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MpaBuna NpMMeHeHs HacTOoALEro cTaHjapTa YyCTaHOB/EHbl B CTaTbe 26 ®efepasibHOro 3akoHa
0T 29 uoHs 2015 r. Ne 162-#3 «O cTaHgapTwusauun B Poccuiickoii ®efepaunmn». MiHdopmaumsa 06 uns-
MEHEHMAX K HacToALLeMy CTaHAapTy nybankyeTca B oxerogidOm (Mo COCTOAHUIO Ha 1sHBapS TekyLero
rofa) nHhopMauMoHHOM yKasaTene «HauvoHanbHble cTaHAapThi», a oUUMasbI<bIi TEKCT U3MEeHeHWi
M MOnNpaBoK — B eXeMeCAYHOM MHOpMaUNOHHOM ykasaTene «HaunoHanbHble cTaHgapThi». B cnyvae
nepecmMoTpa (3amMeHbl) UM OTMEHbl HACTOALWEro cTaHgapTa CooTBeTCTBYyLee yBefoM/eHe byaeT
ony6/MKoBaHO B GnmKaliliem BbIMyCKe eXeMeCAYHOro WHOPMaLMOHHOro ykasaTens «HauuoHabHble
cTaHgapTbi». CooTBeTCTBYWAasa nHpopmauns, ysefjoMneHne 1 TEKCTbl pasMeLllalnTCcsa Takke B UH-
dhopMaLMoHHO cucTeme obLLero nonb3oBaHna — Ha ouumanbHoM caliTe degepanbHOroO areHTCcTBa Mo
TEexXHNYeCKOMY PeryampoBaHuio n MeTponoruy B ceTmn NHTepHeT (www.gost.ru)
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HacToswwuii cTaHgapT He MOXeT GbiTb NO/IHOCTHIO UK YACTUYHO BOCMPOU3BEAEH, TUPAXMUPOBAH U pac-
MPOCTPaHEH B KayecTBe ohMLMaIbHOTO N3aaHns 6e3 paspelueHnst defepasibHOro areHTCTBa No TeEXHUYEeCKo-
My perysiMpoBaHuio 1 MeTposiorum
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BesepeHune

Cob6noaeHne NonoxeHnii ctaHaapToB cepun «CucteMa oLeHKM GUONOrMYeckoro 4ecTens» No3BoauT
o6ecneynTb CUCTEMHBIA NOAXOA K OLieHKe 6MOM0rMYeckoro AelCTBUS MeanLMHCKUX n3genuin (aanee — MW).

HacTosAwwmii cTaHAapT ABNSIETCA PyKOBOACTBOM MO OLeHKe BG1O0M0rMYeckoro AeicTBus npumeHeHms MA
W npefHasHauveH ANa NMpUMEeHeHUs uccregoBartenamn (McnbiTatensmu), paspaboTymkaMmm 1 N3roToBUTENAMN
MW npv npoBefeHNn TOKCUKOMOTMYECKNX UCCMeA0BaHUNA, SKCNEepPTN3bl, KOHTPONS KayecTBa, 3D eKTUBHOCTMN
1 6esonacHocTM MW. npu ux perncrpauum, NpousBoACTBe, NOATBEPXAEHUN COOTBETCTBUA U rOCYAapPCTBEH-
HOM KOHTpOJie (Haa3ope).

Llenbto HacTosLero ctaHgapTa SBAseTca ycTaHOBAeHUe obwmx TpeboBaHuin Gronornyeckon 6esonac-
HOCTM MW c y4eToM NOTEHLMANbLHOMO pyUcka AN 340P0BbA U NOAXOA0B K UCCNEfOBAHUSAM WU UCMbITAHWSAM.

HacTtoswwmiA ctaHfapT SBNsSeTCsS OcHOBoMNonarawwum. MNpy NpUMEeHEeHUN CTaHA4ApPTOB Ha KOHKPETHble
BMAbI NPOAYKUMM CreayeT yunTbiBaTb TPe60BaHNS HACTOALLEro ctaHgapTa

HacTosiwumii ctaHgapT He 3aMeHsieT cTaHAapTel cepum FTOCT ISO 10993. HO pa3bsACHAET M AONOSHAET
HEeKOTOpble MOJIOXEHUS, HE YUTEHHbIE B AaHHbIX CTaHAapTax, CoAelCTBYeT COTPYAHUYECTBY MexXay nabopa-
TOPUAMY 1 APYTUMK opraHamu, o6mMeHy nHdopmaLmeid 1 onbITOM, rapMOH/3aUMn CTaHAapToB 1 npoueayp

B cepuio ctaHpapToB «M3genna meguumHckue. Cuctema OLeHKM G1ONorMyeckoro AeicTens», BXoaaT
crnepyrolime yacTtu:

- Yactb 1. O6wme TpeboBaHNS 6MOMOrMYECKOn 6e30nacHOCTU:

- YacTb 2. MpumeHeHne ypoBHA NpeaesibHO AoNYCTUMOro TOKCMKONOrMYeCcKoro BO3AencTBrs ANs OLEeH-
K1 6MOCOBMECTUMOCTM KOMMNOHEHTOB MeAULMHCKUX U3AeNnuii

- YacTb 3. MeToabl uccnepoBaHuii (MCnbiTaHuii).

Mpu hopmrpoBaHuM NoaxoAa K UCCNefoBaHusM cnegyeT yuuTbiBaTb HOBU3HY MU (Npu BbiBeAEHUN HA
PbIHOK HOBOTO MPOAYKTA) WX OMbIT NpUMeHeHnss M/ B KNIMHWYECKOW npakTuke (Npu n3MmeHeHun MU c uenbto
OLLEHK/ PUCKOB 3TUX U3MEHEHU).

CopepxaHue B M/ nekapcteeHHoro cpeactaa (JIC) unu gpyroro 610n0rmyeckn akTMBHOroO KOMMNOHeHTa
SAABNSAETCA BaXKHbIM acneKkToM, KOTOpbIii cneayeT yunTbiBaThb.

[ns perpagnpyembix/pe3opbupyembix M/ BaXKHO yunTbiBaTb BPEMS 1 CTENEHb Aerpagauundesopouun,
a Takke OLEHUTb CTeneHb OMacHOCTW NPOAYKTOB Aerpajauun/pe3opbLmn Bo BpEMEHHOM acrnekTe

MW OTHeceHbl K counasibHO 3HAaYMMOl NPOAYKLUW, NO3TOMY OLEHKa pucka MX NPUMEHEHUs OCHOBaHa
Ha KpUTepusax, oTpaxarLlMx HenocpecTBEHHOE B/IMSHUE KOMMOHEHTOB KOHEYHOro NpoAykTa Ha 3[40pOBbe
Hanbonee YyBCTBUTENbHbIX FPYNN HACENEHNs, YTO TpebyeT obecneyeHns 3HaUMTeNbHOIO 3anaca HaeXHoCTH
[ONYyCTMMbIX NOKasaTenei.

YxyZALleHne 3KOSI0TMYecKoi cpefbl NPUBEO K MOBbILIEHHOMY COAEPXaHUI0 TSXEeNbIX MeTaslsloB Kak B
noyee, Tak U B BOE, YTO He MOI/10 He OTPa3nUTbLCS Ha BUONOrMyeckoin 6e3onNacHOCTY MaTepuanos NPMPOAHOTO
NPOUCXOXAEHUS, YTO NOTPe6oBaNo BBEAEHUS AOMO/THUTE bHbLIX TPe6oBaHuWi
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HALUWMWOHANBbHbBIWKN CTAHOAPT POCCUWNCKOW OEJLEPALUNWU

M3penua meauumnHckne
CNCTEMA OUEHKWM BUONTOTMYECKOIO LI,EI7ICTBI/IFI
YacTtb 1

O6uwune TpeboBaHMs GUoOrMyeckoin 6eaonacHoCTH

Medical devices. Evaluation system of biological effects.
Part 1. General requirements for biological safety

Nata BBepgeHns — 2021—03—01

1 06nacTb NPUMeEHeHNs

HacTosiwumii cTaHgapT pacnpoCcTpaHsaeTcs Ha MeauunHekme usgenus (ganee — MU) n matepuasnbl, npu-
MeHsieMble 415 UX N3rOTOB/IEHUS, NPU UCMNOb30BaHUM MX NO HA3HAYEHMIO B HaA/1eXallux yCnoBusix, a Takke
Ha MW. Haxogsumecs B o6paLleHun.

HacTosiwumii ctaHgapT ycTaHaBMBaeT o6Llime TpeboBaHus 6uosoruyeckoli 6esonacHoct MU 1 mate-
pvanoB. NPMMEHSeMbIX A1 WX U3TOTOBMEHWS, KOHTAKTUPYIOLWMX HEMOCPEeACTBEHHO WU OMOCPef0BaHHO C
OpraHM3mMoM YesioBeka Npu NCNo/b30BaHNM X MO HA3HAYEHUIO.

HacTosiwumii ctaHgapT ABNSETCA PYKOBOACTBOM A1 M/IaHWPOBAHUA UCCNef0BaHniA (UCMbITaHWiA) no no-
KaszaTensiMm 61M0I0rMYECcKoro feicTBus.

HacToswwmii cTaHgapT ycTaHaBnmBaeT obwme TpeboBaHNS K NPOBeAEHNI0 NccefoBaHni (McnbiTaHuii)
no onpefesieHno CaHNTapMOo-XMMUYECKNX/(U3NKO-XMMUYECKNX NoKasaTenel, nokasaTesneii 61M010rmyeckoro
[eicTBMA 1 MUKPOGUONOrMyecknx nokasareneit ¢ Lenbio noaTeepxaeHns 6esonacHoct M/ npu ucnonb3o-
BaHUM ero No Ha3HaYeHWI0 B Haf/IeXallnx yCIoBusX.

B HacTosiLem cTaHgapTe npuBeAeHbl 4ONYyCTUMbIE KOIMYECTBA MUTPALN XMMUYECKUX BELLLECTB B 3KC-
TPaKT HEeKOTOPbIX NOTEHLMANLHO ONACHbIX XMMUYECKMX COeANHEHNI ANsA maTepuanos n M.

B HacTosweMm cTaHgapTe npuBegeHbl NoAaxofbl K uccaefoBaHusaM (McnbliTaHnam) matepuanos/MA u
ycTaHoB/eHbl Tpe6oBaHus K BbiIGopy 06pasua MW ana npoeeaeHns uccnegoBanuii (McnbiTaHuid), obuime Tpe-
60BaHNA K NMPUrOTOB/IEHWNIO 3KCTPAKTOB M3 MccrnegyemMbix 06pasyoB, kK MeTogam (MeToukam) onpegeneHus
nokasaTesieii 6M0ONOrMYECKOro AeliCTBUSA, NPVBEAEHbI 3HAUYEHUS OMYCTUMbIX KOJIMYECTB IKCTParnpyembix/Bbl-
LienaymBaembix BelecTB n3 matepuanos/MU.

2 HopmaTtuBHbIe CCbl1KK

B HacToALleM cTaHAapTe UCMONb30BaHbl HOPMATUBHbBIE CCbISIKM Ha criegylowme ctaHaapTbl:

FOCT 23932 lNocypa 1 o6opyfoBaHue nabopatopHble cTekNsHHble. O6LLne TeEXHUYECKMEe YCoBUSA

FOCT 31209 KoHTeliHepbl 4/151 KPOBU 1 €€ KOMMNOHEHTOB. TpeboBaHUSI XMMWUYECKON 1 6MON0rMyYeckom
6e30nNacHOCTM U MeTOAbl UCNbITaHWI

FOCT 31214 WN3genua meanumHckme. TpeboBaHMa K o6pasyam v 4OKYMeHTauuu, npeacTaBnseMbiM Ha
TOKCMKONOTMYECKME, CAHUTAPHO-XMMUYECKNE UCNbITaHWSA, UCMbITaHWSA Ha CTEPUSIbHOCTb U IMPOTEHHOCTb

FOCT 31576 OueHka 6GMONOrMYecKoro AencTBna MeanLUHCKUX CTOMATOIOTMYecknX MaTtepmanos u us-
denuii. Knaccudmkauyms v npurotosrieHne npoo

FOCT 31814 OueHka cooTBeTcTBMA. ObLMe npaBuna otT6opa 06pasLoB A5 UCTbITAHUIA NPOAYKLUMM NpK
NoATBEPXAEHNN COOTBETCTBUSA

N3paHne opuynanbHoe
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FOCT EN 556-1 CTepunusaumna MeaunuuHcKnx usgenuii. TpeboBaHus K MeAULMHCKUM U3LenvsamM karte-
ropumn «ctepunbHble». YacTb 1. TpeboBaHMA K MeANLMHCKUM U3AeNnsaM, Noanexalymm UHULWHON cTepunu-
3aumm

FOCT ISO 10993-1 M3genua megnumHckme. OueHKa 61M0N0rMyeckoro fencTBust MeauuUHCKUX U3LeNuid.
YacTb 1. OueHka 1 nccnegosaHuns

[OCT I1SO 10993-4 Nzgenus megmumHckmne. OLeHka 6M010rMyeckoro AeicTBnst MeaULNHCKNX N3ennii.
YacTb 4. ViccnepgoBaHusi 3fenuii, B3aMmoeincTBYOLWMX C KPOBbIO

FOCT ISO 10993-5 U3penus meamuuHckue. OLeHka 61M010rnyeckoro AeicTBnst MeguLMHCKUX U3nenuii.
YacTb 5. MiccnepgoBanust Ha LMTOTOKCUYHOCTb: METOABI in Vitro

FOCT I1SO 10993-6 M3genvs meguumHckne. OueHka 61Mo10rnyeckoro AeicTBUA MeguLMHCKUX N3aenuii.
YacTb 6. iccnegoBaHusi MECTHOTO AeACTBMA Nocne UMnaaHTaumm

[OCT ISO 10993-7 UN3genus megmumHckmne. OueHka 61Mo1orMyeckoro AeicTBnst MeANLNHCKNX N3AENNA.
YacTb 7. OcTatoyHoe cofepxaHue aTuneHokcuga nocne crepununsauum

FOCT ISO 10993-9 U3penus meamuuHckue. OLeHka 61Mo10rnyeckoro AeicTBnst MeguLNHCKUX U3nenuii.
YacTb 9. OCHOBHbIE MPVHUMMbLI MAEHTUMDUKALUN 1 KOTMYECTBEHHOIO onpejAeneHns noTeHunanbHbIX NPoayk-
TOB [ECTPYKLMKN

FOCT ISO 10993-10 WV3pgenusa meanumHckme. OueHka 61Mon10rMyeckoro AeicTBus MeauLMHCKUX n3ge-
nuit. Yactb 10. ViccnefoaHue pasgpaxatoLlero u CEHCMbMAn3npytoLero geicTemns

FOCT ISO 10993-11 V3penus mepuumHckue. OueHka 6M01ornyeckoro AeicTBns MeauLMHCKUX n3ae-
nuid. Yactb 11. ViccnepoBaHne o6LeTOKCMYECKOoro AelicTBySA

FOCT I1SO 10993-12 U3pgenus meguumnHckmne. OueHka 6MOI0rMYeckoro A4eicTBmua MeguLMHCKUX n3ae-
nwuii. Yactb 12. MpuroToBneHne npo6 u KOHTPOsIbHbIE 06pasLbl

FOCT ISO 10993-13 W3genusa meanumHckme. OueHka 6UM0N0rMyeckoro AeicTBus MeauLMHCKUX n3ge-
nuin. Yacte 13. igeHTUdmkaymsa n KonnyecTBeHHOe onpegenieHve NpogykTos gerpagauuy noMMepHbIX me-
OVLMHCKUX n3aenuii

FOCT ISO 10993-14 WN3penusa meanumHckme. OueHka 61Monorniyeckoro AeicTBus MeauLMHCKUX nage-
nuin. Yactb 14. igeHTudmkauma n KonnyecTBeHHOe onpejeneHne NpoayKToB ferpajaunm nsgennin us kepa-
MWKN

FOCT ISO 10993-15 W3pgenusa meanumHckme. OueHka 6UM010rniyeckoro AeicTBusa MeauLMHCKUX nlge-
nvit. Yacte 15. igeHTudmkaumsa n KoNvyecTBEHHOe onpefesieHne NpoAyKToB ferpagaumn us mMeTanios u
crniaBsoB

FOCT ISO 10993-16 W3genus meanumHckme. OLeHka 6UMon10rniyeckoro AeicTBusa MeauLMHCKUX n3ge-
nuin. Yactb 16. KoHUenumsa TOKCMKOKMHETUYECKUX UCCNnefoBaHuli NpoAyKTOB pas/ioOXeHWs W Bbllenayvsae-
MbIX BeLLecTs

FOCT ISO 10993-17 WV3pgenusa meanumHckme. OueHka 61Monorniyeckoro AeicTBus MeauLMHCKUX nage-
nuit, Yactb 17. YcTaHOBEHVE NOPOroBbiX 3HAYEHW A1 BbIMbIBAEMbIX BELLECTB

FOCT ISO 10993-18 W3penusa meguumHckne. OueHka 6GMO0I0TMYecKoro AeicTBns MeanLMHCKUX usge-
nuid. Yactb 18. MiccnegoBaHne XMMUYECKUX CBOMCTB MaTtepuasnoB

FOCT ISO/TS 10993-19 U3genusa meaguumHckme. OueHka 6MoorMyeckoro 4eicTBmua MeauuMHCKUX 13-
fenwuii. Yactb 19. UccnepnoBaHns OU3NMKO-XMMUYECKNX, MOPONOrnyeckux n Tonorpadmyecknx CBOCTB Mma-
Tepvanos

FOCT ISO/TS 10993-20 V3genus meanumHckme. OueHka 6MoorMyeckoro 4eicTBmua MeauuMHCKUX 13-
fenuii. Yactb 20. MpUHUMNbLI 1 METOAbI NCCNEA0BaHNA UMMYHOTOKCUUYHOCTY MEAULUHCKAX U3aenni

FOCT ISO/TR 10993-22 UN3genusa meguumHckne. OueHka 61M0M0rnyeckoro 4eiicTBns MeauLUMHCKMX 13-
fenuii. Yactb 22. PykoBOACTBO MO HaHOMaTtepuanam

FOCT I1SO 14971 WN3penua meguumHckue. NMprMeHeHne MeHedXMeHTa pucka K MeguLnHCKUM NU3aeimsam

[OCT ISO/IEC 17000 OueHka cooTBeTcTBMA. CnoBapb 1 06LMe NPUHLMNbI

[OCT ISO/IEC 17025 O6wme TpeboBaHUSA K KOMNETEHTHOCTU UCMbITATENbHBIX U KATMBPOBOYHbIX Nabo-
paTopwuii

NMpumMmeyaHune — MNpu NOMBL30BAHUN HACTOSALWMM CTaHAAPTOM LiesIecoo6pa3HO NPOBEPUTL AENCTBUE CCbIIOYHbIX
cTaHfapToB B MH(hOpMaLMOHHOM cuctemMe o6LLero Nob3oBaHMsa — Ha ouumnanbHOM cairite PegepasibHOro areHTcTBa no
TEXHUYECKOMY PerysimpoBaHuio 1 METPOSIOTUN B CeTU VIHTEPHEeT uav No exerogHomMy nHopmaLMoHHOMY yKa3aTento «Ha-
LMOHasbHble CTaHAapTbl», KOTOPbIA ONy6/IMKOBaH MO COCTOAHUIO HA 1 AHBapsA TeKyLlero roga, v no BbiNyckam exemecsy-
Horo VIH(*)OpMaLl,VIOHHOI’O ykasartensa «HauvoHanbHble CTaHA4apTbI» 3a TeKyLLLVIVI rog. Ecnn 3ameHeH CCbINIOYHbIN CTaHAapT,
Ha KOTOpbIl/i AaHa HeJaTUPOBaHHAsA CCbI/IKa, TO PEKOMEHAYeTCSA UCMONb30BaTh AeCTBYIOLWY0 BEPCUIO 3TOr0 cTaHgapTa
C y4eTOM BCeX BHECEHHbIX B laHHY Bepcuto M3MEHEHUIT. ECNN 3aMeHEH CCbI/TIOYHbIN CTaHAapT, Ha KOTOprVI AaHa oatun-

2
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poBaHHas CCbi/ika, TO PeKOMEHAYETCS UCMO0/b30BaTh BEPCUIO 3TOTO CTaHAapTa C yKa3aHHbIM Bblle ro40M YyTBEPXAeHNs
(NpuHsATUSA). ECn Nocne yTBEPXAEHUS HACTOAWEro CTaHAapTa B CCbIIOYHbIN CTaHAAPT, Ha KOTOPbIV AaHa AaTpoBaHHas
CCbl/IKa, BHECEHO U3MEHEeHMe, 3aTparnBatoLLee NosioKeHne, Ha KOTOPOe iaHa CCbIJIKa, TO 3TO NMOJSIOKEHNEe PEKOMeHAYeTCs
NPUMEHATL 63 yueTa AaHHOro M3MEHEHNS. EC/IN CCbIOYHbINA CTaHAAPT OTMEHEH 6€3 3aMeHbl, TO MOJIOXKEHUE, B KOTOPOM
[laHa CCbl/ika Ha Hero, PeKOMeHAYeTCs MPUMEHATb B YacTu, He 3aTparnsBatoLieli 3Ty CCbIMKy.

3 TepMUHbI 1 onpedeneHns

B HacToflWwem cTtaHgapTe npumeHeHbl TepMuHbl Mo FTOCT ISO/IEC 17000. FOCT ISO 14971 (cm.Takxke
[1]). a Takke cneayloLne TEPMUHBI C COOTBETCTBYHOLLMMMN ONpeaeneHnsamMm:

3.1 6e3onacHocTb MW: CocTosiHMe, Npu KOTOPOM OTCYTCTBYET HE,ONYCTUMbIA PUCK NPUYNHEHUS Bpeaa
XU3HW WY 340POBbLIO TpaXAaH npy Ncnonb3oBaHnn M B ycnoBusAX, NpedyCcMOTPEHHbIX N3roTOBUTENEM.

MpumevyaHne — Be3onacHocTb MU gomkHa o6ecneunBaTbCs COXpPaHEeHNEM ero 3KCnayaTaunoHHbIX CBOWCTB B
TeyeHWe yCTaHOB/IEHHOTO N3roTOBUTE/IeM CPoKa CyX6bl UM CPOKa FOAHOCTK.

3.2 6buonorunyeckas 6esonacHoctb MU: CoctosiHne MUW/matepuana npyu UCnosib30BaHUM Mo Ha3Haye-
HUIO B HaA/exallunx ycnosusx, npu kotopom MW/matepuan He okasbiBaeT BPefHOro BO3AEWCTBUS Ha opra-
HV3M YenoBeka Mo CaHUTapHO-XMMUYECKM/U3NKO-XMMUYECKUM MoKasaTensam, nokasarensm 6nonornyecko-
ro fencTBns, MMKPOBMOIOTMYECKAM MokasaTensm.

3.3 oueHka 6uonornyeckoro gelictena MU: AHann3 n oueHKa CyLecTBYIOLWMX AaHHbIX 6uonornye-
ckol 6e3onacHocTu npumeHeHus M. a Takke nccnegoBaHusa/vcnbiTaHUs. NPOBOAMMbIE B LieNIAX onpegerne-
HUA cooTeeTcTBMA MU 06LWMM TpeboBaHUsAM 6e30MacHOCTU.

3.4 nccnegyemsblii maTepuan: Matepwan, nsgenuve, 4acTb N34eNNSA NN €r0 KOMNOHEHT WN ero TUnuy-
Hbll 06pasel, U3roTOBMEHHbIN N 06paboTaHHbIli 3KBMBAIEHTHBIMU METOAAMMU, NPOBY MU IKCTPaKT KOTOPbIX
oT6MpatoT ANa GUONOTMYECKOTO MU XUMUYECKOTO UCC/Ie0BaHNSA WU OLEHKU.

3.5 nHTerpanbHble nokasatenu: O606LIeHHbIe NoKa3aTenn kavecTsa matepuana/MW (BoccTaHOBU-
Te/bHble NpuMecw, ynbTpacnoneToBoe NornoweHne, USMeHeHne BesimynHbl pH).

3.6 NMPOroHHOCTb: CNOCOBHOCTb XMMUYECKOrO areHTa uau Apyroro BelecTsa Bbi3blBaTb /IMXOPaL0Y-
HOe COCTOsIHMe opraHu3ma.

3.7 gonycTtumoe KOJIM4ecTBO Murpauum xmmuyeckux sewects; AKM: lonycTMMoe KONMYECTBO MU-
rpauum XMMNUYeCcKux BeLLLeCTB B 3KCTPAKT.

3.8 caHUTapHO-XMMUYocKkne/Pu3nko-xmMmmnyeckne ncnboliTaHua: VcnblitaHusa, NPOBOAUMbIE C Lie/bio
onpeAenieHns NHTerpanbHbIX nokasatesiei, KONMYeCTBEHHOro onpeAeneHns KOMNOHEHTOB, MUTPUPYOLWUX B
3KCTpakT U3 MU. n matepunasnos, NPUMEHSAEMbIX A8 UX U3rOTOB/IEHNS, a TaKKe UHAUBUAYa/IbHbIX NOTEHLN-
anbHO ONacHbIX COeAMHEHNI (COCTaBANLWMX BELLECTB, TEXHOOMMYECKUX f06aBOK, CTEPUNN3YIOLLNX areH-
TOB. NpMUMecei 1 T. n.)

3.9 CKpUHUHTOBbIE nUccnefoBaHua (UcneiTaHua): MccnegosaHusa (MCnbiTaHWs), NPOBOAUMbIE C Lie-
Nblo NpefBapuTesibHON XapakTepuUCTUKN BO3MOXHbIX MCTOYHUKOB M YPOBHEN PUCKOB.

3.10 akcTpakT: PacTBop, NOMyYeHHbI B pesynbTare aKCTpakuuvM UCCrefyemoro Matepuasna Wimn KOoH-
TPO/NIbHOTO MaTepuana.

3.11 aKcTparupyouias XuaKkocTe: MofensHas cpega, npyMeHsiemas A1 NMPUroToB/IEHNA 3KCTPaKTa.

3.12 KOMNOHEHT: XMMUYecKoe BeLLeCTBO WU coefnHeHne, NpuCcyTCcTByolee B rotosoM MU nnn marte-
puanax U3roToB/eHUs.

MpumeyaHns

1 KOMNOHEeHTbI MOryT NpuUcyTCTBOBaTb NpegHamepeHHO (Hanpumep, fob6aBka, Takas Kak aHTUOKCUAAHT) WU He-
npeAHamMepeHHo (HanpumMmep, NpMMecs).

2 MNpn NpUMEHEHUN YPOBHSA NpefesibHO A0NYCTUMOro TOKCUKOIOTMYECKOro BO3AEeACTBUSA K IKCTparmpyeMmomy wunm
Bbllle/flainBaeMoMy BeleCcTBY CYLHOCTb 3KCTparmpyemoro/BblliesiayMBaeMoro BelecTsa npegcrabsisieT co60i KoMmno-
HEeHT. KOTOprIZ MOXXeT OKa3blBaTb NoTeHUMaibHOe BO3,D,eI7ICTBVIe Ha 4yesioBeKa npu ncnosib3oBaHNMM MegnLNHCKOro n3aenns.

3.13 akcTparnpyemoe Bel,ecTBO: KOMNOHEHT, BEICBOOOXAAEMbIV NPU SKCTPArnpoBaHumM Uan 13 mMarte-
pviana “3roToB/IeHUS NPW UCMOb30BaHNMN YCN0BKI NabopaToOpPHON 3KCTPAKLUM N MOAENbHbIA cpeabl.

NMpumeyaHune — lpy NPUMEHEHUN YPOBHSA NpeaesibHO AONYCTUMOro TOKCMKO/IOrMYECKOro BO3AelCTBUA K 3KC-
TparMpyemomy BelecTBY npeanosiaraeTcs, YTo 3KCTparnpoBaHHOE KO/IMYECTBO NOTEHLMA/IbHO KOHTAKTUpYeT C NoNb30Ba-
Tenamu MW Bo BpeMs KNIMHMYECKOro npumeHeHuns, cm. FOCT ISO 10993-17.
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3.14 BbllWwenaynBaemoe BeL,ecTBo: KOMNOHEHT, BbICBOGOXAaeMblii 13 M 1 NOTEHLMaNbHO KOHTaKTU-
pytOLLMiA C OPraHM3MOM MpY KTMHUYECKOM NPUMEHEHUN.

MpumeyaHune — Tpu NPUMEHEHUN YPOBHA NpeAesibHO AOMYCTUMOro TOKCMKO/IOTMYeCKOro BO3AeiCTBUA K Bbl-
uenaynBaemMomy BelLecTBY NpejrosiaraeTcs, 4To Bbilie/IO4YEHHOE KO/IMYeCTBO NOTEHLMa/IbHO KOHTAaKTUPYeT C Nosb30oBa-
Tenamu MU/ Bo Bpems ero K/IMHUYeCKOro NpuMeHeHus, cMm. ctaHgaptel cepumn FOCT ISO 10993.

3.15 ypoBeHb NpeaesibHO JONYCTUMOro TOKCUKOOTMYEeCKOro BO34eNcTBMSA/NOPOT TOKCUKOOTN-
Yyeckoii omacHOCTU: YPOBEHb BO3AENCTBUS /151 KOMMOHEHTOB, HMXE KOTOPOr0 He CyLLecTBYeT 3HAYMMOro
pvicka ansl 30,0p0BbA YesioBeka.

4 O6uwune TpeboBaHUs

4.1 OueHka 6uonornyeckoro aelictena MW BkitovaeT B ceba NnpoBedeHne KoMMaekca uccnegoBaHuii
(McnblTaHWiA) C LeNbio KaueCTBEHHOTO U KOIMYECTBEHHOIO onpeaeneHns 6uonornyeckoli 6e3onacHocTu, BT. Y.
canunTapHO-XMMUYECKNX/HN3NKO-XUMUYECKMX MoKasaTenei (MHTerpanbHbiX U cneumgmyecknx) n MUKpobmo-
NIorMyeckmx nokasarteneil B paMkax MeHegKMeHTa pucka.

4.2 ins nposefeHus nccnegosanuii (McnbiTaHunii) npeAcTaBnsaoT 06pasibl MU. KOHTaKTUpYoLWe Heno-
CpeACTBEHHO UK ONoCpeAoBaHHO C OPraHM3MOM YesloBeKa Npu NCNosib30BaHMmM ero B COOTBETCTBUM C HasHa-
YeHnem (obpasLbl roToBoro U3genus, eAnuHoobpasHble No xapakTepy M KayecTsy, U3roTOB/IEHHbIE B onpeje-
JNIEHHOM LKNe Npou3BOACTBa, NpoLlejLine BCe NPOM3BOACTBEHHbIE 3Tarbl, YCTAHOB/IEHHbIE U3rOTOBUTENEM).

4.3 MNpwu BbIGOpe MaTepuasnos, NpUMeHseMbIX 415 U3rotosneHns M. Heob6xoAnMo oLeHnsatb ux 6mo-
noruyeckyto 6esonacHocTb. [AnA npoBefeHus nccriefoBaHuii (UCMbITaHWA) MOryT ObiTb NpeAcTaBneHbl Kak
OMbITHblE 06pa3ubl MU, Tak n MaTepuasbl, U3 KOTOPbIX OHU U3rOTOB/IEHBI.

Bbli6op 1 oueHka noboro marepuana gnsa MW. npefHasHayeHHOro AN NPYMEHeHUs B MeAULMHCKOM
npakTuke, TpebylT CUCTEMHOrO NoAxofa K OLEeHKe NpenMyLlecTB/HefOoCTaTKOB (PU3NYECKUX U XUMUYECKMX
XapakTepucTUK B paMkax aHanmnsa v oueHku pucka (cm. FOCT ISO 14971).

4.4 MW pomkHbI COOTBETCTBOBATHL TpEGOBaHNAM 61ON0rMyeckoii 6e30nacHOCTM Mo caMmTapHo-Xumuye-
CKUM/(PN3NKO-XMMUYECKUM MOKa3aTeNAaM.

4.5 MW po/mxHblI COOTBETCTBOBATL TpeboBaHNAM Guonornyeckoi 6es3onacHoOCTV No nokasarensm 6umo-
NIOTMYECKOro AeincTBusa. cM. cTaHaapTbl cepun TOCT 1SO 10993. [2].

4.6 MW/. noctaBnsiemble B CTEPU/ILHOM COCTOSIHUW, [O/IKHbI COXPaHATL CTEPUIILHOCTL 10 BCKPbITUA 3a-
LMTHOI YNakoBKN B TeYEHVE Cpoka roAHOCTY.

4.7 TMporpaMMy uccrefoBaHua COCTaB/AT C YYETOM HasHauvyeHus MW. Buga v NpoAos/HKUTENIbHOCTH
KOHTaKTa C OpraHn3MoM YesioBeka, CBOWCTB MaTepuasioB, U3 KOTOPbIX OHO W3rOTOB/IEHO, COBPEMEHHbIX Me-
TOAOB MCCnefoBaHus (MCNbITaHnsa), a Takke MHAOoPMaUuM U3 NUTepaTypHbIX UCTOYHMKOB O MPUMEHAEMbIX
maTepuanax, ux peLentypHoM cocTase, cnocobax NpeacTepunn3aLMoHHON OUNCTKM, Ae3NHEeKLUN 1 cTepu-
nusauun.

4.8 Nporpamma nccnefoBaHunii (McnbiTadnii) M fomkHa yunTbiBaTh TpeboBaHusA CTaHAAPTOB U HOPMa-
TUBHbIX JOKYMEHTOB (fanee — H/) usrotosutens.

4.9 Bo nsbexaHve HegoCTaTouHbIX MW N36bITOYHLIX TpeboBaHMI BHELLHKX 3KCNepToB, NporpaMmy mc-
cnepfoBaHuin (MCNbITaHW) COCTABAAT U AOKYMEHTa/IbHO 0POPMAAIOT KOMMNETEHTHbIE CNeLuanuncTbl (B COOT-
BeTCTBUM € TpeboBaHusimn TOCT ISO/IEC 17025). umetowime Heo6XoAMMbIA OnbIT paboTbl B 06/1aCTU OLEHKM
6uonormnyeckoro gencremsa M.

4.10 Ana MW. B cocTaB KOTOPbIX BXOAWT BELLLECTBO, NpefcTaBnsioLLee cob6oii nekapcTBeHHbI npenapar
N gpyroe 610I0TMYECKN aKTUBHOE CPefCcTBO M BO3AelCTBYIOLLEe Ha YenoBeveckuil opraHn3M B JOMON-
HeHve K Bo3feicTemio MW. oueHky 6uonoruyeckoro geinctena MU npoBoAsaT € yyeToM AelcTBUA (CBOWCTB)
[JaHHOro BelecTsa.

4.11 WccneposaHune (ucnbiTaHne) MU. cofepxallero akTMBHbIE UCTOYHUKMA U3NTyYEHUS, NMPOBOAAT Ha
HeaKTUBHBbIX («XO/104HbIX») UccneayemMbix o6pasuax.

4.12 Npwu oueHke 6uonornyeckoro ageiicteus MU. cogepxallero 61Monornyeckme TkaHu u X KOMNoHeH-
Tbl. YYUTbIBAIOT TPe6OBaHUA COOTBETCTBYOWMUX HA,.

4.13 MW. cogepxalimne TKaHy XMBOTHOMO MPOMCXOXAEHWS, OLLeHMBAKT C y4eToM TpeboBaHuii cooTBeT-
CTBYIOLMX CTaHAapTOB (CM. Takke [3]).

4.14 M. copepxallme TKaH1 Yen0BeYeCcKoro NPOUCXOXAEHUS, OLLEHNBAIOT C y4eTOM TpeboBaHuii cooT-
BETCTBYIOLUMUX CTaHAAPTOB (CM. Takke (4)).
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4.15 MW. KOHTaKTMpYyloLLMe C CUCTEMOV KpOBOOOpALLEHUSA, KDOBLIO M €e KOMMOHEeHTamu, npenaparamu
01151 BHYTPUCOCYAUCTOrO BBEAEHMSA, NOABEPraloT UCMbITaHUAM Ha remocoBmecTuMocTb No FOCT ISO 10993-4.

4.16 MW. KOHTaKTMpyloLiMe C CMCTEMOV KpOBOOOpALLEHUSA, KDOBbIO 1 ee KOMMOHeHTamu, npenaparamu
AN BHYTPUCOCYANCTOrO BBEAEHWS, UCMNbITbIBAKOT HA NMMPOTEHHOCTb.

4.17 MW 13 maTepuanoB NpUpOAHOro NPOVNCXOXAEHNA UCMbITLIBAIOT HA HaMyne cBo60AHOroO 6enka.

4.18 CKpVHUHIOBbIE MCCeA0BaHNA (MCNbITaHUS) NPOBOAAT C Lie/bio NpefBapuTelbHOro yCTaHOB/IEHNSA
rnokasaTesieil (xapakTepucTuk) 61MosIorMyeckoin 6e3onacHoCTV NPY KOHTPOJIbHBIX UCTbITAHUAX.

4.19 Tpy KOHTPOJbHLIX UCMbITAHUAX MW. Haxofswmxca B obpalleHnn (M3bATbIX U3 obpalleHust), 3a
UCK/TIOYEHUEM C/lyHaeB, MOBMEKLLNX YTPpo3y HaHeCEeHUs Bpefa 3[0PO0BbI0 U XMU3HW YesloBeKa, JonyCTMMO npu-
MEHEHME penepHbIX TOYEK OLEHKN MX BMOMOrMYeckoro AelicTBusi, pykoBOACTBYSCb COCTaBOM Martepuasnia u
HasHayeHnem MW. ycTaHOB/IEHHbIM U3roToBUTE/IEM. PenepHbiMy TOUYKaMn B CAHUTAPHO-XMMUYeCKUX/punsnko-
XUMUYECKNX UCTIbITAHUAX ABMIAIOTCA VHTErpasibHble nokasaresim B 3KCTpakTtax U3 martepuasiaMu. BocCTaHo-
BUTENbHbIE NPUMECH, yNbTpadnoneToBoe MNorfoweHne, nsMeHeHne sHavenua pH (ecnm B HJ Ha usgenve
He npefycMOTPEHO MHOE): cofepxaHue dopmasbaernia, MoHOMepa UCXOAHOro NOIMMEPHOro marepuana.
OnpefenexHne 0CTaToYHbIX KOIMYECTB pacTBOpUTENeN, CTEPUNNIYIOLNX areHTOoB, TSXXe biX MeTas/10B NPoBO-
[OAT € yyeToM aHanm3a pvcka. Mpn Heob6XxoANMOCTU PEKOMEHAYETCS PYKOBOACTBOBATLCA COOTBETCTBYHOLLMMM
cTaHfaptamu (cM. cTaHgapTbl cepun FTOCT I1ISO 10993. (2). [5]).

4.20 lMoBTOpHbIE MCCNefoBaHus (MCNbITaHUA) NO Nokasarensm 6Mo0rMYeckoro AencTBus NpPoBOAAT
npu 3MEHEHNN:

- WCTOYHWMKA MOCTYM/EHWSA UAW Noboi XapakTepUCTMKM MaTepuasnioB, NPUMEHSEMbIX NPy U3roToB/e-
HU MU,

- ynakoBku (bapbepHas cuctema Ans crepununsauun);

- crnocoba unu ycnosus nposeAeHns crepunusauun MU,

- HasHaueHuss MU. npefyCMOTPEHHOTrO MHCTPYKLUNI N3roToBUTENS.

5 O6wune TpeboBaHMa 6MOAOIMYECKOn 6€30MacHOCTN NO CaHUTAPHO-
XUMUNYECKUM/PNINKO-XUMNYECKUM NoKasaTensam

5.1 O6ume nosoxeHns

CaHnTapHo-xnMmyeckne/n3nKo-xMMmyeckme UCnbiTaHnst NPOBOAAT B LIeNSIX KAYECTBEHHOro 1 Konnye-
CTBEHHOTO OnpefeneHnss MUTPUPYIOLLKNX B 9KCTPAKT KOMMNOHEHTOB KOMMO3ULIMN, OCTATOYHbIX KOIMYECTB XUMU-
YeCKUX COeAVHEHWI, NCNOMNb3yEMbIX B TEXHOIOIMYECKOM MpoLiecce CUMHTe3a HeKOTOPbIX KOMMNO3WLMIA U 1U3ro-
TOBNEHNSA M 0CTaTOYHbIX KONMYECTB CTEPUINYIOLLMX areHToB nccnegyemoro (Mcnbityemoro) M.

CaHvTapHO-XnMmnyeckne/n3nKo-xnMmyeckme nCnbiTaHns SBAAIOTCA 06A3aTeflbHbIMK ANA BCex rpynn
MW v npegsapstoT uccnefoBaHns (MCMbITaHUSA) Ha 6GMONOrMYyecknx TecT-obbekTax. VcnbiTaHmam nognexar
KakK aKCTpakTbl n3 matepuanos/MU. Tak 1 MU Xunakux, B TOM uucne B popme rens. YCnoBusi NpUroToBaeHns
9KCTPaKTOB (BUAbl SKCTparvpyoweli xugkoctu (cpefbl)), Temnepatypa v nNpoAo/HKUTENIbHOCTb 3KCTpaKLuu,
COOTHOLUEHME MOBEPXHOCTU WM Macchbl UCCAefyeMOoro martepvana K 06beMy 3KCTparnpyoLwen XuaKkoctu
(cpegnpl) BbIGMpaAlOT B 3aBUCMMOCTH OT Kateropun MU (cMm. npunoxexusa A. B. B).

B xoge caHUTapHO-XMMUYECKUXYPU3NKO-XUMNYECKUX UCTbITAHUIA C MOMOLLbI MHTErpasibHbIX u cne-
uuchmyecknx (CeneKkTUBHbIX) METOA0B aHanM3a 3KCTPaKTOB M3 UCCNefyemMoro matepvana oLueHMBalT XuMmye-
CKyt0 CTabUNbHOCTb MaTepuana v xapakTepucTuky MArPUpPYIOLLAX B SKCTPaKT BELLECTB, YTO AaeT npeacTasrie-
HVe 0 Npupofe BbICBOOOXAAKLWMXCA U3 UAENIA XMMUYECKNX COEANHEHNI N UX NMOTEeHLMabHO ONacHOCTW.
C 970i1 Lefblo NCNONb3YHT Takme BbICOKOUYBCTBUTE bHbIE, AP EKTUBHBIE U CENEKTUBHbIE METOAbl aHanm3a,
KakK cnekTpohoToMeTpus, BbICOKOI(PEeKTUBHAA XUAKOCTHAS XxpomaTorpadms, rasoBas U XMAKOCTHaA Xpo-
maTorpadun. Macc-CnekTpoMeTpusi, aToOMHO-abcopbUnoHHasn cnekTpomeTpus u ap. (cM. FTOCT ISO 10993-9).

Pe3ynbTarbl CAHUTAPHO-XMMUYECKNX/(DN3NKO-XMMUNYECKNX UCNbITAHWUI MOTYT CAYXUTb OCHOBaHWEM AN
npekpaweHus fjanbHeiwmnx uccnegoBanunii (McnoitaHunii) matepuana/M B cnyyae o6HapyxeHusa murpauum
BeLLeCTB C U3BECTHON TOKCMKO/IOTMYECKOW XapakTepuUCTUKOW B KO/IMYeCTBax, NpeBbiwaowmnx AonycTUMble
3HauyeHus (cM. npunoxexuve M), ocyLLeCcTBNEHNS KOPPEKLMM B MOA60pe MaTepmasioB M ONTUMU3ALMN TEXHOO-
rMyeckoro npotecca nsrotosneHns M. Bkioyas cnocob v pexum ctepunnsanmm, 4To Nno3BoANT co3gath Npo-
[yKT. oTBevawowuii TpeboBaHnam Guonormyeckoin 6esonacHocT. OCTaHOBUTbL UCMLITAHUA WA NPOAOIKUTH
pellaeT KOMNETEHTHbIA cneumanycT, pyKoBOACTBYSACh OLEHKOW NOSyYEHHbIX pPe3y/ibTaToB U aHa/iM30M pucka,
KOTOPBbIA f0/MKEH ObITb 060CHOBaH ¥ NOAKPENIEH HAYUYHbIMU AAHHLIMU.
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Ecnn pna matepmanos/MW ¢ 6ronormyeckn aktuBHbIMU gobaskamu (JIC. aHTUCENTUKK, annpeTupyto-
LMe BelecTsa 1 ip.) UHTerpasibHble nokasaTtesiv, BOCCTaHOBUTE/IbHbIE NMPUMECH, YIbTpaddnoieToBoe norno-
LieHne. N3MeHeHNe 3HavyeHns pH. npesbiwatoT gonyctumsle (cM. npunoxexue [. Tabnvua [.1). To peweHve
06 VX COOTBETCTBUM TPe6GOBaHUAM GUONOrMYecKoin 6e3onacHOCTV NPUHMMAIOT MO pe3ynbTaTam uccnefoBa-
HWIA (UCNbITAHUI) HAa BMONOTMYECKMX TECT-06bEKTAX.

HavmeHoBaHve 1 fONYCTUMbIE 3HAYEHUSA HEKOTOPbIX CAHUTAPHO-XMMNYECKUXY (PU3NKO-XUMNYECXMX NO-
kasaTeneli ¢ y4eTom NpupoAbl M HasHauyeHus martepuanos/MU. Bufa u CTEMEHU ONacHOCTU MpuUBeAEHbI B
npunoxeHuax I, A.

5.2 O6wume TpeboBaHUA K BbiIbopy obpasua A1 nccnefoBaHus (MCnbiTaHns)

MpaBuna oT60pa 06pasLoB npueeaeHbl B TOCT 31214. TOCT 31814 u gpyrux HJ, Ha KOHKPETHbI BUA,
MW unn meTtoa ucnbiTaHuii.

5.3 O6wue Tpe6oBaHMSA K MPUTOTOBNIEHNI0 3KCTPAKTOB U3 UCCNEeAyeMbIX MaTepnasnos

OCHOBHble TpeboBaHUA K NPUrOTOBIEHNIO SKCTPaKTOB ycTaHoBNeHbl B FTOCT ISO 10993-12.

[Mpu NpUroToBreHNN 3KCTPaKTOB criefyeT yunTbiBaTb TpeboBaHUsA, YCTaHOB/EHHbIe B CTaHgapTax Ha
KOHKpeTHble M. CnegyeT BblGMpaTh 6051ee «KeCTKMe» YC/0BUS IKCTPaKLuu.

B npouegype npo60n04roToBkN AOMKHbI 6bITb YYTEHbI BCE NpoLeaypbl obpallieHnsa ¢ obpasuom, npe-
[YCMOTPEHHbIE MHCTPYKUMel no npumeHeHnto MU. Bbibop akcTparupytoLieli Xuakoctu cnegyeT npoBoauUThb
C y4eTOM MeTOAMKMN UCTbITaHWi. Kak npaBuio, caHnTapHo-XuMmuyeckne/pumsnko-xummyeckne ucneitaHns MU,
M3rOTOBJ/IEHHbIX U3 MOMIMMEPHbIX MaTEPUasIOB, 3KCTPAKLMI0 NPOBOAAT Ha AUCTUI/IMPOBAHHON Boge. DKCTpa-
rmpyrouias xuakoctb ana MW n3 metannos n kepammky — 0.9 %-HbIil pacTBOp xnopuga Hatpus, ecnu B HJ,
M3roTOBUTENS HE YCTaHOB/EHbI Apyrue TpebosaHusa (CM. Npunoxexune A).

MpumeyaHne — BoAHble 3KCTPaKTbl FOTOBSIT C MCMO/Ib30BaHMEM AUCTWUINIMPOBAHHOI BOAblI UK BOAbI ANS na-
6opatopHoro aHanmsa (cm. [6]).

MpuHUMNBI 3KCTpakummn nccnegyemoro marepuana npusegeHsl B FOCT ISO 10993-12.

Xungkve dopmsbl (pacTsopbl) M MCNBITLIBAIOT «B YACTOM BUAE>.

Ecnu 3HaueHne pH akcTpakTa M3 UCMbITYEMOro marepuana WUy camoii XUaKoin dopmbl MeHee nmbo
paBHO 2.0. TM60 pasBHO WK 6onee 11.5. To MaTepvan NPU3HAIOT NOTEHUMA/IbHLIM pasgpaxuTenem v fanb-
Helilume nuccrnefoBaHns ero He NnpoBogAT (cm. FOCT ISO 10993-10).

Mocyga n ob6opygosaHne nabopatopHoe CTeKIAHHOE [O/KHbl COOTBETCTBOBAaTb TPeboBaHUAM
FOCT 23932.

Mpu BbIGOpPE MaTepuanos ANA UMNIAHTaTOB, pa3paboTke HOBbIX MW. oTCyTCTBMM MHpopMaumn o xa-
pakTepucTukax B OTHOLWEHUV 6€30NacHOCTH SKCTPaKThbl FOTOBAT B COOTHOLLEHUU MeX Ay Maccoii UCNbITYyeMoro
martepuana n 06beMoM MofeNbHON cpedbl No hopmyne

£, 0)

roe M — makcumManbHO BO3MOXHOE KOMIMYEeCTBO UMMIAHTVPyeMOro matepuana (B rpammax);
V — 06bem kpoBu B opraHmame yenoseka (5 n);
K — koadhdpuumeHT arrpaBauuu, pasHblii 10.

CpoKy 3KCNo3nuum 3KCTPaKTOB onpefensitoTcs npupogoli Matepuana/MU, npofo/mKMTEIbHOCTbH KOH-
TakTa C OpraHM3MOoM YesioBeka, MPUMEHSeMOCTbI0 MeToAuK. Mpy NpUMEHeHUN AUHAMUYECKOT0 pexuma npu-
rOTOB/IEHMS 3KCTPaKTa HEOBXOANMO pernameHTpoBaTb CPOKM 0OHOBIEHUS MOAENLHON cpeabl 1 NPOBOANTL
aHa/In3 NoyYeHHbIX 3KCTPaKTOB Ha KaxAom atane. Mpu KOHTPOJ/IbHbIX UCCNEA0BaHUSAX PEXUMbI IKCTPaKLUK
MOTyT 6bITb U3MEHEHbI B CTOPOHY YMEHbLUEHUS BPEMEHU U YBENMYEHUS TeMMepaTypbl, eC/N AaHHblIe U3Me-
HEeHMs 060CHOBAHbI.

5.4 O6wue TpeboBaHNA K MeTogam (MeTogMKam) onpefeneHns caHuTapHO-XuMuyecknx/
hM3UKO-XUMUYECKUX MokasaTenei

CpefacTBa n3MepeHuin n 06opyaoBaHne, NpMMeHsemMoe ANa UCCNeA0BaHUi (UCNbITaHni), AOMKHbI OblTh
OTKanIMbpoBaHbl U/MNN aTTecToBaHbl U/MAN NOBEPEHLI B YCTAHOB/IEHHOM MOPsiAke C y4eToM TpeboBaHuii U
Ha MeToApbl uccnefoBaHuii (MCNblITaHUiA).

6
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MeTOAMKN BbINOSTHEHUS U3MEPEHUIA, MPUMEHSIEMbIE NMPU UCCNEef0BaHUSX (MCMbITAHNUAX), AOKHbI BbITb
aTTecToBaHbl UM CTaHAAPTU30BaHbl B COOTBETCTBUM C YCTAHOB/IEHHLIMY TPEGOBAHUSMU.

Lns Hagnexauero ocyLecTBneHunsi NabopaTopHOil AeATENBHOCTU UCTbITaTelbHas nabopaTopusi foX-
Ha UMEeTb 3TasI0HbI, CTaHA4apTHble 06pa3ubl cornacHo MOCT ISO 10993-12 (cm. Takke [7}—[9]).

6 O6uwue Tpeb6oBaHUA 6MONOTMYECKOil 6€30NacHOCTM NO NokasaTesnsam
6nonornyeckoro gencTensa

6.1 O6LwuMe NnoNoXeHNs

OueHka 6uonornyeckoro geinctensa MW — aTo nccnegoBaHusi, NPOBOAVMbIE NS BbISIBNEHUSA 61010-
rmueckoro geictema matepuana/MW in vitro u in vivo ¢ uenblo ganbHeiwwein aKeTpanonauum noslyYeHHbIX
pe3ynbTaToB Ha YenoBeka.

OcHOBHble NoAxoApl K uccnefoBaHusM 6UOMOTMYECKOro feicTBuA MprBefAeHbl B COOTBETCTBYIOLLMX
cTtaHgapTax cepum FOCT ISO 10993, (2).

6.2 O6wune TpeboBaHNA K BbIGOpYy obpasua Ansa nccnefosaHnsa (McnbiTaHns)

O6wue TpeboBaHus K BblIbOpy o06pa3uoB AN uWccrefoBaHwuii  (MCMbiTaHWiA)  yCTAaHOB/EHblI B
FOCT ISO 10993-12.

Yucno o6pasLioB, NpefocTaBAseMbIX Ha UccnefoBaHus (MCMbITaHWs), LO/KHO 6bITb TAKUM, YTOBbLI MOX-
HO 6bl110 NPOBECTW CTATUCTUYECKYID 06PaboTKy pe3ynbTaToB U NMPOBECTU NOBTOPHbIE UCC/IeA0BaHNSA AN1A UC-
K/TOYEHUST BO3MOXHOM OWNGKM MM NPOBEPKU aTUMUYHBIX Pe3y/bTaToB.

Wccnepyemble maTepuanbl U KOHTPOSIbHbIE 06pasLbl cnegyeT o6pabaTbiBaTh B YC/0BUSIX, UCK/OYato-
X KOHTaMUHALMIO.

M3yyeHunto NoANexuT Takoe KoNn4ecTBO MaTepuasna, KOTOpoe paccunTaHo no gpopmyne

ALK, 2

rae M — makcvmanibHOoe KoM4yecTBo matepuana (B rpaMmax), UMnaaHTupyeMoe YenoBeky;
P — macca Tena yenoseka (70 kr);
K — koadhcpmumeHT arrpasaunu, pasHbiin 20.

O6pasybl ANA uccnegoBaHuii (MCNbiTaHWii) MMNNaHTMpyembix MW oTbupatoT B COOTBETCTBUM C
FOCT I1SO 10993-6.

6.3 O6Lwune TpeboBaHNA K MPUTOTOB/IEHUIO IKCTPAKTOB U3 UCCAefyeMblX MaTepnanos

O6Lwue Tpeb6oBaHUS K NMPUrOTOB/IEHNIO 3KCTPAKTOB, UCMO/Ib3YEMbIX A5 OLEHKUM GUOMOrMyeckoro aei-
cTBMA MaTepuanoBY MW, yctaHoBneHbl B FTOCT ISO 10993-12. YcnoBus NpUroToBNeHNA 3KCTPAKTOB 418 KOH-
KPeTHbIX rpynn maTepuasnos/M/ npuBefeHbl B NPUIOXeHUn A.

NMpumeuyaHne — IKCTPAKTbl 4/t UCC/IEA0BAHMSA HA N1TA60PATOPHBIX XMBOTHbIX, B TOM YMC/e U 4151 UCTIbITAHUS
Ha /IMPOreHHOCTb. FOTOBAT Ha 0.9%-HOM CTEPU/IbLHOM anWpOreHHOM PacTBOPe X/iopuaa HaTpus.

6.4 O6wue TpeboBaHMA K MeTogam (MOTOAMKAM) OLLEHKM BMOTOTMUYECKOro geiicTeus

MeToaukn uccnefoBaHust GUONOTMYECKOTO AeCTBUS U3/T0XEHBI B COOTBETCTBYHOLLMX CTaHAAPTax cepum
FOCT I1SO 10993.

Cneuuanuct, nnaHnpyoLwmin NccnefoBaHus U COCTaBAAIOLWLMIA UX NPOrpamMmmy Mo UCNbITAHUSIM, Bpase
BbIGpPaTb anbTepHaTUBHbI/ METOA UCMbITaHUii, COOTBETCTBYIOWMIA NpUMeHeHuto MV NMpy ycnoBuK ero Basu-
Jauuu.

6.5 VicnblTaHMA Ha TMPOTeHHOCTb, BbI3BAHHYO MaTepuasiom

McnblTaHMe Ha NUPOreHHOCTb, BbI3BaHHY MartepuasioM/MW, Ha Kponmnkax OCHOBAHO Ha U3MepeHuu
TemMneparypbl Tenia 4o n nocne BHyTpVIBeHHOVI NHBEKUNN pacTBOPOB, NOJTyHEHHbIX B pe3ysibTarte 3KCTpakunn
nccnegyemoro martepmana n KOHTpPoOsIbHOro Matepuana.
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McnbiTaHne Ha MNWPOreHHoCTb  cnefyeT NpPoOBOAMTL  ANs  matepuanoB/MW,  KOHTakTupyto-
WMX C CUCTEeMOI KpoBoobGpalleHWs B OAHON TOYKe W CAyXawux ANA BXoJa B KPOBEHOCHYK cucTe-
My (cm. FTOCT ISO 10993-1, TOCT ISO 10993-11), KOHTaKTUPYIOLWMWX C LUPKYIMPYIOLLEA KPOBbIO
(cm. TOCT ISO 10993-1, FOCT ISO 10993-11), KOHTAKTUPYIOLLUX C KPOBLIO, €e KOMNOHEHTaMu, KpoBo3ame-
HALWMMKY pacTtBopamu (cM. FTOCT ISO 10993-11. FOCT 31209).

MpumMmeyaHne — BKCTPaKTbl 41 UCMbITAHUA HA MUPOreHHOCTb roToBAT HAa 0.9%-HOM CTEepU/IbHOM anMPOreHHOM
pacTBoOpe x/10pnga HaTpus € UCMOIb30BaHNEM anMPOreHHON NocyAbl, B aCenTUYeCcKnx yCcnoBusax.

7 O6uwwne TpeboBaHMA GMONOrMYECKON 6€30MNacHOCTN NO MUKPOGBUONOTNYECKNM
nokasatenam

7.1 O6wume noNnoxeHus

Llenblo MUKPOGMONOTMUYECKUX UcCnefoBaHuii ABNseTCc 06HapyXeHUe MUKPOOPraHM3MOB, UX UAEHTU-
dukauusa n nlyveHme cBOKCTB (Npy HeobxoanmocTn) (cm. [10]).

7.2 /icnbITaHUA Ha CTEPUILHOCTb

OaHUM U3 KpuTepres 6nonormyeckoin 6esonacHocT MU sBnseTCA X CTEPUIBHOCTb.

TpebosaHua K MU. npoweglwmm (OUHULLHYIO CTepuan3aunio, KoTopble 6yAyT OTHECEHbl K KaTeropuu
«CTEPW/IbHbBIE», yctaHoeneHsl B FOCT EN 556-1.

CtepunbHoCcTb M noaTeepxaatoT:

a) npefBapuTesnibHON Banugaumeli npoyecca cTepuansaumn n nocnegyowyMm Bannaaunsamm, nokasbl-
BalOLLMMW. YTO AaHHbIA npouecc npuemnem (cm. [11]—[13]):

6) nHchopmaumeli, cobpaHHol BO BpeMsl TEKyLLEero KOHTPONAs CTePUbHOCTA 1 MOHUTOPUHIa npolecca,
nokasblBatlLLei, 4TO Ba/IMANPOBAHHBIA NpoLecc aPEKTUBHO MPYMEHEH.

TpeboBaHus K paspaboTke, Bamgauum 1 TeKyLeMy KOHTPO/IO npouecca ctepunusaumn MU nsnoxeHsl
B COOTBETCTBYIOLLMX CTaHAApTax.

7.3 Mukpobuonoruyeckas ymcrorta

VcnbiTaHNsIM Ha MUKPOGMOOrMYECKY0 YNCTOTY NoABepratoT HecTepuansyemole MU ¢ onpegensiemMmbiMu
MUKPOBMONOrMYEeCKUMIN XapakTepucTukamu, Hanpumep: M B (hopMe UCNOSTHEHUS KPEM UNN reflb, PYKOBOA-
cTByAcb HJ, nsrotosutens.

7.4 AHTUMNKPOGHbIE CBOMCTBA

AHTUMUKPOOGHbIEe cBOCTBa MU nccnepytoT, oueHBasa aHTubakTepyasibHylo CnOCOBHOCTb (aKTUBHOCTb)
Ha CTaHJapTHbIX WTaMMax MUKPOOPraHn3mMoB.

[laHHble nccnefoBaHusA NPOBOAAT, PYKOBOACTBYSICb COOTBETCTBYIOWMMMN CcTaHAapTaMmy unn HA Ha KOH-
KpeTHblIi maTepuan/MU.

MeToabl (MeTOAMKKM) UCCNefoBaHUs aHTUMUKPOOHbLIX CBOWCTB NpUBEAEHbl B COOTBETCTBYIOLIMX CTaH-
faprax.

7.5 icnbliTaHMA Ha MUPOTeHHOCTb. BbI3BaHHYO 3HAOTOKCUHAMM

OnucaHve TecTa NiM3ata ame6ounToB MeyexsocTa (J/IA/1-TecT) gnsa onpefeneHns aHAOTOKCHUHA in Vitro
B obpasuax mMaTepuanos/MW npu MCnonb3oBaHWU KIETOYHbIX 6GMONOrMYEcKUX cuctem cm. B [14]. Wcnbita-
HVe Ha 6akTepuasibHble 3HL0TOKCHMHbI OCHOBAHO Ha creundunyeckoi peakuun peaktmsa, npeacTasnfowero
co60i nm3aT KNeTok Kpoeu (ameboLMTOB) MeyexBocTa C H6akTepuasibHbIMW 3HAOTOKCUHaMW. B pesynbrarte
dhepmMeHTaTUBHOW peakLuy NPONCXOANT N3MEHEHME PeakLMOHHO CMecy, NPONOPLMOHaIbHOE KOHLIeHTpaLuum
3HJOTOKCUHA.

CnepgyeT yunTbiBaTh, YTO Ucnosib3oBaHue JIA/l-peaktvBa MMeEET orpaHuyeHne 1 NpUMEHMMO He [/iA
Bcex M/ (Hanpumep, 6MONONUMEPHbIE renw).

Opyrum metodom in vitro ABNseTcs nccnefoBaHne akTuBaLuy MOHOLMUTOB, KOMYECTBEHHbI MeTof, KO-
TOPbI NCMOMb3YET eCTECTBEHHbIN YeNI0BEeYeCKN MexaHM3M NOBbILEHUS TeMNepaTypbl Y MOXET 6bITb Npume-
HeH A5 TecTa Ha SHAOTOKCUHbI, CBSA3aHHble ¢ Matepuanamu/MU, a Takxe Ha gpyrue 6uonornyeckme nupore-
Hbl (HanpuMep, APOXXKeBble, NapasuTnyeckne n BUpycHble nuporeHsbl) (cM. FOCT ISO 10993-11).

8
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Tak Kak pesynbTaTbl UCCMIELOBAHUIA MOTYT 3HAUNTE/IbHO OT/INYATLCS B 3aBUCUMOCTM OT NPUMEHSIEMOro
MeToza, TO M3roToBMTENb M [O/MKEeH B AOKYMEHTALWU Ha u3fenve NpUBECTW BaMAUPOBAHHYIO METOAUKY
onpegeneHust KOHLEeHTpauum 6akTepuanbHOro 3HLOTOKCHHA.

8 lMpepacTaBsieHMe OTYETOB O pesynbTaTax

PesynbTathl nccnegoBaHunii (MCNbITaHW) A0/KHBI OblTb NPeACcTaBAEHbl TOUHO, YETKO, HE4BYCMbIC/IEHHO
1 06bekTuBHO (cM. FOCT ISO/IEC 17025).

BbiBOAbI, COAEpXaLLnecs B NPOTOKONAX, AO/MKHbI OblTb OAHO3HAYHBLIMU U MOHATHBIMMU.

MpoTokonbl ¢ pesynbTatamu uccnefoBaHuin (McnbiTaHnii) MU MoryT conpoBOX4aTbCs 3KCNEPTHbIMU 3a-
K/TIOYEHUSIMU. OTYeTaMu, NOSICHUTENIbHLIMW 3anMckaMu B 3aBUCUMOCTU OT Tpe6GoBaHuii opraHmM3auum, B KOTO-
pylo NpefocTaBnsaTCA pesynbraTtbl.



FOCT P 52770—2020

MpunoxeHne A
(pekomeHgyemoe)

Ycnosus NpuroToB/IEHNA 3IKCTPAKTOB NS onpefeneHnsa
CaHVITapHO-XVIMVILIECKVIX/(*JVISVIKO-XVIMVILIECKI/IX nokasartenei

Ta6nuya Al — YcroBusi NPUrOTOB/IEHUSI KCTPAKTOB A/A TPYNn U3genuii U3 nosMMepoB (3KCTparupytowas xua-
KOCTb — BOAA AUCTWU/I/IMPOBAHHAs)

®e| o a |y - %
1 s &I** *x g G j* 9* fi h
111« § 11 bl &
Kateropus nzgenua 1 S2.» 3 s _ g o ©
11+*5% 1 2+ g
| f 11 p ge &
il f
(5 59 52 ¢ r 3111s p ca
M3penns NnoBepxXHOCTHOrO KOHTakTa
CpeacTBa nepeBsA304HbIe, KOH-
TaKTMpyloLwme ¢ HeNoOBpPeXAEHHON
KOXel:
- NOBA3KMN 1/1 — — 37+ 1 24 +2 —
- MNIEHKN
- BGUHTBbI
- nnacTbipu hrkcupytowme
- rmrneHnyeckune candeTkn
- Bara MeAuLMHCKasa rmrpockKonu- N 1/500 _ 37+1 24 2 N
yeckas
- rMncosble 6UHTbI 11 371 24 £2
- GaHgaxun
- opTesbl
- WWHbI
- KopceTbl
- peMHu-hukcaTopsbl
CpepcTBa nepeBA30YHbIe, KOH-
TaKTUpyloLime ¢ NoBpeXaeHHbIMN
KOXel 1 CNnmM3ncTbiMn 060104KamMn:
- NMPOTUBOOXOTrOBblE MOBA3KM, re- 1,6/1 — — 37+ 1 24 +2 —
MocTaTuyeckume paccacbliBatolmecs
nap.
- BaTHO-Map/ieBble cpeacTBa
(cancheTkun, 6UHTLI, NepeBA30YHbIe
nakeTbl)
- Knen, copbeHTbl, remocTaTumye- MI25Q 371 24 2 M — Makcu-
CKMe NopoLKu MasibHas
pasoBas
fosa
- cpeAcTBa MepeBsA30YHble MN/1a- 1,6/1 — — 371 24 2 —
CTbIPHOrO TUNa
Fenn ana Y3U — 5/100 — 37+ 1 20+0.1 —
JINH3bI OYKOBbIE 411 KOPPEKLMHN 1/1 — — 37+ 1 24 £2 —
3peHuns
OnpaBbl O4YKOBble — — 3/500 371 24 £2 —
MpoTesbl rnasHble — — 1/50 37+ 1 24 2 —
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MpopgonxerHne Tabnuubl A. 1

.
oK 218 1w i K1 2
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U b EhAads o bL
Karteropwusi nspenvsi Y pJJl M 5 g_
2 ¢ ®S? 2730C £ ? :
I i Ir 1.1 2 C 6T C
*
JEHI% non 1 o [ £ c &
Opexpaa v 6enbe AN NayMeHTOB, 171 — — 371 81 —
nepcoHana
Xupyprudyeckas ogexgaa v 6ensbe, 171 — — 371 24 +2 —
npumeHsiemble kKak M ansa nayunex-
TOB. XMPYPrnyeckoro nepcoHana
M3penua peHTreHo3awWmnTHLIB 1/10 —_ — 37x1 2.0 £0.1 —
(thapTykun, HarpyaHvKK, nepyaTku,
6axunbl)
MeaunuynHcKne rmurneHnyeckmne npo- 71 37 x1 24 2 Mocne
KNagkn. NoAry3sHUKW, neneHkn NOAHOro
BOAOMNOr/0-
weHns
Mpes3epBaTtmBbI — —_ 1/50 371 81 —
MepyaTkn MegnUUHCKME 11 — — 371 81 —
MepyaTkn MegUuLUHCKUE U3 naTekca 11 — — 37 %1 2.0 0.1 —
HaTypasbHOro Kayudyka
CNpUHLOBKY, KPYXKU 3cmapxa, A\AY) 37 1 2.0 £0.1  3anonHsioT
KN3MeHHble HaKOHEYHUKMN HOMUWHaNb-
HbIM 06b-
eMom
M0/10KOOTCOCHI w 37 %1 24 £2 3anosiHaT
HOMWHaNb-
HbIM 06b-
eMom
Moue- 1 KanonpuemMHuKW. noaknaa- 1/5 — — 37 1 20% —
Hble CyAHa, rpesiku, ny3blpu ANa 0.1
nbaa
JK30MpoTe3bl TPYAHO Xxenesbl, N3- 1/2 — — 37x1 24 2 “
Aenva nNpoTe3Ho-opToneauyeckue u
nonydabpukaTbl K HUM
BHyTpuMaTouHble KOHTpaLenTuBbl, —_ — 1/50 37+ 1 72 2 —
Konbua
JINH3bI KOHTaKTHbIE 171 — — 37x1 24 +2 -
FMHeKonornyeckne NHCTPYMeHTbI:
- 3epkano no Kycko — 1/500 371 2.0 £0.1
- wnaTenb, 10XXKa PonbKmaHa, — 1/100 37 %1 2.0 £0.1 —
uepBuKanbHas LWeTka
[aTunkun, anekTpoabl n Ap. yCTPO- — — 1/250 37 1 2.0 0.1 —
CTBa, KOHTaKTUpPYOLWNeE C KOXeN
Kamepbl HeoHaTa/lbHbIX UHKYb6aTo- 1/1 — —_ 37 1 24 £2 —

poB
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MpoponxeHne Tabnuubl A. 1
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NHranatopbl MV 37+ 1 24 2 3anonHawT
HOMWHab-
HbIM 06b-
emMom
CnyxoBble annaparbl — — 1/50 37+ 1 24 2 —
KpnonaksTbl — — 1/250 37+ 1 20+0.1 —
Muxpocdepbl 415 NPOTUBOOXOro- — 0.1/1 — 37+ 1 72 £2 —
BbIX KpoBarei
N3penua, npucoeanHsiemble N3BHe
YcTpoiicTBa KOMMNIEeKTHbIE aKCdy- 3/250 37+ 1 2.0 % Mo npuno-
3NOHHBbIE, MH(DY3NOHHbIE N TPaHC- 0.1 XeHuto b
PY3NOHHbIE
Annapatbl 1 yCTpoOicTBa AN 3ame-
WweHnsa YHKUNA OpraHoB 1 CUCTEM
opraHusma:
- annapartbl UCKYCCTBEHHOIO KpOBO- — — 1/500 371 20+01 Mo npwuno-
o6paleHns, NCKYCCTBEHHOW MOYKMU, XeHuto b
ANS remMocop6unmn B KOMMIEKTe ¢
MarucTpanamum unm 6e3 HUX n nx
PYHKLUMOHANbHbIE 3/1EMEHTbI
MaruncTpanu KkpoBonpoBogsLyme
KaTteTepbl BHyTpUcocyauctole, 1/250 371 24 £2
TPY6KN MeANLMHCKNE ANA nepesnu-
BaHWsA KPOBW, nNpenapaToB 13 KPOBMU,
KpoBe3aMeHuUTene 1 MHPY3NOHHbIX
pacTtBopoB
LLnpuubl NHbEKUNOHHbIE OfHOKpaT- VA% 371 24 £2 3anonHaT
HOro NpUMeHeHuns yepes urny
HOMUWHasb-
HbIM 06b-
emMoM
KoHTeliHepbl N5 KpoBK, npenapa-
TOB U3 KPOBW, KpoBe3ameHuTene n
VH(Y3MOHHbIX PacTBOPOB:
- 500 mn — — 1/100 70 £2 24 +2 Mo
FOCT 31209
- 300 mn 1/50 70 £2 24 +2 Mo
FOCT 31209
KaTeTepbl, 30HAbI, APEHaXN, B6yxu — — 1/250 37: 1 24 2 —

Pa3nNyHbIX TUNOB
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MpopgonxerHne Tabnuubl A. 1
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KaTeropusa nsgenus o pooi i ;\/If g g g
*
2c®s? t T 1 £
; Vi 2c 6T c
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MMmnnaHTupyemble nsgenvsa
KnanaHbl cepaua, nepukapaa, 1/500 37+ 1 72 +£2
OMNopHbIe KoMbLa, Kapano- un
HEPBHO-MbILLEYHble CTUMYNSATOPbI:
npoTe3sbl KPOBEHOCHbIX COCY/108B,
rpyAHOI Xenesbl, ropTaHun, ANYKa,
thannonpoTesbl: UMNAAHTaTbl 415
4YeNOCTHO-TNLEBO XMpyprum,
npoTesbl MATKUX TKaHel, MMNIaHTu-
pyeMble gaTtumku n ycTpoicTea Ans
NOCTOAHHOTO A03MPYEMOro BBeje-
HUWA NeKapCTBEHHbIX BeLecTs
KOCTHbIE LEMEHTbI, UMMNIaHTUpYye- M/500 37+ 1 72 2 M — mak-
Mble renn cumanbHas
pasoBast
[osa
Hutn xnpypruyeckue 37+ 1 24 2 OTHOoWweHne
ONHBI HUTK
(cm) K 06b-
emMy AucTtun-
NIMPOBaHHOW
BoAbI (M)
0.4/1
MMnnaHTaTbl 4NA oTanbMoOXMpyp- 11 37+ 1 72 £2 M — Mak-
mm cumanbHas
pasoBast
nosa
VIHTpaoKynsipHble JINH3bI — — 1.0/0,3 37+ 1 72 £2 —
M3penua optanbmonornyeckme 11 37+ 1 8=+1 M — Mak-
BUCKOXMPYpPruyeckune cumanbHas
pasoBas
[osa
YnakoBka
Mpo6kun ANA yKynopueaHusa cocynos 1/2 121+ 1 1.0+0.1 ABTOKNa-
C KpOBblO, MpenapaToB 13 KPOBW, BUpOBaHue
KpoBe3ameHuTenei n NHPY3NOHHbIX (p= latm)
pacTtBopoB
EMKOCTU AN xpaHeHus J1C wv 37+ 1 24 +2 3anosnHaT
HOMUWHaNb-
HbIM 06b-
emMmom
Matepuans! ansa ynakosku J1C 171 — — 37+ 1 24 2 —
MaTtepuanbl ans ynakosku MU 1/10 — — 37+ 1 24 £2 -
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OKOoHYaHue Tabnunubl A. 1

r mi £ 6
rgrs8 1&8"), SS> X
N ar
Karteropus nzgenusa 2 5 %' i( . Is
qa*? é ] 3t &
(o3
gt son

MeAmur Hekme CTOMAT a/iorMyeckne VaaBvs U MaT Bpuasbl

MolOCT
31576

MeguumMHCKMe cTomaTosiormyeckue — — — — —
n3genus n matepuanbi

Ta6nuya A.2 — YCnoBus NPUrOTOB/IEHUSI IKCTPAKTOB ANs TPYNn U3Aennii N3 MeTasnios, CNiaBoB, KepamuK1 1 CTeKIa

X
* > 5 B d X 8
S
11L > h &n a ©
. C f. =
SKcTparvpyrowasn not tim g
T
Kareropus nsgenuna KUAKOCTb (CPesa) fgts % h] % y i f %
P s5*a% 5 LE 3
I gEL 30b5% L K 2 =
> « ?2S|* %
o % I 3
c s P50 f é
Osa 3 0 oo £
M3penns NnoBepXHOCTHOIO KOHTaKTa
OnpaBbl O4KOBblE Bopga guctunnaunpo- — — 3/500 37i 1 24 £2 —
BaHHasa
JINH3bI OYKOBbIE Bopga guctunnaunpo- — — 3/500 37 1 24 £2 —
BaHHas
MuneTkun rnasHble Bopaa auctunnunpo- v 37 1 2.0+0.1 3anon-
BaHHasa HAT
HOMMU-
Hanb-
HbIM
06b-
eMoM
AaTtunkn, anekTpoabl, 0.9 %-Hblii pacTBOpP 1/150 37 1 2.0+0.1
KOHTaKTupytowme c xnopuaa Hatpus
KOXel, cnmancTbiMmn
N3penusa, npucoegmHsaeMble N3BHE
Lnpuubl meguumMHCKne Bopga guctunnaunpo- uv 37 %1 24 £2 3anon-
WHBEKLUNOHHbIE MHOTIO- BaHHas HSAOT
KpaTHOro NpuMeHeHus HOMMU-
Hanb-
HbIM
06b-
eMoMm
Nrnbl UTHBEKLMOHHbIE, 0.9 %-Hblli pacTBOpP —_ — 1/5 37+1 2,0+0.1 _
ckapudurkaTopbl xnopuga Hatpus
ABTOHOMHbIE Xesnyou4- 0.9 %-HbIW pacTBOp — — 1/100 371 24 +2 —

HO-KVLLEYHbIE 3/1EKTPO-
CTUMYNSATOPbI
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MpogonxeHne Tabnuubl A.2

Kateropusi usgenus

Mrnbl aTpaBM3TUYecKune
6e3 HuTell

Xupypruyeckue.rmHe-
KOJIOrMyeckue u ap.
VNHCTPYMEHTbI.

- MHOTOKpaTHOro npu-
MEHeHs

- O[HOKPATHOro npu-
MeHeHus

Kapanoctumynsartopsl,
n3genus ansa oprone-
A (NnacTuHbl A4Nns
OCTEOCUHTE3a, CNnLbI U
ap. npucnoco6nexHns),
npoTesbl CycTaBOB, BHY-
TPUCOCYAUCTbIE CTEHTbI

Helipoxupypruyeckune
1 COCyAunCTble KUMCHI,
CKOObI, ClLUMBalOLINe

MaTepuansl Xnpypru-
Yeckue WoBHbIEe (HUTK
meTanmyeckne)

ABTOHOMHbIE Xenyaou-
HO-KMLEYHble 3/1eKTPO-
CTUMYNATOPbI

SKcTparnpyrowas
XUaKocTb (cpesa)

0.9 %-Hblli pacTBOp
xnopuga Hatpus

0.9 %-Hblli pacTBOp
xnopuga Hatpus

0.9 %-HblIil pacTBOp
xnopuga Hatpus

0.9 %-Hblli pacTBOp
xnopuga HaTpus

NmnnaHTupyembie usgenus

0.9 %-Hblli pacTBOp
xnopuja HaTpus

0.9 %-HblA pacTBOp
xnopuga Hatpus

0.9 %-HblA pacTBOp
xnopuga Hatpus

h3d

H L

ssgsr
H fa

lee

0O C «
«

2 41
1r x
S|

i Iyl

— L *

P TR

Ty opa

1/5

1/150

1/150

1/500

1/50

1/100

FOCT P 52770—2020

37+ 1

37+ 1

37+1

* *US

DN *

336 £2

336 +2

3362

Ooyo~NE >

OTHO-
lweHne
ONVHBI

HUTK
(cm) K
06b-
emy
aKcTpa-
rmpy-
owei
xng-

KOCTH

(mn)
0.4/1
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OKOHYaHue Tabnuubl A.2

2 ® X o
T I'ts n
h (4]
1 %0 3 s o =
IKcTparvpytoLLas -1 P 8- p 5
Karteropwus w: ma Q
arerop shen XNAKOCTL (cpena) H §*!m n g
5544 111 r 2 2 =
I £ £ MU 5 1. a 4
L f kb1 b ;
§ 8 & X 5 1
ocwu 2 ¢
o St 1T
YnakoBKa
Tapa gna JIC. KOHTak- Bopa pgwuctunnumpo- - - v 37+ 1 72 2 3anan-
TUPYIOLWMNX C BHY- BaHHas HAOT
TPeHUssMn cpegammu HOMU-
opraHusma, a Takxe Hanb-
JIC HapyXHOro npvme- HbIM
HeHns 06b-
eMoM
MeAuunHCKMe cToMaToIornyeckne n3genmna n matepuanbl
MeanunHckne ctomaTo- - - - - - - Mo
norvyeckue usgenvsa n roCcT
marepuansi 31576

MpumeyaHuda

1 PeXuMbl 3KCTPaKUUWN, NPUBEAEHHbIE B MPUIOXEHUN A MOTYT GblTb M3MEHEHbI, EC/TN 3TN U3MEHEHUSA 060CHO-
BaHbl (Hanpumep, KOHTPO/IbHbIE UCMbITAHUS).

2 Ecnm MW He BoOWAW B HacTosilee MPUIOXeHWe, TO 3KCTpakuuio MpoBOAAT B COOTBETCTBUM C
FOCT ISO 10993-12.
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MpunoxeHve b
(o6sa3aTenbHOe)

MeToanka NpuroToB/AIeHMUA 3KCTpakTa C UCNOoMb30BaHMEM cTeHaa
5.1 Ha3HayeHune cTeHga

CTeHA nNpefHasHayeH AN MPUrOTOB/IEHNA 3KCTPaKTa, NPUMEHSIeMOro npy CaHUTapHO-XUMUYECKUX/DUINKC-XUMU-
YeCKMX UCNbITaHNAX 1 OLLeHKe 6MOI0rMyYeckoro aeiicTema MU: yCTPOACTB KOMMIEKTHbIX 3KCY3NOHHbIX, NH(Y3NOHHbIX U
TpaHCAY3NOHHbIX. annapaToB W YCTPOUCTB A1 3amMelieHnsa PyHKUNIA OpraHoB 1 CUCTEM opraHvM3ma (anmnapaTtoB MCKyC-
CTBEHHOrO KPOBOOGPALLEHNA, NCKYCCTBEHHOI NOYKM, annapartos A/19 FTeMOCop6LUM B KOMMNJIEKTE C MarucTpanamu unm 6es
HUX U UX OYHKLMOHA/IbHBIX 3/1IEMEHTOB, a Takxe MarucTpasneii K nepeuncsieHHbIM annaparam).

5.2 OnncaHune cteHaa

®yHKUMOHA/IbHAsA cxeMa CTeHAa A0/HKHA COOTBETCTBOBAaTb CXeMe, NPpUBeAEeHHOW Ha pucyHke B.1.

1— ucnbiTyemoe MW (Npu ucnbiTaHUM 3KCPY3NOHHBIX. UH(Y3UOHHBIX U TPAHCH Y3UOHHBIX YCTPOUCTB NocneaoBaTeNIbHO COEAUHAT
TpU MWN); 2 — cTekNsAHHasi eMKOCTb 3anosiHeHHasa 500 M AUCTUNNUPOBAHHON BOAbl A4NA BCeX BUAOB MU (ANA 9KCY3NOHHbIX.
WH Y3NOHHBIX U TPAHCHY3NOHHBIX YyCTpOicTB — 250 MN. Ana okcureHatopos — 1000 mn) 3 —TepmocTaT NOAAEpXUBAL0 WK
TemnepaTtypy AUCTUNNUPOBAHHOI BOAbI B UCMbITAaTENLHOM KOHTYype (37 1 1) *C. /1 — nepuctanbTUYeCKUit Hacoc, NOAKMIOUYEHHbI i
X UCTbITATENIbHOMY KOHTYpPY Yepe3 UHEPTHYI0 CU/TMKOHOBYK TPYGKY MUHUMAaNbHO BO3SMOXHONM ANNHbLI 1 06ecneynBawWuii LUpKynaumno
AVCTUNNUPOBAHHOW BOAbl S KOHTYpPE CO CKOPOCTbI0 NOTOKa 1 N'y ANnA 3KCAY3NOHHbBIX. NH(PY3UOHHbBIX U TPAHCHY3NOHHbIX YCTPOCTB,
ANs ocTanbHbiX MU CKOPOCTb NOTOKA yKka3aHa B WHCTPYKLUM NO NPUMEHEHNIO

PucyHok B.1 — dyHKUMOHa/IbHasA cxema cTeHja A/1A NMPUroToB/IeHUA 3KCTpakTa

5.3 Mpurotos/sieHne 3KcTpakTa

Uepes 3aMKHYTbIN KOHTYp B pexunme peLupkynsLmmn B TeHeHre 2 4 C yKasaHHO CKOPOCTbIO NOTOKa NPOMNycKatT co-
OTBETCTBYIOLMNI 06BbEM ANCTUNIMPOBAHHOM BOoAbl Npu Temnepatype (37 + 1) "C. Uepe3 2 4. He Hapylasa repMeTUyHOCTH
KOHTYpa, n3B/iekaloT konby U3 TepmocTara, oxs1axjaloT A0 KOMHATHOI TemnepaTypbl. B nepByto ouepesb HenocpeacTBeH-
HO 13 KOHTYpa NPoBOAAT OT60P NPO6 AN onNpeAeneHns 3TUIEHCKCUAA, LIMK/IOreKCaHoHa 1 TeTparngpodypaHa metogamm
XpomaTorpadum nyTem npokona WUraoi wnpuua NoMMepPHoOn Tpybkun ycTpolicTBa. OCTalbHYIO HacTb BbITSXKW CAVBalOT
B CTEK/IIHHYIO eMKOCTb CO LW/INGOM.

B KayecTBe KOHTPO/IbLHOIO PacTBOPa UCMOMb3YIT COOTBETCTBYIOLWMIA 06bEeM ANCTUNNMPOBAHHO BOAbI, MPONYLLEH-
HOW Yepe3 3aMKHYTbIi KOHTYP B TEX X€ YCNI0BUSIX, HO 6€3 NpucoeAnHeHns ncnbiTyembix M.
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MpunoxeHne B
(pekomeHgyemoe)

MokasaTenu (xapakTepucTukun), onpegensieMble B 3KCTpakTax
U3 nccnefyemMblX MaTepuasioB B 3aBUCUMOCTM OT UX MPUPOAbI

Ta6nuuya Bl

HanmeHoBaHune nccnepyemMmblx matepuanos HaunmeHoBaHMe nokasaTtens
B 3aBMCMMOCTU OT UX NPUPOAbI (xapaKkTepucTuku)

1 MaTepuanbl NOJIMMEPHbIE CUHTETMYECKME, B 3aBUCUMOCTUN OT cocTaBa

MaTepuanbl NO/IMMepHbIE CUHTETUYECKNE, 06Lme Mno- BoccTaHoBUTE/IbHbIE NPUMECH

Kasartesnm M3meHeHne 3HavyeHus pH
YnbTpacunosetosoe nornolweHne B ananasoHe AsiMH
BOJIH OT 220 g0 360 HM BK/IOM.
HanmMeHOBaHMA KOMMNOHEHTOB:

xeneso (Fe).

kagmuin (Cd)1>

Megb (Cu).

onoso (Sn).

cBuHey(Pb)y

xpom (Cr)

dopmanbgerung

MonnaTuneH, NONMNPONWUAEH 1 Apyrve MaTepuanbl Ha AueTanbgerng

ocHoBe nonunonedrHoB AueToH
M3onponaHon
MeTaHon
MponaHon

MonncTnpon n cononMmepbl Ha OCHOBe CTUpoia Ctupon
MeTaHon

MonuBuHunxnopug, AueTtanbaerug
AueToH
BuHunxnopug
M3onponaHon
MeTaHon
MponaHon
Ovcktundtanat (4OP)

MonmopraHocuiokcaHbl (CUIMKOHbI) AueTtanbpgerung
MeTaHon
deHon
Monnakpunarbl AKPUIOHUTPUN
ByTtunakpunart
MeTunakpunat
MeTunmetakpunat
Monnamngbl:
- KanpoH (nonnamug 6. nosvkanpoamup); e-Kanponaktam
BeHson
deHon
- HelinoH (nonuamung 66. nonurekcameTunBHagMnaMmuna); FekcameTnneHgnamuH
- nosvakpunamup MeTaHon
Akpunamump,

18



MpopgonxerHne Tabnuuybl B. 1

HavimeHoBaHWe uccrefyembIx Mareprasios
B 3aBMCMMOCTM OT UX NPYPOAbI

MonuypeTaH

Monnacpupsi:

- nonuatuneHTepedTanat U conosMMepbl Ha OCHoBe

TepedTaneToBOW KUCIOTbI:

- nonukap6oHar;

- nonucynbgoH

- 9MNOKCunAaHble CMOJibl

dToponnacT (pTtoponnacTt-3, proponnacTt-4, Tedh/10H)

FOCT P 52770—2020

HavmeHoBaHvie nokasarens
(XapakTepucTuKm)

AueTtanbgerng
AueToH
M3onponaHon
MeTtaHon
MponaHon
OTUNEHININKOb

AueTtanbpgerug
AueToH
M3onponaHon
MeTtaHon
MponaHon
OTUNEHININKOb

deHon
AundheHnnonnponaH

AveHnnonnponaH

AvdeHnnonnponaH
deHon
ANnUxnopruapuH

dopmanbgerng

2 Pe3uHbl 1 naTeKkcbl CUHTETUYECKNE, B 3aBUCMMOCTN OT COCTaBa

BoccTtaHoBUTe IbHbIE NpYMecH

M3meHeHne 3HayeHua pH. eq. pH
YnbTpadunonetoBoe NornoleHne BananasoHe gnH
BOJIH OT 220 g0 360 HM BK/IHOY.

Kagmuii (Cd), 1>

CsuHey (Pb), 1>

LUunHk (Zn).1)

dopmanbaerng

AKPUIOHNTPUN

AueTtanbgerng

Arngon-2 (2.2-meTuneH-6uc (4-meTun-6-TpeT-6yTuUn-
ceHon)

M3onpeH

Tuypam [ (TeTpameTuntuypamaucynbdus)
Tuypam E (TeTpastuntuypamauncynbgua)
AndeHnnryaHngmH

AnbTakc (2.2-gubeHstnasongucynbcua)
KanTakc (2-mepkantob6eH3Tnason)
CynbeHamug L (umknorekcun-2-6eH3Tnason-
cynbeHamng)

HeosoH [ (HathTam-2,- heHnnHadTMNAMUH)
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MpoponxeHne Tabnuubl B. 1

HanmeHoBaHWe 1ccregyemMbix MaTepuanon
a 3aBMCVMOCTY OT VX MPUPOAbI

HarmeHoBaHue nokasarens
(xapakrepucTuku!

3 MaTepuanbl NPUPOAHOTO NMPOUCXOXAEHUS, B 3aBUCMMOCTIN OT COCTaBa

Buonoruyeckne TKaHu 1 UX NPOU3BO/HbIE Ye/T0BEYeCKOro
NPONCXOXAEHUA B HEXN3HECNOCOGHOM COCTOSHUK, B 3a-
BMCUMOCTM OT cnocoba o6paboTkn, cocTasa.
Buonornyeckre TKaHU 1 UX NPOU3BOAHbIE XXMBOTHOTO
NPOVCXOX/AEHNSA B HEXMN3HECNOCOGHOM COCTOSIHUM, B 3a-
BMCUMOCTU OT cnocoba o6paboTku, cocTasa.
PacTtuTenbHoe Cbipbe B 3aBMCUMOCTM OT cnocoba o6pa-
60TKWN. cocTaBa, B TOM yucne:

- naTekc HaTypas/lbHOro Kayuyka;

- uennwonosa

4 MeTas/ibl 1 CnJ/laBbl, B 3aBUCUMOCTU OT cOCTaBa

20

BoccTtaHOBUTENIbHbIE NPpUMecKH

N3meHeHVe 3HavyeHns pH
YnbTpachnoneToBoe nornouieHne B gnanasoHe AnnH
BOSIH 0T 220 A0 360 HM BK/HOM.
HanmeHOBaHMA KOMNOHEHTOB:

BaHaguii (V).

- BucmyT (Bi),

xeneso (Fe).

- kagmwnii (Cd).

- KobanbT (Co).

- mapraxey, (Mn).

- megb (Cn).

- MbllWbAK (AS).

Hukenb (Ni).

- 0noBo (Sn).

pPTYTH (HQ).

csuHel (Pb).

xpom (Cr),

- UUHK(ZN)

Auetanbgerng

AueToH

N3onponaHon

MetaHon

MponaHon

dopmanbaerng

Arngon-2 (2.2-meTuneH-6uc (4-metun-6-tpeT-6yTnn-
ceHon)

M3onpeH

Tuypam [, (TeTpameTunTnypamancynbpung)
AndbeHnnryaHngmH

AnbTakc (2,2-gnbeHsTnasonaucynbhua)
KanTtakc (2-mepkanTo6eH3Tnason)
CynbdeHamug L (umknorekcunn-2-6eH3Tmason- cynbge-
Hamwuna)

Heo3oH/[ (HacbTam-2,- dbeHunHapTUNaMUH)
STunaueTar

MN3MeHeHne 3HayeHns pH
HanmeHOBaHMA KOMMNOHEHTOB:
- anomMuHuii (Al).
BaHaauii (V).

- BonbMpam (W).
xeneso (Fe).

- KobanbT (Co).
MapraHey, (Mn).

- megb (Cn).

MonunéaeH (Mo).

- Hukensb (Ni).

TutaH (Ti).

- xpowm (Cr),

LUMHK (Zn)



OKOH4YaHue Tabnuubl B. 1

HaumeHoBaHune nccnegyeMmblx Mmatepuanos
B 3aBUCUMOCTM OT UX Nnpuponabl

5 CTekN0 1 KepamuKa, B 3aBMCMMOCTM OT cocTaBa

FOCT P 52770—2020

HaxmeHoeaune nokasatens
(xapakTepucTuku)

M3meHeHMe 3HavyeHus pH
HanMeHOBaHUA KOMMNOHEHTOB:

- antoMuHuiA (Al),
- 60p (B).

- kagmwnii (Cd),

- kobanbT (Co),

- mapraHey (Mn).
- meab (Cn),

- MblWbAK (AS).
- onoso (Sn),

- pTYTh (HA).

- cepebpo (Ag).
- cBuHey (Pb),

TuTaH (Ti),

- xpom (Cr),

LWHK (Zn)

6 AreHTbl, CTEpUIN3YytoLMe N KOHCEPBUPYIOLME, NNacTUUKATOPbI, PEHTTEHOKOHTPaCTHbIE BellecTBa

7 PacTBopuTenu AN cknevBaHUs getasneli n y3noB usgenuia

Bapwuii(Ba)
FnytapoBblli anbaerng

dopmanbaerng

STnneHokcus
dTanarsbl

AUETOH
ByTaH-2-0H (METUNITUNIKETOH)
TeTparugpodypaH
LinknorekcaHoH
1>Ansa imnnaHTupyembix MU.
MpumeyvaHune — B Tabnuue npmBeaeHbl BellecTBa, Hanbonee yacto BcTpevawwmecs B M. B MU moryT

HaxoAUTbCA BeLlecTBa, He BCTpevawlecs B Tabnuue. OnpegesieHre BeLecTB B KOHKPETHOM M ocyliecTBASIOT C

y4eToM pe3y/ibTaToB aHa/in3a pucka.
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MpunoxeHune I
(o6s3aTenbHOE)

Jonyctumoe Koim4yecTtso 3KCTpaFVIpyeMbIX/BbIU.I,eI'Ia‘-II/IBaeMbIX BelecTs
B 3KCTpakTax U3 nccnegyemMmblx marepmnanos C y4eToOM aHasim3a 61010TNYeCcKnX puUcCKoB

Ta6nwunuya i

OnpesensieMbIi nokasaress MaccoBast koHuoMrpaumst AKM. mr/ams,

Ho Goree
Tsxenble MeTansbl:
- BaHagwuii (V) 0,10
0.001")
- BuCMyT .(Bi) 0.1
- xeneso (Fe) 0.30
- Kagmuii (Cd) 0.001
0.0001")
- ko6anbT (Co) 0.1
- MapraHey (Mn) 0.1
- mMegb (Cn) 0.10
- MblWbSAK (AS) 0.05
- Hukenb (Ni) 0.10
0.011)
- onoso(Sn) 1.0
- pTYTh (HA) 0.005
0.0001")
- cBuHey (Pb) 0.030
- xpom (Cr) 0.10
0.050")
OpraHuyeckune BellecTBa —
AueToH 0.10
FnyTapoBbIii anbaerng, 0.05
AvokTundtanat (4OD) 0.05
ByTaH-2-0H (MEeTUNSTUNKETOH) 1.0
TeTparngpodypaH 20,0
dopmanbgerng O.1o
LinknorekcaHoH 2.50
ATuneHoxcua —2
“Ona vmnnaHtupyembix MU.
2>[lonycTuMble YpoBHU ycTaHoBsieHbl B TOCT ISO 10993-7.
MpumeyvaHnne — EcnuB MW cogepxaHune BbllenepeyncrieHHbIX BelecTB (KOMMNOHeHTOB) npeBbiwaeT AKM.

TO UX KOSINYECTBO A0/KHO 6bITb 060CHOBAHO.
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MpunoxeHue [
(pekomeHgyemoe)

CaMVITapHO-XVIMVI‘-IeCKI/Ie/CbI/I3VIKO-XVIMI/I'-IECKVIE

FOCT P 52770—2020

Ta6nuuya [A.1 — VHTerpanbHble nokasarenun

OnpepensiemMblii Nokasaresnb

BocctaHoBuUTeNbHble npumMecu, ma 0.02 H pactBopa NajS”O-j

M3meHeHne 3HaveHus pH. ea. pH

YnbTpacuonetoBoe nornouwexve, eg. O.M. B gnanasoHe ASIMH BOJH, HM:

- 0T 220 pgo 360 BkatOU.
- oT 230 go 360 BktOY.
- oT 250 go 320 Bk/toOu.

1)ANs KOHTeiHepPOB AJ1S1 KPOBU M €€ KOMMNOHEHTOB.

[onycTtumoe 3HaueHve
He 6onee

0.30
0.201)
0.102*

2>[1nA yKyNnoOpOUHbIX NPO6GOK N YCTPOUCTB KOMM/IEKTHBIX 3KCPY3NOHHbIX. MHADY3UOHHbLIX U TPAHCHY3NOHHbIX OAHOKpaT-

HOro nNpMmeHeHus.

Ta6nuuya [.2 — [onycTMMOE KOMMYECTBO MUTpaLmm xmummyeckux sewecTts (AKM)

OnpegensiemMblii nokasaresnb

AntomuHnia (Al)
Bapwuii (Ba)
Bop (B)
Bonbdpam (W)
Monun6aen (Mo)
Onoso (Sn)
Cepe6po (An)
TutaH (Ti)
LinHK(Zn)
Arnpon-2 (2.2-meTuneH-6uc (4-metnn-6-TpeT-6yTun-heHon)
AKPUIOHUTPUN

AnbTakc (2.2-gnbeH3Tnasonancynbdua)

AueTtanbgerng
BeHson

ByTtunakpunat
BuHunxnopung
FekcameTuneHanaMunH

AvdbeHnnryaHnanH

MaccoBasi KOHLeHTpausa
OKM, mr)am3, He 6onee

0.50
0.101)
0.50
0.050
0.25
2.0

0.050

0.012>
2.0

0,050

0,53)

0.4

0,010
0,010
0.010
0,010

0.53>
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OKOHYaHue Tabnuubl .2

MaccoBas KOHUEHTpauus

Onpepnensiemblii nokasaTtesnb
pea OKM. mr/igm3, He 6onee

AvdeHnnonnponaH 0.010
e-xarnposaxram 0.01
Kantakc (2-mepkaTob6eH3Tnason) 0.4
MeTunakpunat 0.020
MeTunmeTakpunat 0.250
Heo3oH [l (HachbTam-2. dpeHnnHaddTUNaMmH) 0.2
M3onponaHon 0,10
MeTaHon 0.20
MponaHon 0,10
Ctunpon 0.010
CynbeHamng, L (umknorekcmn-2-6eHsTnasoncynbgeHammna) 0.4
Tuypam [ (TeTpameTuntunypamgncynbcna) 0.054)
deHoN 0.050
SnNuUxXNopruapuH 0,10
OTUNEHITNKOb 1.0
OTnnauetar 0,10
Arunyumart (anatnnantuokapbamar LuHKa) 0.051»
0.6

11 Ana MW. KOHTaKTUPYIOLWMX C KPOBbIO.

214na nmnnaHTupyembix MW.

31418 MU, KOHTaKTUPYIOLNX C KOXEN.

41/1nA yKynopoUHbIX NPOGOK N YCTPONCTB KOMMIEKTHbIX 3KCHY3NOHHBIX. MHIY3NOHHbIX U TPAaHCHY3NOHHbIX 0f-
HOKPAaTHOIO MPUMeHEeHMS.

NMpumeyvyaHune — EcnuBH/J 3aaBUTeNs UM NO pe3ynbTaTtam UcCAefoBaHU (MCNbITaHWIA) 3HaYeHMA Nokasa-
Tenei nNpeBbIWAOT 3HAYEHUA, YKasaHHble B Tabnuue, To o60cHOBaHMe nx 6e30MacHOCTN NPOBOAAT B COOTBETCTBUMN C
FOCT ISO 10993-17 (cm. Takxe [5]).
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Buénuorpadgusn

AcnekTbl 6e30MacHOCTU. PyKOBOASALLMEe yKa3aHWs MO UX BK/TIOYEHMIO B CTaHaap-
Tbl (Safety aspects — Guidelines for their inclusion in standards)

OueHka 6uonornyeckas mMeguuuMHcknx usgenuii (Biological evaluation of me-
dical devices)

N3penua meauLUHCKMe, NCNOMb3yoWmMe TKaHU XMBOTHbIX U UX MPOU3BOAHbIE
(Medical devices utilizing animal tissues and their derivatives)

MeanunHckas npoAayKumus, coepxatias X1M3HecnocoGHble YenloBeyeckue knet-
K. TIpUMeHeHne MeHeIXMeHTa pucka 1 TpeboBaHuUst K MeToankam 06paboTku
(Medical products containing viable human cells — Application of risk manage-
ment and requirements for processing practices)

OueHka 61oN0rM4eckoro AecTBUA MeaNLNHCKNUX n3genuii. MpumeHeHne ypos-
HA npefesbHO AOMNYCTUMOro TOKCUKOMornyeckoro Bosgelicteua (TTC) ans
OUEHKN 6MOCOeMeCTUMOCTN KOMMOHEHTOB MeAuUMHCKUX n3gennii [Biological
evaluation of medical devices — Application of the threshold of toxicological
concern (TTC) for assessing biocompatibility of medical device constituents]

Bopaa ana nabopaTtopHoro aHanusa. TexHuueckue Tpe6oBaHMA U MeToAbl WC-
nbiTaHnii (Water for analytical laboratory use; Specification and test methods)

O6uwue Tpe60BaHUSA K KOMMETEHTHOCTU Npon3BOANTENel CTaHAapPTHbIX 06pas-
yoB (General requirements for the competence of reference material producers)

CrtaHfapTHble o6pasubl. Hagnexauw,aa npakTuka MPUMEHEHUS CTaHAapTHbIX
o6pasuos (Reference materials — Good practice in using reference materials)

PykoBOACTBO N0 BHYTpW/1ab0paropHOMy M3roTOB/IEHUIO MaTepuasnioB AN KOH-
Tponsa kayectBa (MKK) [Guidance for the in-house preparation of quality control
materials (QCMs)]

CTepunusaumsa MeauuuHCKUX nsgennii. Mukpobuonornyeckme metogbl. YacTtb
1. OueHkKa nonysaunn MMKpoopraHn3MoB Ha npoaykuum (Sterilization of medical
devices — Microbiological methods — Part 2: Tests of sterility performed in the
definition, validation and maintenance of a sterilization process)

CTepunusaums MeguUNHCKOW npoaykuumn. Ctepunnsayms napom. Yacte 1. Tpe-
60BaHNA K paspaboTke, Banngauun v TeKylweMy KOHTPOJIIO npouecca cTepu-
nvsaumn MeauumHckux nsgenuii (Sterilization of health care products — Moist
heat — Part 1: Requirements for the development, validation and routine control
of a sterilization process for medical devices)

CTepunusaumsi MegUMLMHCKOM NpoayKumn. dTuneHokecuns. TpeboBaHus K paspa-
60TKe. BanMAauum 1 TekyleMmy KOHTPOJIO npouecca cTepuniMsaunm MeanumH-
ckux nsgenuin (Sterilization of health-care products — Ethylene oxide — Re-
quirements for the development, validation and routine control of a sterilization
process for medical devices)

CTepunusaums MeauumHCKol npogykuun. O6nydveHune. Yactb 1. Tpe6oBaHus K
paspaboTke, BanupaumMm 1 Tekyllemy KOHTPOJIIO npouecca ctepunivsanumn me-
OVUMHCKUX npnbopos (Sterilization of health care products — Radiation — Part
1: Requirements For development, validation and routine control of a steriliza-
tion process for medical devices)

HaHoTexHonoruun. VcnbiTaHMs 3HAOTOKCMHOB Ha o6pasuax HaHoMaTepuasioB
Ansa cuctem in vitro. VicnbiTadne Limulus amebocyte lysate (LAL) [Nanotechno-
logies — Endotoxin test on nanomaterial samples for in vitro systems — Limulus
amebocyte lysate (LAL) test]
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KntoyeBble crioBa: MeAULMHCKUE U3AENNsi, CUCTEMA OLLEHKM COOTBETCTBUSA B 06/1aCTH 6e30MacHoCTu, obLime
Tpe6oBaHus 6uonormyeckoii 6e30NacHoCTU, (OU3NKO-XUMUUYECKME UCCNEA0BaHUsl, CaHUTApPHO-XUMUYECKUe
UCMbITaHUS, TOKCUKOMIOTMYECKME UCTIbITAHUS
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