AeIUe MOXHO

[IpUMEHSATL B MEAUIMHCKOM HNPAKTHKE B TCYEHUE JUIMTEABHOrO BpEMEHM, OOECHeYUBAIOT CHUCTEMOU
KadecTBa (cM. NMpUJIoXeHUe A, TIoSICHeHue 7.2).

[Ipumevyanune — B ITOCT P MCO 9001 “znoxeHb: TpeboBaHMA K CHUCTEMAaM YITpaBAEHUS KayecTBOM. B
NCO 9004-1 npeacraBpiaeHo 0osiee noApodHoe pyKOBOJACTBO 110 pa3padoTKe M NPOH3BO/ICTBY NMPOAYKIIMH.
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[TPUTTOXKEHHUE A
(cripaBOYHOE)

IHosacHenun

A.1 IposicHenust HO CTAHJAPTY B HEJIOM

Hacroammii crasgapr nocBslled o0eclneuyeHMIo 0e30MacHOCTU MCIIONb30BAHUS METUIIMHCKUX W3IEeNHMHA |
MatepuasioB. [lonoXeHna HACTOAILIETo CTAHAApTA pacCYUTAHEBI HA TAKOM 1MTOAX0[ K OlieHKe OMOMOTrHYECKOro JAeicTBUS
MEIMUMHCKUX U3JCNANHA, KOTOPhIM pacCMaTpHUBAET €€ KaK 00s3aTesIbHYI0 YacTh oOLieH OUeHKH 0e3011aCHOCTH MeIy-
HMHCKHMX H3eJUH M MaTepHaIoOB M BaXKHBIM 3Tan ux pa3paboTky. Tak e, KaK U OCTaJbHBIC 3TAllbl Hpoliecca
pa3paboTKM, OIIEHKA HalleJIcHa Ha ONpeAe/ICHUE BO3ACUCTBUA H3AeIUNA U MATEPHUAJIOB Ha pa3JIMYHbIe TKaHU OpraHu3Ma
YeJJOBEKA TIPYU IPUMEHEHHH 110 HA3HAYeHUIO, @ HE B KaKUX-JIMOO CeUMdMHUYECCKKX YCIOBUSIX.

B nacrosiueM craHaapre npeacTaBieHbl KJAaCCUMUKALMS MSAULUUMHCKUX M3NEJIUH, B KOTOPOH BblaeJieHbl Haubo-
jiee XpyMHbIE KATETOPHUU, & TAKKE METOABI NCCAEA0BaNsE OMONOTHUECKOrO ASNCTBUS Uil KAOKIOM KATeropun.

Tak xak guana3oHdH BO3MOXHOro OMOJIOIMYECKOro pHUCKa OOIUMpPEH, HENb3sl paccMATPUMBATH B3aWMMOICHCTBHE
TKaHH C MaTepUaJioM HU3OJUPOBAHHO OT OOMIEM KOHCTPYKLMM Mu3aenusa. Mcrionb3oBanue caMoro Jy4lero ¢ To4Yku
3PEHUS B3AUMOACHCTRUA C TKAHbIO MaTepUalld MOXET TIPUBECTH K YXYAILIEHHIO (DYHKUMOHAABHBIX KAYECTR U34eIUs B
1esaoM. Ilpu 31oM B3auMoaelicTBME ¢ TKaHbIO — JIMIIb OJHA U3 XapaKTepHCTUK Marepyaia. Ecnu ycioBUeM NpHMeEHE-
HUA MO HA3HAYECHUIO ABJISETCS KOHTAKT C OPraHU3MOM 4YEJOBEKA, TO BIUSHUE pasMepoB HU3IENUA WU ero 4yacrei,
KOHTAKTHPYIOUIMX C COOTBETCTBYIOLUIMMU TKAHAMM, ABAACTCS o0s13aTenbHbBIM TTpeAMETOM HcciaenoBadust. OObIYHO XKe
B CTaHJapTax M PYKOBOJCTBAX, YCTAHABAUBAWIIMX TpeOOBAHHSA K pa3pabdoTKe M NPOM3BOACTRY U3JEAUH, BIAUSAHUC
PA3MEPOB U3JENAUSA WM €ro YyacTel, KOHTAKTUPYIOIUX ¢ TKAHIMHU OpPraHuU3Ma, He pacCMaATPUBAECTCH.

bunonorydeckoe neicTBre MaTepyraia MOXET OBIThL HEXKENaTeILHBIM IIPH €ro UCTo/Ib30BaHUN B ONHOM KayecTBe
[IPUMEHEHUST N He ObITb TAKOBLIM I1p1 MCHOJAbB30BAHUH B IPYroM KayccCTBe.

HecMmoTtpst Ha TO, YTO U3YYEHHUE OMOJOTHYECKOTO NeACTBUA MEJIUIIMHCKOrO U3JIe/IMA WK Martepydana olinpaercs
Ha MeTO/bl C UCIIONb30BAHUEM XHWBOTHBIX, HEOOXOAMMO YYMTBIBATL, YTO OAMH WU TOT XE& MATEepHa MOXET OKa3bIBaTh
HeONWHAKOBOE BO3ACHCTBHE HA TKAHM 4YEJOBEKa M XUBOTHoro. KpoMe Toro, HalWuyue y JIIOAEH WHAMBHAYAIbHBIX
peakLiMA TIO3BOJISIET NPEAIIojiarath BO3MOXHOE BO3HHMKHOBEHME HexXeaarenbHoro 3¢pekra Inpv HPUMEHEHUM yXE
M3YHEHHDbIX MaTEPHaNnoB, UMEIOLIUX CTAOMIbHEIE XapaKTepUcTuKHU. [1osToMy 110 Mepe pa3sBUTHS HAYKUM U TTOHUMAaHUs
OCHOBHbIX MEXaHM3MOB BO3ACHCTBUSI M3ACHVII ¥ MATePHAIOB TPEANToOYTeHKE OynyT OTAAaBaTh METOAAM in VIIro B TeX
c/lydasix, Xorga oHu odeclieqyaT paBHOUEHHYI0 MHDOPMaLHIo.

[lpumeHeHHe UYpe3MepHO XKECTKUX METOOOB M KpUTepHeB OLICHKM MOXeT NPUBOIWTL JU00 K M3IHIIHUM
OTpAaHUYEHUSAM (3arpeTaM) B OTHOWICHUN UPUMEHEHUA U3ACIUN WU MaTepHUAIoB, MO0 K AOXHOMY MPEeACTaBACHUIO
00 ONnacHOCTH UX UCII0Nb30BAHUA.

Koraa ycraHaBnupalor ocobble TpeOoBaHUA K 0e30MMaCHOCTH NMPUMEHEHMS MEIMLIMHCKOIO U3ACANUS WY MaTe-
pHaia, CrielMaTMCThl B OOJIACTH UCCNEI0BAHNNA MEAHULIMHCKUX U3JEAMI M MAaTEPHUAITIOB MOTYT MCIIOb30BaTh CIIEIINAIb-
Hble METOIbl U KPUTEPHH OLEHKH. B TakoM ciaydyae MeTOJbl M KPHUTEPUM OIICHKM YCTAHABIMBAIOT B HOPMATHBHOM
IHOKYMEHTE Ha KOHKPETHOEC M3/IeINE WIM MaTepHal.

Hacrosiinii craHaapT He sBJiseTcst HAabopoM 0083aTe/IbHbBIX TPeOOBAHUNA H MeTOIOB, NPeaHa3HAYECHHBIX JU1S JIHL,
He MMEIOILMX HU COOTBETCTBYIOLLEH IMOJITOTOBKH, HU onbiTa. IlonoxeHuss HacTosiLero cTaHaapra caeayeT nNpUMEHATD
C ONpeleNieHHONW HAoJIe HMHTeprnpeTaury M B3BeUIEHHOCTH. Ha 3To c¢nocoOHBI CNEUMATMUCTBI, KOTOPhIE UMEIOT
[IOATOTOBKY M OIIBIT B OLIEHKE OUOJMOrnyeckKoro ACHCTBHUS M KOTOPbIC OyAyT yYMTHIBAThL (PAKTOPLI, OTHOCSUIMECH K
U3IEINIO, MaTepraiy M TIpedlriojjlaracMoMy Ha3HadeHMIO, a Takke Oyayr yyureiBaTh HHGpOpMaLMio, TNMOTYUEHHYIO W3
JIUTEpaATyphl, JadOpaTOpHOro ¥ KIMHUYECKOTO OITbITa.

A.2 Tlosgcrennst Mo pasfenaM CTanaapra

Hwxe nanbl nosicHeHys X pasaesnaM (nojpaszeiaM) HacTosero cranaapra. Hymepauusi pazaesios (roapas3nesnos)
COOTBETCTBYET HYMEpailH, NPHUHATOM B OCHOBHOM YacTW CTaHIApTa.

Paznen 1 KpoMe xapakTtepucTuk OH0JIOrMyecKoro JeMCTBUS MaTepualia, CYLLECTBYIOT M Ipyrue BaXHbIe Xapak-
TEPUCTUKHU, KOTOPBIEC HEOOXOAMMO TPUHYIMATE BO BHUMAHWE TIPpU CO30AHUU UEITUSA.

3.6 IlepBryHag olEHKa OMOJOTUYECKOro MNEHCTBUSA MEAWLMHCKOrO HM3Je M MOXET BKIIOUaTh B ceba Kak
M3ydeHWE AAaHHBIX MpenuiecTBYIOLIErO ONbITa, TaK U SKCIepUMEeHTaNbHbIe ncenegoBaHus. IlonoOHas oleHka Moxer
MMO3BOJINTL CAENATL CAEeAYIOLUMM BbIBOJA: HET HEOOXOIUMMOCTH MPOBOIUTH SKCIEPHUMEHTANLHbBIE HCCICIOBAHUSA TOTHA,
KOTAa BLIOpAHHBIA MaTepual YXKe MCMOJAb3VIOT B KayecTBe, aHANIOTMYHOM TOMY, B KOTOPOM IIPEAIoNaralT ero
UCIIOAb30BATL B CO3XABAEMOM U3ICIIHU.

OLEHKa JODKHA YYUTBHIBATh MPEAriosaraeMoe 1 BO3MOXHOE HEOXUAAHHOEC B3aUMOACHCTBUE MEXIY MaTepUaioM
U TKAHSIMW OpraHM3Ma 4eJioBeKa.

3.8 llenp naHHoro noppaszaena — Usbexarb MPOBEACHUSA IKCIICPUMEHTANbHBLIX MCCIEA0OBAHUNA B TE€X Cly4yasix,
Korga MHQOPMaUHMIO O MaTepUale MOXHO MOMYYUTh U3 MHbIX UCTOYHHUKOB.

7.2 Buibop M oleHKa MaTepHUaJIoB, KOTOpble OyNyT KOHTAKTHPOBATb € TKAHAMH OpraHU3Ma YeJoBeKa, TpedyloT

TaKOI'0 CUCTEMHOIO MOAX0Aa, [TPHY KOTOPOM XapaKTEPUCTUKH BCEX MATEPHATIOB, BXOIAIIIMX B KOHEYHBIA NPOAYKT, OyayT
YUTEHbI NpU 00LIEH OoLIeHKE XayecTBa pa3padoOTKH U3AC/IUS.

10
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