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Mpeancnoeue

1 PASPABOTAH ABTOHOMHOW HEKOMMEPYECKOW opraHu3auuen «MIHCTUTYT Meanko-buonorudeckux uc-
cnegoBaHuin n TexHonorui» (AHO «MMBUNT»)

2 BHECEH TexHuyeckum KomuTeTOM No ctaHaapTtusaumm TK 422 «OueHka 6Monornyeckoro NencTems
MEAULMHCKUX U3OENNA»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom denepanbHOro areHTCTBA MO TEXHWUYECKOMY
perynupoBaHnio 1 metponorum ot 26 gekabpsa 2023 r. Ne 1663-cT

4 B3AMEH roOCT P 52770—2016

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHbl 8 cmamse 26 @edepansHO20 3aKOHA
om 29 uwoHsa 2015 a. Ne 162-03 «O cmandapmusauyuu e Pocculickol ®edepayuu». MHgopmayusa ob u3-
MeHeHUSaX K HacmosuwieMy cmaHdapmy rybrukyemcs 6 exezs00HOM (10 COCMOSAHUK Ha 1 AHeaps meKyuwieao
2o00a) uHghopMayuoHHOM yKazamene «HayuoHanbHble cmaHOapmeiy, a oghuyuanbHbil MmeKecm uamMeHeHul
U MONPasoKk — 8 EXEeMEeCcHYHOM UHOPMAaUUOHHOM ykazamene «HauyuoHanbHeie cmaHOapmel». B cnyyae
rnepecMmompa (3aMeHbl) Uunu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmeyouwiee ygedomMneHue bydem
onybnukoeaHo 8 bruxaliweM 6bINyCKe eXeMeCsYyHO20 UHGHOPMAaUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsi». Coomeemcmayou,as UHGopmayus, yeedoMeHUe U mMeKcmbl pa3Mewalomcs makxe 6 UH-
hopmayuoHHOU cucmeme obue2o nob3o8aHus — Ha oguluansHoM calime @edepanbHo20 azeHmemeaa rno
MexHUYecKkoMy peaynupoeaHuro U Mempoaoauu 8 cemu MHmepHem (www.rst.gov.ru)

© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayumny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NnpoCcTpaHeH B Ka4vecTBe ocbmu,uaanoro n3gaHus tes pas3pelieHna dJe,qepaanoro dreHTCTBa no TexHu4de-
CKOMY perynmnpoeaHu N MeTponornn
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BeegeHue

Llenbto HacTosLero cTanfapTa ABNsieTca ycTaHOBNeHWe obLwux TpeboBaHuin K MEOULWMHCKUM U3OENnam
(MW) n maTepranam, noaTeep:KaeHUe KOTopbIX obecnednBaeT ux BezonacHoe NpYMeHeHKe Npu UCMONb30Ba-
HUM MO Ha3Ha4YeHWo B HAaZNexalmx ycnosusax (NpegycMoTpeHHoe NnpuMeHeHne/HasHaqeHume).

HacTtosilymin cTaHgapT siBAsieTCs pPyKOBOACTBOM ANs oueHKku Buonormyveckoro geictens M Ha Bcex
aTanax XW3HEeHHOro Uukna. PesynbTaThl OLEHKWM MO3BONAKT caenaTh 3akndeHue o 6uonorn4yeckon cosme-
ctumocTtu M.

HacTosimin ctaHgapT ABNSeTCA OCHOBOMOMararLw M, NpUMeHUMbIM AN LMPOKOW HoMeHKnaTypel M.
B pononHeHue K HacTosWweMy CTaHOApPTY AaHbl CCLINKU HA cTaH4apThl 6e30MacHOCTM Ha KOHKpeTHbIe MIA.

MpuMeHATb cTaHaapTel Ha BUAbLI MW cnepnyet Toraa, korga ocHoBononarawLwme cTaHapThl He noaaep-
*MBatoT Bce Heobxogumble TpeboBaHuA Be30NacHOCTH, OTHOCSLLMECH K OLleHKe BMONMOrM4eckoro AerCTBUs 1
3KCNMyaTalMoHHbIM XapakTepuctukam MIA.

HacTosilymin cTtaHOapT KOHKPETU3MPYeT W [OOMOMNHSAET HEKOTOPbIE MOMNOXEHWA CTaHOAapTOB Cepun
FOCT ISO 10993, comencTeyeT COTPYAHWYECTBY MEXAY UCNbLITATENLHLBIMKY NabopatopusMy (LeHTpamu) u
OpYrMMU 3aUHTEPECOBAHHLIMWM OpraHn3auuamu B Yactu obmeHa nHdopMaunein 1 OnbITOM, rapMOHM3aL MK
cTaHgapTtoB Ha M.

Mpn NNaHMpOBaHUK MCCNEdoBaHWMA CrieayeT YYnTeiBaTb HOBM3HY MW (npw BbiBEAEHWM Ha PbIHOK HOBOTO
npoaykKTa), NPy NAaHMpPOBaHUKM UCTIbITAHNA — pe3ynbTaThl paHee NPOBELOEeHHbIX UCCIeA0BaHMI M OMbIT NPU-
MeHeHua MW B KNMHUYECKON NpaKkTuKe.

Copepxanue B MW nekapcteeHHoro cpeactea (J1C), dhapmauerTuyeckoln cybetaHuum, matepuana 6uo-
TNIOTMYECKOTO MPOUCXOXKOEHWUS U/ MHOTO aKTUBHOTO BELLECTBA, ABMNSAETCH BaXHbIM (DAKTOPOM, KOTOPbIA cne-
OYyeT y4UTbIBaThL NpY NpeaycMoTPeHHOM nNpuMeHeHun MIA.

[na abcopbupyembix MW BaHO y4nTbIBaTL BPEMS M CTeNeHb Aerpagaumnmn U OUeHWTb BO3MOXHLIV Bpeq
NpoayKToB Jerpagauum Bo BpeMeHHOM acnekTe.

MUpOreHHOCTb BHOBb CUHTE3WPYEMbIX UMW NMPUPOOHBIX XMMUYECKMX BELLECTR, OTMUYHLIX OT MUKPOBHBIX
KOMMOHEHTOB, HEOOCTATOYHO M3y4yeHa. B HacTodAwem cTaHgapTe bonee nogpobHO packpbiThl MOHATUE NUPO-
reHHOCTW U MeTOoAbl OnpeaeneHus B 3aBUCMMOCTU OT NPUPOALI MUPOreHa.

MW oTHeceHbl K couuanbHO 3HaYUMMOKW NPoayKLMK, NO3TOMY OLEHKa pucKa MX NpUMEeHeHWsl OCHoBaHa
Ha KpUTepusix, oTpaxarwLlmx HenocpeacTBEHHOE BMNUSHUE KOMMOHEHTOB KOHEYHOro NpoAyKTa Ha 340poBbe
Hanbornee YyBCTBUTENbHbLIX TPYNN HaceneHusl, 4to TpebyeT obecrnevyeHUss rapaHTMM 3HAYUTENbBHOIO 3anaca
HaOEeXHOCTU OONYCTUMbIX 3HAYEHUA CAHUTAPHO-XMMUYECKMX NMOKa3aTenemn.

HacTosilumin cTaHgapT npegHa3HadeH Kak AN cneunanucToB, NNaHMpyowWwmx 1 NpoBogsALWKNX NCCrneno-
BaHWA U UCMbITAHWUSA, Tak U aAna nponsdsogutenei MA u matepyanoB, NPUMEHAEMbIX NMPU UX U3TOTOBNEHUN, A
Takxke npwu paspabotke MW.

CobntogeHne NoNoXeHWn cTaHgapToB cepum «M3genva meauumHckue. CructeMa oueHKn BMonormyecko-
ro AercTBUsI» No3BONNT obecnednTb eQuHblil nogxond K oueHke Bronorudeckoro genctena MW/ matepnanos.

B HacToslee Bpems B 3Ty CEPUI0 BXOOAT creaytoline cTaHgapThl:

FOCT ISO/TS 21726, TOCT 34901.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

N3penus meguumnHcKne
CUCTEMA OLIEHKWU BMONIOMMYECKOIo AENCTBUA
O6wue TpeboBaHuna 6e3onacHOCTU
Medical devices.

Biological impact evaluation system.
General requirements for safety

Oarta BeegeHna — 2024—03—01

1 O6bnacTb NnpUMeHeHuns

HacToswwmi ctaHgapT yctaHasnueaeT oblwme TpeboBaHua 6e3onacHocTv MeauumnHekux nanenust (MA)
1 MaTepuanos, NPUMEHAEMbIX ANA X U3FOTOBMNEHNS.

HacToswumin cTaHaapT yctaHaeBnueaeT o6wme TpeboBaHusa kK Guonorudeckoit coeMmectumoctu MW/mate-
puanos.

HacToswumi ctaHgapT ycTaHaenveaeT obline TpeboBaHua k oueHke Buonoruyeckoro geincTeus B dop-
Me uccrnefoBaHuA (MCMbITaHWUA).

HacToswwmi ctangapT pacnpoctpaHseTtca Ha MW/maTepuanbl NpsMoro Unu onocpeoBaHHOMo KOHTaKTa
Ha BCeX aTanax MX }XW3HEHHOIO LMKNa, KPOME acneKkToB yTUnu3aumu:

- C OpraHM3MoM NaLMeHTa Npu UCMNOMNb3OBAHUU UX NO HA3HAYEHUIO (KIMUHWYECKOM MPUMEHEHUM);

- C OpraHM3Mom nonb3oBatensi, ecnu MW/maTtepuan npegHasHadeH Ans 3aWwuTel OT 3apaxeHus (Hanpu-
Mep, NnepyaTku MeguUUHCK1E, Macku 1 ap.).

B HacTosAwWwem cTaHaapTe NpuBeaeHbl 4ONYCTUMbIE 3HAYEHUA UHTErpanbHblX NokasaTene u npegenbHo
ponyctumble koHueHTpauun (MOK) HekoTopbix aKCTparMpyemblx BELWECTB B 3aBMCMMOCTM OT NPUPOAbl MaTe-
puana MW, ero coctasa u kateropun MW, oBycrnoBneHHoN xapakTepom WU NPOAOIMKUTENBHOCTBI KOHTaKTa C
OpraHM3MoM YenoBeka (CM. NpunoxeHue A).

B HacTosilleM cTaHaapTe npuBeaeHsl oble noaxoabl K UccnegoBaHusaM U ucneitaHuam MA/matepua-
noe, o6uue TpeboBaHWA K MPUrOTOBIEHMIO 3KCTpakToB 13 MW/maTtepuanos (cM. npunoxeHue b, B).

B HacTosiwemM cTaHgapTe yCTaHOBMEHbl KPUTEPUW OLEHKKM M MpaBuna WHTepnpeTauum pesynstaToB 1c-
crnefoBaHWil U UCNbITAHWIA (CM. pasgen 8) B paMkax oLeHKW BUonorn4eckoro AecTBus.

2 HopmaTtuBHbIE CCbINKK

B HacToflwem cTaHgapTe MCNoNb30BaHbl HOPMATMBHLIE CChINMKW HA cnefyrLlne cTaH4apThbl:

FOCT ISO 10993-1 N3penua meguumnHckue. OLeHka BMonornyeckoro gencTeua MeguUMHCKUX U3Oenuni.
Yactb 1. OueHka 1 nccnenoBaHus B NMpoLecce MeHeQKMeHTa pucka

MOCT ISO 10993-6 N3penua meguumHckue. OLueHka BMonornyeckoro gencTemsa MeguUMHCKUX U30enuni.
YacTe 6. MiccnegoBaHus MeCTHOrO AENCTBUA MOCNe UMMNaHTauum

[OCT ISO 10993-7 N3penua meguumnHckue. OLueHka BMonorn4eckoro gencTBmMsa MeguLMHCKUX U3aenui.
YacTb 7. OcTaTouHOE cofepKaHne aTUNeHoKcKMaa nocne crepunmsaumnm

MOCT I1SO 10993-11 WNspenua meguuuHckne. OueHka BUonorMyeckoro AeWcTBMA MeOuUMHCKUX u3ge-
nuin. Yacte 11. MccnenoBaHusa obLIETOKCUYECKOTo OeACTBUSA

MapaHune ochbuumnansHoe
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MOCT ISO 10993-12 N3penua meguumHckne. OueHka BUMonormyeckoro gerncTBUa MeauUMHCKUX nage-
nuin. Yactb 12. MNpurotoBneHne npob 1 KOHTPOnbHbIE 06pasLbl

MOCT ISO 10993-17 WN3penua meguumHckue. OueHka BUMoNorMyeckoro geicTBUA MeauLMHCKMX 1u3ne-
nuin. Yacte 17. YcTaHoOBNEHWE NOPOTOBbLIX 3HAYEHUI AN BbIMbIBAEMbIX BELLECTB

MOCT ISO 10993-18 Mapenua meguumHckue. OueHka BUonorndyeckoro AeMcTBUS MeauLMHCKUMX 13ne-
nui. Yacte 18. MiccneaoBaHue XMMWYECKUX CBOWCTB MaTtepuarnoB

MOCT ISO/TR 10993-22 UNapnenua meauumnHckne. OueHka Buonormyeckoro elcTeug MeauLMHCKUX 13-
genuin. Hactb 22. PykoBoAcTBO MO HaHOMarepuanam

FOCT ISO 11135 Crepunuaauusi MeguLUMHCKOW Npoaykuuu. 3tuneHokens. TpeboeaHua Kk paspaboTke,
BanuaaLM1 1 TekyLleMy yrnpaeneHuo npoLeccoM CTepunusaniim MeguUUHCKUX U3nenui

FOCT ISO 11137-1 Ctepunuzaunsa MeguLMHCKOW npoaykuuun. PagnaunoHHas cTepunuaaumsa. Yacts 1.
TpeboeaHusi k paspaboTke, BanMgauun KW TeKyLEeMy KOHTPOMK npouecca CTepunusauun MeauumMHCKUX 13-
oenun

FOCT ISO 11607-1 YnakoBka Ans MeOuUMHCKUX W3Oenui, noanexawmx MUHWULLIHOW cTepununsauuu.
YacTtb 1. TpeboraHus kK MaTepuanam, 6apbepHbIM CUCTEMAM ANS CTEPUNN3ALKMKN U YNAKOBOYHBIM CUCTEMAM

FOCT ISO 14971 Uagenua meguumnHckue. NpuMeHeHne MeHegXXMeHTa pucka K MeaQUUUHCKUM U3Oenuam

FOCT ISO/IEC 17025 Obwume TpeboBaHUsA K KOMAETEHTHOCTU UCNbITATENbHbLIX U KANMBOpPOBOYHbLIX Nabo-
paropun

rOCT ISO/TS 21726 Wapenus meguumHckne. Cuctema oueHkn Buonoruyeckoro genctems. Pykosog-
CTBO MO NPUMEHEHWIO NMopora TOKCUYECKOM ONacHOCTU NS OLeHKM BMOCOBMECTMMOCTU KOMMOHEHTOB Meau-
LIMHCKUX 130ennid

MOCT EN 556-1 Ctepunusaums MeguuMHCKUX usgenuin. TpeboeaHua K MeguUMHCKUM U3Aenuam KaTe-
ropuMm «cTepunbHble». Yacte 1. TpeboBaHMa K MEQULMHCKUM U3genusam, nognexawmm dUHULLHON cTepunu-
3aumm

rOCT 1770 Mocyna mepHasa nabopaTtopHas cteknaHHas. LlunuHapbl, MmeH3ypku, konbbl, npobupkn. O6-
LiMe TEXHUYECKUEe YCNoBUs

FOCT 23932 lMNocyna v obopynoBaHue nabopaTopHble cTeknsHHble. ObLyMe TeXHMYeckne YCrnoBus

MOCT 31209 KoHTelHepbl Onsa KPOBU U ee KOMMOHEHTOB. TpeboBaHMa XUMUYECKON 1 BMONornieckomn
He3onacHOCTU U MeToabl UCMLITaHWUIA

FOCT 31576 OueHka BMoONOrMyeckoro AencTBUA MeaULUHCKUX CTOMAaTONOrMYeckux MaTepuanoB U 1s-
nenvin. Knaccudukaums v npurotoneHue npob

rOCT 34901 U3penua meauuuHckne. CucteMa oLUeHKU Bronornyeckoro aeinctema. Obuive TpebosaHus
K NMPOBEOEeHUI0 UCCregoBaHUiA (UCMbITaHNRA)

FOCT P MCO 13022 MpoaykTel MeOuLUMHCKWE, cOoAepXalllle XU3HEeCNOCODHbIE YENOBEYECKUE KIETKU.
MpuMeHeHWe MeHegKMeHTa pucka u TpeboBaHuin kK MeTogmMkam obpaboTKu

rOCT P NCO 17665-1 CTepunusaums MeaWLMHCKON Npogykumn. BnaxHoe Tenno. YacTe 1. TpeboBaHuA
K paspaboTke, Banugauumn M TekyLeMy KOHTPOSo npouecca cTepunn3anin MequumMHCKUX U3nenum

rOCT P NCO 22442-1 WN3pnenus MeguuMHCKME, UCMONb3YIOLWMe TKaHU U UX NPOM3BOAHbLIE XUBOTHOIO
npouncxoxgerHus. HYacte 1. MeHegXMeHT pucka

FOCT P VCO 22442-2 WN3nenusi MeQuLMHCKME, UCNONb3YHOLWME TKAHU U UX NMPOU3BOOHLIE XWBOTHOIO
npoucxoxaeHus. Yacte 2. KoHTponks otbopa, c6opa u o6paboTkm

rOCT P NCO 22442-3 N3pnenusa MeguuMHCKME, UCMONb3YoLMe TKaHU U UX NPOM3BOAHbLIE XUBOTHOIO
npoucxoxgeHust. YacTtb 3. Banugauma yHUHTOXKEHUS M/UNKn Je3akTUBaLumM BUPYCOB 1 areHToB MHMDEeKLNOHHOM
ryb4aToi aHuedanonatum

MOCT P MCO 29701 HaHoTexHonorni. HaHomarepmansl Ans UCnbITaHWIA B TECT-cUcTeMax in vitro. Me-
TOL onpeneneHus CooepXaHus 3HA0TOKCUHOB € MCNoNb30oBaHWeM nuaaTta amebouuTor Limulus (NMAJl-TecT)

FOCT P 52501 Bopa ons nabopaTtopHOro aHanusa. TexHW4YecKkne ycrnoBust

rOCT P 58144 Boga guctunnupoBaHHas. TexHu4eckue ycroBust

rOCT P 58972 OueHka cootBeTcTBMA. ObLwme npaBmnia otbopa 0bpasLoB AN UCNBITAHUA MPOSYKLWN
npyv NOATBEPXKOEHUN COOTBETCTBUSA

FOCT P 58975 OueHka cooTBeTcTBUA. PekoMmeHaaumm no BeIBopy METOOUK MCCIIeQ0BaAHUA (UCNbITAHWUIA)
1 U3MEPEHUI NPU NPOBEAEHUN OLEHKN COOTBETCTBUSA

I punmedyaHne — I'Ipm nonb3oBaHUM HacToAWWMM CTaHOapTOM u,enecooﬁpaaHo npoBepPUTb OeNCcTBUE CChINoY-
HbIX CTaHOdapTOB B MHCbOpMaLlVIOHHOﬁ cucrteme 06u.|ero Nnonb30BaHWA — Ha OCbI/ILI.IfIaJ'IbHOM caiTte ¢e,u,epaanoro areHT-
CTBa NO TEXHWYECKOMY perynmpoBaHuio M1 MeTponornum B CETHU MHTepHET W1 No exerogHomy I/lHCIDDpMaLlMOHHOMy yKasa-
Tenw «HauuMoHanbHbIe CTaHOapTbi», I{OTOprﬁ ony6nm<oaaH Nno COCTOSIHUIO Ha 1 AHBaApA TeKyllero roga, U no Bbinyckam

2
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EXEMECAYHOTO MHOPMAaLMOHHOTO ykasaTens «HaunoHanbHble CTaHOapThl» 3a TeKyLUMiA rog,. Ecnv 3amMeHeH CCbINoYHbINA
CTaHAapT, Ha KOTOPbLIA AaHa HeaaTUPOBaHHAs CChINKa, TO PEKOMEHAYETCA UCMOMb30BATE AENCTBYIOLLYI0 BEPCUIO 3TOrO
CTaHAapTa C yKasaHHbIM BhIlle roAoM YTBEpKOEHUS (NpuHATMA). Ecnv nocrne yTBEpXOEHMS HACTOALLero cTaHaapTa B
CCbINOYHBIN CTAHAAPT, HA KOTOPLIA AaHa AaTUPOBaHHASA CChINKAa, BHECEHO U3MEHEHWE, 3aTparvBaloLLee NonoKeHue, Ha
KOTOPOE [aHa CChiNka, TO 3TO MONOKEHUE PEeKOMEHOYETCs NpUHATb 6e3 yyeTa JaHHOro U3MeHeHUs. Ecnu CcebinoyHbIn
cTaHaapT oTMeHeH 6e3 3aMeHbl, TO NoNoXKeHWe, B KOTOPOM AaHa CCbifika Ha Hero, peKOMEeHAYETCA NPWHATE B 4acTu, He
3aTparvBaloLLeit 3Ty CCbIMKYy.

3 TepMuHbI 1 onpeaeneHUs

B HacTosilem cTaHgapTe NpuUMeHeHbl TepMWHbl no cTaHgaptam cepuu [OCT ISO 10993, no
FOCT ISO 14971, a Takke cnegyroLne TEPMUHbLI C COOTBETCTBYHOLLUMK ONpeaeneHusimn;

3.1 6esonacHocTb MW: OTcyTcTBME HEMpUMEMIEMOro (HeAOMYCTUMOro) 6MONOrMYeckoro pucka B ycno-
BWSAX NPEAYCMOTPEHHOTO NpUMeHeHus/HasHadeHns MU,

3.2 buonorrvyeckana coBMecTUMOCTb [6uocoBMecTuMocTk]: CnocobHocTe MW unu matepmnana Bhli-
NOMHATL CBOU PYHKLIMK, HE OKa3biBas HENpUeMNemMoro BpeHOro BO3OeNCTBIS.

3.3

6uonornyeckuin puck: CoyertaHne BeposiTHOCTM Bpeaa 300POBbI0, NPOMCXOAALLEro B pesynstare He-
raTMBHbIX peakuuil, 0bycnoBneHHbIX B3aMMogencTemMem opraHmama yenoeeka ¢ MW unm matepuanom, un
CTEMNeHn TAKECTN 3TOro Bpeaa.

[FOCT ISO 10993-1—2021, nyHkT 3.2]

3.4 6uonorunveckoe pgencteue: OTBeTHbIe peakLWn opraHM3Ma 4YenoBeka Ha CMCTEeMHOM, OPraHHOM,
TKAHEeBOM W MOEKYNSPHOM YPOBHSIX NpW KOHTakTe ¢ MW nnn mateprnanom, BLINOMHAIOWUMA CBOM (OYHKLUM.

3.5 oueHka Buonornyeckoro gercTeuaA: [poLecc paccCMOTPEHNS W OLEHKM CYLLEeCTBYHOLMX HabopoB
AaHHbIX U3 BCEX UCTOYHWUKOE C BbIGOpPOM U NpoBeaeHueM, Npyu HeobxoaMMOCTI, AONONHUTENBHLIX UCCNenoBa-
HWI (MCNBITAHWUI), NO3BONALUX OXapakTepu3oBaTs Buonorudeckue oTeeTel Ha MA/maTtepuan, oTHocAwWwMecs
K 1x 6e30MacHOCTU NPW UCMOMNb30BaHUA.

3.6

Habop gaHHbIX: MHopmauna, HanpuMep dusndeckas u/unu XMMMYeckas xapakTepucTuka, ceege-
HWS O TOKCUMYHOCTW U T. 4., Nony4yeHHas u3 pa3HoobpasHbIX MICTOYHWMKOB M Heobxoaumas Ans xapakTepucTu-
KK Buonormuyeckoro oteeta Ha M.

[FOCT ISO 10993-1—2021, cTtatba 3.5]

3.7 kun3HeHHbIN unkn MW: Bce cTagum cywecteoBaHust MW oT nepBoHa4YanbHOM KOHUENUMW 4O BbIBO-
4a 13 aKcnnyartaumMy v yTunusaguu.

MpumeyaHus

1 Ons xuaHeHHoro umkna MW npuHsTel cnegylowive ctaguun: MccnegoBaHve, paspaboTka, UarotoeneHue (npoua-
BOACTBO) W CHATME ¢ npoussoacTea [cMm. MTOCT P 15.013].

2 HacTtoawui ctaHgapT He paccMaTpuBaeT acnekTsl yTunusauuun M.

3.8 uccnepoanue: OpurnHanbHblE U 3aNNaHUPOBaHHbLIE W3bICKAHWSA, NPEANPUHATLIE C LEeNbi Nomny-
YeHMs HOBLIX CBeAeHWUA 1 3HaHuin o MW/maTtepuane.
3.8

ucnbiTanue: OnpedenedHve ogHoi unu Gonee xapakTepucTUK 06bEeKTa OLEHKN COOTBETCTBUA cornac-
HO npoueaype.
[FOCT ISO/IEC 17000—2012, ctaTtba 4.2]

3.10 uccnegyembii obpaseny: MW, KOMNOHEHT, MmaTepuan (MW UX penpeseHTaTMBHbIN obpasel, 13-
FOTOBMEHHBIN U 06paboTaHHbIA 3KBMBaNEHTHBIMKU CNOCODaMM) MM UX SKCTPaKT, UK ero YacTb, KOTOpble 1C-
NbITLIBAKOT MpU oUeHKe BMonorMyeckoro AencTeums.

3.11 nuporeHHocTb: CnocobHOCTL XMMWYECKOrO BELLECTBA UMW OPYroro akTUBHOMO areHta B COCTaBe
MW/maTeprana Bbi3biBaTb (OMOPUNBHY peaKkLM0 opraH1u3ma.

MpumeuvaHune — [luporeHHoCTb, 0BycnoBneHHas maTepuanoM, paccmoTtpeHa B [OCT 1ISO 10993-11, nupo-
FEHHOCTb, 0BYCNOBMEeHHAA 3HOAOTOKCUHOM, CM. 7.4.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 7/28
CrpanHuua nokymeHTa - https://GostExpert.ru/gost/gost-52770-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=68051
https://gostexpert.ru/gost/gost-52770-2023?utm_source=pdf&utm_medium=68051&utm_term=page

FOCT P 52770—2023

3.12 npegensHo gonyctumas koHueHTpauua, [NOK: lNMpegensHo gonycTumMas KOHUEHTpaunsa akcTpa-
rMpyembiX BewecTB, KOTOpas He OKa3sblBaeT BPEAHOro AENCTBUA Ha OPraHM3M YeroBeKka W He Bbl3biBaeT He-
BrnaronpuUsaTHLIX NOCNEACTBUA ¥ €ro NOTOMCTEA.

3.13 husnKo-XxMMmmn4YecKue xapakTepucTuku: [lokasaTtenu, xapaktepuayowme hduandeckne u Xxummde-
ckue ceorcTea MW/ maTtepuana.

3.14 nHdchopmauma o XMMUYECKMX cBoMcTBaX: KayecTBeHHaA 1 KoNM4ecTBEHHAA UHdopMaLmMsa no co-
cTaBy, NpPUPoOAE U KONMUYECTBY XMMUYECKMX KOMMOHEHTOB, MPUCYTCTBYIOLMX B Marepuanax u usgenuu.

3.15 uccnegoBaHue XMMUYECKUX CBONCTB: [poLecc nony4yeHns MHopMaumm 0 XMMUYECKUX Xapak-
TEPUCTUKAX, OCYLLeCTBNAeMbIA nyTeM cbopa nHdopmMmaunmu, HanpuMep U3 0B30poB NUTepaTypkbl UMK Mo pe-
3ynsTatam NpoBefeHHbLIX UCCneoBaHui XumMuyeckux ceocts M/maTtepuana.

3.16 uHTerpanbHbIM Noka3aTtenb: O60OLLEHHbIN NOKaszaTenb KadecTsa 1 6ezonacHocTn MW/maTtepu-
ana onpegensieMblid B 9KCTpakTe.

MpumevaHme — KuHTErpansHbIM NOKasaTensam OTHOCAT CriedytoLmMe rnokasaTenu: CogepKaHne BOCCTaHOBU-
TenbHbIX NPUMecel, ynbTpadUoneToBoe NnornolyeHne, ApH.

3.17 caHUTapHO-XUMHWYeCKUe nokKasartenu: [MrmneHnyeckme nokasarenu, Xapaktepuayruine cogepxa-
HWe XMMUYeCKNX BeLLeCTB B 3KCTPaKTe U3 MM/MGTEDMGJ’I&, npegcrtaenAalWMX TOKCMKONOIrM4eCcKyro ONacHOCTb.
3.18

TOKCUKOMNOrM4yeckass onacHocTb (ONacHOCTbL TOKCUYecKoro gencTeus): MNoTeHunansHoe BO3HUK-
HOBEHWE HEraTUBHOW GMONOrMYECcKOon peakLmMm Ha XUMUYeckoe BeLLecTBO UK Matepuan, y4uTsiBas Xxapak-
Tep peakuun n fosy, Tpebyemyto aAns ee nonyvyeHus.

[FTOCT ISO 10993-1, cTtatbsa 3.23]

3.19 KOMNOHeHT: ONeMeHT (geTanb, npeameT), ABMAoLWMiAcs YacTelo MW, Ho He NpeacTaBnALLWMA 13
ceba MU.

3.20 xMMU4eckuin KOMNOHeHT [cocTaBnAwwWanA]: XMMUYECKOe BELLeCTBO, NPUCYTCTBYIOLLEE B rOTO-
BOM MW unun ero KOHCTPYKUWOHHBEIX MaTepuanax.

MpumeyaHue — CocTaBnswowye MOryT NPUCYTCTBOBATL NMpeaHaMepeHHo (HanpumMep, Takas nobaBka kak
AHTMOKCUZAHT) UMW HempeaHaMepeHHo (HanpyMep, NPUMeck UMW NPOAYKT Aerpagauuu).

3.21 akcTpakT (BbITsIKKA): PacTBOp, NONyYeHHbIA B pesynsrate aKCTpakuuu.

3.22 aKcTpareHT (aKcTparMpyrowas XuakocTb): KngkocTe (cpeda, pacTBop Wiy pacTBopvTenb, MO-
denbHas cpefa), NpUMeHsieMas 4ns aKCTpakymm.

3.23 akcTparupyemoe BelecTBO: XMUYeckoe BeLecTBO NN coeguHeHue, Boiceoboxgaemoe s M/
MaTepuana B ycnoBusix nabopaTopHOM 3KCTPaKLUu.

4 O6wme TpeboBaHMA

4.1 [1na oueHku Buonormyeckoro gencteua noboro matepuna unu MW, koTopoe npaMo unm onocpeao-
BaHHO KOHTAKTUPYET C OpraHM3MOM YenoBeka, cnegyeT NpUMEHATb CUCTEMHbBIN NOOX0A B NpOLEecce MeHen-
*meHTa pucka (cMm. FTOCT ISO 14971).

Mpouecc oueHKn BUOMOrMYecKoro 4encTBMA BKIOYAET B TOM YMChe:

- aHanus cylecTByLWMX HAabOpOB AaHHBIX, OCHOBAHHbIX Ha YCTAHOBMNEHHLIX HAY4YHbIX CBEOEHWAX W
hU3NYECKOA /UMM XMMWYECKOW XapakTepUCTUKe U nccnegoBaHuax (McneitaHuax) MW/matepuanos metona-
MW in vitro (B TOM 4Yucne yctaHoBneHHbix B HT[ npomssBoguTens),

- obocHoBaHue, noyeMy He TpebyeTcs AONONHMUTENbLHOrO Habopa faHHbLIX ANs onpeneneHus npuemMne-
mMocTu (npurogHocTn) MW/maTepranoe gna npegnonaraemMoro MCnonb3oBaHus,

- uccnegoBaHWs (MCnbITaHWs) MeTodaMmu in vivo B criydae HeoBxoguMocTu 3anofnHeHus npobernoe B
WHdopmauum o MU/maTteprane mnum HeobXxoaMMOCTU B AOMONMHUTENBEHOM Habope AaHHbBIX AMs onpefeneHus
npuemnemocTu (npurogHoctu) MW/matepruanoB ana npegnonaraeMoro UCnosib30BaHuS.

B MOCT 1SO 10993-1 npuBegeHo pykoBOACTBO MO OuUeHKe Buonoruyeckoro gencteus MW B npouecce
MeHeKMEeHTa pUcKa.

MnaHupoBaHwe, NpoBedeHWe (BKMOYas WUCCNedoBaHWs U WCNbITAHUSA) U OOKYMEHTUpPOBaHWE OLEHKU
Buonornyeckoro 4ecTBUA OOMKEH BbINONHATL KBanuguumMpoBaHHbelid nepcoHan (cMm. FOCT ISO/IEC 17025).

4.2 MW gomxHbl COOTBETCTBOBATL TpeboBaHWSM HACTOsILLEro cTaHgapTa no U3nKo-XUMUYECKUM Xa-
pakTepucTiKam ¢ y4yeTtom npupoabl matepuana MW, ero coctaBa m kateropun MW, obycnosneHHON xapakTe-

4
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POM W NMPOOOMKUTENBbHOCTBIO KOHTAKTa C OPraHM3MomM YenoBeka. [laHHble 0 XMMUYECKMX CBONCTBAaX MaTepua-
na MW moryT 6bITb NonyyeHsl ¢ ucnonb3oBaHveM npoueayp no MOCT ISO 10993-18.

4.3 MW gomkHbl COOTBETCTBOBATL TpeOOBaHUAM HACTOSALWEro cTaH4apTa No UHTerpansHbIM nokasaTe-
naMm ¢ yyeTom npupopbl matepuana MW, ero coctaea v kateropuu MIA, obycnoBneHHOW XxapakTepoM 1 npo-
OOMKUTENBHOCTLIO KOHTaKTa C OpPraHM3MoM YenoBeka.

4.4 MW pomkHbl coOOTBeTCTBOBaTh TpeboBaHWAM HACTOALLEro ctaHaapTa Mo CaHUTapHO-XMMWUYECKUM
nokasaTtensim ¢ y4eToM npupoabl matepuana MIA, ero coctaBa n kateropun MW, o6ycnoBneHHOM xapakTepom
W NPOAOMKUTEMNBHOCTBH KOHTAKTa C OpPraHM3MOM YernoBeka.

4.5 MW gomkHbl COOTBETCTBOBAThL TpeboraHMaM Be3zonacHoOro NpUMeHeHUs no nokasartenam Guonorun-
YecKoro OelcTBUA B YyCNOBUAX in vitro u in vivo, cM. cooTBeTCTBYyoWMe cTaHaapTel cepun FTOCT ISO 10993.

4.6 M gomkHbl COOTBETCTBOBATL YCTAHOBRMNEHHBLIM TpeboBaHUAM MO MUKPOBUONOrMYeckuM nokasartensm.

4.7 Ona MW, B cocTae KOTOPbIX BXOOMUT BeLIECTBO, NpeacTaBnsallee coboi NnekapcTBeHHbIA Npenapart
unu gpyroe BUONOrMYECKN akTUBHOE CPEACTBO M BO3LEWCTBYIOLLEE HA YENOBEYECKUW OpraHW3m B OOMOor-
HeHue K BosgencTteuo MW, oueHky Guonorudeckoro genctens MW npoBogsaT ¢ y4eTom OelcTBMA (CBOMCTB)
OaHHOro BellecTsa.

4.8 MW, conepxallyme TKaHW YeNOBEYECKOrO NPOUCXOXKAEHWUS, OLEHUBAKOT C y4eTOM YacTHbIX TpeboBsa-
HWI CTaHOAPTOB Ha COOTBETCTBYOW Y npoaykuuio (cm. FTOCT P MCO 13022).

4.9 MW, copgepxalyue TKaHW }KMBOTHOMO MPOMCXOXKAEHWUS, OLEHMBAIOT ¢ y4eToMm TpebosaHui cTaHaap-
TOB Ha COOTBETCTBYHOLWYIO npogykumio (cm. FOCT P UCO 22442-1 — TOCT P UCO 22442-3).

4.10 MW, koHTakTupylowee C CUCTEMOW KpoBOODpalLleHUs, KPOBbID M ee KOMMOHeHTaMu, npenapa-
TaMy ONs BHYTPUCOCYOWUCTOrO BBEAEHUS, UCMLITBIBAKOT Ha MUPOrEeHHOCTh, OMOCPELOBaHHYH MaTepuanom
(cm. TOCT ISO 10993-11).

4.11 YnakoBKa O0MmKHa bbiTb OLlEHEHa, eclnu:

- OHa NPSAMO KOHTaKTUPYeT C MeAMLMHCKAM 1U3genuem, u matepuansl KOTOPOW MOTYT NepeHecTy XMmu-
YecKkue BeulecTsa Ha MeauUMHCKoe N3aenne u 3aTeM onocpeaoBaHHo Ha naumMeHTa N MeauUMHCKUIN Nepco-
Han. HeoBxoAWMMO OLEHUTb CaHUTAPHO-XMMUWYECKMe NMoKasaTenu B COOTBETCTBMU C HACTOALWM CTaHOapToOM
n FOCT ISO 10993-1;

- NpegHasHavyeHa ons MeguuUMHCKUX U3genuia, nognexawmnx GUHULLIHON CTepunM3aunmn, 1 HaxoauTcs B
NpAMOM KOHTakKTe ¢ uagenuem. Heobxoaumo OLEHUTbL CaHUTAPHO-XMMUYECKME NMOKasaTenu B COOTBETCTBUU
C HacTOSILMM CTaH4apTOM W nokasaTtenu Buonornyeckoro aencteua, pykosoacteysce NTOCT ISO 10993-1 u
MOCT I1SO 11607-1.

4.12 [ins npoBefeHua nccneoBaHui (McnbliTaHWiA) npeacTaensaT obpasubl rotosoro MW, eanHoobpas-
Hble MO XapaKkTepy U KaYecTBY, U3rOTOBMNEHHEIE B ONPEAENEHHOM LMKIEe NPOU3BOACTRA, NPOoLUeLLIne BCE Npo-
M3BOLCTBEHHbIE 3TaMbl, YCTAHOBMNEHHbLIE M3rOTOBUTENEM, UMK PENpPE3eHTaTUBHY 4acTbk u3genvs nubo ero
KOMMOHEHT (KU ero TUNU4YHLIN 0b6pa3el, Npou3BeaeHHbI U 06paboTaHHLIN SKBUBANEHTHLIMU METOLAMN).

MpaBuna otbopa o6pasuoB npueegeHbl B TOCT P 58972 n HI Ha KoHkpeTHbIin Bug MW unu metog (me-
TOOMKY) MccnedoBaHuid (MCNbITaHuit).

4.13 MNoBTOpHYO OUEeHKY BMONOrM4eckoro 4eNcTBUSA NPOBOOSAT NPU M3MEHEHUM:

- UCTOYHUKA NOCTYNMNEHUA UNn Niobor XapakTepUcTUKU MaTepuanos, NpUMeHAEeMbIX MpyU U3roToBMne-
Him MWA;

- cocTtaea matepuana MW;

- 0bpaboTkK B NpoLecce NPOU3BOACTRA;

- YMakoBKW, KOTOpas MPAMO KOHTaKTUpYeT C MeULUHCKUM U3gennem;

- cnocoba unM yCnoBuii (peXxMmMoB) NnpoBedeHna ctepunusaumn M,

- HasHaudeHua MW,

a TakXke Npu BbIABNEHUWN HETATUBHOMO (BPEOHOro) BO3AENCTBUA HA OPraHU3M YernoBeka.

4.14 Obbem ucnbITAHUA ONa M3genuin, obpallarwmxca Ha pbiHKE, ONpenensiT UCXoas U3 OUEHKU
pucka.

5 ®usnyeckne n XuMmUyecKkme XapakTepucTukm

5.1 TpeboBaHMA K (PU3NHECKMM U XMMUYECKUM XapaKTepUCcTUKam

5.1.1 Cbop nHgopmaLmm 0 dU3NYECKUX U/MNN XMMUUYECKUX XapaKTepucTUKax (CBOWCTBax) Matepvana
ABMNAETCH Ha4yanbHbLIM 3TanoM oLeHKW buonoruyeckoro gerctensa M.
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5.1.2 AHanu3 6rmonorM4eckoro pucka 3aBMCUT OT TOTO, YTO M3BECTHO O COCTaBe MaTepuana, Kakue J0-
KITMHUYECKNE U KNTMHWYEeCcK1e AaHHble No 6e30nacHOCTU M TOKCMKONOIMKM CYLLeCTBYHOT, a TakkKe OT Xxapakrepa u
NPOOOIMKUTENBHOCTU KOHTakTa opraHuamMa ¢ MU (cm. MOCT ISO 14971 n FOCT I1SO 10993-1).

5.1.3 MNpwu oTcyTcTBUM MHOpMaLMK O MaTepuanax B AoKymeHTauun Ha MW unu ecnu cobpaHHON UH-
cdhopmaLnm HegocTaTouHO, HeobXoaAMMO NpoBecTH 1uccrenoBaHus coctasa MW/mMaTepunana ana ycTpaHeHus
no6bix npobenos B MHOpMaLKMK No Mmatepuanam U ux xummdeckomy coctasy (cm. FOCT ISO 10993-1).

5.1.4 MNpu nccnegoBaHWM XMMUHECKMX CBOWCTB Matepuanos, NpW HeobXxoguMocTu, XUMUYECKME KOM-
NMOHEHTHI ONPEAENSAT KOMMYECTBEHHO, YTO MO3BOMASET MaeHTUMUMpoBaTh UX BUONorMYeckMe onacHocTM
(cm. FTOCT 1SO 10993-18) 1 ycTaHOBUTL WX NPUrOAHOCTbL B MpeanonaraeMoM KIMMHUYECKOM MPUMEHEeHUU
(cm. TOCT I1SO 10993-1 u TOCT ISO 10993-18).

5.1.5 B TOCT ISO 10993-18 unanoxeHbl TpeboBaHuA, NpeaHa3Ha4yeHHble AN NONny4YeHUst XMMUYECKUX
XapakTepUCTMK MaTepuanoes, Kotopble OyayT nonesHsl Npu oueHke 6UMONOrMYeckoin peakumn Ha HIX.

5.1.6 3HayeHusa MU3NKO-XUMUYECKNX XapaKTepUCTUK, NpMBeaeHble B cTaHaapTax Ha KoHkpeTHblie MW
(Hanpumep, pH, ocMonsaneHOCTL, BydepHocTe) M cTaHgapTax cepumn FOCT I1ISO 10993 (Hanpumep, pH), Bonx-
Hbl ObITb OLIEHEHHbI.

5.1.7 AHanu3 NpoayKTOB 3KCTPAKLUKM NPOBOAAT AN MAEHTUMKALKUA U KONUYECTBEHHOTO ONpeaeneHus
3KCTparupyembix BELLECTB C LUenbl OLEHKN ToKcukonornveckoro pucka (cm. FTOCT 1ISO 10993-17).

5.2 CaHMTapHO-XM MWUYyecKne nokKasaTernu

5.2.1 CaHuTapHO-XMMU4YECKNE UCMbITAHWUSA ABNAKTCA 06A3aTtenbHbiMKu ons Bcex rpynn MW 1 npepnga-
pPSAKT UCCNefoBaHUA (MCMNbITAHUA) HA BUOMNOrMYecKNX TECT-00bEKTaxX.

OueHka MW/maTepuanos No caHUTapHO-XUMUYECKUM NMOKa3aTensam rno3BonseT KONMYecTBEHHO OXapak-
TepM30BaTh HEKOTOPLIE 3KcTparMpyemele n3 MIA/MaTepuanoB xmuMryeckue BelllecTBa, KOTopble ByayT Bo3gein-
CTBOBATb Ha OpraHW3M NauueHTa.

5.2.2 MA/maTtepuanbl A0NKHbI COOTBETCTBOBATh!:

- 3HA4YeHWUsIM MHTerpanbHbIX NoKasareneu, NPUBEAEHHbLIM B MPUMOXEHUN A;

- 3Ha4YeHWsIM MO CaHWTapHO-XUMUYeckuMm nokasatensam (MOK akcTparmpyembix BellecTB), NpuBeneH-
HbIM B NpUNoXKeHun A.

Ecnu oBHapyxeHo npeBbilleHne 3Ha4YeHUA BhilLeyKa3aHHbIX MoKalaTernei, CM. NyHKT 8.

5.2.3 PesynbtaThl CAHUTapHO-XMMWYECKUX UCCNEA0BaHWIA MOTYT CMY>XWUTb OCHOBaHWEM ATs:

- MpekpalleHns ganbHenWwmnx nccrnegosadmii (McnoitaHnin) MW/matepuana B cnyyae obHapyXeHus B
3KCTpakTax M3 HNUX BELeCTB C M3BECTHOW TOKCUKOMOTMYECKON XapakTepUCTUKOM B KONWYECTBax, Npesbillato-
wumx NAOK;

- OCyLlecTBMNeHUs Koppekuuun B nogbope Matepuanos v onNTUMU3aLumM TEXHONOMMYEeCKoro npoLecca na-
rotoeneHua MW, Bknwuaa cnocob v pexum CTepunuiauuu, YTo NO3BONUT CO34aTh NPOAYKT, OTBEYaloLLuniA
TpeboBaHuAM BGesonacHoCTH;

- NMPOBELEHWS MCCNEedoBaHWA C Uenblo 06ocHOBaHMA, Bblbopa M NMPUMEHEHWA NOpora TOKCMYEeCKOoW
onacHoctu (MTO).

5.2.4 Mpw BbIGOpe MaTepuanoB, NpUMeHseMblx aAna narotoeneHnsa MM, Heobxogumo oLEHUTE X Buono-
ruyeckoe gencTere. Ha aTom aTane ons npoBefeHUs UCcrnefoBaHUn MOryT BbiTb NpeAcTaBneHbl KaK OMbITHbIE
o6pasubl MW, Tak U MaTepuansl, U3 KOTOPbIX OHK M3roToBneHs! 1),

5.2.5 YcnoBusa NpuroToBrNeHWs SKCTPaKTOB, T. €. BUAbl SKCTParnpyoLLen XMAKOCTN, TeMAepaTypa v npo-
LOMKMTENbHOCTE IKCTPaKLMW, COOTHOLLEHME MOBEPXHOCTU UMM MAacchl UccregyemMoro Matepvana kK obbemy
3KCTParnpyoLwen XuL4KocTy BelbrpaloT B 3aBUCMMOCTIW OT kateropun MU (cm. npunoxeHus b).

5.2.6 lNpu NpUroTOBNEHWU 3KCTPAKTOB HEOBXOOUMO y4UThIBaTh TpebOBaHWA, YCTAaHOBMNEHHbIE B CTaH-
JapTtax Ha KoHkpeTHble MW.

5.2.7 Tpu npobonogrotoBke OOMKHbI ObITE YYTeHbl Bce npouenypbl obpawenua ¢ MW, npegycmo-
TPEHHbI@ MHCTPYKUWMEN No npyMeHeHuo. Beibop akcTparupytowen K1MaKkocTu cnegyeTt npoBoO4UTb C YHeTOM
ceoicTB matepuana/MW, ycnosBuini ux npuMeHeHus W (Mnwn) metoga uccnegoBaHuin (McnbitaHuin). Kak npa-
Buno, ana MW/matepuana n3 nonvMepHbIX MaTepuanoB 3KCTPakUMIo NPOBOASAT B AUCTUNNUPOBaHHOW BOAE.
SkcTparupyrowas xuakocte ana MW ua metannoe v kepamukn — 0,9 %-HbI pacTBOp XNopuaa HATpusa Ons
WHBEKLUWA, eCNM B HOPMATUBHOW JOKYMEHTaLMN U3rOTOBMTENSA He yCTaHOBMNeEHbI Apyrue TpeboBaHua (CM. npu-
noxeHwue b).

1} Cm. cTaHgapThl cepumn «Cuctema paspaboTku M NOCTAHOBKM MPOAYKLIMA HA NPOM3BOACTBOY.
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MpuMmeyaHus

1 BogHble aKCTpaKkThl FOTOBAT € MCMNOMb30BAHWEM AUCTUNNMPOBAHHOW BOALI MNW BoAkl ANst nabopaTopHoro aHanu-
3a (cm. FTOCT P 58144, TOCT P 52501).

2 [1na onpefeneHns ocTaTo4HOro cogepaHusg atuneHokenaa (20) u atunenxnoprugpuHa (3XIN) 8 MW nocne cre-
punusaumm Heobxogumo pykoBoacTeoBaTtees [OCT ISO 10993-7.

5.2.8 XKungkune dpopmbl MW vcnbiTeiBaKOT «per se» (B YUCTOM BUAE).

5.2.9 Mocyna w obopynoeaHue nabopaTopHOe CTEKNSIHHOE OOMXKHbI COOTBETCTBOBAThL TpeboBRaHMAM
MOCT 23932, NOCT 1770.

5.2.10 Npwu BoibOpe MaTepuanor, pa3paboTke HoBbIX MW, oTcyTCTBUM MHPOPMaLUK O XapakTepPUCTUKAX
B OTHOLUEHUWN BEe30MacHOCTKU, SKCTPaAKTbl TOTOBAT B COOTHOLLEHWUW MEXOY MAaccoi UCMbITYeMOro Martepuana u
obbemomM mMogensHoW cpeabl No opmyne

roe M — makcMManeHO BO3MOXHOE Konn4ecTBo Matepuana B MW, T;
V — obbem KpoBW B OpraHu3ame 4YenoBeka (U3 pacyerta/unu npuHumMaemoro 5 n);
K — koathpuumeHT arrpasaumn, pasHbel 10.

CpoKM 3KCNO31LMK IKCTPAKTOB ONpedensaT NPoaoIKNTENBHOCTLI0 U XapakTepoM KoHTakTa MW ¢ opra-
HU3MOM Yenoseka. [pu NnpUMeHeHM AMHaMWYECKOTO peXnMa NpUroToBNEeHUs aKkcTpakTa HeobxoanmMo perna-
MEHTUPOBAaTb U JOKYMEHTMPOBAThL CPOKM OBHOBNEHUA MOAENbLHON Cpelbl U NPOBOAUTL aHanm3 nony4YeHHbIX
IKCTPAKTOB Ha Ka)aoM aTane.

5.2.11 HeobxoanmMo NpUMEHATL COOTBETCTBYHOLLME METOAb! M METOAMKU NS BCEX BUAOB UCCNenoBaHUR
(McnbITaHWA) U U3MmepeHuin. TpeboBaHUA K aHaNUTUYECKMM MeTodaM uanoxeHsl B FTOCT 1ISO 10993-18.

5.2.12 Obwwme TpeboBaHUA K BeIOOpY, Bepudukaumm 1 Banugaunu MeToaoB U METOOUK YCTAHOBIEHLI B
FOCT ISO/IEC 17025. PekomeHgaumu no Bbibopy MeToauk (MeTodoB) AnA Lenei OUeHKU COOTBETCTBUS U3-
noxenbl B TOCT P 58975.

5.2.13 [na onpeaeneHWs caHWTapHO-XMMWYECKUX Mnokasatenen, nokasatenei BMonorndeckoro aen-
CTBMA M MUKPODBMOMNOrMYeckux nokasaTenein ¢ uenbk oleHku Buonornyeckoro gencteua MW cnenyet npu-
MEeHATb NpUrogHbie MeTonbl U MeToaukn (cMm. MOCT ISO/IEC 17025).

6 NMokaszaTenu 6MoONOrM4YecKoro oenMcTBUA

6.1 OueHka Buonornyeckoro AecTBUA NO3BONAET 0BHapYXUTb BpegHoe Bo3feicterne MW B ycnosu-
AX in vitro w/vnu in vivo. Pe3ynbraTthl OLEHKM NO3BONAIOT cAenarth 3aknwyeHre o BMonorm4eckon CoBMecTu-
moctu M.

OcHoBHbIE NONOXEHUA OLEHKN BUONOrM4yeckoro AeNCTBUSA NPUBEAEHbI B COOTBETCTBYIOLLMX CTaHAapTax
cepuu MOCT ISO 10993.

6.2 Obwwne TpeboBaHus k BbIGopy 06pa3uoB ANs UCCNEeOOoBaHUMA (WUCMLITAHWIA) YCTAHOBMNEHLI B
FOCT I1SO 10993-12 1 B cTaHgapTax Ha KoHKpeTHoe MIA.

6.3 Ecnu B cTaHgapTax Ha KoHKpeTHoe uMnnaHTupyemoe MW HeT TpeboBaHui k Beibopy obpasuos gns
nccnegoBaHui (MCNbITaHWA), TO PEKOMEHOYETCH PYKOBOACTBOBATLCHA CregYoLWMM NpaByriom.

M3y4eHuo nognexuT Takoe KonnM4ecTBO Matepuarna, KOToOpoe paccynTaHo no gopmyne
? : K, (2)
roe M — makcuManbHOe KONMUMYecTBO Matepuana, UMnnaHTupyeMoe YenoBexky, T;

P — macca Tena 4enoeeka (M3 pacyeTta/unu npuHumaemas 70 kr);

K — koaddurumeHT arrpaBauunm, paeHein 20.

6.4 Obpasubl gnd uWcnbITaHWA uMnnaHTupyembix MW nogrotaBnuBawdT B COOTBETCTBUM  C
FOCT ISO 10993-6.

6.5 Viccnepyemble 1 KOHTpOnbHble 0Bpasubl criegyet obpabaTbiBath B YCNOBUAX, UCKITKOYAKLLWX KOH-
TamuHaLu0.

6.6 MW/maTtepmansl, npeactaenawolline cobom xuakMe opMel (PacTBOpPLI, renn) UCMLITLIBAKOT «PeEr se»
(B uncTom Buge).
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6.7 Obwme TpebOBaHUA K NPUIOTOBIEHWUID IKCTPAKTOB, MCMOMb3YEMbIX AMA OUEeHKW BMonoru4eckoro
pencteua MW/ matepuanos, yctaHoBneHbl B TOCT ISO 10993-12 n gpyrux H] Ha koHkpeTHbii Bug MIA unu
MeToa (MEeTOAMKY) UCCNenoBaHWUiA (MCMbITaHWUR).

I punMmedYyaHne — 3KCTpaKTbI aona uccnegoBaHuUA Ha naﬁopaToprlx YKMBOTHBIX, B TOM YXACE W OnA UCTbITaHWA
Ha NUPOreHHoOCTb, MOTOBAT HAa 0,9 %-Hom CTepuUnbHOM annMporeHHoOM pacTBope Xnopuaa HaTpua OAna MHBEKLIWA.

6.8 Obwwne TpeboBaHWA k BbIBOpPY, BEpUdUKALMM U BaNUOaLUN METOA0B U METOAWK YCTAHOBMNEHLI B
FOCT ISO/IEC 17025. PekomeHgaumy no BeIBOpy METOAMK (METOOOB) C LENb0 OLEHKU COOTBETCTBUS U3NO0-
»eHbl B TOCT P 58975.

6.9 MeTtogbl U METOAMKKM WMCCreAoBaHUA OMONMOrM4eckoro AeWCTBUS M3MNOXKEeHb B COOTBETCTBYHOLLMX
cTaHgapTax (cm. ctaHgapTbl cepum FTOCT ISO 10993, FOCT 34901).

6.10 CneumanucT, NNaHMPYOLWWIA MCCNeaOoBaHMA M COCTaBMSIOWNIA NporpaMmmMy, Bnpaee BbiOpaTh ank-
TEpPHaTUBHbLIA METOA UCMLITAHWIA, COOTBETCTBYHOLLMIA NpuMeHeHnio MW, npu ycrnoeum ero Banugauuu.

6.11 MuporeHHOCTL, ONOCPEOBAHHAS Martepuanom, AoMmkHa BbiTb OLeHeHa NyTEM aHanu3a Hay4yHbIX
OaHHbIX, a MPYU UX OTCYTCTBUMU pe3ynsTaTaMy UCCNedOoBaHUNA.

B 3aBMCMMOCTM OT NPOUCXOXAEHWSA NMUPOreHa NUXoPaa0HHY0 peakuuio MOXHO pasgenTb Ha TPW rpynnbi:

a) MMPOreHHOCTb, 00yCnoBnNeHHas MaTep1anom, Bbl3BaHHasa XMMUYECKUMUN areHTaMu;

6) NMporeHHoCTb, ONOCPeOBaHHAasl SHAOTOKCMHOM (CTPYKTYPHbIE KOMMOHEHTbI MpamMoTpuuatenbHbIX
BakTepuin, BEICBODOXKOaeMbIE TOMLKO NpW NMance bakTepuansHON KNeTKn);

B) MMPOreHHOCTb, ONOCPEAOBAHHAA MUKPOOHBIMU KOMMOHEHTAMW, OTAVYHBIMUK OT 3HAOTOKCUHA.

6.11.1 MaTtepuansl, cogepxalline HOBble XMMUYECKWE BELeCTBA MMM BELLECTBA, KOTOPbIE paHee Bbi-
3blBanM NMporeHHbln adpdeKT, JOMKHLI ObITk OLEHEeHbl Ha NpeaMeT MMPOreHHOCTU, onocpeqoBaHHOW MaTepu-
anom (cm. FOCT 1SO 10993-11).

MepeydeHb BeLLECTB, KOTOPbIE Bbi3bIBAKT MUPOreHHY peakuuo, He AABMASCh 3HO0TOKCUHAMK, NpuUBedeH
B [OCT ISO 10993-11.

Mwukpocdepbl U HAHOYACTULbI, B TOM YMChe NPOAYKTbl pa3pyLlleHnst MMMNMaHTaToB, MOryT AeWCTBOBATh
Kak nuporeHsl. Mukpocdepbl, YacTuLbl U HAHOYACTULBI MOTYT haroLMTUPOBATLCSA U aKTUBMPOBAaTh BLICBODOX-
OeHue npoBocnanuTenbHblX LMTOKMHOB.

6.11.2 [Ina onpegeneHus NUPOreHHOCTU, ONOCpPenoBaHHOW MaTepuanoM, peKoMeHOyeTca UcnbiTaHue
Ha Kponukax, Tak Kak OHO OCHOBAHO Ha HenocpeACTBEHHOW OLEHKEe NUXOpago4vHOW peakuuu B opraHusme,
4yero Henb3sa obuTbca MetTogamu in vitro.

[na onpegeneHns NMpPOreHHOCTK, ONocpeaoBaHHOW maTtepuanom, JIAJT-TecT He NpUMeHuM.

7 Mukpobuonorm4yeckme nokasarenu

7.1 O6wme nonoxeHus

Llenbio MukpoBuonornyecknx uccnefoBaHui siBnseTcs obHapyKeHue MUKPOOPraHUM3MoB, UX WOEHTU-
duKaunsa u usyvyeHue CBOUCTB.

7.2 CTepunbHOCTb

OnHum 13 kputepuer bruonorudeckon 6ezonacHocTn MU aBnaeTca UX CTEPUNBHOCTB.

TpebosaHua k MW, npoweawnm QUHULLIHYIO CTepUnu3aumnio, KotTopele ByoyT OTHECeHbl K KaTeropuu
«CTEPWUNbHBIE», yctaHoeneHbl B FTOCT EN 556-1.

CtepunsHocTb MW noaTteepxaatoT:

a) Banuaaluein npoLecca cTepunnaaunm 1 nocneayowmMMmn Banugauuamm, NokassiBaoluMm, YTo AaH-
HbI Npouecc npuemnem (cm. FTOCT P MCO 17665-1, TOCT ISO 11135, TOCT 1SO 11137-1);

6) uHdopmavmelt, cobpaHHON BO BpeMA TEKYLLEro KOHTPONs CTEPUINTbHOCTU U MOHWUTOPUWHIA NpoLiecca,
MoKasbIBaKLLEro, YTO BanMAWpPOBaHHbIA NpoLecc 3heKTUBHO MPUMEHEH.

TpeboBaHusa Kk paspaboTke, Banuaauun U TEKYLLEMY KOHTPONIO npouecca ctepunvaaunn MW nanoxeHol
B COOTBETCTBYHLUNX CTaHAapTax.
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7.3 Mukpobuonorn4yeckas Yicrora

WcnbiTaHuam Ha MUKPoBKMONOrMyeckyro YACTOTY NogBeprarT HecTepunuayemMblie MW ¢ ycTaHOBNEHHLIMU
MUKpPOOMONOrMyeckuMi xapakTepuctnkamu, Hanpuvep M B doopMe MCNONHEHUSA KpeM UK renb, PYKOBOA-
CTBYACb TEXHWYECKOW [OKYMEHTAUMEN N3rOTOBUTENS.

7.4 nMpDrEHHOCTb, onocpegoBaHHaA SHOOTOKCHMHaMM

BakTtepuansHbIMY 3HOOTOKCUHAMMW ABMAKTCH CTPYKTYPHBIE KOMMOHEHTLI FpamMoTpuLlatensHeIX 6akTepui,
BeICBOBOXAaeMble TONLKO Npu nuance BakTepmnaneHoW kneTkn. B npupoge rpamoTpuyaTensHblie BakTepun LWm-
pPOKO pacnpocTpaHeHbl B BoAe (pekax U Mope), Bo3ayxe, NoYBe, a Takke B opraHn3Me venoseka. MNoatomy MU
13 MaTepuanoB NPUPOLHONO NPOUCXOXOEHUS, MOTYT DbiTb 3arpsisHeHbl BaKkTepusMn M MX KoMNoHeHTamu. KoH-
TaMmuHauna BakTepuanbHbIMK 3HOOTOKCUMHAMM BO3MOXKHA TaK ke B npoLecce npounssoactsa MU.

7.4.1 KoHTamuHauma MW 6akTepuanbHbIMU 3HAOTOKCMHAMK A0MKHa ObITh OLEHEHA.

7.4.2 TIMpOreHHOCTbL 3TOr0 TUMa ONpPenensiT, U3MepAs KONMUYecTBO 3HOOTOKCUHA 3HAOTOKCUH-che-
unduyHbiM JTAJl-TecTom (TecT nuaata ameboUNTOB MEYEXBOCTA).

OnucaHne meToga onpefeneHnst cogepxaHus aHgoTokcnHoB (JTAM-TecT) ans obpasuyoe martepuanos/
MW, conepxalwmx HaHomaTepuansl nanoxeHo B FTOCT P MCO 29701.

CneayeT yuuTbiBaTb, YTO Mcnonb3oBaHue JIAll-peakTvBa MMeeT OrpaHUYeHus: Ha Peakuuio BrVST
Temnepartypa n pH pacteopa obpasua, a Takke peakuMs yCcunuBaeTcsa WU MHrmbupyeTtcs pasfimMyHbIMK CO-
eOVHEHNAMW, TaKMMW Kak npoTeasa, MHIMBWTopbl NpoTeas, MOHbI METANIOB, MOBEPXHOCTHO-aKTUBHbLIE BELLE-
CTBa, xenarthbl, conu u caxapa. lNpumenenne NAJl-Tecta ona koHkpeTHoro M (Hanpumep, ana Guononumep-
HbIX reremr) JomkHO BbiTh 0BocHOBaHO, BaNnMOMPOBaHO, AOKYMEHTUPOBAHO W NMPEACTABNEHO B TEXHUYECKON
OOKyMeHTauuu nponssogntens M.

8 OueHkKa U UHTepnpeTauua pe3ynbLTaToB

8.1 Ecnu Ha aTane wuccneposaHna MW B akcTpaktax uz MW/maTtepuanoe oGHapyeHO npeBbilleHWe
3Ha4eHui MOK akcTparmpyembix BELEeCTB, NPUBEAEHHbIX B NPUNOXeHun A, HeoBX04MMO OLEHUTE UX TOKCU-
KOMOrMYeCKyl ONacHOCTb B YCMOBUAX NPeayCMOTPEHHOro npumeHeHus/HasHaveHus MU (cm. TOCT ISO/TS
21726, TOCT ISO 10993-17).

Bce pesynbrathl MCCNefoBaHUA, NOATBEPKAALLNX BE30MaCcCHOCTb, AOMKHbI BbITh JOKYMEHTUPOBAHLI 1
npeacTaBneHbl B TEXHUYECKOW AOKYMeHTauum npoussogutena M.

8.2 Ecnn B akcTpakTax u3 MW/matepuanoB oGHapyKeHo NpeBbllLieHne 3Ha4eHin MHTerpanbHbIX Nokasa-
Tenewn, To pewexHue o 6esonacHoM npuMeHeHnn MW npyHMMalT Ha OCHOBaHWMW Pe3ynbTaToB MCCNeaoBaHui
(McnbiTaHuin) Ha TecT-0BbEKTaX B YCroBUAX in vitro n in vivo.

8.3 PeweHne o BMonorn4eckorn COBMECTUMOCTM W cooTBeTcTBMM M TpeboBaHusam GezonacHoro npu-
MEHEeHUS MPUHUMAaKT Ha OCHOBaHWUM UMEKOLLMXCA PEe3ynLTaToB, NOATBEPXAAKLWNX OTCYTCTBME BpeaHoro buo-
norvyeckoro BosgencTesma (cMm. ctaHgaptel cepun FTOCT ISO 10993).

9 MNpeacTaBneHue OoTYETOB O pe3ynbraTax

9.1 PesynbraThl MCCNEAOBaHWIA (MCNbITAHWIA) AOMKHbI OblTe NPeacTaBneHbl TOYHO, YETKO, HEABYCMbIC-
neHHo u 0bbekTmBHO (cm. FTOCT ISO/IEC 17025).

BeiBoabl, cogepxkaliMecss B OTYETax O pe3ynbraTtax, AOIKHbl OblTe OAHO3HAYHBLIMWM WM MOHATHBLIMM,
cm. TOCT ISO/IEC 17025.

9.2 OT4eTbl 0 pe3ynbTaTax MOryT COMPOBOXAATLCA AKCMEePTHLIMK 3aKMHHYEHUSIMU, NPOTOKONaMu UCHbI-
TaHWIA, NOACHWTENbHBIMW 3aM1MCKaMu B 3aBUCUMOCTM OT TpeGoBaHWin OpraHn3aLmMm, B KOTOPYK NpefocTaens-
0T pesynbTaThl.
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MpunoxeHune A
(cnpaBo4Hoe)

HonycTuMble 3Ha4eHUA UHTErpanbHbIX nokasatenei U NAK skcTparnpyeMbiX BeLlecTB
n3 MW/maTepnanoB B 3aBUCMMOCTH OT UX NPUPOAbLI U XapaKTepa KOHTaKTa

Tabnuua A.1— JonycTuMoe 3Ha4YeHWe MHTerpanbHbIX NokasaTtenein

HaumeHoBaHue nokasatens (xapaxkTepucTukn)

HonycTumoe 3HaveHne, He Gonee

1 BoccraHoeuTenbHbIe npumMeck, mn, 0,02 H pacteopa Na,S,04 1,0
2 NameHeHue pH (ApH), eq. pH +1,01)
3 YneTpaduoneTtoBoe nornoweHne, eq. O.I. B AvManasoHe O5IWH BOSH, HM:

3.1 01 220 oo 360 BKNKHYUTENBHO; 0,30
3.2 o1 230 go 360 BKMOYUTENBHO; 0,202)
3.3 o1 250 go 320 BKMOYUTEMNBHO 0,103)

Hbix NuH3: £0,2 eq. pH.
2) Ins KOHTeHEPOR AMA KPOBW 1 €€ KOMMOHEHTOB.

HOKPaTHOro npMmMmeHeHunA.

1) B HekoTOpbIX CAyYasx AONYCTUMBIE 3HAYEHWA MOTYT BbiTh Gonee «KEeCTKMIUY, HaNpUMep AN UHTPAoKyNAp-

3) NS yKyNopoUHbIX MPOBOK 1 YCTPONCTB, KOMMNEKTHbIX IKCGY3UOHHBIX, MHMY3NOHHBIX M TPAHCHY3MOHHBIX Of-

Tabnuua A.2—NOK akcTparupyemMbix Betlects u3 MA/maTeprmanos B 3aBUCMMOCTIW OT UX NPUPOALI U BUAOA KOHTaKTa

HawvmeHoBaHue HaumeHoBaHWe nokasartens
MW/matepuanos 8 3aBUCUMOCTIW OT MX NPUPOLOsI (XapakTepucTukm)

NaK, mr/am3, He Bonee

1 MaTE.‘pVIaJ'IbI nonvMMepHble CUHTETUYECKHe

1.1 Matepuansl nonuMepHble CUHTETUYECKUE, 06- WMHTerpaneHble nokasatenu cm. Tabnuuy A1,

LWe nokasartenu nyHKTbI 1, 2, 3
dopmaneaervg 0,10

2 JononHWTenkbHLIE NOKa3aTeny, B 3aBUCMMOCTM OT COCTaBa

2.1 Marepuansl nonuMepHble cuHTeTUYeckne, B 3a- | »Keneso (Fe) 0,30

BWMCMMOCTW OT COCTaBa
Kagmuia (Cd) 0,001
Megk (Cu) 1,0
Xpom (Cr3*/Crb*, cymmapHo) 0,10
CeuHey, (Pb) 0,030
Onogo (Sn) 1,0

2.2 MonuatuneH, nonuNponuneH 1 apyrve matepua- | Auetansgoerng 0,20

Nkl Ha OCHOBe nonuoneduHoB
AueToH 0,10
W3aonponaHon 0,10
MeTtaHon 0,20
MponaHon 0,10

2.3 Monuctupon 1 cononumepsl Ha ocHoBe cTupona | CTtupon 0,010
MeTaHon 0,20
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MMlmaTepmanOBH:‘::EGMHSHB::(I:ATGM OT UX NpUpoAL! Ham\';i:g:i;'::mg?ﬁj?mﬂﬂ MAK, mriam’, ke Gonee
2.4 MNonuBrHUNXNOPKUA, AueTanbaoerng, 0,20
AueToH 0,10
BuHunxnopuvg 0,010
W3aonponaHon 0,10
MetaHon 0,20
MNponaHon 0,10
Ouoktundpranar (QO®P) 2,0 10 mr/100 mn"
2.5 MNonuopraHocMnokcaHb! (CUMUKOHbI) AueTanbgerng 0,20
MetaHon 0,20
deHon 0,050
2.6 MNonuakpunarthl AKPUIOHUTPUN 0,020
Bytunakpunar 0,010
MeTtunakpunat 0,020
MeTtunmeTtakpunar 0,250
2.7 Nonuamuabl: g-Kanponaktam 0,50
- KanpoH (nonuamug 6, nonvkanpoamma); Eenaon 0.010
deHon 0,050
- HeWrnoH (nonuamug 66, nonurekcaMmeTuneHaguna- [ekcameTnneHgMamMmH 0,010
M) MetaHon 0,20
2.8 MNonuakpunamug Akpunamug 0,010
2.9 MNonuypeTaH AueTtanbgerug 0,20
AueToH 0,10
WM3aonponaHon 0,10
MetaHon 0,20
[MponaHon 0,10
OTUNEHN1KONb 1,0
2.10 MNonwnadompel: Auetanbgerug, 0,20
nonuaTuneHTepedTanar U CoNnonuMMepbl Ha OCHOBE
TepedTaneBon KUCNOThI; ALETOH 0,10
W3onponaHon 0,10
MetaHon 0,20
[MponaHon 0,10
STUNEHIMUKONb 1,0
- nonukapBoHar; deHon 0,050
OudbeHnnonnponaH 0,010
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FOCT P 52770—2023

lpodomxeHue mabnuysl A.2

TednoH)

MVI/r\naTepwanosH:l?:;MHgflE::gfw OT Ux Npupoas! Ham}i:gii?:&ﬂ?:ii?mm MAK, mriam?®, we Gonee
- NONUCYNbOH; [OundbeHmnnonnponaH 0,010
- 9NoKCUAHbIE CMOMbI [OudennnonnponaH 0,010
®deHon 0,050
AnuxnoprugpuH 0,10
2.11 ®Toponnact (proponnact-3, proponnacr-4, dopmansaerus 0,10

3 PeanHbl M natekcbl CUHTETUYECKME

3.1 Pe3uHbl 1 natekckl CMHTETMYEecKne, obLlme no-

M HTerpankbHble NoKa3aTernu

cMm. Tabnmuy A.1,

B-cbeHunHadTUNaMmnH)

KasaTenu nyHKTel 1, 2, 3
Kagmun (Cd) 0,001
CeuHey (Pb) 0,030
UuHk (Zn) 1.0
dopmaneaervg 0,10
3.2 JononHuTenbHbIe NokasaTtenu, B 3aBUCUMOCTHU AkpunoHuTpun 0,050
OT cocTaea
AueTtanbaerva 0,20
Arngon-2 (2,2-metuneH-buc 2,0
(4-meTnn-6-TpeT-ByTuUn-
theHon)
M3onpeH 0,01
Tuypam [ (TeTpameTunTuny- 0,0502)
pamaucynbgua)
Twypam E (TeTpastuntuypam- 0,0503)
Ancyneun)
OudbeHunryaHmguH 0,150
Anetakc (2,2-gmbeHatnason- 0,40
Ancynbhua)
Kantakc (2-mepkanTobeHs- 0,40
Tnason)
Cynbdenamng Ll 0,40
(umknorekcun-2-6eHaTuason-
cynbheHamu)
HeozoH [1 (HacbTam-2, 0,20
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MpodomxeHue mabnuusi A.2

rOCT P 52770—2023

HaumeHosanune
MW/maTepranos B8 3aBMCMMOCTM OT UX NPUPOALI

HaumeHoBaHuWe nokasartens
(XapaKkTepucTuku)

naK, mr/am®, He Gonee

4 MaTepuansl NPUPOAHOTO NPOUCXOMOEHNUS

4.1 bronornyeckne TKaHW U UX NPOU3BOOHbIE B 3a-
BMCMMOCTM OT crnocoba obpaboTkn, cocTaea, obLme
rioKkasarenu.

Bronoruyeckne TKaHn M X NPOW3BOAHbIE Yeno-
BEYECKOrO MPOUCXOKOEHUA B HEXXN3HECTOCOBHOM
COCTOSIHWUN.

Buonoruyeckre TKaHW U UX NPOU3BOAHbLIE XUBOTHO-
ro NPOMCXOKAEHNA B HEXKN3HECNOCOBHOM COCTOSA-
HUW.

MHTerpaJ'leblE‘ nokazarenu

cm. Tabnuuy A1,

MyHKTLI 1, 2
dopmanboerng 0,10
AueTtanegerng 0,20
ALETOH 0,10
W3onponaHon 0,10
MetaHon 0,20
[MponaHon 0,10

4.2 JlaTekc HaTypanbHOro Kaydyka, oblume nokasa-

MHTerpaﬂbelE noKazaTtenu

cM. Tabnuuy A1,

B-cheHunHadTUNaMMNH)

TEnu MyHKT 1
Kagmui (Cd) 0,001
CeuHey (Pb) 0,030
LnHk (Zn) 1,0
dopmanbgerna 0,10
4.3 [lononHuTenbHbIe NoKazaTenu, B 3aBMCUMOCTH AKPUIOHUTPUN 0,050
OT cocTaea
AueTanbaerng 0,20
Arvgon-2 (2,2-meTtuneH-buc 2,0
(4-meTun-6-TpeT-0yTUn-
ctheHon)
W3onpeH 0,01
Tuypam [ (TeTpameTunTuy- 0,0502)
pamaucyneduna)
OndeHnnryaHmuauH 0,150
Anctakc (2,2-gnbeHatnasongn- 0,40
cynechua)
Kantakc (2-mepkantobeH3Tn- 0,40
ason)
CynbceHamug L 0,40
(umknorexkcun-2-6eHsTrason-
cynegeHamus,)
HeosoH [ (HagTam-2, 0,20

4.4 llennionosa, BUCKO3a, XN0nok, obuue nokasa-

MHTEFpaJ'IbeIE nokazsarenum

cm. Tabnuuy A1,

Tenu nyHkTel 1, 2, 3
Kagmui (Cd) 0,001
CeuHey (Pb) 0,030

4.5 [lononHUTEenbHbIE NoKasaTenu, B 3aBUCUMOCTU AueToH 0,10

OT cocTaBa
3TunauetaTt 0,10
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FOCT P 52770—2023

lpodomxeHue mabnuysl A.2

HaumeHoBaHue
MW/maTeprnanoe B 3aBUCUMOCTH OT UX NPUPOabI

HaumeHoBaHWe nokasarens
(XxapakTepucTukm)

NaK, mr/am®, He Bonee

5 MeTannbi 1 cnnaesbl

5.1 MeTtannbl U cnnaebl, B 3aBUCMMOCTW OT cocTaBa

M HTEerpanbHbIE€ NOKasaTenn

cm. Tabnvyy A.1, nyHkT 2

AniomuHuia (Al) 0,50
Banagwuii (V) 0,10
Bonbdpam (W) 0,050
»Keneso (Fe) 0,30
Kobanet (Co) 0,10
Mapraney, (Mn) 0,10
Megb (Cu) 1,0

Monunbaen (Mo) 0,25
Hukenb (Ni) 0,10
TuraH (Ti) 0,10
Xpom (Cr3*/Cré*, cymmapHo) 0,10
LIMHK (Zn) 1,0

6 CTekrno u kepamuka

6.1 CTekno v Kepamuka, B 3aBUCMMOCTK OT cocTaea

MHTerpaneHble nokasaTenu

cMm. Tabnuuy A.1, NyHKT 2

7 AreHTbl CTeEpUNM3yrUWne N KOHCEPBUPYHOLWHNE, I'IJ'IaCTVICbI/II{aTOpr, PEHTITEHOKOHTPAaCTHbIE BELWECTBA

AntomuHnuin (Al) 0,50
Bop (B) 0,50
Kagmui (Cd) 0,001
KoBanet (Co) 0,10
Mapraney (Mn) 0,10
Mege (Cu) 1,0

Mbiwbsak (As) 0,050
Onogo (Sn) 2,0

PTtyTb (Hg) 0,005
Cepebpo (Ag) 0,050
CeuHey, (Pb) 0,030
TuraH (Ti) 0,10
Xpom (Cr3*/Cr8*, cymmapHo) 0,10
LuHk (Zn) 1,0

Bapuii (Ba) 0,109
[myTapoBbln anbgerng 0,070
dopmanesaerus 0,10
3TuneHokeua —4
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OkoH4yaHue mabnuub! A.2

rOCT P 52770—2023

HaumeHosanune
MW/maTepranos B8 3aBMCMMOCTM OT UX NPUPOALI

HaumeHoBaHuWe nokasartens
(XapaKkTepucTuku)

naK, mr/am®, He Gonee

8 PacTtBoputenu onsa cknenMBaHus getanen 1 y3noe nagenuia

AueToH 0,10
MetunatunketoH (ByTtaH-2-oH) 1,0
TeTparugpodypaH 20,0
LinknorekcaHoH 2,50

HOKPaTHOro NnpMmMeHeHunA.

MpumevaHnsa

KONMWYEeCTBO OOMKHO ObiTe 060CHOBAHO.

aHannsa pucka.

3) [Ins M3nenuii, KOHTAKTUPYIOLLIMX C KPOBLIO.
4) MOK yctaHoeneHsl B FOCT ISO 10993-7.

1) INsl KOHTENHEPOB ANA KPOBU 1 €€ KOMMOHEHTOB.
2) INs yKyMOpOUHBIX NMPOBOK U YCTPOMCTB, KOMMMEKTHBIX IKCDY3NOHHBIX, MHY3NOHHBIX U TPaHCY3UOHHBIX Of-

1 Ecnu B MW copepxaHuve BhbllenepeyncrieHHbIX BewecTB (KOMMOHEeHTOB) npeBbiwaeT 3HadeHue MNOK, To mx

2 B tabnuue npuBeneHbl BellecTBa, Hambonee yacTto BecTpedalowmecs B MW, B MW moryT Haxoautbcsa Belle-
CTBa, He ykasaHHble B Tabnuue. OnpegeneHne BelecTB B KOHKpeTHOM MW ocyLLecTBRSIOT C YY4ETOM pPesynbTaToB

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru

CrpanHuua nokymeHTa - https://GostExpert.ru/gost/gost-52770-2023
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FOCT P 52770—2023

Mpunoxenune b
(cnpaBo4Hoe)

YcnoBuA NpUroToBneHUs 3KCTPaKToOB

Tabnuua B.1 — YcnoBua npuroToBNEHWA 3KCTPAKTOBR OMS rpynn WU3Aenui u3 nonuMepoB (3KCTparvpylowas »Xua-
KOCTb — BOAa ANCTUNNWPOBaHHas)

© © - . =
= v = s G
@ ¥£m u.)nx£ @ wg c © =1 ®
= <L = SS L@ sS@ 03 a’ I - =
ISF®O I T3 I 0\O =, -y 45 T
s g ag [CRCE = =0 g [ C =
382653 3g5%= 38=E3 T 5 835 T
KaTeropusi uapnenus %gié‘-’ %gég—_ 2Faf %fé S E &
o,® = bz, s
550 xS 53 x>3 ’5::%(‘33 so §9 =
e B =5 255z 58 % R S g =2
Q c}iv O(U% O ao |_(=,‘, gm
© =0 © % o
[=] [¢) o =

1 M3,EI,EJ'IMFI NOBEPXHOCTHOIO KOHTAKTa

1.1 CpeacTea nepeBA3o4HbIe, KOH-
TakTUpPYHLWME C HENOBPEXAEHHON 1M — — 3741 24+2 —
KOXeW, B TOM YUChe:

- NOBA3KM,

- NNEHKHM,

- BUHTHI,

- nnacTeipy hUKcupyoLme,
- TMFTMeHMYecKe candeTku,
- BaHpaxu,

- opTeabl,

- LWUMHBI,

- KOPCETHI,

- PEMHU-(MKCATOPI

- Bata MeauLUMHCKas rmrpocKonm- o 1/500 o 37 + 1 24 42 .
Yyeckas

- rUNcoBble BUHTEI 1/5 — — 3741 24+2 —_
1.2 MW anactu4Hble KoMNpeccu- 11 . . 37 + 1 24 49 .
OHHblE

1.3 CpeacTea nepeBA3oyHbIE, KOH-

TaKTUPYHOLWME C MOBPEXAEHHBIMU 1.6/1 - - 37 + 1 24 492 L

KOXEW 1 CNM3ncTbiMu 0B0onoYkamu,
B TOM YUCHE:;

- MPOTUBOOXOroBble NOBA3KKX, reMo-
CTaTn4eCKne paccacbiBaojmecs

nap.;

- BaTHO-MapreBble cpeacTea
(candoeTkn, BUHTLI, NepeBA30YHbLIE
nakeThbl);
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lMpodomxeHue mabnuysi b.1

rOCT P 52770—2023

pv AnAa nega

2 “ g e =
@ ¥ Lo x5 [ g > @] 8 T
> =54 228% | 2342 & i g
I 2 0320 T59°ag% 53 5SS &
Kateropus uagenvs 2a3z28 3d¢g= gexrd ad =53 3
Toa® ISog TZZD 2w g3 s
gE8zs| 5825 | 55387 2E 55 3
S 282 | §§8= |3=8&5 = g3 =
© R Qo x [
<] [s] o |
- knewn, copbeHTbl, remMocTaTuye- M—
CKMe MOPOLLKK MaKcu-
— M/250 — 371 24 £2 MansHas
pasoBas
nosa
- CpeacTBa nepeBa3oyHble nna- o - o
CThIpHOrO TWNa 1,611 st 51 2t
1.4 l'enu gna Y3K — 5/100 — 37 +1 20+£0,1 —
1.5 NWH3bI 04KOBBIE ONA KOpPEeK- 11 . . 37 + 1 24 + 2 L
LINKN 3pEeHnsA - -
1.6 OnpaBbl O4YKOBEIE — - 3/500 37 +1 24 +2 e
1.7 MNpoTe3bl rasHble (ak3onpoTe- o o 1/50 37 + 1 24 + 2 o
3bl), 3KTONPOTE3bI NUUA - -
1.8 Opexga n 6enbe, NnpuMeHse-
Mbie kak MU 1M - — 37 £1 24 £1 —
1.9 Ogexpga v Benbe xMpypru-
yeckve, npumeHaemMble kak MU o o o
Ona NaumMeHToB, XMPYPriM4ecKoro 1" <y Pk
nepcoHana v o6opyaoeaHua
1.10 Magenua peHTreHo3alnTHbIe
(thapTykn, HarpygHWKK, Nepyartky, 1/10 — — 37 £1 2,001 —
Baxunbl)
1.11 MeguUMHCKME rMriMeHnYecKme Mocne
NPOKNaaKK, NOArY3HWUKKW, NeneHKu 11 o o 37 + 1 24 12 MOIHOro
- - BOOOMO-
rMOLWEHNA
1.12 MNpesepBaTuBb —_ —_ 1/50 371 20+0,1 —_
1.13 MepyaTkn MeguUnHCK1e m — — 37 +1 8+1 —
1.14 MepuaTtkn MeauUMHCKME U3 11 L . 37 + 1 8+ 1 L
naTtekca HaTypanbHOro Kay4vyka
1.15 CnpuHUOBKK, KpYXKKM JcMmap- 3anonHs-
Xa, KNM3MeHHble HaKOHEYHWKN HOT HOMM-
— — A% 37 1 2001 e —
ob6bemMoM
1.16 MonokooTcochl 3anonHsa-
— — 1V 37 + 1 By | N LCHE
HanbHbIM
obbemom
1.17 Moye- 1 KanonpuemHuKK,
nogknagHele cygHa, rperku, nysbl- 1/5 - — 3T &1 2001 —

GostExpert.ru
https://GostExpert.ru/gost/gost-52770-2023

17



https://gostexpert.ru?utm_source=pdf&utm_medium=68051
https://gostexpert.ru/gost/gost-52770-2023?utm_source=pdf&utm_medium=68051&utm_term=page

FOCT P 52770—2023

lpodomxerHue mabnuuet 5.1

© © - . A
= w = =3 g
g §§m§ %%ém %m$§ 89 27 ®
ISP @O IC® S I oo = 4 s =
[l = R T =P o3l T =0 g% = c = T
3T85 = 35T 38 =c3 T o3 g
KaTeropus uagenus FEERE 322 2% ,5z2 o g £Ex 3
23882 | 2385 | 2ig¢p: 2 :8 0
EQ o >SS E 3 >% E g ad = c = =
3co=s5| 88%= | 3¢z¢e 55 s g =
O 232 | o0g8T |o0¥3&6 =z 35 c
© 29 © % o3
[s} =] o =
1.18 3k3onpoTess! rpyaHON Xene-
3bl, N30ENKA NPOTE3HO-0pTONEeau- 1/2 — — 371 24 £2 —
yeckue 1 nonygabpukaTel K HUM
1.19 BHyTpMMaTOYHbIE KOHTpaLen- . . 1/50 37+ 1 7942 .
TWBBI, KOnbLa
1.20 JIMH3bI KOHTaKTHBIE 1M — — 37 1 24 +2 —
1.21 TMHeKonoru4eckme UHCTpYy-
MEHTbI, B TOM Y1Cre:
- 3epkano no Kycko; - — 1/500 37£1 20+0,1 —
- lwnarenb, nNoxka PonbkmaHa, o o 1/100 37 + 1 2.0+0,1 o
LepBUKanbHas WeTka
1.22 [aTtyurkn, anekTpodsl 1 apyrue
YCTPOWCTBA, KOHTaKTMpyrLue c — — 1/250 3741 20+0,1 —
KoXen
1.23 Kamepbl HeoHaTarnbHbIX MHKY- 11 . i 37 + 1 24192 o
GaTopos
1.24 NHranaTopsl 3anon-
HSIIOT HO-
- — 1V 3711 24+ 2 MUHarb
HbIM 06Bb-
eMoM
1.25 CnyxoBble annapartbl — — 1/50 37 1 24 +2 —
1.26 KpuonakeTbl — — 1/250 371 20+0,1 —
1.27 MMKpDCCbepblﬁnﬂ NpoTUBO- . 110 . 37 + 1 24492 L
OXOrOBbIX KpOBaTEN
2 Wapenus, npucoequHAeMbIe U3BHE
2.1 YcTponcTBa KOMNNEKTHbIE Mo npu-
3KCY3NOHHBIE, UHY3UOHHBIE K - - 3/250 3F+A 20+0,1 noxe-
TpaHCcdy3MOHHbIE Huio B
2.2 Annapatbl 1 YCTpOWCTBa ANnA Mo npu-
3ameLleHns (PYHKLMIA opraHoB 1 — — 1/500 37 1 20x£0,1 noxe-
CUCTEM OpraHvMama, B TOM Yvche: HUO B
- annapartbl UCKYCCTBEHHOTO KPOBO-
obpalLeHns], MCKYCCTBEHHOM MOYKN,
Ons reMmocopBuny B KOMMMNEKTE ¢
mMarucTpansamMu unm 6e3 HUX u 1x
YHKLUMOHAMNbLHbLIE 3MNEMEHTbI;
- MarncTpanv KpoBOonNpoBoAsALLME
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lMpodomxeHue mabnuysi b.1

rOCT P 52770—2023
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2.3 KaTteTepbl BHYTpPUCOCYQUCTLIE,
TpyOKM MeauUMHCKWe OnA nepe-
nMBaHWs KPOBK, NpenapaTos 13 — - 1/250 37 1 24 +2 —
KPOBW, KpOBE3aMeHUTenNen n NHpy-
3MOHHbLIX pacTBOPOB
2.4 lUnprubl MHBEKUMOHHbIE OOHO- 3anonHsa-
KpaTHOro NpUMEHEHWS 0T Yepes
— — 1V 37 + 1 24 +2 d
HOMM-
HarnbHbIM
obbemom
2.5 KoHTelHepbl Ans KpoBU, npe-
napaToB M3 KPOBU, KDOBE3aMEHU-
Tenew U MHQY3UOHHBIX PACTBOPOB,
B TOM YuCre:
Mo
- 500 mn; — — 1/100 70+ 2 24 +2 rocT
31209
Mo
- 300 mn — — 1/50 70+ 2 24 +2 rocT
31209
2.6 KaTeTephl, 30HAbl, APEeHaXH, e L 1250 37 + 1 24 + 2 .
By>K1 pasnnyHbIX TUMNOB
3 MimnnaHTupyeMble nsgenus
3.1 KnanaHbl cepgua, nepukapa,
OMOpHbIE KOMbLia, Kapauo- u
HEPBHO-MbILLIEYHbIE CTUMYIIATOPbI;
NpOTE3bl KPOBEHOCHLIX COCYO0B,
rPYLHOW Xenesbl, ropTaHu, auM4yka,
channonpoTessbl; UMNNaHTaTsl AnA — - 1/500 37 +1 T2:£:2 —
YErNKCTHO-NULEBON XMPYPIun, Npo-
Te3bl MAMKUX TKAHEN, UMNNaHTUpY-
eMble JaTYMKX 1 YCTPOWCTBA ANA
NOCTOAHHOTO A03VMPYEMOro BBEAe-
HWS NEKapCTBEHHLIX BELLIECTB
3.2 KoCTHbIE LEMEHTBLI, UMMNaHTK- M—
pyemble renm MaKcu-
— M/500 — 371 72+2 MansHas
pazoBas
gosa
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OkoHYaHue mabnuubi 6.1

© © - . A
E e i EPS S
@ X 3 0 XD @ 5 o © o @
s s C = SsSem S@ 0=F ar’ - <
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sggec | %858 | 259a% G35 55 g
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3.3 Hutu xupypruyeckune OTHo-
LweHne
ONWHGI
HUTH, CM,
K 0b6bem
- - — 37 +1 2442 4
anctun-
nvpo-
BaHHOM
BOAE,
wmn, 0,4/1
3.4 NmnnaHTatsl Ana oTansMo- M—
XUpypruv MaKCcu-
— 11 — 371 72:% 2 MarnbHas
pasoBas
posa
3.5 VIHTpaoKynsapHble NUH3bI — — 11 3t 24 2 —
3.6 Napgenna odTanemonornye- M —
CKME BUCKOXVPYPruyeckie MaKCcu-
— 11 — 37 1 8+1 marnsHas
pasoBas
posa
4 MeguunHCKUEe CTOMATONOMMYECKWE U3Oenus U Matepuansl
4.1 MeguuuHCcKMe ctoMmaTonornye- o o o - o Mo MOCT
CKWe u3genus u matepuarnsl 31576

* [lononHWTenNbHan SKCTparvpyoLasn }XMOKOCTb, KOTOPYH MCMOMb3YoT B 3aBUCMMOCTM OT MPUMEHSAEMOro MeToga
(meToaukK).

Tabnuua b.2— Ycnoeusa NPUroToBNeEHUA 3KCTPAKTOB ANA rpynn M34envin N3 MeTannoe, Cnnaeoe, KepaMnKn 1 ctekna

s o= <
=) ;] @5 o
m%% £>§ SRR =
3 0= c s 4I0 17}
a& = o= o @ 5= ® O o T
c'8 3 =33 SCC e s 27 2
’335"’ 20 X %8%3 > = 2= I
(=] = s @©
3kcTparupyolas 2 < a3 =20ax | 308 =i o= T
KaTeropusa nagenusa SECx | X088 | g = o= E = >
KUAKOCTL (Cpeaa) §85% | 3 s | ZE EZ c 3 ¥a 2
E o c Q9 =0 s E = 3
Qxzf |Zgi |8z233| °% g2 =
o5 5 &5 Osg & o o ®
Ead o=g §oa a
OEO o o g % O (=
[&] =] =

1 MMEJ'IVIH NOBEPXHOCTHOINO KOHTAKTa

1.1 OnpaBbl 04YKOBLIE Bopa o o 3/500 37 + 1 24 + 2 _
AncTUnnnpoBaHHas
1.2 IlnH3bI 04KOBLIE Bopa 11 o . 37 + 1 24 + 2 _
AncTUNNMpoBaHHas
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1.3 MNMuneTkn rnasHele 3anonHsa-
Bopa guctmnnupo- 0T HOMU-
Al R — — 1V | 371 |20+0.1
BaHHas HanbHbIM
obbemom
1.4 [aTymkn, anekTpo-
' i 0,9 %-HbIlA pacTBO
[Obl, KOHTAKTUpPYOLLWE C xnoo i EaT Mﬂp — — 1/250 37+1 | 2,0+0,1 —
KOXEN, CNU3UCTLIMU puA P
2 WMagenus, npucoequHsaeMble N3BHE
2.1 Wnpuvusl megnumH- 3anonua-
CKNE WHLEKLIMOHHbIE Bopga 1V 37 + 1 24 + 2 IOT HOMU-
MHOFOKpaTHOTo npume- OUCTUNNMpOBaHHasA - - HanbHbIM
HeHWA obbemom
2.2 Nrnbl MHBEKLMOH- 0,9 %-HeIn pacTeOp o 1/5 37+1 | 20+01 o
Hble, ckapuduKkaTopbl Xnopuaa Hatpus - T
2.3 ABTOHOMHbIE 6,89 i BEETES
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HEHWS; Xnopuaa HaTpus
- 0QHOKpaTHOro npume- 0,9 %-HbIA pacTBO
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HeHWsA Xnopuaa HaTpua
2.6 Kapgnoctumynato-
pbl, W3genus ang opTo-
neguu (NNacTuHbl 4ns
OCTEOCUHTE3a, CNuLbl 1 0,9 %-HbI pacTBOp
— — 1/500 37+1 | 3362 —
apyrve npucnocobne- Xnopuaa HaTpus
HWSA), NPOTE3bI CYCTaBOB,
BHYTPUCOCYAUCTLIE
CTEHTHI
3 MmnnaHTupyemMele nzgenua
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3.2 MaTepuane! xupyp- OTHowwe-
rMYecKne LLOBHbIe (HUTK HWe OMNWHBI
MeTannu4eckme) HUTK, CM,
0.9 %-HbIA pacTBO K 00bem
P P — — — 37+1 | 33622 y
Xropviga HaTpus aKcTparu-
pytoLien
KUOKOCTU,
mn, 0,4/1
3.3 ABTOHOMHbIE 0.9 %-Hblil DACTEO
9 Yo-
KenygouHO-KMLLIEYHbIE P b — — 1100 37 £1 24 +£2 —
Xnopuaa HaTpuA
3MNEeKTPOCTUMYNATOPI
4 MeOuuWHCKWe CTOMaTONOTMYECKE U3OenMa U MaTepuansi
4.1 MeguumHcKkue cToma-
Tonorwﬂesme n3nenvs n Ne TOCT
31576
martepwuarnsi
MpuMmeyaHus
1 YcnoBusi akcTpakuuu, NpUBEAEHHbIE B NpunoxeHne b, MoryT BbiTb M3MEHEHLI, ECNU 3T U3MEeHeHWs 060CHO-
BaHbl N 3300KYMEHTUPOBAHI.
2 Ecnn MW He BOLLNM B HACTOALLEE NPUITOXKEHWE, TO IKCTPaKLUMI0 NpoBogAT B cooTBeTcTBMM ¢ HT[ Ha KOHKpeT-
Hoe MW nnu no FOCT ISO 10993-12.

Tabnuua B.3 — YcnoBua NpUroToBrNeHUs aKCTPaKTOB U3 00pasLUoB yNakoBKW, HAXOOALWEWCA B KOHTaKTe ¢ MedWULUWH-
CKUM M3genuem (Matepuanom) (3KCTparnpyoLwasn XMakocTe — BOAa AUCTUNNMPOBaHHASA)

- © =
S . _ o =
323 3.2 I 5 2
309 o= S % 3
38 3 g3 285 =3 g o
E S T & 5@ T, 5 3 s :
o= 8= 2% im 2 O 2% F g3 ©
KaTeropusi manenus s E :Ni-’. gxe 5 v ;-g g P g %
T 8ss = T I g X O
5g8¢3 | 3¢ g 723 e 55 =
oX1 I d3j = I © gz C
g5 S HE 2ot 2 ]
ca % Q=g £ES g = a
§gg |°°¢ | 8°¢ : :
= = O = =
1 MNpobku onga ykynopueaHusa em- AgTokna-
KOCTEN CTEPUIN3YEMbIX BraXHbIM 1/2 — — 121.+1 1,0£01 BUPOBaHUE
Tennom (ana MW/ maTtepruanos) (P=1atm)
2 EMkocTu (koHTelHepsl) ona MU 3anonHawT
HOMMWHanb-
— — — 371 24+2
HbIM 06b-
eMoM
3 YnakoBka/martepuansl 4NA yNakos-
RUSTRLATELY 1/10 — — 37+ 1 2+0,1 —
k1 MW
MpumeyvyaHne — [lpuBeaEHHLIE YCIOBUA 3KCTPAKLMK MOTYT BbITb M3MEHEHbI, eCnK 3TW M3MeHeHWA 06ocHOoBa-
Hbl U 320,0KYMEHTUPOBAHbI.
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MpunoxeHune B
(pekomeHgyemoe)

YcnoBuA NpUroToBNeHUA 3KCTPaKTa ¢ UCMONb30BaHUEM cTeHaa

B.1 Ha3HavyeHue cTeHga

CreHp npegHa3HayeH Ans NpUroToBneHus akcTpakra u3 M, npumeHsieMoro npu caHUTapHO-XMMWYECKNUX Nccrneno-
BaHWAX (MCNbITaHUAX) W oueHKe Buonornyeckoro genctena MW: ycTponCTB KOMNNEKTHBIX 3KCY3MOHHBIX, MHDY3UOHHbBIX
1 TpaHchy3MOHHbLIX, annapaToB U YCTPOWCTB A4NA 3ameLleHns OyHKLUIA OpraHoB M CUCTEM OpraHvuama (annapaToB UCKyC-
CTBEHHOro KpoBOODpaLLeHUs, UCKYCCTBEHHOW MOYKW, annapaTos A reMocopbumm B KOMNNEKTe ¢ MarucTpansammn unm bes
HUX 1 MX (PYHKLMOHAMBHBIX 3NEeMeHTOB, a Takke marucTpanei K nepeYy1cneHHbIM annaparam).

B.2 OnucaHue cTeHaa
DYHKUMOHaNbLHaA Cxema cTeHaa OOMMKHa COOTBETCTBOBATL CXEME, NPMBEAEHHON Ha pucyHke B.1.

O f—

1 2/ 3

1 — wucneiTyemoe wu3genue (NpU WUCNbITAHUM  3IKCPY3IUOHHBIX, WHMDY3MOHHBIX W TpPaAHCY3MOHHBIX YCTPOWCTB
nocnefoBaTenbHO COEOUHSAKTCS TPW M3aenus); 2 — CTeKNAHHAs eMKOCTb, 3anonHeHHas 500 mMn gucTUNNUpoBaHHOW
BOAbl ANA BCEX BMAOB M3penui (Ans 3KCY3UOHHbIX, WHGY3WOHHBIX WM TpaHCcHy3WoHHbIX ycTporcTe — 250 mn,
ans okcureHatopoe — 1000 mn); 3 — TepmocTaT, nNogAepXusalolinMii TemnepaTypy AUCTUNNMpPOBaHHOW BoAdbl B
ucnelTatenbHOM KoHType (37 = 1) °C; 4 — nepucTanbTUYECKUA HAcoc, NOAKNIOYEHHbIV K UCNBITATENEHOMY KOHTYPY Yepes
CUITMKOHOBYIO TPYOKY MWHWMAaNbHO BO3MOXHOW ANWHBI U oDecrnevvBalowmii LMPKYNsauno OUCTUNNUPOBAHHON BOAbLl B
KOHTYpe CO CKOpPOCTLH NoToka 1 n/4 Ana aKcdy3MoHHbIX, UHY3UOHHLIX U TPaHCHY3WOHHBIX YCTPOWCTB; ANA OCTankHbIX
M3Aenuil CKOPOCTb NOTOKA yKa3aHa B UHCTPYKLMM N0 NPUMEHEHUIO U3AENUS

PMCyHOK B.1— q)yHKLI,I/IOHaHbHaﬂ cxXemMma CcTeHda OnAa npuroToBrneHna SKCTpakTa

B.3 MNMpurotoBneHune 3KcTpakra

Yepes 3aMKHYTBIA KOHTYP B PEXWME PELMpKYNALMM B TEYEHWE 2 4 C yKasaHHOW CKOPOCTBH MOTOKa NponyckakT
COOTBETCTBYIOLMIA 06beM OAUCTUNNMPOBaHHON Bodbl nNpu Temnepatype (37 £ 1) °C. Yepes 2 4, He HapyLwwasa repmMeTvyd-
HOCTW KOHTYpa, M3BNeKalT konby u3 TepMocTaTa, OXMaXaatT A0 KOMHATHOW TemnepaTypel. B nepeyto odyepenp Heno-
CpeAcTBEHHO M3 KOHTYpa NpoBoadAT oTbop Npob Ans onpedeneHws 3TUNEHOKCKMAa, UMKNoreKkcaHoHa, TeTparngpodypaHa
n 2-byTaHoHa mMeTogamMu xpomatorpadun nyTemM nNpokona Urmol wnpuua nonuMepHon Tpybku yetponctea. OctanbHyo
YacTb IKCTPAKTA CMNUBAIDT B CTEKMAHHYIO EMKOCTE CO LUNUom.

B kayecTBe KOHTPOMBHOIMO PacTBOPa MCMOMb3YHT COOTBETCTBYOLLMIA 06BEM OUCTUNNMPOBAHHON BOALI, NPOMYLLEH-
HOWM Yepes 3aMKHYTBIN KOHTYP B TEX e YCrnoBusax, Ho Be3 npucoedmHeHus ucneityembix M.
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