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BBeneHue

CobmoneHue mnojoxennit crangaproB cepud 'OCT P UCO 10993 «Ouenka GHOIOrMYECKOro
JEeMCTBUS METULIMHCKUX U3JETHil» TTO3BOJIUT 00ECEYUTh CUCTEMHBII ITOAXO0H K UCC/IEAOBAaHHIO OUONIOTH-
YecKoro AEHUCTBUS MEIULIMHCKUX U3OENUI.

Llenpt0 3THX CTAHIAPTOB He ABJSIETCA Ge3YC/IOBHOE 3aKpeIUIeHUE eqHHOOOPA3HAIX METOIOB MCCIIENO-
BaHMI U UCIIBITAHWUY 334 TPYIIIAMU OMHOPOXHBIX MEXMLMHCKMX W3AETUI B COOTBETCTBHU C NPUHSTOR
K1accuUKaLieit UX 10 BUAY ¥ IUTUTETbHOCTH KOHTAKTa C OPraHU3MoM vesioBeka. [1oaToMy miaHupoBaHue
M TIPOBEJCHME UCCIENOBAHUM U UCIBITAHUIM JOJDKHBI OCYILECTBIISATD CIICLIMANIMCTDI, UMEIOLIHE COOTBETCT-
BYIOIYIO IOATOTOBKY U OTBIT B 00JACTH CAHUTAPHO-XUMHYECKO#, TOKCHKOJOTHYECKON M 610/0rHYecKoi
OLIEHOK MEIMIIMHCKUX H3IEITMIA.

Crannaptsl cepuu 'OCT P UCO 10993 sBisiioTest pyKOBOISIUMMH ZOKYMEHTaMH LIS [IPOTHO3HPO-
BAHMS ¥ MCCIENOBAHUS GHOJIOrMYECKOro JEHCTBHS MEAULIMHCKIX U3AEIWI HA CTAMK BEIOOpA MaTepHalioB,
npeJHa3sHAYEHHDIX AT MX M3TOTOBICHUS, a TAKXE IUIS UCC/eJOBAHMIA TOTOBbIX 0OPasLIOB.

B ceputo TOCT P MCO 10993 BxoasT cnenyrolmne cTaHIapThl B 061aCTy OHMOJIOrMYecKoro Aeiic TBus
MEOULWHCKUX W3LEIUN:

T'OCT P KCO 10993.1 — orleHKa 1 UCCJIELOBAHUS,;

TOCT P UCO 10993.3 — uccnenmoBaHue TIEHOTOKCUYHOCTH, KAHUEPOTEHHOCTM U TOKCUYECKOIro
JecTBUA Ha perpoJYKTUBHYIO HYHKIIMIO;

T'OCT P UCO 10993.4 — uccienoBaHue U3NEAUM, B3aUMOJEHCTBYIOIINUX C KPOBDIO;

T'OCT P UCO 10993.5 — uccrenoBaHue HA UTOTOKCUYHOCTD: METOMABI in Vitro;

T'OCT P UCO 10993.6 — ucciegopaHie MECTHOTO ASHCTBUS MOC/IC HMIUIAHTAUMM,

I'OCT P UCO 10993.7 — ocraToyHOE colepXaHHe STHICHOKCUIA NOCJIe CTEPHIM3ALIMH;

I'OCT P UCO 10993.9 — ocHOBHbIE MPUHIKITE UAEHTADUKALIVM ¥ KOJINUECTBEHHOTO OTIPeNeIeHUs
MOTeHUMAIBHBIX IIPOAYKTOB JECTPYKIIUH;

I'OCT P UCO 10993.10 — #ccaeqoBanme pa3apaxaiollero ¥ CEHCUOWIN3UPYIOLLET) HelCTBHUA;

'OCT P MCO 10993.11 — ucchenoBaHue o6ILETOKCUYECKOTO AEHCTBISA;

F'OCT P UCO 10993.12 — npuroToBlieH{e Ipob U CTAHAAPTHBIE O0paslibl;

T'OCT P UCO 10993.13 — uaeHTUbMKAUMS U KOTHYECTBEHHOE ONpeleieHUe MPOAYKTOB AeCTPYKLIUH
MOJTMMEPHBIX MEIULIMHCKUX U3AENNMA;

T'OCT P CO 10993.16 — MomeIMpOBaHME U UCCIIENOBAHNE TOKCUKOKMHETHKH NPOXYKTOB KeCTPYK-
UYY U BbIMBIBAHUS.

Hacrosuuit crangapt seisieTcsi oCHoBorlonaraiolum B cepuu crangapros 'OCT P MCO 10993, a
TAKXE PYKOBOISLLAM AOKYMEHTOM I10 BEIGOPY METONOB OLEHKH OHOJIOTMYECKOTO JEHCTBUSA B COOTBETCTBUU
¢ TpeGOBaHUAMHU Ge30MMaCHOCTY MPUMEHEHMS MEIUIIMHCKUX U3Je/ Uil U MaTepHalloB.

Kpome toro, HasHaYeHHE HACTOSUIErO CTAHIAPTa — OPAHUYUTh PAMKY OHOJIOTMYECKUX UCCIIEN0Ba-
HUMK TaKuUM o0pa3oM, YTOOBI CHH3UTH A0 MMUHHUMYMA KOJMYECTBO SKCHEPUMEHTAIbHBIX JXUBOTHBLIX U MX
MOIBEPXKEHHOCTh BPEAHOMY BO3HEHCTBUIO.

[TpuoxeHne A COOEPXKUT IMOSICHEHUS K OCHOBHOM 4acTU CTaHOapTa.

[IpunoxeHue B conepXUT cXeMy CHCTEMHOTO MOIX0AA K OLIEHKe OMOJIOrMYecKOoro AeHCTBUS Melu-
LMHCKUX U3OENUM.

IMpunoxeHre B comnepXuT psi JOKYMEHTOB IO CTAHAAPTH3AlIMU, KOTOPHIMU PYKOBOACTBYIOTCS TIPH
olleHKe OHOJIOTHYECKOTO JEHCTBUSA MEIULIMHCKUX U3IeNMii.

B HacTosueM CTaHIapTe MCIOJIb30BaHbl CCBUIKM HA CAEIYIOMIME CTAaHAAPTHI:

T'OCT P UCO 9001—96 CucreMel KayecTBa. Mozenas obecieueHus Ka4ecTBa P IIPOEKTUPOBAHHH,
pa3paboTKe, MPOU3BOACTBE, MOHTAXE U OOCIYXKUBAHUYU

T'OCT P MCO 10993.3—99 Hzpenuss MmeguuuHckue. OueHKa 6HONOrHYECKOro AeicTBUA MEAYLIMH-
ckux nagenuit. Yactb 3. MccnenoBaHre re HOTOKCUUHOCTH, KAHIIEPOTEHHOCTH M TOKCHYECKOro NeiCTBHs
Ha PENPONYKTHBHYIO (DYHKIIHIO

TI'OCT P UCO 10993.4—99 Uznenusa meauuuHckue. OueHKa GHONOTHYECKOTO HeHCTBUSA MEAULIMH-
ckux usgesuit. Yacrs 4. UccneroBanue u3nennit, B3aMMOAEHCTBYIOUINX C KPOBBIO

['OCT P HUCO 10993.5--99 Hanenust meauuuHckue. OLeHKa GHONOrH4ecKoro AeicTBUS MEAUIIMH-
ckux usgennit. Yacts 5. Mccnenopatue Ha LIUTOTOKCUYHOCTD: METOJIBI in Vitro

T'OCT P UCO 10993.6—99 Hanenua memuuHckue. OueHka 6M0N0ra4ecKoro AeUCTBUS METUIIMH-
ckux msgenuit. Yactes 6. MccnegoBaHue MECTHOTO AEHCTBUS TOCIEe MMILIAHTALIMN

I'OCT P UCO 10993.9—99 Wanenusa meauunHckye. OeHKa OMOMOTHYECKOro NeHCTBUSA MEULIMH--
ckux wm3ngenuit. Yacts 9. OCHOBHBIE HPHHLMITBI HACHTUDMKAUMKM W KOJMYECTBEHHOrO OIpeAeaeHHs:
MOTEHIIMANIBHBIX MPOAYKTOB JeCTPYKIINHI

TOCT P ACO 10993.10—99 Wzpenust Menuurnckue. OueHKa 6HoNormeeckoro Aefcrsms MeauiuH-
ckux u3nenuii. Yactp 10. MccmenoBanue pa3upaXxaroero ¥ CEeHCUOWIN3HPYIOLLEro AeidCTBUs

I'OCT P UCO 10993.11—99 Uszmemns meauuuHckue. OLieHKa GMoIOrMyecKoro 1ecTBus MeaNIMH-
ckux magenuit. Yacts 11. MccnenoBanue obMETOKCUIECKOTO AEACTBUS

HCO 9004-1—94" PykoBOACTBO IO YIPABAEHHIO KAYECTBOM M JIEMEHTBI CUCTeMBbI KauyecTsa. Oc-
HOBHBIE NOJIOXEHUS

) MexmyHaponHsle cTanaapThl Haxofarcs so BHHUUKU Toccranmapra Poccum.
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TOCYITAPCTBEHHBIN CTAHJAAPT POCCUUMCKON OEJEPAIIUU

W3neaus MeaMUMHCKAE
OLIEHKA BUOJIOTMYECKOTO AENCTBUA MEJUIIMHCKAX U3TEJIWANA
Yactp 1
Onenka # HecleIOBAHHA

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

Jlara seenenmn 2002—01—01

1 ObnacTb npuMeHeHust

Hacroaumit cTanaapr ycraHaBJAMBAeT CACHYIOLLME TTOJIOXKEHUS:

~ OCHOBHBIE NPHHLIMIIB OUEHKK GUOJOTHYECKOTO AEHCTBUSL MEAULIMHCKUX U3NENHi;

- OMpeneAeHHe KaTeTOpuy MEIUUMHCKOTO U3MEAUst HA OCHOBE XapakKTepa M IMPOJOJIKHTENbHOCTH
KOHTAaKTa C OPTaHU3MOM 4YeJIOBeKa;

- BLIOOp COOTBETCTBYIOUIMX METO/I0B UCCAENOBAHMUIA.

TlonoxeHus: craHaapTa He PACIPOCTPAHSIOTCA Ha MATCPUAIBI M MEAULMHCKME U3IENNs, KOTOPbIE HE
WUMEIT KOHTaKTa C TeJOM IMalMeHTa HW HEMOCpeNCTBEHHO, HM omnocpefoBaHHO. CTaHAApPT Takcke He
ycTaHaBNKMBaeT TpeGOBaHUS, HAMpaBjieHHble HAa NpefOTBpalleHHe OIIACHOCTH JUIA TMALMEeHTa, KoTopas
MOXeT BO3HHMKHYTb B pe3y/bTaTe KaKHX-JM00 OTKa30B MEIMLMHCKUX M3Aenuil (MEXaHUYECKHUX, DIEKTPU~
YeCKUX WIH Ip.).

TpeGoBaHuSA HACTOSIIETO CTAHAAPTA SIBISIIOTCS PEKOMEHAYEMBIMU.

2 OmpeneneHus

B HacTosileM cTaHAapTe MPUMEHSIOT CIEAYIOIIME TEPMUHBI C COOTBETCTBYIONIMMHU OMNpeleieHHSs -
MHU:

2.1 meqmunckoe u3nemne: JI:oGoji npuGop, ammapar, npucrocodbieHue, Marepual WiM Jpyroe
u3gesue, BKAKIOYas IporpaMMHoe ofecrieyeHie, HCIoab3yeMoe TMG0 M30IMPOBaHHO, 100 B KOMOMHALMY,
KOTOpOE IpeJHa3HAYeHO M3TOTOBUTEIEM ISl IPUMEHEHUS], ITIaBHBIM 00pa3oM, B CAEAYIOIUMX LENAX:

- IMArHOCTHKA, NMpobIakTHKa, HabdIoneHHe, JeIeHHe UK obserdeHue 6oesHi;

- KOMITEHCALMs TIOBPEXACHUS OPraHoB i (H3NIEeCKOro Hel0CTaTKa;

- UCCIea0oBaAHUE, 3aMeHA WX U3MEHEHUEC aHATOMUUW WIK (bHBI/IOHOFH‘{eCKOFO npoueccea;

- KOHTpauenuus —

Y KOTOpOE He sBisieTcsl GapMakoJIOTHYeCKHM, MMMYHOJIOTHYECKUM HIIH METabOIMUECKUM CPeICTBOM,
HO MOXET OBITh JOMOJHEHO TAKUMH CPEICTBAMH.

IT PUMEYAHHUC— TCpM]/IH «MCAVMIIMHCKOC HU3ACTNC» BKIIOYACT B cebs U3genus CTOMATOJIOTHYECKOro Ha-
3HaUEHMA.

2.2 marepunan: JIroOo#i CHMHTETHYECKUN WM NPUPOAHBINA MOJMMEDP, METLI, CIUIAB, KepaMuKa Wau
JpYroil Matepual, BKJIHO4Yasi OGMOJIOrMYECKYIO TKAHB, UCIIOJb3YEMblil B KaYeCTBE MEIUIIMHCKOIO M3AENHUs
WIY €ro 4YacTH.

2.3 KoHeUHbI# MPOAYKT: MeIMIMHCKOe U3Je/e B TOM COCTOSIHUM, B KOTOPOM €ro IpHUMEHSIOT B
MeIULMHCKON MPaKTHKE.

HNznanse opunuammHoe
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3 OcHoBHbIE NPHAIMILI OLUEHKH OHOJOTHIECKOr0 JIeHCTBAS MATEPHAJIOB H MEIHIMHCKHX
H3NeNni

3.1 Buibop moboro MaTepuana Wi MEIUIIMHCKOTO U3NENUS (naiee — U3feiue), MpeaHasHa4eHHOro
U1l TIpPUMEHEHVs] B MEJULIMHCKOM NPaKTHKE, WM MaTepyana, MpeAHa3sHAYeHHOTO JUIS M3TOTOBJIEHUS
U3JENHS, OCYLUECTBIISIIOT HA OCHOBE CHCTEMHOIO IMOAX0Ja K OLEHKEe OHOJIOrMYecKOro AeiCTBYS.

INnanupopanne pa3paGoTKH W3AENUST OCYILECTBIISIIOT HA OCHOBE MHGQOPMALMHU, IMONYIEHHON B TOM
4YUC/I€ U3 HOPMATUBHBIX JIOKYMEHTOB M HAyYHOM JMTEPATYphbl, C YIETOM MNPEUMYIIECTB W HEAOCTATKOB
PA3JIMYHBIX IIPUTOJHBIX MATEPUANIOB ¥ METOJOB MCCIIEXOBAHUS.

B uenax obecneyeHHs rapaHTHM TOTO, YTO W3AENME B FOTOBOM Bule OyneT QpyHKLHMOHMpOBATb B
COOTBETCTBUM C HasHaYeHUEM U €ro IpUMeHeHHue Oyzer OGe3omacHo AJIA YesoBeKa, B [UIAHE pa3paboTKu
M30EeIHs1 IPEeAyCMATPHUBAIOT 3TAIIbI OLIEHKU GHOJIOrHYECKOTo ACHCTBUS MAaTEPUAIOB, NTpeIHA3HAYEHHBIX s
M3TOTOBJIEHMS U3JENIHSI, @ TAKXKE TOTOBOroO W3NENUS.

[TporpaMMmy OLIEHKM GHOJOTHYECKOTO NEHCTBUS U3ICHAMsT pa3pabaTbiBalOT U HOKYMEHTANLHO odop-
MJISIIOT CIIELMAJIUCTRI, CIIOCOOHbIE NMPUHUMATh PELIEHHs] Ha OCHOBE MHEMOPMALIMU O TIPEUMYILECTBAX M
HeIOCTATKaX pasfIMYHBIX MAaTEPUATIOB M METOHXOB UCCJIEIOBAHMIA.

3.2 Marepuansl, npenHa3HAYEHHbIC M U3TOTOBJIEHUS M3NENHSA, AOXKHBI COOTBETCTBOBATh Ha3HA-
YEHUIO U3JENHUS [0 UX XUMUYECKUM, (PU3UYECKUM, IJIEKTPHIECKIM, MEXaHUUECKUM, TOKCUKOJIOTHYECKHM,
MOPGdONIOrHIECKIM U OPYTUM CBOMCTBaM.

3.3 Ilpu olleHKE COOTBETCTBHSI MaTepualia Ha3HAYEHUIO M3AEIUS PACCMATPHUBAIOT ClIEAyIOIIEe:

- CBOUCTBA M XapaKTePHUCTUKK KOHEYHOIO MPOXYKTa,

HUCTOYHUK TIOCTYIUIEHUSI — W3rOTOBUTENb MaTepuaa (MaTepuasoB);
J06aBKy, IPUMECH YU OCTATOYHBIC BELIECTBA B pe3yabTare 00paboTKy;
MTPOAYKTHI BHIMBIBAHMSL;

- IPOIYKTHI NeCTPYKLIUH;

- IPOYKMe KOMITOHEHTHI M UX B3aUMOJAEHCTBHME B KOHEYHOM MPOAYKTE.

IlpuMmeuaHue— [lpy HEOOXOAMMOCTH OLICHKE 6HMOIOrMYECKOro ACHCTBUS MOTYT NpEALIECTBOBATh MIACH-
TUGUKAUMSA U KOJTMYECTBEHHOE OTpeeieHNE BXOASIIMX B KOHEYHBIH APOAYKT 3KCTPArUpyEMBIX XMMHUYECKHX KOMITO-
HenToB B cootBercTBuM ¢ TOCT P UCO 10993.9.

3.4 Tlpw nMpoBeneHUH UCCNeNOBAHUI U WHTEPNPETALMY Pe3yJIbTaTOB OLEHKY OHONOrHYecKoro aeii-
CTBUSI YYMTBHIBAIOT COCTAB MATEPUAIOB, YCJIOBMSI BO3AEWCTBUSI, BUI, YACTOTY M IPOAOIDKUTENILHOCTD
KOHTAaKTa U3JeJIUsl WIH ero yacteil C OpraHu3mMoM 4esioBeka. B cOOTBETCTBUHM € yKasaHHBIMHU ¢dakTopaMu
MEIMUIMHCKUE U3NENHUsT NOAPAa3IeNAIOT Ha KaTerOpUu.

H3nennsi OTHOCAT K ONpeNeNeHHOM KaTeropuy B COOTBETCTBUM C MOAOXEHHUSIMU pasfena 4.

Ilpy KOHTAKTe WU3OEHUS C OpraHU3MOM YelloBeKa AMAana3oH BO3MOXHOTO OWOJIOrHYECKOro pPHCKA
MOXET BKJIIOYATL B CeOs:

- KpaTKOBpeMeHHBIH 3¢deKT (Hanpumep oCTpasi TOKCHYHOCTD, paspaxeHne KOXHU, I71a3 U CIU3KC-
TbIX 000JI04YEK, MTOBBIILIEHUE YyBCTBUTENBHOCTH, FEMOJIHU3, TPOMGOOOpa3oBaHHE);

- OTAaNeHHbI WM crienduIecKHil TOKCHIeCKHit 3¢ dekT (Hanpumep cyGXpOHUYECKHI HIIH XPOHU -
qyeckuil 3¢ dexT, MOBBILIEHHE YYBCTBUTEIBHOCTH, TeHOTOKCHYHOCTb, KAHLIEPOTeHHOCTh U BO3AEHCTBHE Ha
PENpPONYKTUBHYIO (PYHKLUIO, BKIIIOYASI TEPATOTEHHOCTD).

3.5 Jins KaxAoro Matepuana ¥ KOHEYHOro POAYKTa AaHATM3HPYIOT Bce BUIBI 6HONOTHYECKOro pUCKA.
DTO HE 03HAYAET, YTO IKCIMEPUMEHTAIBHBIE UCCNEI0BAHUS PUCKa BCeX BUAOB HEOOXOAMMb! WM BEINTOJIHU-
MBI (cM. pasgen S).

3.6 HccremnoBaHus in vitro WM in vivo MpOBOAAT ¢ YYETOM YC/IAOBUM NMpPMMEHEHUA KOHCUHOTO
MPONYKTA, YPOBHS BIAJCHUA JIAOOPAaTOPHOU MPaKTUKO, Nocielylolleil UHTepnpeTaurd pe3y/bTaToB
HCCNEeIOBAHUMN CTIELMANUCTAMU COOTBETCTBYIOLIETO HATIPaBICHHUA.

ITpy BO3MOXHOCTH HCCIENOBAHMA in Vitro TMPOBOAAT [0 HAYasla MCCAENOBaHUIA in Vivo.

HanHrle UCCeTOBAHMIA, KOTOPBIE MO3BOJSIOT CHENaTh HE3aBUCHMOE 3aKIIIOYEHHE O COOTBETCTBHM
MaTepHaia WIM KOHEYHOTO MPOAYKTA HAa3HAYEHUIO, COXPAHSIOT.

3.7 TloBTOPHYIO GHOJIOTHYECKYIO OLICHKY MAaTepUaoB WIHM KOHEYHBIX MPOAYKTOB MPOBOASAT IIPH
JIO6BIX U3MEHEHHUSIX:

- MUCTOYHMKA IIOCTYIUIEHUSI WM JII000M XapaKTepUCTMKM MAarepyuanoB, UAYLUMX HA NPOM3BOACTBO
U3nenus;

- COCTaBa, NEPBUYHON YNAKOBKM WM METOAA CTEPMIK3ALUN KOHEYHOrO MPOAYKTa;

- CBOMCTB KOHEYHOIro IMPOAYKTA NP XpaHEHUH;
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- MPEANONAraéMoOro U3MeHeHUA NPUMEHEHHUSA U3NENUsd, —
a TaKke NPU HAUTMYMM JIO60ro Mpu3Haka, uTo M3LeAue BO BpeMs NPUMEHEHHS MOXET HeXeNaTefbHo
BO3ACHCTBOBATH HA YENOBEKA.

3.8 Tpu oneHke GUONOTMYECKOTO NEHCTRUS UINENHS YIUTHIBAIOT PE3YALTATE GHONOrUUEcKUX Hcee-
JIOBAaHWH, POBEJEHHEIX B COOTBETCTBUU C MONOXEHUSIMUA HACTOAUETO CTAHAAPTA, IIPUPONY U MOGKHIILHOCTD
UHTPEUEHTOB MATEPHAIIOB, UCITO/IB3YEMBIX JUTSI U3TOTOBACHUS U3ACUS, & TAKXKE APYryio uHdopMmauuio, B
TOM YHUCJ€ PE3YABTATHI NOKIMHUYECKUX U KIMHWYECKHWX UCCASOOBAHWN M AaHHBIE 00 W3ennd rochne
BBIMIYCKA U3 MPOU3BOACTBA (CM. A.2, TTosicHeHue 3.8).

4 KnaccHpuganus MeIUIHHCKHX M3IETHil

Ha ocHoBaHMM TIpUHLMIOB, MIIOXKEHHBIX B pasieie 3, W3deus IONPA3AENAIOT Ha KATErOpUH.
OTHeceHMe U3genys K onpeaeNeHHol KaTeropuu obierdaer BoiGOp METONOB MCCENOBAHMUS.

IporpamMMmy uccienoBaHuit W30EIUsi, HE BXOISIIETO HU B OIHY KaTeropuio, paspabaTniBaloT B
COOTBETCTBMM C [IOJIOXKEHUSIMM HACTOSILIEro cTamjapra. B ToM ciydae, Korma usfiesiie MOXeT ObiTb
OTHeceHOo ©oJjiee YeM K OJHON KaTeropuu, yCTaHaBJIMBAIOT HEOOXOAMMOCTH IPOBENECHUA NCCAENOBAHUI B
COOTBETCTBMM C TPeOOBAHMSIMU K KaXKIOM KaTeropuu.

4.1 Knaccnpuxanms wizennii B COOTBETCTBHM € BIAOM KOHTAKTA ¢ OPraHH3MOM 9e0BeKa

Wsnenns noxpasnesiorT Ha KaTErOPUM B COOTBETCTBHH C BMIOM KOHTAKTa C OPraHU3MOM YeJloBeKa
(nanee — KOHTaxKT).

4.1.1 HekoHTaKTUPYIOLIUE U3NESAS

Hacrosinmit ctangapt He pacnpocTpaHseTcsl Ha M3NeNus, He UMCIOILME HU HEeTIOCPEACTBEHHOTO, HU
OMOCPEAOBAHHOTO KOHTAKTA C OPraHN3MOM 4YeoBeka.

4.1.2 Wzpenusi, KOHTAKTUPYIOLLIKE C TIOBEPXHOCTBIO TeNa YeJOBEKA

B nanHyio rpymnmny BXOOAT U3LeNNsi, KOHTAKTUPYIOIKE CO CIEAYIOLMMH NOBEPXHOCTIMHU:

- ¢ xoxel. K maHHO# KaTeropyu OTHOCAT HU3AENMS, KOHTAKTHUPYIOLIUE ¢ HElIOBPEXAEHHOM KOoXeil,
HanpuMep DJIEKTPOAbl, BHEILHME NTPOTE3bl, GUKCUPYIOLIME TEHTBl, KOMITIPECCUOHHbIE MOBA3KY 1 MOHUTOPbI
Pa3fiMuHbIX TUIIOB;

- €O CNU3UCTBIMKM ofonoukamu. K maHHON KaTeropdud OTHOCAT M3JeNusi, KOHTAKTUPYIOIME C
HEMOBPEXACHHBIMU COM3KUCTBIMU 0DO0NOUMKAaMM, HAPYMep KOHTAKTHbIC JIMH3bl, MOYEBbIBOASIME KATETE-
PBI, BHYTPHBAarHajibHbie ¥ BHYTPUKMIHEYHbIE U3AEHHS (JKEMYIOYHbIE 30HABI, CUTMOWIOCKONbI, KOJOHO-
CKOITbI, TACTPOCKOIIbI), SHIOTPAXCaNbHbiC 30HALI, OPOHXOCKOMbI, 3yOHbie TPOTE3bl, WIAENUS JJISI
OPTOAOHTHH ¥ BHYTPHMAaTOUHbBIE U3JLNHA;

- C MOBPEXASHHBIMU WIM NOJBEPXEHHBIMU OMACHOCTY MOBpPeXAcHUU mopepxHocTaMu. K manHoit
KaTeropuy OTHOCAT W3AeNUs, KOHTaKTHUPYIOLIME C MOBPEXIEHHBIMM WIM IOABEPXEHHBIMU ONACHOCTU
MOBPEXKACHMSA MOBEPXHOCTSIMY TeJIa, HAMPUMED MTOBSI3KYM WY JieueOHbIe CPEACTBA Y FepMETHYHBIC TTOBSISKH
Ha SI3BBI, OXOTH, TPAHYISLUOHHYIO TKaHb.

4.1.3 Wapenusi, npucoevHAEMbIE U3IBHE

K nanHoit Kareropuy OTHOCAT U3LENUSI, KOHTAKTUPYIOLIKE CO CACAYIOINMMH YIaCTKAMM OPraHu3Ma
YyeJoBeKa:

- ¢ cUCTeMOl KpoBooOpaienusi. Magenus, KOHTAKTUPYIOLIHME C CUCTEMOM KPOBOOOPALIEHMS B OMHON
TOUYKE U CIYXKAIUUE IS BXOAA B KPOBEHOCHYIO CHCTEMY, HAIIPUMEP YCTPOHCTBa /sl BBEACHHUS PacTBOPOB,
NepenBanust KPOBH;

- ¢ MATKUMM TKAHSIMH, KOCTHBIMYM TKAHSIMH, AcHTAHOM. M3pmenus w mMaTepuanbi, KOHTaKTUPYOLUHE
C MATKAMM TKAHSIMM, KOCTbIO U CHCTEMON KaHaji — AEHTHH, HalpUMep JanapocKoiibi, apTPOCKOIH,
CHCTEMB! JPEHUPOBAHUA, LIEMEHT IJIA CTOMATONOTUM, ITOMOUPOBOYHBIC MATEPHANBI K KOXHbIE CKOOKM;

- ¢ IUPKYJUPYIONIeH Kpoebio. M3genust, KOHTAKTUPYIOIME € CHCTEMOM KPOBOOOPAILEHUS, HalpUMep
BPEMEHHBIC JIEKTPOABI KAPAMOCTUMYJISITOPE, OKCHICHATOPHI M MPUHAINEXKHOCTH K HUM, AMAIM3ATOPDI,
TPYOKM ¥ NMPHHAUIEXHOCTH JUISI AVaNN3a, TeMO- U HMMYHOCOPOEHTHI,

4.1.4 VUMnnanTupyeMbie W3Neust

K nanHO# Kateropuu OTHOCST W3AENUSA, KOHTAKTHPYIOMME CO CASAYIOWIMMM YYacTKaMU OpraHusMa
4esoBeKa:

a) C BHYTpEHHMMH TKaHAMH OpraHuama:

1) u3nenus, KOHTAKTUPYOHHME ¢ KOCTHIO, HATIPUMEP OPTONEAMYSCKHE WHIHALKHY, TUTACTUHKY, UCKYC~-
CTBEHHBIE CBSI3KU, KOCTHHIE LIEMEHTDI, BHYTPMKOCTHBIE IIpUcTiocobieHus,

2) usnenus, KOHTAKTHPYIOUITE C MATKMMU TKAHIMHU U MEXTKAHEBOM XUIAKOCTHIO, HAipUMep Kapauo-
CTUMYJATOPDI, U3NENMNS [Jisl BBEACHUS JEKAPCTBEHHBIX CPEACTB, HEPBHO-MbIICYHbBIE NATYUKU U CTUMYIISA-
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TOPBI, MCKYCCTBEHHBIE CYXOXWJIMSI, MMIUIAHTATBl IPYIHOM Xesne3bl, MpoTe3bl rOpTaHU (UCKYCCTBEHHAs
rOpTaHb), UMIUIAHTAThl HAOKOCTHULIBI M KJIMIICH! A1 KPOBEHOCHBIX COCYIOB;

6) ¢ kposbto. M3nenus, KOHTAKTHPYIOLIME ¢ KPOBBIO, HAMPUMED 31EKTPOAE! KapAMOCTUMYASTOPA,
UCKYCCTBEHHbBIE apTepUO- Y BEHO3HBIE GUCTYIIBI, CepAeYHBIE KIAMAaHbl, TPAHCIIIAHTATEL COCYAOB, KATETePH
[ULsT BBEICHUS JIEKAPCTB B KPOBEHOCHOE PYC/IO, CTUMYJISITOPHI XKEJNYJOUKa CepaLa.

4.2 Knaccudukanus nzaenuii B 3aBUCUMOCTH 0T OPOA0DKHTENLHOCTH KOHTAKTA

HW3snemus moapasnessiioT Ha KATETOPHM B 3aBUCHMOCTH OT MTPOIOJLKMTENBHOCTY KOHTAKTA CIEAYIOLIUM
obpazoM:

- KpaTKOBpeMEHHOTo KOHTakTa A. H3menuss ogHOKpaTHOTO, MHOTOKPAaTHOIO WIH HEIMPEPLIBHOIO
HCII0/Ib30BAHUSI, KOHTAKT KOTOPBIX B OOIIEN CIOXHOCTH COCTaBIsACT MeHee 24 4;

- IAUTeNbHOro KoHTakTa b. M3menus oqHOKpaTHOro, MHOTOKPATHOTO WM HENPEPLIBHOIO MCIOMb-
30BaHHUsI, KOHTAKT KOTOPBIX INpeBbIIIAeT 24 4, HO cocTapiseT He Gomxee 30 cyT;

- MTOCTOSIHHOTO KOHTakTa B. I/I3I[€J'IV[$I OQHOKpPATHOI0, MHOIOKPATHOIO WiIHM HECIIPEPBIBHOI'O HCIIONb-
30BaHUs, KOHTAKT KOTCpBIX IpeBbunaet 30 cyr.

Ecnu mo MIPOAOJKUTEIPHOCTH KOHTAKTa MaTe€pHall WKW U3JICINE MOTYT ObITb OTHECEHHI DoJiee YeM K
OJHOW KAaTeropuu, TO UCCJIENOBAHUS MPOBOJMT IO [POrpaMMe, COOTBETCTBYIOLLEH HaubosblIcH Mpoxo-
XKMTCJIbHOCTU KOHTAKTA.

Ilpu oTHECEHUU H3XEUS] MHOTOKPATHOIO NMPUMEHEHMS K ONpENeNeHHOM KATETrOpHH [0 IIPOJIOJIKH-
TeIbHOCTH KOHTaKTa YYMTBHIBAIOT [IOTEHUMANBHBIN KyMYyJSITUBHBINA 2¢ddekT, cyMMUpPYys BpeMsi, B TeUeHHE
KOTOPOTO IPOTEKAET KOHTAKT.

5 HccaenoBaHus

5.1 OcHoBHble MOJIOMKEHMUS

KpoMe OCHOBHEBIX MPUHLUITOB, U3JIOXEHHBIX B pasfiesie 3, NpU OLlEHKE GHOJOTHYECKOro JAeiCTBIA
U3IEIUNA pYKOBOACTBYIOTCSI CIEOYIOLIHM:

a) MCCENOBAaHUSM TOABEPraloT KOHEYHDIA MPOAYKT WM PENpe3eHTATHBIIbIe 0Opasiibi KOHEYHOro
[IPOAYKTa WIM MaTepraoB;

0) mpu BbIOOpE METOMOB MCCASHOBAHWIT YUUTHIBAIOT:

1) BuA, cTemeHb, MPOXOIKUTEILHOCTb, YACTOTY M YCNOBUSL BO3ACHCTBUS W3LCAWA HA OPraHu3M
YeJI0BEKa KM KOHTAKTA ¢ HUM ITPU MCITOJIb30BAHUM II0 HAa3HAYCHHUIO,

2) XUMHYeCcKYIo U PU3HIEeCcKYI0 IPUPOLY KOHEYHOro MIPOAYKTa,

3) MOTEeHUMANBHYIO TOKCUYHOCTh XHMMYECKHX BELUECTB, UCITOIB30BAHHBIX MPH W3TOTOBJICHUU KO-
HEYHOTO MPOIYKTa,

4) BO3MOXHOCTb UCKITIOYCHMSI HEKOTOPBIX TECTOB, KOTa XapaKTep BBIMBIBAEMbIX BEILIECTB H3BECTEH
U YPOBEHb MX TOKCUYHOCTH HOITYCTUM (HANpUMEp MApefHAa3HAYEeHHBIE LI OLEHKH OOLIETOKCUYECKOro
JNeUCTBUSA),

5) OTHOMIGHHE MOBEPXHOCTU M3IEAMS WUIH €ro YacTel, KOHTAKTUPYIOLIMX C OPraHM3MOM YeJIoBeKa,
K pasMepaM Tena peuuItMeHTa,

6) uHGOPMALUNIO M3 JIMTEPATYPHBIX MCTOYHHKOB, @ TAKXKE OMNLIT K PE3YAbTATH MAOKIUHMYECKHX
HCClIeJOBAHHIMA,

7) OCHOBHYIO LeJib — OXpaHy 3M0POBbs YeJI0BeKa, a Takke obecIeyeHUe XOpOIKX YCIOBHH comep-
XaHHS. MOMOIBITHBIX XWBOTHBIX, CBEIEHME A0 MHUHHMMYMA KOJMYECTBA HCIIOAb3YEMbIX IMTOXOMBITHBIX
XABOTHBIX M BPEIHOIrO BO3IEUCTBUSI HA HMX;

B) MOJENBHYIO CPeAy W YCIOBHSl 3KCTPAKLMU [UIS TTOJYYEeHUST BBITSDKKM M3 M3OENdil BBIOMPAIOT B
COOTBETCTBHHU C IIPHPOIOIf U HA3HAYEHUEM KOHEYHOIO TPOAYKTa;

I) Ip¥ HEOGXOIMMOCTH MCTIONB3YIOT IOJIOXKMTENbHBINA ¥ OTPULIATENbHBIA KOHTPOJIb;

II) TIOCKOJIBKY ITOJIOXHTEIEHBIE Pe3YJIbTATHI HCCIEOBAHMIA He rapaHTUPYIOT OTCYTCTBUS Grolornyec-
KOTO PUCKA, UCCIIEAOBAHUS COMPOBOXIAIOT HAOMIONCHUEM 32 HEOXKUIAHHBIMU HEXeNaTebHbIMU PeaKL s~
MU WY SIBJIEHUSIMUM Y Y€JOBeKa BO BpeMst NPMMEHEHMS U3AEIUs 110 HAa3HAYeHUIO.

bubmorpadpuyeckuil MMEPEYEHh MEXIYHAPOXHBIX CTAaHZAPTOB M DYKOBOACTB II0 MCCIICAOBAHUIO
MOTeHIMATBHBIX OUOJMOIMYECKHX PeaKIINii TpUBEAEH B IPUIOXKeHUU B.

5.2 O0mue METOAL! OLEHKH OHOIOMMYECKOro ACHCTBAS MEIMIMHCKIX W3 euit

OO6uMe METOIbl MCC/MeNOBAHUM BIGMPAIOT B COOTBETCTBHH C 5.2.1—5.2.9.

5.2.1 HuroTtoKcHueckoe AeiicTBUE

JIu3uc KITETOK, 3aMeIJIEHHE pocTa KJIETOK, a TAKXE BO3AEHCTBUSA IPYIUX BUIOB Ha KIETKH, 0OyClIoB-
JIEHHBbIE KOHTAKTOM C M3OENMAMH, MaTtepraiaMi 1 (WIK) BBITSDKKAMU M3 HUX, OTPEAESSIIOT C MOMOIILIO
METOMOB UCCIELOBAHUS C UCITONL30BAHUEM KJICTOUHBIX KYJIBTYD.
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Mertonb! uccaenoBaHKS LIMUTOTOKCHYECKOTO AefCTBUSA BhIOMpaloT B cootsercTBur ¢ TOCT P UCO
10993.5.

5.2.2 CeHcuGUIM3UpYIOlee JeiCTBUE

CeHcubunnsupyouee IeicTBUe, 00YC/IOBIEHHOE KOHTAKTOM C M3IEeIMAMU, Matepuanamu v (Win)
BBITSXKKAMHU U3 HMX, OLIEHMBAIOT, UCHOJIb3ysl COOTBETCTBYIOULYIO Monenb. MccrenoBanue ceHCHOUIU3upy-
I0LlIero AeMCcTBUS HEOOXOIMMO, TaK KaK KOHTAKT € NMOTEHLMAIbHBRIMA MUIPHUPYIOLIUMH BEILECTBAMYU WM
UX BO3AEHCTBHE JaXe B TE€YEHHE HECKOJIBKHX MUHYT MOXET BhI3BATH AJIEPTUUECKYIO PEaKLIHIO.

MeToab! ccaeI0BAHUS CEHCHOMMU3HUPYIOUIETO AefcTBUS BeiOUpatoT B cootBetcTBUU ¢ 'OCT P UCO
10993.10.

5.2.3 Pasppaxaioliiee nefictsue

Pazgpaxarolryro criocoOHOCTh U3eNUil, MATEpPUAIOB U (WIM) BBITSKEK U3 HHX OLIEHUBAIOT, UCIIONb3Ys
oInpeleneHHbIe YIaCTKK Tena IOAOIBITHOTO XUBOTHOro (KOXa, rjiasa Wiu ciamsuctas obonouxa). [pu
BbIOOpE KOHKPETHOTO METO/A ONpeeSIeHUs pasipaXaiolero IeMcTBUS YYNTBIBAIOT BUI KOHTAKTA (KoXa,
riasa, cAu3UcTas obooYKa) Y MPONOIKHUTELHOCTS KOHTAKTA WIK BO3AelicTBuS.

Mertoasl uccrenoBaHusl pazipaxaroliero fefictsus BoiOMparoT B cootsercrbuu ¢ [OCT P UCO
10993.10.

5.2.4 BHyTpHKOXHAas peaKllusi

MecTHyI0 peakLMI0 TKaHK Ha BBITSDKKY M3 U3EIMI OLIEHUBAIOT C TIOMOIUBIO METOAA BHYTPHUKOXHOM
MpoGbl. DTOT METOA MPUMEHSIOT B C/Iy4asx, KOr[a ONpeaciIcHue pasapaxalouero JeHCTBHA Ha KOXE U
CIM3UCTOI 000JIOUKE HENPUIOAHO (HampuMep IpU UCCIeIOBaHUU M3IENMNA, KOHTAKTUPYIOLIMX C KPOBO-
TOKOM), MIPEATIOYTUTEIBHO B CAy4asix, KOTAA 9KCTparupyeMble BellecTBa M'MAPo¢oGHbI.

5.2.5 O6uierokcuueckoe gelcTBue

Bpenuniit a¢dext, 06ycAOBIEHHBIA H3AeMUSIMA, MaTepualaMi M (WIM) BBITSDKKAMH M3 HMX, [IpH
OIHOKPAaTHOM WM MHOIOKpPaTHOM BO3AEHCTBMM Ha IOAOIBITHBIX XUBOTHBIX B TeueHHe MeHee 24 u
OLIEHUBAIOT C TIOMOUIbIO METOXOB UCCHEI0BAHMS OOLIETOKCHYECKOTO TEACTBHA. DTH METOMLI TipYMEHSIOT
B CJly4asx, Korja IpHM KOHTAKTe BO3MOXHa abcopOuusi TOKCUYHBIX MUTPUPYIOLIMX ar€HTOB U TIPOAYKTOB
LECTPYKLMH.

TecTsl HAa MHPOrEHHOCTb HCIOJB3YIOT IUISl ONPENCTCHUS] MUPOrCHHBIX DEAKUUI IKCTPAKTOB W3
H3neNui wiu MartepuanoB. Ilpu 5TOM MMEIOT B BUAY, YTO C IOMOIIBIO OJHOTO TECTA HEBO3MOXHO
ONpeNeNUTh, BBI3BAHA JIK [IMPOreHHOCTh CaMOU BBITSDKKOW WM 3arpsi3HeHHeM 3HIOTOKCHHOM.

MeTtoasl uccaenoBaHus oGLIETOKCHYECKOTO AelcTBHS BhIOHpaloT B cootBercTBuu ¢ 'OCT P UCO
10993.11.

5.2.6 CyGxpoHuueckas (IIOZOCTPasi) TOKCMYHOCTD

C NOMOILIBIO METOIOB UCCIEA0BAHMS CYyOXpPOHMYECKON TOKCHYHOCTH ONpefesioT 3¢ ¢eKT OTHOKpaT-
HOTO MM MHOTOKPAaTHOTrO KOHTAaKTa ¢ W3feMueM, MarepraiaMd M (WiM) BBITSXKAMHU U3 HUX WIH
BO3JEHCTBUS B TeueHVe He MeHee 24 4, Ho He Gojiee 10 % XKU3HEHHOTrO ILIMKIA TIOLOIBITHOTO XWBOTHOTO
(nampumMep 10 90 ¢yT y KpBbIC).

HccnenosaHusi cyOXpOHUYECKOH TOKCUYHOCTU MOXHO He TIPOBOAHMTH IUIS MAaTepHaioB, 0 KOTOPBIX
MMEIOTCST JaHHBIE O XPOHMWYECKOM ToKcHYHOCTH. B oTueTe O pesynbratax HCCASIOBAaHMIM YKasblBaIOT
NPUYMHY, U3-3a KOTOPOI HccaenoBaHus CyOXpOHUUECKOM TOKCHYHOCTY He ITPOBOJWIN.

MeTonbl MCCIEIOBAHUSA CYOXpOHMYECKON TOKCMYHOCTH BBIGMPAIOT B COOTBETCTBUM C BUIOOM M
MPOAOJIXKUTETBHOCTBIO KOHTAKTA.

5.2.7 TeHOTOKCUYHOCTD

I1py ucenenoBaHUM FeHOTOKCUYHOCTH MCTIONb3YIOT KIETOYHBIE KYIbTYPEI MIIEKOITUTAIOLINX U APYTUX
JKWUBOTHBIX. JIOTTYCTHUMBI K IPYTHE METOIEI MCCIEA0BAHUS PEHHBIX MYTALIMi, U3MEHEHUM CTPYKTYPSI K YUC/a
XpOMOCOM, & TAKXKe APYTUX TOKCUYECKHX BO3NeHCTBUI Ha ne30KcuprOoHyKiIeuHoBYIO Kuciaoty (JHK) wiu
TeHbl, 0OYC/NIOBNEHHBIX KOHTAKTOM C U3leaueM, MaTepraaMy M (IJIH) BBITSKKaMU U3 HUX.

Mertoasl UcClefoBaHUsA NeHOTOKCHMYHOCTH BrIGUpaloT B cooTBeTcTBUM ¢ 'OCT P UCO 10993.3.

5.2.8 Vmmnnanrauus

C MoMoLLpI0 UMIUIAHTAIIMOHHOIO TECTa OLIEHMBAIOT MECTHOE ITATOreHHOE JeHCTBHE Ha KUBYIO TKaHb
(Ha MaKpOCKOITMYECKOM U MHUKPOCKOITMYECKOM YPOBHSX) IpH U3y4YeHMU 00paslia MaTepuana WM KOHed-
Horo npojgykTa. O0pasel; Marepuajia WIH KOHEYHOTO IPOAYKTA UMIUIAHTHPYIOT XUPYPrudecKUM ITyTeM B
OIpefeNIEeHHYI0 TKAaHb ITOJOIBITHOIO XWBOTHOMO B COOTBETCTBUM C IPEATIONaraeMbIM MpUMEHEHHEM
(HanpuMep HccieJOBaHUE CTOMATOJOTMYECKMX MATEPHATIOB).

BriGpannple MeTOlb! MCCIEIOBAHUM OGBIYHO COOTBETCTBYIOT BULY M MPONOIKHTEIbHOCTH KOHTAKTA.
pu n3yyeHuu Marepuasnos, eciid OAHOBPEMEHHO OMPEAE/AIOT obllee TOKCHYECKOe AeHCTBIE, BRIONPAIOT
METOIbl UCCICAOBAHUI, SKBUBAIEHTHbBIE UCCACIOBAHUIO CYOXPOHHYECKOM TOKCUUHOCTH.
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Merons! cceoBaHUsI MECTHOTO JeiiCTBYSA [TOCAe UMILTAHTALMY BpIGUpaloT B cooTetcTBuy ¢ TOCT
P UCO 10993.6.

5.2.9 T'eMoCOBMECTUMOCTD

IIpu uccaenoBaHUSX TeMOCOBMECTUMOCTY OLIEHUBAIOT BO3AEHCTBHME HA KPOBb WJIM €€ KOMITOHEHThI
NIPU KOHTAaKTE U3JENUI, MATCPUATIOB C COOTBETCTBYIOILEH MOJENBIO MM CUCTEMOM.

Tecthi Ha reMOCOBMECTHMOCTh paspabaThIBalOT TaK, YTOOBl GBUIM CMOJENMPOBAHbI [EOMETpHS,
YCJIOBUSL KOHTaKTa M JMHaMMKa KPOBOTOKA BHYTPH M3IENMsI UJIM Marepuana BO BPEMS KIHHUYECKOIo
MPUMEHEeHUsL.

Hccnenopanue remMonnsa Mo3BoJsieT ONpPefeIUTh CTEMEHb JIM3HCa 3PUTPOLUTOB U BbICBOGOXICHUE
reMorjo0MHA Moj, BO3ACHCTBUEM H3AEINH, MaTepualoB ¥ (WIM) BBITSKEK M3 HHX in Vitro.

Meroabl UcCIeIOBaHUs I'eMOCOBMECTUMOCTH BhiOMpaloT B cooTBercTBuM ¢ FOCT P MCO 10993 4.

5.3 JlononHuTe/ibHbIE METOABI HCCAEA0BAHMM

HomnonHuTe/IbHbIE METOABL UCCAENOBAHUN BHIGHPAIOT B COOTBETCTBHU ¢ 5.3.1—5.3.4.

5.3.1 XpoHuyeckast TOKCUYHOCTh

[Tpu uccnenoBaHUsIX XpOHUYECKOH TOKCUYHOCTH OLEHMBAIOT 3 (eKT ONHOKPATHOTO WM MHOTOKPAT-
HOTO JIEHCTBUST U3ACTUI, MATEPUAIOB U (WJIH) BBITSKEK U3 HUX B TEUCHHE MepUo/ia BpEMEHH, COCTABIAIO-
wero e MeHee 10 % TpOmOKUTENBHOCTH XU3HU JaGopaTOpHOro XuBoTHoro (Hanpumep 1o 90 cyr y
KDBIC).

MeTtoan! ucciegoBanuil xpoHuueckoit Tokcuyroct soidupatot o 'OCT P UCO 10993.3 B coort-
BETCTBUM C BUIOM U IPOIOIKUTENBHOCTBIO KOHTAKTAa WIH BO3NEHCTBUS.

5.3.2 KaHueporeHHOCTh

Ilpy UcceRoBaHUAX KAHLEPOTEeHHOCTH W3YYalOoT YKA3aHHYI0 aKTHUBHOCTb MU3JENWi, MaTepUaioB U
(1K) BBITSIKEK M3 HUX B pe3yJ/IbTare OXHOKPATHOIO, MHOIOKPaTHOIO KOHTAKTa WK BO3AEHCTBHS B TeYeHHE
TIEpBoAa BpeMeHH, COCTABIAONUIEro COABIIYIO YACTh XHU3HEHHOTO IIMKNA XXUBOTHOIO. DTH HCCed0OBaHUsA
MO3BOJSIIOT OLHOBPEMEHHO W3YUHUTh XPOHUYECKYI0 TOKCUYHOCTb U KAHLEPOreHHOCTb B paMKaXx OXHOTO
3KCIEPUMEHTA.

UccnenoBaHusi KaHIIEPOTEHHOCTH MPOBOAST B TeX CHyvasx, Koria HMMEIOT NAHHBIC W3 ApYrux
VCTOYHHKOB, MpeAroaraionue nogooHy aKTHBHOCTb.

Meronpl uccienoBaHus KaHueporeHHoctd Beioupalot 110 FOCT P MCO 10993.3 B cooTBEeTCIBMM C
BHIOM ¥ MPOJOJDKUTEIBHOCTHIO KOHTAKTA MJIM BO3NEHCTBUS.

5.3.3 Tokcuyeckoe BO3ASUCTBUE HA PENPOAYKTUBHYIO DYHKUMIO U PA3BUTHUE

TTpu 3THX HcCNenOBAHUAX OLICHUBAIOT CIIOCOOHOCTE MAaTEPHAIOB, U3NEIUNA M (WIH) BHITSDKEK U3 HUX
OKa3bIBaTh BPEIHOE BO3NEHCTBME HA PEIPOAYKTUBHYIO PYHKIIMIO, Pa3BUTHE IMOPMOHA (TEPaTOreHHOCTD),
Ha npeHaTajibHOoe (BHYTPUYTPOOHOE) U MOCTHATANLHOE Pa3BUTHE.

Yka3zaHHble UCCJIENOBAHHS MIPOBOT B TEX CJIy4asiX, KOTAa MMEIOT JAHHBIE U3 JIPYTUX UCTOYHHKOB O
TOM, YTO W3CNUE MOXKET O0NagaTh CMOCOOHOCTBIO BO3NCHCTBOBAThL HA PEMPONYKTUBHYIO GYHKUMIO U
pasButHe cydbekTa. [Ipd 3TOM YYMTBIBAIOT BUJ M NMPOAOJIKUTEIBHOCTh KOHTAKTA.

MeToAbl UCCACROB2HUA TOKCUYECKOro JIEHCTBUS HA PeNPOMYKTUBHYIO QYHKIMIO M pPa3BUTHE BhIOH-
pator B coorBetcTBUH ¢ TOCT P UCO 10993.3.

5.3.4 buonerpanauus

Mpy Hanmyuy cnocoGHOCTH M3AEAUN WIK MaTepUaioB K paccachlBAaHUIO WM JECTPYKLMM UCIIOJNb-
3yI0T CMELMaIbHbIE METONbI MccienoBaHui. MccnegoBaHus mpoiieccoB abcopOumu, pacnpocTpaHeHis,
6noTpaHchopMalMK U BEIBEACHUS MPOAYKTOB NECTPYKLUMHU U3IEAUI, MATEPHANIOB 1 (MJIH) BHITSKEK M3 HHUX
mposoaat B cootsercTBru ¢ TOCT P MCO 10993.9.

6 BpiOop MeTON0B OllEHKH OHONOrMYECKOro IeicTBns

OueHUTh OHONOrMYECKOE ACUCTBUE M3NENUA U MAaTEpUANIOB MOXHO KaK M3yYeHHEM COOTBETCTBYIO-
HIETO MPEABIAYIIETO OMbITa, TaK M MPOBEACHUEM IKCICPUMECHTAIBHBIX UCCIECTOBAHMMN.

Ipyn HanMYMK¥ TAHHBIX 00 MCITONB30BAHUW M3AENUSA W (WIKM) Martepyayia B KayecTBe, aHaJIOTHIYHOM
TOMY, B KOTOPOM OH OYJET NPUMEHEH, MOXET ObITh JAHO 3aKIIIOYeHHE 00 OTCYTCTBUM HEOOXOZUMMOCTU B
NMPOBEACHUM SKCIIEPUMEHTANBHOIO UCCAEXOBAaHMSA U3Aenus ¥ (WiM) MaTepyana.

B Tabnuue 1 ykazaHbl METOIBI, PEKOMEHAYEMbIE Uil OOLUCH OLIEHKH U3AEAUA 1 (WiK) MaTepHasos B
3aBUCUMOCTH OT KaTeropuu U3NeJus.

B taGnuue 2 ykazaHbl METONBI, peKOMEHIYEeMbIe [JIs1 HOTIOTHUTENIbHOM OLEHKU TAKXE B 3aBUCUMOCTH
OT KaTeropuyt U3Ienus.
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KaTCI‘OpHH U3JEeNUi B 33aBMCHUMOCTH OT KOHTAaKTa C MeTon HeeenoBaHusi
OpraHu3MoOM YeJlIOBEKa
£
MpoponxuTens- 2 3
HOCTb KOHTAKTa & g E g
(cM. 4.2): = 9 g . g &
A — KpaTKoBpe- = g = E s 5 B
T'pynna Bun MeHHblt (<24 4); § 2 4 2 5 £ z -
u3nenuit KOHTaKTa B — nmuTenpHbIi g & 8 E % é_ g E
(oT 24 4 o Z (% E g e z 5 8
30 cym); £ 2 o g e = g %
B — nocrosH- 2 e E é 5 g 2 §
9 »
Hi (>30 cyT) g 2.8 g g & S g 2
= O & & o 6) & = ot
Usnenns Koxa A + + + — — — — —
MOBEPXHOCT - b + + + —_— — — —_ —_
HOI'0 KOH- B + + + — — —_ — —
TaKTa
Cnuaucras A + + + — — — — —_
o6onoyka b + + + — —_ — - —
B + - + — + + — —
[ToBpexneHHElE A + + + — _ —_ - —
WIN T10aBED- B + + + — — — - —
>KEeHHBbIE Orac- B + + + — + + — -
HOCTU MOBPEX- [
JEeHUA TTOBEPX-
HOCTH \
WUspenns, Henpamoit A + + + + — _ — _
TIpYCOeIU- |KPOBOTOK b + + + + — — — +
HSIEMEIC B + + — + + + — +
| U3BHE
Msarxkue TKaHH, A + + + —_ — —_ + —_
KOCTb, I€HTUH b + + _ — — + + .
B + + - — — + + —
Cucrema Kpo- A + + + + — — b +
| BOOGpaLIEHNSA b + + + + — + — +
B + + + + + + — +
1
HUmruiantu- {Msrkas TKahb, A + + + - — —_ — —
pyeMbie KOCTh ) + + —_ — — + + —
n3penus B + + — — —_ + |+ -
Kpogb A + + + + — — + +
B + + + + — + + +
B + + + + + + + +
[IpumMeyanue— Meromsl MccrenoBaHMiH, OTMEUCHHBIE 3HAKOM «+», DEKOMEHAYIOTCS VIt paspaboTky
MTpOrpaMMbI OLIEHKH COOTBETCTBYIOIIMX M3e/Hii. ONHAKO MX HE CIeAyeT pacCMaTpMBarh Kak o0s3aTeAbHbIA nepeueHk.
J
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Ta6nwua 2-— JoNnONHUTENBHBIE METONBI OLIEHKM GHOMOIMYECKOTO ACCTBUSA MEIMLIMHCKUX U3NETHi

Kareropys usnennit B 3aBUCUMOCTU OT KOHTAKTa .
¢ OPraHN3MOM YeJIOBEKA Metoz uccnenosanui
TTponomxurens-
HOCTb KOHTaKTa
(cm 42).
A — KpaTKoBpe-
[pynna Bun MeHHblit (<24 4), | XpoHuyeckas KaHueporen- PenponyKTisHas
U3neaui KOHTaKTa b — pavrenbHbl | TOKCHYHOCTD HOCTDL $yHKINA, Buonerpanauns
(OT 24 4 o Pa3BHTHE
30 cym),
B — nocrosinnbiit
(>30 cym)
Hsnenus Koxa A — — — —_
MOBEPXHOCT- b - — — —
HOT'O KOHTaKTa B — — — —_
| Cnusnctoie A — - — —
000 TouKY b — —_ — —_
B — — _ —
]
i TlospexneHHsie, |
; MONBEPXKECHHbIC i
OINacHOCTH A — — — —
' MOBPEXICHHS b — — - —
MIOBEPXHOCTH B - - - - !
|
'"Uspenvs, Henpsmoit A — — —_ [ — [
‘npncoennnsxemle KPOBOTOK b — — — —
|
W3BHE B + + — —_
Msdarkad TKaHb, A — — _ —
KOCTb, JeHTHH b - — — —
B — + — —
HUmriranTupye- [Markass TKaHb, A — — - -
Mble M3ACTUs KOCTb b — — — —
B + + — —_—
Kposb A — — — —
B — —_ —— —
B + + — -
IIlpumMedyanune— MeToonl MccaeROBAHMIt, OTMEUCHHLIC 3HAKOM «+», PeKOMEHAYIOTCH i pa3paboTKu
NPOrPaMMEI OLIEHKHM COOTBETCTBYIOIIMX U3Ne/nii OMHAKO HX He CJISYET pacCMATPUBAaTh KaK 00I3aTe/IbHBIIA NepeyeHb.

I1pu paspaboTke mporpaMMbl UCCACHOBAHUMN U3 YIUTHIBAIOT, YTO HE BCE METOAbl, YKa3aHHbIE
B Tabnuuax s onpedefleHHOU KaTeropuu, HeoOXOAMMbI M MPUMEHUMB! sl KAXAOro KOHKPETHOIO
WU3LETUsL.

IIporpamMmy HccleqoBaHUKA TUIAHUPYIOT TaK, YTOOBI KaXaoe M3AeNHe OLECHUBAJIK B COOTBETCTBUM C
MpUCYIIMMU eMy KayecTBaMK. IIpu HeoOXOmMMOCTHM HMCHONB3YIOT clieHMaNbHO pa3paboTaHHble METOHBI
HCCACNOBAHNM, HE YKa3aHHBIC B TabnyHax.

B otyere o pesyapTarax MCCHENOBAHUI OGOCHOBBIBAKOT BEIGOD TE€X MJIM MHBIX METOLOB.
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7 Odbecneyenne NOCTOBEPHOCTH H HAECKHOCTH PE3YJILTATOB MCCJIeIOBAHMI

7.1 I'apaHTHs JOCTOBEPHOCTH H HALEKHOCTH MCNOJIB3YEMBIX METONOB HCCJIEAOBAHMS

WUcrnonb3yeMbie MeTORBl WCCHEAOBAHUM JOJDKHBI OBITh UYBCTBMTEAbHBIMH, TOYHBIMH, TILATENLHO
BBUTOJIHCHHBIMH.

Peaynbrathl HccnenoBaHuii JOJDKHBI ObITE BOCIIPOM3BOAMMBIMU IIPU MEXJIA00PATOPHOM M BHYTpHIA-
GopaTOpHOM KOHTpOIJIE.

7.2 TapaHTHA NIPUMMEHEHHA MaTePHAIA ISl U3rOTOBJIEHNS H3IENHS H BO3MOKHOCTH JUIMTE/ILHOTO puMe-
HEHWs N3NenHs B MeIVMIMHCKOR NMpakTHKe

lapaHTHIO TOTO, YTO MaTepUan IIPUMEHUM LIS U3TOTOBICHUS U3IENHS, a TAKXKE YTO U3AeNINe MOXHO
MpUMEHSTL B MEOUIIMHCKON MpakTHKe B TEYEHUE MIMTEIHLHOTO BpeMeHHM, o0ecneynBarT CHCTEMO
Ka4ecTBa (CM. TIpUIOXEHWEe A, rosscHeHue 7.2).

INNpumeuanue— B IOCT P UCO 9001 uanoxens: TpeOGOBaHHUA K CHCTEMAaM YIpaBieHMs KayecTBOM. B
HUCO 9004-1 npeacrasneHo Gosee roapobHoe PYKOBOACTBO 10 pa3paboTKe M NIPOM3BOICTBY NPOAYKLIMH.
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MMPUJNIOXEHHUE A
(cripaBoYHOE)

IToacHenun

A.1 TposicHenns 1O CTAHTAPTY B HEJIOM

Hacrosmumit craHmapT nocBslleH obeclieuyeHUIo 0e30MacHOCTH MCIMONb30BAHUA MEAMLIMHCKHUX H3NENHIA M
Marepuanos. [TonoxeHns HACTOALLEro CTAHAAPTA PACCYMTAHLI HA TAKO# ITOAXOJ K OLEHKe OHONIOrHYeCcKoro JeicTeus
MEIMIIMHCKUX M3JENNIA, KOTOPBIH paccMaTpuBacT €€ KakK 00sA3aTe/IbHYI0 4acThb o0uieH OUeHKM 0e30TIaCHOCTH Meay-
LIMHCKMX HM3[eUI M MaTepHaJoB M BaXKHBIM sTan ux pa3paborku. Tak e, Kak M ocTaqbHble 3Tanbl Hpolecca
pa3paboTKy, OLEHKa HalleJIeHa Ha ONpeac/icHUe BO3ACHCTBUA U3AEUI U MATEPHAIOB Ha pa3IMYHbIe TKAHU OpraHu3Ma
YEJOBCKA IIpHU NIPUMEHEHHWH MO HASHAYCHUIO, 4 HE B Kakux-Ju60 CHCL[VIC‘)PI‘ICCKMX YCIOBUSAX.

B Hacrosiuem craHaapre MpeacTapieHbl KiacCubUKaLMs MEAULMHCKUX W3OENNI, B KOTOPOil Bblac/¢HbI Haubo-
JIE€ KPYHNHBIC KAaTEropmy, a Takxe METOAb!I NCCICAOBAHNS OV OIOTHYECKOTO ACUCTBUNA Jis Ka)KJJ.Oﬁ Kareropmn.

Tak kak Auama3oH BO3MOXHOro OMONOrMYecKoro pucka obLIMpeH, HEeNb3s paccMATpUBATh B3aMMONCHCTBHC
TKAHH C MaTepUAsioOM MU3OAMPOBAHHO OT OOllei KOHCTPYKLMM u3Aenud. Vlcronb3oBanue camMoro Jiyqylero ¢ TOUKH
3peHUS B3AUMORCHCTBIA C TKAHBIO MaTepHalla MOXET TIPABECTH K YXYALICHUIO DYHKIMOHANBHEIX KaueCTs 13aenus B
uenoM. IlpH 3ToM B3anMoOJeiicTBIE C TKaHbO — JIMIIbL OHA U3 XapakTeprcTHK Marepuana. Ecnu ycioBueM npuMeHe-
HUS TI0 HasHAUeHUIO SBJISIETCS KOHTAKT C OPraHM3MOM 4Y€JIOBEKAa, TO BIAMSHUE pasMepoB HU3NEAUS WM ero 4acrei,
KOHTaKTHPYIOLIMX C COOTBETCTBYIOLIMMH TKAHAMH, SIBJIICTCS1 06A3aTeNbHbIM TMpejiMeToM MccicioBadust. OOblYHO Xe
B CTaHJapTaXx M PYKOBOJCTBAaX, YCTAHABAMBAWOIIMX TpeGoBaHus K pa3paboTKe M TPOM3BOACTBY M3ACAUM, BIMAHUC
pa3MepoB U3IeNus WiK €ro yacTelt, KOHTaKTAPYIOIUX ¢ TKAHAMM OPraHU3Ma, He pacCMaTpHUBAETCH.

Buonornyeckoe neicTBre Marepuaia MOXeET ObITh HEXENATCILHBIM MDY €ro MCTO0/Ib30BAHMH 8 OIHOM KayecTBe
TIPUMEHEHHUS 1 He ObITb TAKOBBIM MPU MCNOJIB30BAHMH B IPYTOM KayecTBe.

HecMoTps Ha To, YTO M3yYeHHE GMONOTHYECKOTO HEHCTBHS MEIHIHHCKOTO U3NEINS WM MaTepuaia olipaeTcs
Ha METO[bl C MCIONb30BAHUEM XUBOTHBIX, HEOOXOAMMO YYHUTHIBATL, YTO OJIMH U TOT XE MATEpPUall MOXET OKa3bIBaTL
HEOMMHAKOBOE BO3JAEHCTBUE HA TKAHM 4YeJoBeKa M XXKUBOTHoro. KpoMme Toro, Hanwuue y Jiofeil WHAMBMAYAILHBIX
peakuyi TO3BOJISIET IPEArioNaraTh BO3MOXHOE BO3HHUKHOBEHME HexenaTtelbHoro sdgpekra npu NpUMEHEHUW yXe
M3Yy4EHHBIX MaTepuanoB, UMEIOIIMX CTaOUAbHEIE XapaKTepucTHKH. [1o3ToMY 110 Mepe pasBUTHA HayKH W MOHUMaHUs
OCHOBHDBIX MEXaHV3MOB BO3ACHCTBUS M3NENViii ¥ MaTepuanos npearnoyreHue OyAyT OTAABATE METOAAM in VItro B Tex
cayJasix, KOraa oHu obecrieyar paBHOUEHHYI0 HHPOPMALHIO.

TIpuMeHeHHEe Ype3MEepHO XEeCTKMX METOJOB M KpHUTEpHeB OLICHKM MOXeT NPUBOIUTH JIMOO K M3NHILHUM
OTpPaHWYEHHUSM (3amnpeTaM) B OTHOLICHUW NIPUMEHEHUSA U3NENUI MY MAaTEPUAIIOB, MO0 K NOXHOMY [IPEACTaBACHUIO
00 OnacHOCTH HX MCTIONb3OBAHUA.

Korna ycraHaBnmuBaloT ocoObie TpeOoBaHUs K Ge3onacHoCTH NMPUMEHEHMSE MEOVMIIMHCKOro W3ASIUS WM MarTe-
pHasia, CTIELMTUCTEI B 00/1aCTH UCCNEA0BAHUN MeAMLIMHCKUX M3IEAMA Y MaTepyaioB MOTYT HCITO/NB30BaTh CIIEHab-
Hble METOObl ¥ KPUTEPHUM OLIEHKH. B TakoM ciaydae MeTOObl M KPUTEPUH OLIEHKM YCTAHAB/IMBAIOT B HOPMAaTHBHOM
LIOKYMEHTE Ha KOHKPETHOE U3/Ie/Me WIM MaTepyal.

HacToswmuii craHgapT He ABaseTcs HabopoM 06s3aTeNIbHBIX TPeOOBAHHMIA M METOIOB, MPEeIHA3HAYEHHBIX JUIst JTHLL,
HE MMEIOLMX HI COOTBETCTBYIOLEH MOArOTOBKH, HY OTbiTA. [10/I0XKEHUSI HACTOSILIIETO CTaHAApTA CACAYET NPUMEHATD
C OmNpeAcfieHHOW HOJielt WMHTeprpeTauMM M B3BeUIEHHOCTH. Ha 3To cnocoOHBI CHELMANMCTBI, KOTOpPhIE UMEIOT
MTOATOTOBKY M OTBIT B OLIEHKE OMOMOrHYECKOTo ACWCTBHS M KOTOpPbie OYAYT yYUTBIBaTh (paKTOPLI, OTHOCAUIMECT K
M30EINI0, MaTeprualy M NTPEArIoylaraeMoOMY HasHaYeHMIO, a Takke OyayT yuurbiBaTh MH(OpMalIMio, NONYUCHHYIO U3
JUTEPATyphl, JabOPaTOPHOro ¥ KIMHUYECKOTO OITITA.

A.2 Tlosacrenwst o pa3fenaM CTanAapTa

Huxe nanb nosicnenns K pasgenam (NogpasienaM) HACTOsILero cTannapTa. Hymepaliust pasnienos (NoApasienon)
COOTBETCTBYET HyMepalLlMH, NIPUHATOI B OCHOBHOM YacTW CTaHAapTa.

Paznen 1 Kpome xapakTepucTuk 6M0JIOrMYECcKOro AeHCTBUSE MaTepuasa, CyIIECTBYIOT M IPYrUe BaXHbIE XapakK-
TEPUCTHKH, KOTOPbic HEOOXOAMMO NMPUHYMATEL BO BHUMAHMNE NIPY CO3MAHWUU M3JCTUA.

3.6 TlepBuunasg olEHKAa OMOJOTMYECKOTO NEUCTBUS MEIMIMHCKOrO W3JeSMs MOXET BKIouaTh B cefGs Kak
HM3YYCHME JaHHBIX TIPEAILICCTBYICHIETO OMbITa, TAK U 3KCIEepUMEHTaIbHbIe McenenoBaHus. [TogoOHas oLeHKa MOXeT
TI03BOJIUTD CHENATh CIEAYIOIINH BBIBOX: HET HEOOXOMMMOCTH IPOBOAUTDL ZKCINEPUMEHTANIbHbIE UCCICIOBAHUSA TOTAA,
Koraa BbIOpaHHBIM MaTepHal YXe MCIONb3YIOT B KayecTBe, aHAJOrMYHOM TOMY, B KOTOPOM IIPEAIONaralT ero
UCTIONb30BATh B CO3/ABAEMOM H3IE/IHMU.

OueHKa JO/DKHA YYUTBIBATh MPEAIToIaraeMoe U BOIMOXHOE HEOXHAaHHOE B3aUMOACHCTBHE MEXIY MaTepHAIOM
W TKaHsIMM OpraHM3Ma 4eJioBeKa.

3.8 llenp maHHoro mojpasaena — u3bexarb IMPOBCACHUS 3KCIIEPUMEHTAJIbHLIX MCCICIOBAHUIT B TeX Clyyasx,
Korna nml)opmaumo O Marepyvajie MOXHO MONYYHUTh U3 WHBIX UCTOYHHKOB.

7.2 Bpibop ¥ ouLeHKa MaTepHaioB, KOTOpbIC OyIyT KOHTAKTHPOBaTh ¢ TKAHAMHU OpraHU3Ma yejoBeka, TpeGyloT
TaKoI'o CHCTEMHOTIO TTOAX0a, [IPY KOTOPOM XapaKTEPUCTHMKH BCEX MATEPHANIOB, BXOASIUX B KOHEYHbIA NpoayKT, 6yayT
y4TeHbI NpY 00LIel olLeHKe KayecTBa pa3paboTKy U3zmeusl.

10
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