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MNpepgnucnoBne

1 PASBPABOTAH ABTOHOMHOR HEKOMMePYECKONn opraHusaumnein «MHCTUTYT MeANKO-6MOoN0rmMyeckmux nc-
cnepoBaHuii u TexHonornin» (AHO «MMBUNT»)

2 BHECEH TexHuuyeckum KOMUTETOM NO cTaHgapTusauum TK 422 «OueHka 6M0N0rnvyeckoro geictems
MeAULMHCKNX U3aenmninx»

3 YTBEPX/JEH W BBEJEH B JOEWCTBUE Mprvkasom ®epepasibHOr0O areHTcTBa MO TEXHUYECKOMY
perynuposaHuio u meTponorum ot 26 gekabpsa 2023 r. Ne 1663-cT

4 B3AMEH IOCT P 52770—2016

MpaBuna NpuMeHeHNs HACTOALWEro cTaHjapTa YCTaHoB/eHbl B CTaTbe 26 defepanbHOro 3akoHa
oT 29 uiwoHa 2015 r. Ne 162-®3 «O cTaHgapTusauum B Poccuiickoin depepauyumn». MHdopmaynsa o6 ns-
MEHEeHMAX K HACT oAlemMy cTaHgapTy NnybnmkyeTcsa B eXerogHom (No coCcTOAHUI0 Ha 1aHBapsa TeKywero
roga) nHpopmaymoHHom ykaszaTene «HaumoHanbHble cTaHfapThbi», a ouunanbHbll TEKCT W3MEHEeHui
N NonNpaBoK — B eXeMecsa4YHoOM MHpopMaLMOHHOM ykasaTesne «HauuoHanbHble cTaHfapTbi». B cnydae
nepecmoTpa (3aMeHbl) UK OTMEHbl HACTOALWEro cTaHjapTa CoOOTBETCTBYKLULEee YyBeJOoMNeHne byneT
ony6/1MKkoBaHO B 6amxalillem BbIMYCKe €XeMeCA4YHOro uHgopmaunmoHHOro ykasaTensa «HauumoHanbHble
cTaHgapTbl». CooTBeTCTBYlOWAaa nHpopMmaumsa, ysejoMneHne U TeKCThl pasMeLwalnTCcad TaKxe B WH-
hopMayMoHHOWK cucTeme 06LENO NONb30BaHNS — Ha oduymManbHOM cainTe degepanbHOro areHTCcTBa No
TEexXHN4YeCcKoMy perynmpoBaHunio U meTposiorum B ceTn NHTepHeT (Www.rst.gov.ru)

© OdopmneHue. ®rbY «NHCTUTYT cTaHgapTusaummn», 2024

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTBLI0 MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B kKauecTBe odyuuuManbHOro u3gaHus 6e3 paspeweHuss degepasibHOro areHTCcTBa Mo TeXHUYe-
CKOMY PerympoBaHuio 1 MeTposiorum


https://www.mosexp.ru

FOCT P 52770—2023

CopnepxaHue
1 OB TACTD MPUMEHEHVIS oot iutiieeiitieeatete e etteeeasteeesteeesaateeanteeeasteeeasseeeanteeeeamteeeambeeeaaseeeeamteeenseeeeanteeeamseeeeasbeeeanteeesnneeeennneaenn 1
2 HOPMATUBHBIE CCBITTKM c.iiiiieiiiii ettt ettt ettt et et e e e e e aaaaaa s b et ab e be e e s e £ e e et e e e e e e e e e e e e e e e e e e e nnnnbab s bebebe e bbb e e e e eaeaeaeaeaeanensnanns 1
3 TEPMUHBI N OMPELEIIEHMS ..eeeiee it ee e ettt e e e e ettt e e e et e e e e s et e e e e s s e e e e e e asne et e e e e ea bR e et e e e nasne e e e e s asnnn e e e e e e nsnnneeeesannnneeeeean 3

O Lo TNTY =i o oY =YoT o] - N X P PP P PP PP PP OPPPPOPRRONE
5 dusunyeckne n xummyeckne xapakTepucTuku..
6 MokasaTenn 6MONOrMYECKOro felicTens

7 MUKPOOVONTOTUUECKME TTOKABATE M cuviieuiiieieiieeaitieeateeeasuteeeasteeessaeesmaeeeanteeeeamteeesmseee et beeeamseeeanseeeesbeeansaeeennseeennneeennns 8
8 OUEHKA U UHTEPMPETALMA PEBYITBTATOB . .uuuuuuuuutuunnneeeeeeteteaaaaaaaaaaaaaaaaaaaaaausnesessssseeeeeeaaaaaaaaaaaaaassasasaaaaaannsnsssssereeeeeeeees 9
O NMPEACTABNEHNE OTUETOB O PEBY T TATAX uuutuuuruurreereetttetaaaaaaaaaaaaaaaaaaaasunnnessseeeeeetaaaaaaaaaaaaaasaeasaaaaaannnnsssnsssssseeaeaaaeaaass 9

MpunoxeHne A (cnpaBoyHoe) lonycTuMble 3HAYEHUSI MHTErpanbHbiX nokasatenein n NaK
3KCTparnpyemsbix Bewects 3 MA/matepnanos B 3aBUCUMOCTU OT UX NPUPOAbLI
N XAPAKTEPA KOHTAKT B eeiiiiiiiiiiiieeiiiieeiee e et e e e e s s e e e e e e asme e e e e e s aannee e e e s s asmne e e e e s e asmneeeeesaansneeeessennrneeeesann

Mpunoxexve b (cnpaBoyHoe) YCNOBUSA NPUTOTOB/IEHUS 3KCTPAKTOB

MpunoxeHve B (pekomeHayemoe) YC/OBUSA NPUrOTOBIEHUS 3KCTPaKTa C UCMOMb30BaHWEM CTeHAa
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BBepneHne

Llenbto HacTosWwero ctaHgapTa aBAsgeTca ycTaHoBNeHre o6wmnx TpeboBaHnin K MeAULMHCKUM U34eNnam
(MW) n matepunanam, noaTBepXAeHNE KOTOPbIX 06ecneynsaeT ux 6esonacHoe NpMMeEHeHne npu UCnonb3oBa-
HAM NO Ha3HaYeHUIo B Hajsexalnx ycnosmsax (npegycmMoTpeHHoe npuMeHeHne/HasHayeHue).

HacTtosawmin ctaHpapTt ABNSeTcs PYKOBOACTBOM ANS OUeHKM 6uonormyeckoro geictema MW Ha Bcex
sTanax XW3HeHHoro uukna. PesynbTaTbl OUEHKM MO3BOMANT cAenaTb 3aknyeHne o 6MONOrMYecKoin coBme-
cTumMocTu MW.

HacTtosawmin ctaHgapT ABNAETCS OCHOBONoOMaralwmm, NpUMEeHNMbIM A1 LWMPOKOW HOMeHKNaTypbl MU.
B fonosiHeHne K HacToAWEeMy CTaHAapTy AaHbl CCbINIKM Ha cTaHfapTbl 6€30NacHOCTU Ha KOHKpeTHble MU.

MpumeHATb cTaHgapTbl Ha BuAbl MW cnegyet Torga, Korga ocHosonoarawume ctaH4apTel He noanep-
XuBalwT BCe HeobxoauMble TpeboBaHMsA 6e30MacHOCTU, OTHOCALLMECH K OLLeHKe GMONOrnvyeckoro AencTemsa u
aKcnnyaTaunmoHHbIM Xapaktepuctukam MU.

HacToAwmnin ctaHgapT KOHKpPeTu3MpyeT W [AOMNOJSIHAET HEeKOTOpble MOJIOXEeHUs CcTaH4apToB cepuu
FOCT ISO 10993, copeiicTByeT COTPYAHMYECTBY MeXAy UCMbITarenbHbiMU nabopatopusmu (ueHTpamu) u
OPpYrMMU 3auMHTepecoBaHHbIMW OpraHu3auMsaMu B YacTu o6MeHa uHgopmaunein 1 onbiTOM, rapMoOHM3aLUn
cTaHgapToB Ha MU.

Mpu NAaHMpOBaHWUW UCCeA0BaHUNA criefyeT yunTbiBaTb HOBU3HY MU (Npy BbIBEAEHUN HA PbIHOK HOBOFO
npoAykTa), Npu NAaHUpPoOBaHUN UCMbITAHUIA — pe3yfbTaTbl paHee MPOBeAEHHbIX UCCNef0BaHuii U onbIT Npu-
MeHeHns MU B KNIMHWYECKOI npakTuke.

CopepxaHue B MW nekapcTtBeHHoro cpegactea (/1C), coapmaueBTUYeCKoin cybecTaHumm, matepuana 6mo-
NIOTNYECKOTO MPOUCXOXAEHMA WU/MIN MHOTO aKTUBHOTO BELLECTBa, ABMSETCHA BaXHbIM )akTOpPOM, KOTOPbIW cne-
AyeT yunTbiBaTb Npu NpeaycMOTPEHHOM NpuMeHeHun MW.

Ana abcopbupyemMbix MU BaxXHO yunTbiBaTb BPEMS M CTENEHb Aerpajauum n oueHUTb BO3MOXHbIN Bpep,
NpoAyKTOB Aerpajauuy BoO BDEMEHHOM acrnekTe.

MUPOreHHOCTb BHOBb CUHTE3NPYEMBbIX WU NPUPOAHBIX XUMUYECKUX BELLECTB, OT/IMYHBLIX OT MUKPOOBHbIX
KOMMOHEHTOB, HEAOCTATOYHO M3yyeHa. B HacTosAwem cTaHfapTe 6onee nogpo6HO packpbiTbl NOHATUE MUPO-
reHHOCTN U MeToAbl onpefenieHns B 3aBUCUMOCTU OT NPMPOAbI NUPOreHa.

MW OoTHeceHbl K couManbHO 3HAYMMOWN NPOAYKUMW, NO3ITOMY OLEeHKa pucka WX MPUMEHEeHMs OCHOBaHa
Ha KpUTepusax, oTpaxalowmnx HenocpeacTBEHHOE BWSAHWE KOMMOHEHTOB KOHEYHOro npoAykTa Ha 340pO0Bbe
Hanbonee 4YyBCTBUTE/IbHbLIX TPYNM HacesieHns, 4To TpebyeT obecneyvyeHns rapaHTUM 3HaAYUTENbHOro 3anaca
HaAEeXHOCTN AONYCTUMbIX 3HAYEHUA CAHUTAPHO-XUMWYECKNX MokKasaTenei.

HacTosAwmnii cTaHgapT npegHasHavyeH Kak Ans cneuvwanuctoB, NAaHUPYLWUX ¥ NPOBOASALWLNX NUccneno-
BaHMA U UCMbITaHUA, Tak U gns npoussogutenein M n matepnanos, NPUMEHAEMbIX MPU UX U3FOTOBNEHUN, &
TakKxe npu paspaboTtke MU.

CobntogeHne NOMOXEHUR cTaHfapToB cepun «M3genns meguumHckme. Cuctema oLeHkn 61Monornyecko-
ro AeicTeua» No3BOANT o6ecneunTb eauHblil NOAX0o4 K OueHke 6uonornyeckoro gencrtema MUW/maTtepmanos.

B HacToAWee BpeMs B 3Ty CepuUio BXOAAT cneaylolme cTtaHaapTbl:

FOCT ISO/TS 21726, TOCT 34901.
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HAUWOHANBbBHBLW CTAHAOAPT POCCUMCKOMN SGEAQLEPALUNMN

N3pgenua meanumHckme
CUNCTEMA OUEHKWM BNONOTMYECKOTIO ,EI,EI7ICTBI/IFI
O6wue TpeboBaHMsA 6e30MNaCHOCTHU

Medical devices.
Biological impact evaluation system.
General requirements for safety

Jata BBegeHus — 2024—03—01

1 O6nactb NpUMeEHeHUsA

HacToswmii ctTaHgapT ycTaHaBAuBaeT obwme TpeboBaHMsa 6e30nacHOCTM MeauuuHckux usgenus (M)
U MaTepuanos, NPUMEHSAEMbIX A1 UX U3TOTOBIEHUS.

HacTtosawwmin ctaHgapT yctaHaBnuBaeT obwune TpeboBaHusa k 6uosornyeckoii coemectumoctn MW/mate-
puanos.

HacTtoswuin ctaHaapT ycTaHaBMBaeT obwe TpeboBaHMS K OLeHKe BUM0I0rMyeckoro geincTeus B oop-
Me nccnepoBaHuii (MCnbiTaHni).

HacTtosawwmin ctaHgapT pacnpocTpaHsaeTcs Ha MW/maTepuanbl NPAMOro UaM OnocpefoBaHHOro KOHTakTa
Ha BCeEX 3Tanax WX XM3HEHHOro LuKIa, KpOMe acnekToB yTuansayunu:

- C OpraHN3MOM nauMeHTa Mpu MCNO/b30BaHUM UX MO Ha3HA4YeHW0 (KIMHUYECKOM NPUMEHEHUN);

- C opraHu3mMom nosib3oBatens, ecnn MW/matepuan npegHasHayeH ANA 3aWMTbl OT 3apaxeHunsa (Hanpu-
Mep, nepyaTtkm MeauUUHCKME, Macku u gap.).

B HacToslleM cTaHgapTe NpuBeAeHbl A0NYCTMMbIE 3HAYEHUSA MHTErpasibHbIX NoKasateseih u npefenbHo
ponyctumble KoHueHTpauumn (MAK) HEKOTOPbIX aKCTparMpyembiX BeL,ecTB B 3aBUCMMOCTM OT NpUpoAabl marte-
puana MW, ero coctaBa u kateropun MW, 06ycroBNEHHOWN XapakTepoM U MPOAO/IKUTE/IbHOCTbH KOHTaKTa C
opraHu3MomM 4vesioBeka (CM. MpPUIoXeHue A).

B HacToswem cTtaHgapTe npuBefeHbl ob6wmne noaxoapl K uccrnenoBaHuamM v ucnoiTaHuam MW/matepua-
noB, o6uwune TpeboBaHNA K MPUTOTOB/IEHUIO 3KCTPAKTOB U3 MW/mMaTtepmnanoB (cm. npunoxeHune b, B).

B HacTofWeM cTaHAapTe yCTaHOBJ/IEHbl KPUTEPUM OLLEHKM W NpaBuia MHTepnpetauuu pesysbTaToB MC-
crnepoBaHuUin M UcnbiTaHuii (CM. pa3gen 8) B paMkax OLEHKM GMOI0rnyeckoro AeicTeus.

2 HopMaTUBHbIE CCbISIKA

B HacToAWweM cTaHfapTe UCMNONb30BaHbl HOPMATUBHbIE CCbINIKU Ha cnejyloume ctaHgapTbl:

FOCT ISO 10993-1 Uzpenua meaunumHckne. OueHka 6MON0rM4eckoro encTBna MeauumuHCKUX u3genui.
YacTb 1. OueHka 1 nccnefoBaHus B NpoLecce MeHeXMeHTa pucka

FOCT ISO 10993-6 MN3genua meauumHckme. OueHka 6M010TMYECKOro 4eiNcTBUA MeULUUHCKUX U3LeNnuni.
YacTtb 6. ViccnepgoBaHusa MecTHOro AeiicTBus Nocse mMmnaaHtTayum

FOCT ISO 10993-7 Nspenua megnumHckue. OueHka 6M0N0rMYeckoro A4encTBua MeauuMHCKUX N3genuii.
YacTb 7. OcTato4yHoe copepxaHne aTUeHokeuga nocne crepuamsanmnm

FOCT ISO 10993-11 WN3genua mepuumHckue. OueHka 6M0N0rMYeckoro AelicTBUSA MeauLUHCKUX n3ge-
nuit. Yacte 11. MiccnepoBaHns 06LW,eTOKCUYECKOTO AEACTBUS

M3pgaHne odmymnanbHoe
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FOCT ISO 10993-12 Us3pgenua mepguumHckne. OueHka 6MOMOrM4eckoro AeicTBuUa MeauuUHCKUX usge-
nuii. Yactb 12. MpurotoBsieHne npob M KOHTPOJ/IbHbIE 06pasLbl

FOCT ISO 10993-17 Wspgenusa mepguumHckme. OueHka 6MOMOrMY4eckoro A4eicTBua MeauuuHCKUX nsge-
nuin. Yacte 17. YcTaHOB/IEHME MOPOTrOBbIX 3HAYEHUI ANA BbIMbIBAEMbIX BELLECTB

FOCT ISO 10993-18 W3pgenua mepguumHckme. OueHka 6MOMOrMY4ecKoro AelcTBUa MeauUUHCKUX n3ge-
nuii. Yactb 18. MiccnegoBaHne XMMnUYecknx CBOMCTB maTtepuanos

FOCT ISO/TR 10993-22 UN3pgenua meanuymnHckne. OueHka 6MONOrMYEcKoro AeicTBus MeguLUHCKUX W3-
nenuii. Yactb 22. PykoBOACTBO MO HaHOMaTepuanam

FOCT ISO 11135 Ctepunusauymss MeauunuHCKon npogykumn. dTtuneHokcung. TpeboBaHus K paspaboTke,
Banupauum u Tekylemy ynpas/ieHuo NpoLeccomM CTepunmMsaunn MeguunuHCKuX nsgenuii

FOCT ISO 11137-1 Ctepunusaums MeguLMHCKOM npoaykuuu. PagnaunoHHas ctepunmsayms. Yacte 1
TpeboBaHua Kk pa3paboTke, BanMpauuy M TeKyLLeMy KOHTPOJ/IO npoluecca cTepunmnsaunn MeauuuHCKUX W3-
nennii

FOCT ISO 11607-1 YnakoBka Ans MeAULWHCKMX K3genuii, nognexawunx (UHULIHON cTepuausayuu.
YacTb 1. TpeboBaHusa k matepunanam, 6apbepHbiM cucTeMam ANA CTepuansannum 1M ynakoBOYHbIM cUcCTemMam

FOCT ISO 14971 N3penua meguuunHckne. NpuMeHeHne MeHe)XMeHTa pucka K MeguuuHCKUM n3genmnam

FOCT ISO/IEC 17025 O6wme TpeboBaHUA K KOMNETEHTHOCTU UCNbITATENbHbBIX U KATMOBPOBOYHbLIX 1abo-
paTtopwii

FOCT ISO/TS 21726 W3pgenusa mepuuunHckne. Cuctema OueHKM Guosormyeckoro geincrteus. PykoBog-
CTBO NO MPUMEHEHMIO MOPOra TOKCMYECKOW OMacHOCTU A1 OLEHKM 6GMOCOBMECTMMOCTM KOMMNOHEHTOB Meau-
LUMHCKNX nsgenunii

FOCT EN 556-1 Ctepunmsaums MeauUUHCKNX m3genuin. TpeboBaHUS K MEAULWHCKMM M3LeNusam karte-
ropun «ctepusnbHbie». YacTb 1. TpeboBaHMA K MEQULWHCKUM U34enuam, nogsexawmm QUHULLHON cTepuaun-
3aumm

FOCT 1770 MNMocyna mepHaa nabopaTopHas cTeknsaHHaa. LUunnHapsl, MeH3ypku, Konbbl, npobupkn. O6-
Line TeXHN4Yeckme ycrosusa

FOCT 23932 lMocypa n o6opyaoBaHne nabopaTtopHble CTEKISAHHbIE. O6LWMe TeXHUYECKME yCrioBus

FOCT 31209 KoHTeiHepbl AN KPOBU M €e KOMMOHEHTOB. TpeboBaHUA XMMWUYECKON M BMONOrM4eckoi
6e30MacHOCTN U MeTOoAbl UCMbITaHUN

FOCT 31576 OueHka 6MONOrMYecKoro AecTBmMs MegULUHCKMX CTOMATOIOTMYECKUX MaTepuanoB n nU3-
penuvii. Knaccudmkayms m npurotToBieHne npob

FOCT 34901 Ws3pgenua meguumnHckme. Cuctema oueHkn 6uonorunyeckoro gericteus. Ob6wme TpeboBaHms
K NpoBeAEeHN0 nccnenoBaHuii (McnbiTaHuin)

FOCT P NCO 13022 TMpopaykTbl MeguLUHCKME, COAepXalnue XM3HEeCNOCOOHbIe YesIOBEYECKME KETKU.
MpumeHeHne MeHegXMeHTa pucka u TpeboBaHuii K meTognkam 06paboTky

FOCT P NICO 17665-1 CTtepunusaymss MeauLunuHCKon npoaykuumn. BnaxHoe tenno. Yactbe 1. TpeboBaHusa
K paszpaboTke, BanuaaLum 1 TEKyLLEMY KOHTPOJIIO npoLlecca cTepuamnsauum MeguumHCcKUX usgenuii

FOCT P NCO 22442-1 W3penna meguuumHcKMe, UCNONb3yLWmMe TKaHW U UX NPOU3BOAHbIE XWUBOTHOIO
npoucxoxaeHuna. Yactb 1. MeHe4XMEHT pucka

FOCT P NCO 22442-2 WN3penna meguumHcKuMe, UCNOoMb3ywme TKaHW U UX NPon3BOLHbIE XWUBOTHOIO
npoucxoxaeHusa. Yacte 2. KOHTponb ot6opa, c6opa n o6paboTkm

FOCT P NCO 22442-3 W3pgenna mepuumHckue, MCNOMb3YHOLWMEe TKAHU U UX NPOU3BOAHbIE XWUBOTHOIO
npoucxoxaeHus. Yacte 3. Banngaunsa yHUUTOXEHNSA n/unm gesakTuBauum BUPYCOB N areHTOB UH(DEKLUOHHOW
ryéuatoii aHuetanonatum

FOCT P NCO 29701 HaHoTexHonornn. HaHomartepuanbsl gns ucnbiTaHuii B TecT-cuctemax in vitro. Me-
TOA onpeAeneHns cofepXaHus 3HAOTOKCMHOB C MCNO/b30BaHMeM nm3ata amebouymtoB Limulus (JIA/1-TecT)

FOCT P 52501 Bopga gna nabopaTopHOro aHanusa. TexHU4yeckne ycnoBus

FOCT P 58144 Bopa guctunnuposaHHasa. TexHUyeckme ycroBus

FOCT P 58972 OueHka cooTBeTcTBUA. O6lWme npaBuna otbopa o06pasuoB ANS UCMbITAHUA NPOAYKL UK
npu NoATBEPXAEHUN COOTBETCTBUSA

FOCT P 58975 OueHka cooTBeTCcTBUA. PekomeHgaunm no Bbl6bopy MeToAUK NCCefoBaHnin (MCNbiTaHU)
U N3MEepEeHUli Npyu NPOBELEHUN OLEHKN COOTBETCTBUSA

MpumedyaHne — T[Ip1 NOb30BaAHNM HACTOSALMM CTaHAAPTOM LIeN1ecoo6pasHo NPOBEPUTL AECTBIE CCbINOY-
HbIX CTaHO4APTOB B MHPOPMALMOHHONM cucTeme O6LLEro nosib3oBaHns — Ha oduumanbHOM calite defepasibHOro areHT-
CTBa MO TEXHNUYECKOMY PEry/IMpOBaHMI0 N METPO/IOTMN B CETU VIHTEPHET MM NO eXerogHoMy UHGOPMaLMOHHOMY yKa3a-
Teno «HauuoHanbHble cTaHaapTbi», KOTOPbI ONy6/IMKOBaH MO COCTOSIHUIO Ha 1 siHBaps TEKyLLEero roga, v no Bbimyckam

2
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€XEMECAYHOTO MHAIOPMALIMOHHOTO yKazaTens «HaunoHabHble cTaHAapTbl» 3a Tekywmii rog. Ecnm 3aMeHeH CCbUTOUHbI
CTaHAapT, Ha KOTOpbI/ JaHa HejaTMpoBaHHAas CCblIKa, TO PEKOMEHAYETCS UCMO/b30BaTb AeliCTBYIOLLY BEPCUHD 3TOro
CTaHAapTa C ykasaHHbIM Bbllle FOAOM YTBepxXaeHus (NpuHATus). Ecnn nocne yTBepXAeHUS HacTosilero ctaHgapta B
CCbIIOYHbIV CTaHAApT, Ha KOTOPbIA AaHa JaTUpOBaHHAs CCblIKA, BHECEHO M3MEHEHWe, 3aTparvBatollee MoJSIoKeHne, Ha
KOTOpOe AaHa CCblIKa, TO 3TO MOJIOKEHNE PEeKOMEHAYEeTCA MPUHATL 6e3 yyeTa AaHHOro M3MEeHeHUs.. Ecnn cCbinouHbIi
CTaHAapT OTMeHEeH 6e3 3aMeHbl, TO NOJIOKEHME, B KOTOPOM JaHa CCbllKa Ha HEro, PEKOMEHAYeTCS MPUHSATb B YacTuh, He
3aTparuBatoLLei 3Ty CCblKy.

3 TepMUHbI 1 onpeaeneHns

B HacTodwem cTaHgapte npuMeHeHbl TepMUHbI Mo cTaHgaptam cepum TOCT ISO 10993, no
FOCT ISO 14971, a Takxe cnegywuwme TepM1UHbI C COOTBETCTBYOLWUMN ONpeseneHnsaMN:

3.1 6esonacHocTb MW: OTcyTCcTBME HEMpuemMaemoro (HefonycTMMoro) 6MosIorM4yeckoro pucka B ycrio-
BUAX NPEAYCMOTPEHHOIO0 NPMMeEHeHusi/HasHavyeHns M.

3.2 6uonornyeckas CoBMecTMmMocTb [6uocoBMmecTUMOCTb]: CnocobHocTb MW nnan maTtepuana Bbl-
NOSTHATbL CBOM (PYHKLMW, HE OKa3bliBasi HEMPUEM/IEMOrO BpPeAHOro BO34elCTBUS.

3.3

6uonornyecknii puck: CoyetaHue BEpPOATHOCTW BpeAa 3[0POBbI0, MPOUCXOASLLEFO B pe3ynbrare He-
raTUBHbIX peakuuii, 06ycnoBMEHHbIX B3aMMOAENCTBMEM OpraHuamMa 4esioBeka ¢ MW wnu matepuanom, u
CTEMEHU TSXKECTW 3TOro Bpeja.

[FTOCT ISO 10993-1—2021, nyHKT 3.2]

3.4 6nonornyeckoe peiictene: OTBETHbIE peakuuMn opraHusama 4yenoBeka Ha CUCTEMHOM, OpPraHHOM,
TKAHEBOM W MOJIEKY/NIIPHOM YPOBHSX NPV KOHTakTe ¢ MW nam maTepuasnom, BbIMOSHAKLWMMN CBOU OYHKLMW.

3.5 oueHka 6unoniornyeckoro geicteus: Mpouecc pacCMOTPEHUS U OLEHKM CYLLECTBYHOLLIMX HAGOPOB
[AaHHbIX N3 BCEX UCTOUYHUKOB C BbIGOPOM U NPOBELEHNEM, NPU HEOBXOAUMOCTU, AOMONHUTENbHBIX UCCNea0Ba-
HUIA (MCNblITaHWA), NO3BOMAIOLIMX OXapakTepusoBaTb 6uonornyeckne otTeeTbl Ha MW/maTepuan, oTHocsLWMecs
K nx 6€30MacHOCTM Npu UCMNONb30BaHUN.

3.6

Habop faHHbIX: VIHopmauusa, Hanpumep dmsnyeckas u/mnanm xmmumyeckas xapaktepucTtuka, cBepe-
HUSA O TOKCUYHOCTU U T. 4., NONly4EHHAs U3 pa3Hoo6pa3HbiX NCTOYHUKOB M HeobXxoaumasa ANA XxapakTepucTu-
Kn 6nonornyeckoro oteeta Ha MW.

[FTOCT ISO 10993-1—2021, cTtaTtba 3.5]

3.7 XXU3HEeHHbIN ynkn MW: Bce cTagum cywectBoBaHusa MW oT nepBOHavasibHOW KOHUEeNuun Ao BbIBO-
4a n3 aKkcnayaTtauuu v ytunusauunm.

MpumeyaHunsa

1 Ans Xn3HeHHoro umkna MW npuHATbl cregylowye ctagun: uccrefoBaHue, paspabdoTtka, M3rotosneHne (Npous-
BOACTBO) M cHATME € npoussoAcTea [cm. FTOCT P 15.013].

2 Hactosiwumii cTaHdapT He paccMaTpyBaeT acnekTbl yTunmnsauun M.

3.8 uccnegoBaHue: OpurnHasbHble W 3anfaHUPOBAHHbIE U3bICKAHUS, NPEANPUHATBIE C LEe/blo Mosy-
UeHus HOBbIX CBEAEHUI 1 3HaHWIt 0 MW/maTepuane.
3.9

ucnbiTaHne: OnpeaenieHne ogHo unn 6onee xapakTepUCTUK 06bEKTA OLLEHKUM COOTBETCTBMUSA cornac-
HO mpoueaype.
[FOCT ISO/IEC 17000—2012, ctatbs 4.2]

3.10 nccnepgyembliii obpasel: MW, KOMNOHEHT, matepuan (WM UX penpes3eHTaTUBHbI o6pasel, M3-
FOTOB/IEHHbIN M 06paboTaHHbIN 3KBUBASIEHTHLIMM CNOCO6AMMN) UAN UX IKCTPAKT, WAN €ro YyacTb, KOTOpblE UC-
NbITbIBAKOT MPU OL,EHKE BMOIOTMYECKOTo AEeACTBUS.

3.11 nuporeHHoCTb: CNOCOGHOCTb XMMMWYECKOrO BeliecTBa UMW APYroro akTUBHOIO areHTa B cocTaBe
MW/maTepnana Bbi3biBaTb (hMOGPUABLHYIO peakuuto opraHusma.

MpumeyaHne — T[IMPOreHHOCTb, 06YCNOBIEHHAs MaTepuasioMm, paccmoTpeHa B FOCT ISO 10993-11, nmpo-
FEHHOCTb, 00YC/I0B/IEHHASA 3HAOTOKCUHOM, CM. 7.4.
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3.12 npegenbHO gonyctumMasa KoHueHTpauuda, MAK: MNMpegenbHo gonyctuMasa KOHUEHTpauusa akcTpa-
rmpyembixX BeLLecTB, KOTOpas He OKa3blBaeT BPeAHOro AelCTBMA Ha OpraHn3Mm 4YesioBeKa W He Bbi3blBaeT He-
6naronpusTHbIX NOCAeACTBUIA y ero NnoTomMcTBa.

3.13 hun3nko-xmummuyeckne xapakTepuctumku: MNMokasaTtenu, xapaktepusywuwme pusmyeckme n xmmmye-
ckne csolictea MW/maTepuana.

3.14 nHpopmayms 0 XMMnU4Yecknx cBoncTeax: KayecTBeHHasa 1 Konn4yecTBeHHas MHgopmaumnsa no co-
CTaBy, NpMpoA4e M KOJIMYECTBY XMMMUYECKMX KOMMNOHEHTOB, MPUCYTCTBYOLWMX B MaTtepuanax u usgennu.

3.15 nccnegoBaHne XMMMYECKUX CBOWCTB: pouecc nonyyeHns MHgopmaLum o XMMnyecknx xapak-
TepucTukax, ocyuiectensieMmblin nytem cbopa uHcopmauymn, Hanpumep u3 0630pPOB AMTepaTypbl UAnM No pe-
3ynbTaraMm NpoBeAEHHbIX UCCNEeA0BaHNA XMMUYeCKnx ceoincte MU/ maTepuana.

3.16 nHTerpanbHbli Noka3aTenb: O606LUEHHbI Noka3aTesb kayecTBa M 6e3onacHocTn MW/maTtepu-
ana onpefensiemblii B aKCTpakTe.

MpumeyaHne — KWHTErpasibHbIM MOKa3aTesIsiM OTHOCAT C/ieAytoLme nokasaTenn: cogepXaHne BOCCTaHOBY-
Te/bHbIX NpUMECel, ynbTpadnoneTosoe noraoweHune, ApH.

3.17 caHNUTapHO-XUMMYECKNe nokaszartesim: FMIMeHnYeckne nokasarenu, XxapakTepusyruime cogepxa-
HMEe XMMUYECKNX BeLLECTB B 3KCTpakTe U3 MW/mMaTepuana, npeactaBnsioWmMx TOKCUKOOTUYECKYHO ONacHOCTb.
3.18

TOKCUKOJIOTMYeckass onacHoCcTb (OMacHOCTb TOKCMYEeCKOoro aeiicTBus): MoTeHumanbHOe BO3HWK-
HOBEHMe HeraTUBHOW GMOMOTMYECKol peakuun Ha XMMUYECKOoe BELLeCTBO WM maTepuan, yunTbiBas Xapak-
Tep peakuuun u [o3y, TpedbyeMyo ANs ee NoJyYeHus.

[FOCT ISO 10993-1, cTatbst 3.23]

3.19 KOMMNOHEHT: JNeMeHT (geTanb, NpeaMeT), ABAAKWMIACS YacTblo MU, HO He NpeAcTaBASAOWMNIA 13
cebsa MW.

3.20 XxMMu4YecKknini KOMMNoHeHT [cocTaBnsawwas]: Xummuyeckoe BeLLECTBO, NPUCYTCTBYOLLEE B rOTO-
BOM MW unun ero KOHCTPYKLUMOHHbIX MaTepuanax.

MpumeuaHue — CocTaBnsoWLME MOTYT NPUCYTCTBOBATb MpefHaMEPEHHO (HampuMep, Takas fo6aBka Kak
AQHTUOKCUAAHT) WU HENpeAHaMepeHHO (HanpuMep, NPUMECh WU NPOAYKT Aerpagaumn).

3.21 aKcTpakT (BbITAXKA): PacTBop, NONyYEHHbIN B pe3ysbTaTte 3KCTpakyun.

3.22 3KcTpareHT (aKcTparvpyruwas X1MaKocTb): XugkocTe (cpefa, pacTBOp WM pacTBOpPUTENb, MO-
henbHas cpepa), npuMeHsieMas O/ 3KCTpakuuu.

3.23 aKcTparvpyemoe Bew,ecTBO: XMMMYecKkoe BELLECTBO WK coefnHeHne, BbicBo6oXxgaemoe 13 MU/
mMaTepuana B yCc/10BUAX NabopaTopHOil aKCTpaKLuu.

4 O6uwme TpeboBaHUA

4.1 Ansa oueHkn 6Monormyeckoro geiicteusa nwb6oro matepuna uam MU, koTopoe NpsiMo uamM onocpeno-
BaHHO KOHTaKTMPYeT C OpraHM3mMoM 4YesioBeKa, criefyeT NMPUMEHATb CUCTEMHbIV MOAX0A B Mpouecce MeHeg-
XMeHTa pucka (cm. FTOCT ISO 14971).

Mpouecc oueHkn 6MONOrMYECcKOro AeCTBUSA BKIOYAET B TOM Yucne:

- aHanu3 cyllecTBylLWMX HAabOpPOB AaHHbIX, OCHOBAHHbIX Ha YCTAHOBJ/IEHHbIX HAY4YHbIX CBEAEHUAX "
br3nYecKon U/Mnm XMMUYECKOA XapakTepucTuke u nccnepoBaHunsax (McnbitaHuax) MW/mateprnanos meTtoga-
MM in vitro (B TOM yncne yctaHoBAeHHbIX B HTA npoussogutens),

- 0b60oCcHOBaHMe, No4Yemy He TpebyeTcs AONOSIHUTENBLHOTO Habopa AaHHbIX 419 ONpeAesieHus npuemse-
MocTu (npurogHocTtn) MW/matepuanoB gnsa npegnosaraeMoro MCnosib30BaHus,

- nccnegoBaHmsa (McnbiTaHWA) MeTodamMy in vivo B c/yvyae HeoGXxoAUMOCTM 3anojiHeHMs npob6enos B
nHgopmauymm o MW/matepuane nanm Heo6Xxo4MMOCTU B AOMOSTHUTE/ILHOM Habope AaHHbIX 418 onpefesneHuns
npvemnemMocTu (npurogHoctn) MW/matepranoB gnsa npeanosiara€Moro Ucnosib30BaHus.

B NOCT ISO 10993-1 npuBefeHO PYKOBOACTBO NO OuUeHKe 6Guonormyeckoro gencrems MU B npouecce
MeHe)KMeHTa pucka.

MnaHnpoBaHue, npoBefeHue (BKIOYAA WCCMEA0BAHUSA U UCMbITAHUA) U AOKYMEHTUPOBAHWE OLLEHKU
6MON0OrNYEeCcKOro AencTBMS AO/IKEH BbIMNOMHATbL KBAIMPUUMPOBaAHHbLIN nepcoHan (cm. FTOCT ISO/IEC 17025).

4.2 MW pfoOnXHbl COOTBETCTBOBATb TpebOBaHMSAAM HaCTOALWEro crtaHgapta no (U3MKO-XMMUYECKUM Xa-
pakTepuctukam ¢ y4eToMm npupogbl Matepuana MW, ero coctaBa u kaTeropum MW, 06ycnoBneHHOW xapakTe-

4
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pPOM 1 MPOAO/IKUTENIBHOCTBIO KOHTaKTa C OpraHM3MoM 4esioBeka. [JlaHHble 0 XMMUYECKUX CBOMCTBax matepua-
na MW moryT 6bITb NOSIly4eHbl C UCMONb30BaHneM npouegyp no NOCT ISO 10993-18.

4.3 MW ponxHbl cOOTBETCTBOBATb TpebOBaHMAM HACTOSLWEro cTaHgapTa no UHTerpanbHbIM nokasaTe-
nAM c yyeTom npupogbl MaTepuana MW, ero coctaBa u kateropum MW, o6ycnoB/fEHHOW XxapaKTepoM M Npo-
OO/IKUTENIbHOCTLIO KOHTaKTa C OpraHnu3MoM YesioBeka.

4.4 MW ponxHbl COOTBETCTBOBATb TpebOBaHMSAM HacCTOAWEro craHgapra Mo CaHUTapHO-XMMMWYECKUM
nokasaTesnsMm ¢ y4yeToM npupogbl matepuasna MW, ero coctaBa u kateropun MU, o6yCNOBEHHOW XapakTepoMm
N NPOAO/IKMTENBbHOCTBI0O KOHTaKTa C OpraHn3mMom 4yenoBeka.

4.5 MW poskHbI COOTBETCTBOBATb TpeboBaHMAM 6e30MacHOro NPUMEHEHMs MO nokasaTtensm 6uonoru-
YeCcKoro AeicTBusa B yCMOBUAX in Vitro u in vivo, cM. cooTBeTCTBYyOLWMe cTaHaapTel cepun TOCT ISO 10993.

4.6 MW foMXHbI COOTBETCTBOBATH YCTAHOB/IEHHLIM TPE6OBaHNAM N0 MUKPOOBMONOTMYECKMM NoKasaTensaMm.

4.7 Ana MW, B cocTaB KOTOPbIX BXOAWUT BeLW,ECTBO, NpeAcTaBastolLee coOG0M NekapCTBEHHbIN npenapar
Unu gpyroe GMOMOTMYECKM aKTUBHOE CPEACTBO U BO3AENCTBYHLLEE HA YE€/I0BEYECKWA opraHusm B AONO0N-
HeHve K Bo3gelicTBuio MW, oueHky 6uonormyeckoro geinctema MW npoBoAsiT ¢ yueToM AeicTBuA (CBOICTB)
[aHHOro BellecTBa.

4.8 MW, copepxalme TKaHU 4e/n0BEYECKOro MPOUCXOXAEHUSA, OLEHUBAIOT C yYETOM 4YacTHbIX TpeboBa-
HUA CTaHOapTOB Ha COOTBETCTBYWLWY npoaykuuto (cm. FTOCT P MCO 13022).

4.9 MW, copepxalyue TKaHU XMBOTHOTO NPOUCXOXAEHUSA, OLEHUBAKT C yYeToM TpeboBaHWin cTaHgap-
TOB Ha cooTBeTcTBYyOLWY npoaykuunto (cM. TOCT P NCO 22442-1 — TOCT P NCO 22442-3).

4.10 MW, KOHTakTupyloliee C CMCTEMOWN KpoBOOOGpalleHusi, KPOBbID U ee KOMMOHeHTamu, npenapa-
Tamu ANA BHYTPUCOCYAWCTOTO BBEAEHWA, UCMbITbIBAIOT Ha MUPOreHHOCTb, ONOCPefOBaHHYH Martepuanom
(cm. TOCT ISO 10993-11).

4.11 YnakoBKa fo/hkHa ObiTb OUEHEHA, €C/Nn:

- OHa MPAMO KOHTaKTMpyeT C MeAULMHCKUM Wn3fesivem, n matepuanbl KOTOPOW MOryT nepeHecTn XMmu-
Yyeckne BelLecTBa Ha MeAMLMHCKOE U3fenne 1 3aTeM OonocpefoBaHHO Ha nauueHTa Wim MeguUuHCKUA nepco-
Han. Heo6xoANMMO OLEHUTb CaHUTapPHO-XMMUYeCcKue nokasaTtenum B COOTBETCTBUM C HACTOALWMM cTaHAapTOM
n roOCT I1SO 10993-1;

- npegHasHavyeHa O/ MeULUHCKUX U3henvid, noanexawmx UHULLIHON CTepuamsaymm, 1 HaxoguTcs B
NPAMOM KOHTakTe ¢ usgenuem. Heob6xoAMMo OLEHUTb CaHUTAPHO-XMMMUYECKMe nokasaTesn B COOTBETCTBUMU
C HacTosIWMM CTaH4apTOM W nokasatenu 6Monornyeckoro geiicteus, pykosogcteysicb NTOCT ISO 10993-1 u
FOCT ISO 11607-1.

4.12 Ana npoBefeHMsa uccnegoBaHuii (McnbliTaHWin) npeacTaBasatoT o6pasybl rotoBoro M/, eagnHoo6pas-
Hble NO XapakTepy u KayecTBy, U3roTOB/IEHHbIE B ONpeAesieHHOM LMKe Npou3BOACTBa, npolejlne Bce npo-
N3BOACTBEHHbIE 3Tanbl, YCTAHOB/IEHHbIE U3rOTOBUTENEM, WM PENPE3EHTaTUBHYK YacTb u3genus nnbo ero
KOMMOHEHT (M ero TUNWYHbLIA obpasel, NPon3BeAEHHbIN U 06paboTaHHbI 3KBUBANIEHTHLIMU METoAaMu).

MpaBnna ot6opa ob6pasyos npuBegeHbl B FOCT P 58972 n HJ, Ha KOHKpeTHbIl Bug M nnn metog (me-
TOAMKY) nccnepoBaHuii (McnbITaHUi).

4.13 T1OBTOPHYIO OLEHKY BMOIOrNYECKOro AeNCTBMSA NPOBOAAT NP U3MEHEHUN:

- WCTOYHUKA MOCTYNAeHUs nnm nboin xapakTepucTukMn MaTtepuanos, MPUMEHAEMbIX Npu U3roTosne-
HUn MW;

- coctaBa martepuana MW,

- 06paboTKM B Npouecce NPoOM3BOACTBA;

- YyNakoBKMW, KOTOpas NpsiMO KOHTaKTUpPYyeT C MeAULUHCKUM U3aesinem;

- cnocoba nnu ycnoeuin (pexumoB) npoBeaeHns ctepunmsaynun MU;

- HasHauveHua MU,

a Takke npu BbIAB/IEHUN HEraTUBHOTO (BPeAHOro) BO3AENCTBMSA Ha OpPraHM3M YesioBeKa.

4.14 O6bEeM wucnbiTaHnii ana mnsgenuii, obpawialWwnXca Ha pblHKE, ONpPeAenstT UCXOAs U3 OLEHKM
pucka.

5 ®dusnyeckne n XmMmnyeckme xapaktepucTukm

5.1 Tpe6oBaHUA K PUINYECKUM N XUMNYECKUM XapaKTepucTmukam

5.1.1 C6op vHGopMaLumn o u3nMUYecknx U/Mam XMMUUYECKNX XapakTepucTukax (cBoiicTBax) matepuana
SBNAETCA Ha4yafbHbIM 3TAnoM OLEHKM 61MO0I0TMYeckoro aeicTeus MU.
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5.1.2 AHanu3 6MosI0TMYEeCKOro pucka 3aBMCUT OT TOro, YTO M3BECTHO O COCTaBe martepuana, kakve f[o-
KJIMHWYECKNE W KTMHUYECKME faHHble Mo 6e30NacHOCTU M TOKCUKO/IOTUM CYLLEeCTBYIOT, & TakKXe OT Xxapakrtepa u
NPOAO/IKNUTENBHOCTU KOHTakTa opraHnama ¢ MU (cm. TOCT I1SO 14971 n FOCT ISO 10993-1).

5.1.3 Mpu oTcyTCcTBUU MHpbopMauMn O mMaTepuasiax B AOoKymMeHTauuum Ha MW wam ecnum cobpaHHOl WH-
dopmauun HefocTaTtovyHo, He06X04MMO MPOBECTU uccefoBaHna coctasa MW/maTtepuana gns yctpaHeHus
n6bbix Npo6enoB B MHbopMauMy No Marepuanam m nx xummyeckomy coctaBy (cm. TOCT ISO 10993-1).

5.1.4 Mpun nccnefoBaHUN XUMWYECKMX CBONCTB mMaTepuasoB, Npu Heob6XOo4MMOCTM, XMMUYECKUE KOM-
MOHEHTBbI onpefensAlT KOJIMYECTBEHHO, YTO MO3BONAET UAeHTUMUUMpoBaTb UX GUonorMyeckne onacHocTU
(cm. TOCT ISO 10993-18) 1 ycTaHOBUTb WX NPUrOAHOCTbL B MpeanosiaraeMoM K/AWMHUYECKOM MPUMEHEHUN
(cm. TOCT ISO 10993-1 n FOCT ISO 10993-18).

5.1.5 B TOCT ISO 10993-18 u3n0XeHbl Tpeb6oBaHMs, npegHasHavyeHHble A58 MNOSyYEHUS XUMMUYECKUX
XapakTepucTuk Matepuanos, KOTopble 6yayT NOMNe3Hbl Npu OLueHke BGMONOrMYecKoii peakunmn Ha HuX.

5.1.6 3HayeHUs (PU3UKO-XUMUYECKUX XapaKTepucTuk, NpuBeneHble B cTaHAapTax Ha KOHKpeTHble MU
(Hanpumep, pH, ocmonsanbHOCTbL, 6ydepHOCTb) U cTaHdapTax cepun FOCT I1ISO 10993 (Hanpumep, pH), AonX-
Hbl 6bITb OLLEHEHbI.

5.1.7 AHann3 NpoAyKTOB 3KCTpakuuMy NpPoBOAAT ANA UAEHTUMMKALMM N KOJIMYECTBEHHOIO onpefeneHns
3KCTparnpyembix BELWECTB C Le/ibl0 OLEHKN TOKCUKOMOrmyeckoro pucka (cm. FOCT ISO 10993-17).

5.2 CaHunTapHO-XxMMUn4yeckume nokasarenu

5.2.1 CaHuTapHO-XMMMUYeckme UCMNbITaHUA SABNAKTCA 06s3aTeNbHbIMKM N8 Bcex rpynn MW un npepBa-
pPAT nccnepoBaHusi (MCNbiTaHWA) HA BMONOTNYECKMX TECT-06bEeKTax.

OueHka MW/maTepnanos no caHUTaApHO-XUMUYECKMM MnokKasaTesisM NOo3BOJIAET KONMYECTBEHHO OoXapak-
TepusoBaTb HEKOTOpbIe aKcTparmpyemble n3 M/matepnanos xumMnyeckne BelLecTBa, KoTopble 6yayT Bo3aei-
CTBOBAaTb Ha OpraH1M3m naumneHTa.

5.2.2 MW/maTepunansl fONXHbI COOTBETCTBOBATD:

- 3HAYEHUAM WMHTerpanbHbIX Nokasatenel, NPUBEAEHHbIM B NMPUIOXEHUN A;

- 3HaYeHMAM NOo caHuTapHo-xumuyeckum nokaszatensam (MAK akcTparupyembiX BeLLeCTB), NpuBeAEH-
HbIM B NPUIOXeEHUN A.

Ecnu o6HapyXeHO npeBbllleHne 3Ha4YeHn Bbllleyka3aHHbIX nokasateneli, CM. NyHKT 8.

5.2.3 Pe3ynbTaTbl CAHUTAPHO-XUMUNYECKNX UCCMef0BaHNA MOTYT CAYXUTb OCHOBaHWeEM ANS:

- npekpaweHus panbHelWunx uccrnefoBaHuii (ucnoiTanuii) MW/maTeprvana B cnydyae oGHapyXeHus B
3KCTpaKTax M3 HMX BeLecTB C M3BECTHON TOKCMKOMOTMYECKOo XapakTepmucTukoin B KonmyecTBax, NpeBbillal-
wux Mak;

- OCyLLeCcTB/IEHUSA KOppekuuy B nogbope matepuasnoB U ONTUMU3ALMN TEXHOIOTMYECKOro npouecca us-
rotoenenms MW, Bka4yas cnocob v pexum cTtepunnsauumn, 4To No3BOAUT co3faTb MPOAYKT, OTBevalLwuil
TpeboBaHMAM 6e30nacHOCTY;

- NpoBefeHUs unccnefoBaHuii ¢ uenbld 060CHOBaHUA, BbibOpa M NMPUMEHEHWSA Mopora TOKCMYeCKOoW
onacHoctu (MTO).

5.2.4 Mpn BbIGOPE MaTepuasnoB, NPUMeEHSIEMbIX 4158 M3rotoBneHns MW, Heo6xogmMmo oueHUTb nx 6uono-
rmyeckoe geicteme. Ha aTom atane A/ npoBeAeHNS nccnefoBaHuii MoryT 6bITb NpeacTaB/ieHbl Kak OMbITHbIE
obpasubl MW, Tak n maTepuasbl, U3 KOTOPbIX OHWU U3FOTOB/IEHbIL).

5.2.5 YcnoBusa npurotoBneHNs 3KCTPAKTOB, T. €. BUAbl 3KCTparupylowen xmakoctun, tTemnepartypa v npo-
LO/DKMTENTBHOCTL 3KCTPaKUuM, COOTHOLWEHNE MOBEPXHOCTM WM MacChbl Uccnefyemoro marepuana k o6bemy
aKcTparmpyowein XnaKkocTn BblGMpaT B 3aBUCMMOCTU OT KaTeropum MU (cMm. npunoxeHus b).

5.2.6 Mpn NPUroTOB/IEHUN 3KCTPaAKTOB HEOO6XOAMMO Yy4uTbiBaTb TpebOBaHWA, YCTAHOB/IEHHble B CTaH-
JapTtax Ha KoOHKpeTHble M.

5.2.7 MNpu npo6onoAroToBke AO0/IXKHbI OblTb Y4YTEeHbl BCe npoueaypbl obpaweHus ¢ MW, npepycmo-
TPEHHble WHCTPYKUMEWH MO NpUMeEHeHuo. BblGop akcTparvpyowen Xuakoctu cnegyeTt npoBoAuTb C y4eTOM
cBoicTB MaTtepuana/MW, ycnoBuini ux npumeHeHus u (unu) metoga uccnefoBaHuii (ucneiTaHuid). Kak npa-
BMNo, ana MW/matepuana v3 noMMepHbIX MarepuanoB 3KCTpPakuuio NpoBOAAT B AUCTUINIMPOBAHHON BoAe.
JKcTparvpywuwas Xuakocte ans M n3 metannoB un kepamumkn — 0,9 %-Hblil pacTBOp x/opuga Hatpus Ans
UHBEKLMIA, eC/I B HOPMATUBHON AOKYMEHTaUUM N3roTOBUTE/SE HE YCTAaHOBEHbl gpyrie TpeboBaHus (CM. npu-
noxexHue b).

1) Cm. cTaHgapTbl cepun «Cuctema pa3paboTky 1 MOCTAHOBKY NPOAYKLMM Ha MPOM3BOACTBO.
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MpumeuvaHusa

1 BofHble 3KCTPakTbl FOTOBSAIT C UCMO/Ib30BAHWEM AUCTUNMPOBAHHON BOAbI WM BOAbI AN N1abopaTopHOro aHasu-
3a (cm. TOCT P 58144, IOCT P 52501).

2 [ins onpefeneHus ocTatovyHoro cogepxaHus atuneHokenga (30) u atunenxnoprugpuda (3Xr) 8 MA nocne cre-
pvnmsaumn Heobxoammo pykosoacteoBatbes FTOCT ISO 10993-7.

5.2.8 )Xugkne cdopmbl MU ucnbiTbiBalOT «per se» (B YACTOM Buge).

5.2.9 Mocypga n obopygoBaHne nabopaTopHOe CTEKNsSHHOE [AO0J/IKHbl COOTBETCTBOBATb TpeboBaHUAM
FOCT 23932, TOCT 1770.

5.2.10 Mpu BbIGOpPE MaTepnanos, pa3paboTke HOBbIX MW, oTCyTCTBMM MHOpMaLUKN O XapaKTepucTmkax
B OTHOWeEHNN 6e30NacHOCTU, 3KCTPaKTbl TOTOBAT B COOTHOLIEHUW MEXAY Maccoi MCMbITyeMoro matepuana u
06bEMOM MOAE/bHON cpeabl Mo popmyne

my-—K, )

roe M — MakcuManbHO BO3MOXHOE KO/JnMyecTBo matepuana B MU, T;
V — ob6beM KpoBM B opraHuM3Me 4yefnioBeka (M3 pacuyeTa/unu npuHumaemoro 5 n);
K — koachdmumneHT arrpaBauunmn, pasHbiin 10.

CpoOK/ 3KCMO3ULUK IKCTPAKTOB OonpeensatoT Npoao/IXUTENbHOCTLIO U XapakTepom KoHTakta MW c opra-
HU3MOM 4YesioBeka. [py NpUMEHEHUN ANHAMWYECKOTO pexunma NPUroToB/IEHNSA 3KCTpPakTa Heo6XoA4MMO perna-
MEHTUpOBaTh W AOKYMEHTUPOBATb CPOKM OOHOBMEHUA MOLENbHON cpefbl U NPOBOAWUTL aHann3 NoJIyYEHHbIX
9KCTPaKTOB Ha KaxJoMm aTtane.

5.2.11 Heo6xo4MMO NPpYMEHSATbL COOTBETCTBYOLLME METOAbl U METOAWKN A1 BCEX BUAOB MCCNEe[0BaHNM
(ucnbiTaHnin) U n3amepeHnin. TpeboBaHMA K aHaIMTUYECKMM MeTodam m3noxeHsl B FTOCT ISO 10993-18.

5.2.12 O6uwume TpeboBaHUsA K BbibOpy, Bepudmkauum n sanmgaymum MeTogoB 1 MeTOAWK YCTAHOB/EHbI B
FOCT ISO/IEC 17025. PekomeHgauuu no BbIGOpy MeToauK (MEeTOAOB) ANSA Leneil OUeHKU COOTBETCTBUSA U3-
noxeHsl B FOCT P 58975.

5.2.13 [na onpefeneHnss CaHUTapHO-XMMUYECKUX NokasaTteneli, nokasarteneli 6GMONOrMYecKoro geii-
CTBMS M1 MUKPOOMOMOTMYECKMX MOKasaTesnieil ¢ Lenblo oueHkn 6uonormyeckoro geicteusa MU cnepyeT npu-
MEHATb NpurogHbie metoabl 1 metognkm (cm. TOCT ISO/IEC 17025).

6 Mokazatenun 61onormyeckoro AelicTeus

6.1 OueHka 6M0N0rMYEeCcKoOro geicTemsa nNo3BoNseT ob6HapyXuTb BpegHoe Bo3gelictBue MW B ycnosu-
AX in vitro u/mnun in vivo. Pe3ynbTaTbl OLEHKM NO3BONSAIOT cAenaTtb 3akalvyeHne o 6Moa0rmMyeckoli COBMecTu-
MocTtu MW.

OCHOBHbI€ NOJIOXEHUS OLEHKN BMONOrNMYecKoro AeiCcTBMA nNpueefeHbl B COOTBETCTBYHOLWMX cTaHgapTax
cepun FOCT ISO 10993.

6.2 O6wwue TpeboBaHMs K BbIGOpy 06pasyoB ANA uccnefoBaHuii (MCNbITaHWii) yCTaHOBJ/IEHbI B
FOCT ISO 10993-12 n B cTaHfapTax Ha KOHKpeTHoe MW.

6.3 Ecnu B cTaHAapTax Ha KOHKpeTHoe umnnaHTupyemoe MW HeT Tpe6oBaHMWii K BbIGOPY 06pa3LoB And
uccrefoBaHunin (MCnbiTaHWA), TO pEKOMEHAYETCA PYKOBOACTBOBATLCA CNeAylLWUM NpaBuioM.

M3yyeHunto noanexnT Takoe KOMYecTBO Marepuana, kKoTopoe paccumMtaHo no gopmyne

f- K (2)

raoe M — mMakcumanbHoe KO/M4YecTBO mMaTepuana, UMNAaHTUpyemoe YesnoBeky, T;
P — macca Tena yenoBeka (U3 pacyeta/unn npuHumaemas 70 kr);
K — koachdmumneHT arrpaBayunu, pasHbiii 20.

6.4 O6pasubl ANA uWCObITaHWA  MMNNaHTMpyeMbix MW  nogrotaBnuBalT B COOTBETCTBUMM C
FOCT ISO 10993-6.

6.5 Vccnepgyemble 1 KOHTPO/IbHble 06pasubl cnegyet obpabartbiBaTb B YC/IOBUAX, UCKIOYAOLWMNX KOH-
TamuHaumio.

6.6 MW/maTepuansl, npegcTaBnaowme coboi xmngkne popmbl (pacTBopbl, rean) UCMNbITbIBAKT «perse»
(B uncTom Buge).
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6.7 Obwue TpeboBaHMUS K NPUTOTOB/IEHMNIO 3KCTPAKTOB, MCMOJIb3YEMbIX A1 OLEHKM 6MO010rn4yeckoro
penctema MW/maTtepuanos, yctaHoBneHbl B FTOCT ISO 10993-12 u gpyrux HJ Ha KOHKpeTHbI Bug MU unun
MeToq (MeToauKy) nccnegoBaHuini (MCnbiTaHun).

MpumMeyaHne — OIKCTPaKTbl A1t UCC/IEA0BAHMS HA 1aGOPATOPHBIX XUBOTHBIX, B TOM YMC/IE W 4151 UCTIbITAHUS
Ha NMPOreHHOCTb, TOTOBAT Ha 0,9 %-HOM CTEepPU/IbHOM anMpPOreHHOM PacTBOPE X/10pUAa HATPUS A1 MHBEKLWIA.

6.8 O6bwme TpeboBaHUs K BbiGOpy, Bepudukaumm n Banvpgauum MeTof4oB U METOAMK YyCTAHOBJ/IEHbI B
FOCT ISO/IEC 17025. PekomeHpgauuy no Bbl6opy metoguk (MeTo4oOB) C Lefbi OLEHKM COOTBETCTBUA U3M0-
XeHbl B TOCT P 58975.

6.9 MeToabl M MeTOAMKM ucCCrefoBaHns GUONOrMYeckoro AeiCTBUS W3N0XEHbl B COOTBETCTBYHLLMNX
cTaHgapTax (cMm. ctaHgapTbl cepun FOCT ISO 10993, FTOCT 34901).

6.10 Cneunanuct, nnaHupywLWmMii nccnegoBaHns U COCTaBAAOWNIA nporpamMmy, Bnpase Bbli6paTb asb-
TEepHAaTMBHbIA MeTon MUCMNbITaHWii, COOTBETCTBYIOLWMIA NnpuMeHeHnio MW, npu ycnosumn ero sanugauuu.

6.11 MwuporeHHOCTb, ONocpefoBaHHass MaTepuanoMm, AO/KHA ObiTb OLEHEHa MyTeM aHanu3a Hay4HbIX
LaHHbIX, @ Npu WX OTCYTCTBUM pe3yfbTatamMmu nccnenoBaHuii.

B 3aBNCMMOCTW OT NPOUCXOXAEHNA NUPOTeHa MMXOPAL0YHYI0 peakumio MOXHO pas3fesiTb Ha Tpu rpynnbl:

a) NMMPOreHHOCTb, 06YC/NI0B/IEHHAs MaTepuasioM, Bbi3BaHHASA XMMUYECKUMUN areHTamu;

6) NMUPOreHHoCTb, onocpefoBaHHas 3HAOTOKCUHOM (CTPYKTYPHblE KOMMOHEHTbl rpamoTpuuaTesibHbIX
6aKkTepuil, BbICBOOOXAAaeMble TOMIbKO MpU NnM3nce 6akTepuasbHOl KIeTKn);

B) MMPOreHHOCTb, ONocpeAoBaHHasA MUKPOOHLIMU KOMMOHEHTAMU, OT/INYHBIMU OT 3HAOTOKCUHA.

6.11.1 Martepuansbl, cogepxalme HOBble XMMUYECKNE Bel,ecTBa WM BelwecTBa, KOTOPble paHee Bbl-
3blBasI NUPOTEHHbIN 3G EKT, AO/KHbI ObITb OLEHEeHbl Ha NpegMeT NMMPOreHHOCTN, ONOCpPeA0BaHHON MaTepu-
anom (cm. FOCT ISO 10993-11).

MepeyeHb Bel,ecTB, KOTOPbIE BbI3bIBAKT NMUPOreHHY peakuuto, He ABNAACL 3HAOTOKCMHAMW, NpuBeLeH
B TOCT ISO 10993-11.

Mwukpocdhepbl 1 HaHOYACTULbl, B TOM 4Yucne NpoaykTbl pa3pylleHus MMNaaHTatoB, MOryT AeicTBOBaTb
Kak nuporeHbl. Mukpocdepbl, YacTULbl U HAHOYACTULbI MOTYT (aroyMTUPOBaTbLCA U aKTUBUPOBATb BbICBOGOX-
AeHve npoBocnasnTesnbHbIX LUTOKMHOB.

6.11.2 ins onpefeneHus NUMPOreHHOCTW, OMOCPeAOBaHHO MaTepuasoM, PEeKOMeHAYeTCs ucChnbiTaHue
Ha Kpo/iMKax, Tak Kak OHO OCHOBAHO Ha HenocpefCTBEHHOW OLEeHKe NMXOopafo4yHOl peakuunm B OopraHusme,
4yero Hesnb3s J4o6UTLCA MeTodamu in vitro.

[na onpegeneHns NMpPOreHHOCTU, onocpefoBaHHOW maTtepuanom, JIAJ1-TeCT He MPUMEHUM.

7 Mukpobunonormyeckue rnokasaresnm

7.1 O6wme NonoxeHns

Llenblo MUKPOBUOMOTMUYECKUX UCCNEAoBaHUi SIBASETCS 06HapyXeHue MUKPOOPraHW3MoB, UX WAEHTU-
thvkauus n nsyyeHue CBOWACTB.

7.2 CTepunbHOCTb

OfHVMM 13 KpuTepues Buosnornyeckoin 6esonacHocTn MU aBnaeTca UX CTEPUNBHOCTD.

Tpeb6oBaHua Kk MW, npoweawnMm UHULLIHYIO CTepuansauunto, KoTopble 6yAyT OTHECEHbl K KaTteropuu
«CTEPUNBbHbLIE», yctaHoBneHbl B TOCT EN 556-1.

CtepunbHocTb M/ noaTBEpPXAatoT:

a) BanMpaumeli npouecca cTepuansaymm v nocnegywlwmnumy Banmgaunamm, nokasbiBawwumm, 4To gaH-
Hblli Nnpouecc npuemnem (cm. TOCT P NCO 17665-1, TOCT ISO 11135, TOCT I1SO 11137-1);

6) nHpopmaunein, cobpaHHOn BO BPEMS TEKYLLEro KOHTPOSSA CTEPWILHOCTM M MOHUTOPMHIa npouecca,
nokasblBalLLero, 4To BanMANPoBaHHbIN npouecc 3 PEeKTUBHO NPUMEHEH.

TpeboBaHusa K pa3paboTke, Banujaumnm n TekyweMy KOHTPOO npouecca ctepunusaunn MU n3noxetsl
B COOTBETCTBYIOLUX CTaHAapTax.
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7.3 Mukpobuonormyeckasa ymcroTa

WcnbiTaHram Ha MUKPOBMOOTMYecKyo YNCTOTY NOABeprawT HecTepuansyemble MU ¢ yCTaHOBIEHHbIMY
MUKPOGMOMOTMYECKUMU XapakTepucTukamu, Hanpumep MW B dopmMe WUCMOSIHEHUS KPeM UAW reflb, PyKOBOA-
CTBYSICb TEXHUYECKOW AOKyMeHTauuell N3roToBUTess.

7.4 TInpOreHHOCTbL, onocpeaoBaHHas 3HAOTOKCMHaAMU

BakTepranbHbIMW 3HAOTOKCMHAMU SABASAKTCA CTPYKTYPHblE KOMMNOHEHTbI rpaMoTpuuaTtesnbHbiX 6akTepuii,
BbICBOOOXAaeMble TO/IbKO Npu nu3nce 6akrepuanbHOli kneTkn. B npupoae rpamotpuuaTtenbHble 6akTepumn Wn-
poKO pacnpocTpaHeHbl B BOAe (pekax u Mope), Bo3gyxe, Moyse, a Takxe B opraHusMe yenoseka. Moatomy MU
N3 Matepuanos NPUPOLHOro MPOUCXOXAEHUSA, MOTYT OblTb 3arpA3HeHbl 6akTepuaMU U UX KOMNOHeHTaMun. KoH-
TamuHauunsa 6aktepranbHbIMWM 3HAOTOKCMHAMW BO3MOXHA Takxe B npouecce npoussoactsa M.

7.4.1 KoHTamuHauma MW 6aktepuanbHbIMW 3HAOTOKCUHAMW A0/DKHA ObiTb OLEHEeHa.

7.4.2 TINPOreHHOCTb 3TOr0 TuUMa OMpefensarnT, U3MepsAs KONMYECTBO 3IHAOTOKCUHA 3HAOTOKCUH-ce-
undnuHbiM NNAJ1-TecToM (TecT nn3ata ameboLUTOB MEYexBocTa).

OnucaHue meToga onpefesieHna coAepXaHusa 3aHAO0TOKCUHOB (J1AJ1-TecT) ansa o6pasuos martepuanos/
MW, copepxalwmx HaHomaTtepuansl nsnoxeHo s FOCT P MCO 29701.

Cnepfyet yuuTbiBaTb, YTO UCMosib30BaHWe JIAJl-peakTuBa MMeeT OrpaHWYeHUsA: Ha peakuuio BAUAKT
Temnepatypa v pH pactBopa obpasua, a Takke peakuuss ycunmBaeTca WU UHIMOUPYeTCcAa pas/iMyHbIMU CO-
efNHEeHNAMMU, TaKUMWN Kak npoTeasa, MHIMeUTOopbl NpoTeas, NOHbI MeTasfIoB, MOBEPXHOCTHO-aKTUBHbIE Belle-
CcTBa, xenatbl, conn n caxapa. MNpumeHeHune JTIAJ1-TecTa gnsa KoOHKpeTHOro MU (Hanpumep, ans éuononnmep-
HbIX renei) AO/MHKHO 6biTb 060CHOBAHO, BaIUAMPOBAHO, AOKYMEHTUPOBAHO W MPeACTaB/IeHO B TEXHWYECKOM
OOKyMeHTauun npoussoautena M.

8 OueHKa 1 HTepnpeTauna pesysibTatoB

8.1 Ecnmu Ha atane uccnepoBaHusas MW B akcTpakTax u3 MW/maTepuanoB O06HapyXeHO npeBbllleHune
3HauyeHun MAK sakcTparnpyembix BeLLecTB, NPUBEAEHHbIX B MPUIOXEHUN A, HEOBXOAMMO OLEeHUTb MX TOKCU-
KOJIOTMYECKY0 ONacHOCTb B YCNOBUAX NPefyCMOTPEHHOro npumeHeHus/HadHaveHus MW (cm. TOCT ISO/TS
21726, TOCT ISO 10993-17).

Bce pesynbTaThbl uccnefoBaHuii, noaTBepXaanwnx 6e30nacHOCTb, AO/DKHbI ObiTb 4OKYMEHTUPOBAHbI U
npeAcTaB/ieHbl B TEXHUYECKON AOKYMeHTauuu npomssogutens M.

8.2 Ecnun B akcTpakTax n3 MA/matepmanoB o6HapyXeHO NpeBblleHNe 3HaYEeHN NHTerpasbHbIX Nokasa-
Teneii, TO0 peweHne 0 6€30NacHOM MpMMeHeHun MW npuHMMaloT Ha OCHOBaHWMM pe3y/sbTaToB WccAefoBaHui
(ucnblITaHWn) Ha TeCT-06bEKTax B YC/I0BMSAX in Vvitro 1 in vivo.

8.3 PelweHne o 6mMonornyeckoil COBMeCTMMOCTU M cooTBeTCcTBMM MU Tpeb6oBaHMsAM 6e30nacHOro npu-
MEHEHUA NPUHUMAIOT HA OCHOBAHUN UMEKLWUXCA pe3ynbTaToB, NOATBEPXAALWMX OTCYTCTBUE BpefHOro 6uo-
nornyeckoro Bosgenctema (cm. ctaHgapTbl cepun FOCT ISO 10993).

9 MpeacTaBeHe OTYETOB O pe3y/ibTarTax

9.1 PesynbTaTbhl UccnepoBaHuii (McnbiTaHW) AOMKHbI ObITb NMpeAcTaB/ieHbl TOYHO, YeTKO, HeABYCMbIC-
NeHHO 1 06bekTMBHO (cMm. TOCT ISO/IEC 17025).

BbiBOAbl, cogepxalimecs B oTyeTax O pesynbTarax, AO/KHbl OblTb OAHO3HAYHBIMW U MOHATHLIMMU,
cMm. FOCT ISO/IEC 17025.

9.2 OTyeTbl 0 pe3ynbTaTax MOryT COMNPOBOXAATbCA IKCNEPTHbIMW 3aKNOUYEHUAMK, NPOTOKOAAMMN UCHbI-
TaHWil, NOACHUTE/IbHbIMK 3anMckamMmu B 3aBUCMMOCTK OT Tpeb6oBaHuWii opraHu3aLmu, B KOTOPYK npegocTaBns-
0T pesynbraTsbl.
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MpunoxeHve A
(cnpaBo4HOE)

JonycTnMmble 3HAaYEHUSA MHTerpasibHbiX Nokasartenen u MNAK akcTparmpyemMmbix BeLLecTB
n3 MW/mateprnanoB B 3aBUCMMOCTU OT UX NPUPOAbI U XapakTepa KoHTakTa

Ta6nnuya Al — [lonycTMMOE 3HAYeHUE MHTErpasibHbIX Mokasaresnei

HanmeHoBaHue nokasatens (xapakTepucTukn) [onycTtnmoe 3HayeHue, He 6onee
1 BoccTtaHoBuTeNbHble npumeck, mn, 0,02 H pactsopa Na2520 3 1,0
2 N3meHeHne pH (ApH), eg. pH +1,01)

3 YnbTpadgmonetoBoe nornolwleHve, eq. O.M. B AgnanasoHe O/MH BOSH, HM:

3.1 o1 220 fo 360 BKNHOUUTESBHO; 0,30
3.2 o1 230 fo 360 BKNHOUYUTENBHO; 0,202)
3.3 o1 250 fo 320 BKNHOUMTENBHO 0,103>

1) B HEKOTOPbIX CNy4Yasx fONYCTUMbIE 3HAYEHUSA MOTYT ObiTb 60/1€E «KECTKUMUY», Hanpumep NS UHTPaoKynsap-
HbIX NnH3: 0,2 en. pH.

2)lna KOHTEiHEPOB A/151 KPOBU 1 €e KOMMOHEHTOB.

3) [lnst yKyNnOpPOUHbIX NPOBGOK N YCTPONCTB, KOMM/IEKTHbIX 3KCHY3MOHHbIX, WHGY3NOHHbLIX W TPaHCHY3MOHHbLIX 04-
HOKPaTHOro NpUMeHeHus.

Tab6nunuya A.2— MAK akcTparmpyembix Bewects n3 MA/matepuasioB B 3aBUCMMOCTU OT KX NMPUPOAbI 1 Bua KOHTakKTa

HaumeHoBaHue HanmeHoBaHne nokasartens

MAK, mr/am3, He 6onee
MW/maTepnanoB B 3aBUCMMOCTU OT UX NPUPOLbI (xapakTepucTukm)

1 MatepuaUibl NOSIMMEPHbIE CUHTETUYECKMEe

11 Matepuansl NOMUMEPHbIE CUHTETUYECKUE, 06- VHTerpasibHble nokasarenu cm. Tabnuuy A.1,
e nokasaresv nyHKTbl 1, 2, 3
dopmanbaerng, 0,10

2 JlononHuTeNnbHble nokasarenu, B 3aBMCUMOCTU OT cocTaBa

2.1 Matepuanbl NOUMEPHbIE CUHTETUYECKME, B 3a-  XKeneso (Fe) 0,30
BMCMMOCTY OT cOoCTasa N
Kagmuia (Cd) 0,001
Megab (Cn) 1,0
Xpom (Cr3+Cr6+, cymmapHo) 0,10
CsuHey, (Pb) 0,030
OnoBo (Sn) 1,0
2.2 MonuatuneH, NOAWNPONWUAeH 1 opyrne matepuva-  Auetanbaerng 0,20
Jbl Ha OCHOBE NO/IMOsetNHOB
AuLeToH 0,10
V3onponaHon 0,10
MeTaHon 0,20
MponaHon 0,10
2.3 MonucTtnpon u cononnmepbl Ha ocHose ctupona  Crupon 0,010
MeTaHon 0,20

10



MpogomkeHne Tabnmubl A.2

HavmeHoBaHue
MW/maTepnanos B 3aBUCUMOCTM OT MX NMPUPOabI

2.4 MonuBuHUNXI0PUA

2.5 MonvopraHocunokcaHbl (CUTUKOHBbI)

2.6 Monvakpunatbl

2.7 Monvamnapi:
- KanpoH (nosnvamug 6, nonvkanpoamug);

- HelinoH (nonnamug, 66, nonvrekcameTuneHagmna-
Mna)

2.8 Monvakpunamng,

2.9 MonuypetaH

2.10 MNonuadmpsl:
nonuaTuneHTepedTanar 1 CononnMepbl Ha OCHOBE
Teped)TasieBON KUCMOTI;

- nonvkKapboHar;

HanmeHoBaHue nokasartens

(xapakTepucTunkm)
AueTtanbgerng
AueToH
Bunnnxnopug,
3onponaHon
MeTaHon
[MponaHon
Ounoktnndpranat (4OP)
AueTtanbgerng,
MeTtaHon
deHon
AKpPUIOHUTPUN
Bytunakpunar
MeTunakpunar
MeTtunmetakpunar
B-Kanposiakram
BeHzon
deHon
[ekcameTuneHgnamnH
MeTaHon
Akpunamng,
Auetanbgerng
AueToH
3onponaHon
MeTtaHon
Mponaxon
OTUNEHTIVKONb
AueTtanbaerng,
AueToH
3onponaHon
MeTtaHon
[MponaHon
OTWUNEHIINKOSb
®eHon

JucheHnnonnponaH

FOCT P 52770—2023

NAaK, mr/am3, He 6onee

0,20
0,10
0,010
0,10
0,20
0,10
2,0 10 mr/100 mnl)
0,20
0,20
0,050
0,020
0,010
0,020
0,250
0,50
0,010
0,050
0,010
0,20
0,010
0,20
0,10
0,10
0,20
0,10
1,0
0,20
0,10
0,10
0,20
0,10
10
0,050
0,010
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MpoponxeHne Tabnuubl A.2

HanmeHoBaHue HanmeHoBaHne nokasartesns
MAK, mr/am3, He 6onee
MW/maTepranoB B 3aBUCMMOCTU OT UX NPUPOAbI (xapakTepuncTukm)
- NONMCY/NbGIOH; AncbeHnnonnponaH 0,010
- 9MOKCUAHbIE CMOSIbI AncbennnonnponaH 0,010
deHon 0,050
AnuxnopruapviH 0,10
2.11 ®Toponnact (dhToponnact-3, dproponnact-4, dopmanbaerng 0,10

Tedh/10H)

3 Pe3Hbl 1 naTtekcbl CUHTETUYeCkue

3.1 Pe3uHbl 1 naTtekcbl CUHTETMYECKNE, 0bLme no- VIHTerpasbHble nokasarenu cMm. Tabnuuy A1,
Kasaresnm nyHKTbl 1, 2, 3
Kagmnin (Cd) 0,001
CsuHey, (Pb) 0,030
LIMHK (Zn) 1,0
dopmanbgerng 0,10
3.2 flononHnTes bHbIE Nnokasarenun, B 3aBUCUMOCTU AKPUIOHUTPUN 0,050
OT cocTasa
AueTtanbgerng, 0,20
Arngon-2 (2,2-metuneH-6uc 2,0
(4-meTnn-6-TpeT-6yTUN-
deHon)
V3onpeH 0,01
Tuypam [, (TeTpameTnaTuy- 0,0502)
pamaucynsu)
Tuypam E (TeTpasatuntuypam- 0,0503>
Avcynbcua)
AndennnryannamH 0,150
AnbTakc (2,2-gnbeH3Tnason- 0,40
avcynbcng)
KanTakc (2-mepkanTo6eHs- 0,40
TMason)
CynbtheHamug, L, 0,40
(umknorekcun-2-6eH3Tnason-
cynbheHamuna)
HeosoH [, (HadhTam-2, 0,20

(3-theHnnHadpTNAMUH)

12
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MpogomkeHne Tabnmubl A.2

HavmeHoBaHue HanmeHoBaHue nokasartens

NAaK, mr/am3, He 6onee
MW/maTepunanos B 3aBUCUMOCTU OT UX NPUPOAbI (XxapakTepucTukm)

4 MaTtepuasibl NPUPOAHOrO MPOUCXOXAEHUS

4.1 BNONOrMYecKkme TKaHn 1 UX NPOM3BOAHbIE B 3a- VIHTerpasibHble nokasarenv cMm. Tabnuuy A.l,
BMCMMOCTM OT cnocoba 06paboTku, coctasa, o6Lme NyHKTbI 1, 2
nokasaresiu.
Buonormyeckme TkaHu 11X NPOU3BOAHbIE Yeno- Popmanbaerua 0,10
BEUYECKOr0 MPOVCXOXAEHNS B HEXM3HECNOCOOHOM AueTanbaerns 0.20
COCTOSHUM. '
Bronoruyeckne TkaHu U KX NPON3BOAHbIE XMBOTHO-  ALETOH 0,10
0 MPOVICXOXAEHNS B HEXM3HECTIOCOOHOM COCTOSI-
HUA 3onponaHosn 0,10
MeTtaHon 0,20
Mponaxon 0,10
4.2 laTekc HaTypanbHOro kKay4yka, o0bLue nokasa- VIHTerpasibHble nokasarenu cMm. Tabnuuy Al,
Tenm NyHKT 1
Kagmuii (Cd) 0,001
CauHel, (Pb) 0,030
LinHk (Zn) 1,0
dopmanbgerng 0,10
4.3 [lononHUTENbHbIE MoKasaTesv, B 3aBUCMMOCTU AKPUNOHUTPUN 0,050
OT cocTaBa
AueTtanbgerng 0,20
Arvgon-2 (2,2-meTnneH-6uc 2,0
(4-meTun-6-TpeT-6yTUN-
eHon)
V3onpeH 0,01
Tuypam [, (TeTpameTnaTuy- 0,0502)
pamaucynbcuna)
OvndeHnnryaHnanH 0,150
AnbTakc (2,2-anbeH3Trasonay- 0,40
cynbthung)
KanTtakc(2-mepkanTto6eH3Tu- 0,40
ason)
CynbtpeHamug, L 0,40
(umknorekcun-2-6eH3Tmaszosn-
cynbheHammz)
Heo3soH [ (HathTam-2, 0,20

4.4 Lennonosa, BMCKO3a, XJ10MOK, 06LLMe nokasa-

TEenn

4.5 [lonosHUTENbHbIE MOKasaTesv, B 3aBUCMMOCTU

OT COoCTaBa

p-theHnnHaTNAMUH)

ViHTerpanbHble nokasaresv

Kagmuii (Cd)
CsuHel, (Pb)
AueToH

OtunaueTar

cMm. Tabnuuy Al,
NyHKTbI 1,2,3

0,001
0,030
0,10
0,10
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MpoponxeHne Tabnuubl A.2

HanmeHoBaHne
MW/maTepranoB B 3aBUCMMOCTU OT UX NPUPOAbI

5 MeTanne! 1 cnnasbl

5.1 MeTannsl 1 cnnasbl, B 3aBUCMMOCTU OT cOcTaBa

6 CTer10 1 Kepammka

6.1 CTeKkno u kepamuvka, B 3aBMCMMOCTU OT coCcTaBa

HanmeHoBaHune nokasarens
(xapakTepuncTukm)

WHTerpanbHble nokasarenu
AntomuHuid (Al)

BaHaguii (V)

Bonbpam (W)

YKeneso (Fe)

Ko6anbT (Co)

MapraHel, (M)

Megab (Cn)

MonunbgeH (Mo)

Hukenb (Ni)

TutaH (Ti)

Xpom (Cr3+Cr6+, cymmapHo)
LIMHK (Zn)

WHTerpanbHble nokasarenu
AntoMuHui (Al)

Bop(B)

Kagmuin (Cd)

KobanbT (Co)

MapraHel, (M)

Megab (Cn)

MbILWbSAK (AS)

0OnoBo (Sn)

Ptytb (Ha)

Cepebpo (An)

CsuHel, (Pb)

TutaH (Ti)

Xpom (Cr3+Cr6+, cymmapHo)
LIMHK (Zn)

MAK, mr/am3, He 6onee

cM. Tabnuuy A.1, NyHKT 2
0,50
0,10
0,050
0,30
0,10
0,10
1,0
0,25
0,10
0,10
0,10
1,0

cM. Tabnuuy A.1, NyHKT 2
0,50
0,50
0,001
0,10
0,10

1,0
0,050
2,0
0,005
0,050
0,030
0,10
0,10
1,0

7 ATEHTbI CTEPUIM3YIOLLME W KOHCEPBUPYIOLLWE, NAacTUUKATOPbl, PEHTTEHOKOHTPACTHbIE BellecTsa

14

Bapwuii(Ba)
InyTapoBblli anbaervg,
dopmanbgerng

OTUNEeHoKensg

0,103)
0,070
0,10
_4)
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OkoHuyaHue Tabnuubl A.2

HavmeHoBaHue HanmeHoBaHue nokasartens
NAaK, mr/am3, He 6onee
MW/maTepunanos B 3aBUCUMOCTM OT MX NMPUPOabI (xapakTepucTunkm)

8 PacTBopuTENM A1 CKNIEUBAHUS AeTa/IEN U Y3/10B U3aennii

AueToH 0,10
MeTnnatunketoH (ByTaH-2-0H) 1,0
TeTparngpodypaH 20,0
LinknorekcaHoH 2,50

1) Ansi KOHTelHepoB A/1s1 KPOBY 11 €8 KOMMOHEHTOB.

2) N yKynopouHbIX NPo60K 1 YCTPOCTB, KOMMIEKTHBIX 3KCHY3UOHHBIX, UHIDY3MOHHBIX U TPaHCHy3UOHHbIX Of-
HOKPaTHOTO NPUYMEHEHUSI.

3) [ns n3gennii, KOHTaKTUPYOLWMX C KPOBBHO.

4) NAK yctaHoBneHsbl B FOCT ISO 10993-7.

MpunmevyaHnsa

1 Ecnn B MU cofepxaHne BbilLenepeync/ieHHblX BeLlecTB (KOMMNOHEHTOB) npeBbiaeT 3HadeHve MOK, 1o mx
KOINYECTBO AO/MKHO BbITb 0G0CHOBAHO.

2 B Tabnvue npuBefeHbl BellecTBa, Hambosee yacto BcTpevarowpmecs B M. B MA moryT Haxogutbcsi Belle-

CTBa, He ykasaHHble B Tabnuue. OnpeaeneHve BELECTB B KOHKPETHOM MU OCylLecTBASOT C yUYeTOM pe3y/bTaToB
aHanmsa pucka.

15
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MpunoxeHve b
(cnpaBo4HOE)

YcnoBua NpuUroToB/IEHNA 3KCTPaKTOB

Ta6nuuya B.1 — YcnoBus NpUroToB/IEHUsI 3KCTPAKTOB A/ TPynn M3AenuidA 13 NosvmepoB (3KCTparvpytowas Xug-
KOCTb — BOAA AUCTUI/IMPOBAHHAS)

© © > . ]
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1 N3penva noBepxXHOCTHOrO KOHTaKTa

11 CpepcTtBa NepeBA30YHbIE, KOH-
TaKTUPYHOLLME C HEMOBPEXAEHHONA 71 371 24 £2
KOXei, B TOM uncne:

- NOBA3KMN,

M/IEHKM,
- OUIHTbI,

- nnacTbipn duKcHpyoLme,
- TMITMEeHNYeckne casndeTky,
- 6aHOaxXu,

- opTessbl,

- LUMHBI,

- KOopceTbl,

- PEMHU-COUKCATOPDI

- BaTa MeAuUMHCKasi rMrpocKonu-

— 1/500 — 371 24 £2 —
yeckast
- TYNCOBblE OGUHTLI 15 — — 371 24 £2 —
1.2 M/ snacTn4Hble KoMnpeccu- 1”1 . . 3741 24 +2 .
OHHble
1.3 CpepcTtBa nepeBA30YHbIe, KOH-
TaKTUpyoLMe C NoBpexaeHHbIMU 161 3741 24 42

KOXel 1 CNN3nCTbIMK 060/104KaMMm,
B TOM 4ucne:

- NPOTNBOOXOroBble NOBA3KWU, remMo-
cTaTnyeckme paccacbliBaroLimnecs

nap.;

- BaTHO-MaprieBble cpeacTsa
(candheTkun, GUHTLI, NEPEBSA30YHbIE
nakeTbl);

16



MpopomkeHne Tabnuubl b. 1

KaTeropus nsgenus

- kKnen, COp6€HTbI, remocrtarmnye-
CKune MnopoLLKn

- cpeactea nepesdA30YHbIe Na-
CTbIPHOIO TMNa

1.4 l'erm gna Y3U

1.5 JInH3bI 0YKOBbLIE ANA KOPPEK-
Ly 3peHns

1.6 OnpaBbl 04KOBbIE

1.7 MpoTe3sbl rn1asHble (3K3onpoTe-
3bl), 3KTOMNPOTE3bI NNLA

1.8 Ogexpa v 6enbe, nNpumeHsie-
Mble Kak MA

1.9 Opexpa v 6enbe xupypru-
yeckue, npuMeHsiemble kak MA
015 NauneHToB, XMPYPruiyeckoro
nepcoHana 1 obopyaosaHus

1.10 V3pgenua peHTreHosawuTHbIe
(chapTyku, HarpygHUKKW, nepyartku,
6axunbl)

111 MeauuuHCKue rmrneHn4eckmne
NPOKNaAKW, NOATY3HVKA, NeseHKN

1.12 MNpe3epBaTmBbl
1.13 MNepyatkn meguumnHCKue

1.14 MNepyatkn meguunHcKue u3
narekca HaTtypasibHOro kay4dyka

1.15 CnpuHUO0BKK, KPYXKU Scmap-
Xa, KNM3MEHHbIE HAKOHEYHWKN

1.16 MornokooTcochl

1.17 Moue- 1 KaslonpuemMHuKu,
noaknajHble cygHa, rpesku, nysbl-
pv ona nbpa

COOTHOLIEHNEe

nnouwaamn
NOBEPXHOCTU K

06beMy 3KcTpareHTa
(SIV), cm2/cm3

1,6/1

11

171

171

110

11

171

1m

15

(M), ricm3

COOTHOLLEHNEe
mMaccbl u3genusa K
06beMy aKkcTpareHTa

MI250

5/100

COOTHOLWEeHne

Konunyectea

06pa3uoB K 06beMy
akctparenta (N/V),

3/500

1/50

1/50

MV

MV

wr./cm3

TemnepaTypa
3aKkcTpakuum,°C

371

371

37+1

371

371

FOCT P 52770—2023

MpofonXxnten bHOCTbL
3KCTpaKumn,4

24 +2

24 +2

2,0 £0,1

24 2

2,0+0,1
8+1

2,0+0,1

2,0+0,1

MpumeyvaHne

M—
Makcu-
MaUlbHas
pasoBas
fo3a

Mocne
MoJIHOMO
BOZOMO-

rNoLWeHs!

3anosnHa-
HOT HOMMU-
Ha/IbHbIM
06BEMOM

3anonHs-
0T HOMU-
HaJ/TbHbIM
06BEMOM

17
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MpoponxeHne Tabnuubl 6. 1

KaTeropus nsgenua

1.18 3k30npoTesbl rpyaHoit xene-
3bl, MU3AE/NA NPOTE3HO-OpTONEAN-
yeckune n nonygpabpukatbl K HUM

1.19 BHyTpuMaTO4Hble KOHTpaLen-
TUBBI, KOSbLA

1.20 JINH3bl KOHTaKTHbIE

1.21 TMHeKosIorn4yeckne NHCTpYy-
MEHTbI, B TOM YuCne:

- 3epkasio no Kycko;

- winavesb, noxka ®osbkMaHa,
LepBUKasibHas LLETKa

1.22 [laTunKu, 371eKTPOAbI U Apyrue
YCTPOWCTBa, KOHTaKTMpyloLme ¢
KOXen

1.23 Kamepbl HeoHaTasIbHbIX UHKY-
6atopos

1.24 NHranatopesl

1.25 CniyxoBble annaparbl
1.26 KpvonakeTbl

1.27 Mukpocdhepbl 4Nnsi NPOTUBO-
0XXOrOBbIX KpoBarel

2.1 YcTpoiicTBa KOMMMEKTHbIE
3KCHY3NOHHbIE, NHY3NOHHBIE U
TpaHCdy3NOHHbIEe

2.2 AnnapaTbl 1 yCTpOCcTBa Ans
3amMeLleHns hyHKumiA opraHoB 1
CUCTEM OpraHusmMa, B TOM 4ucrie:

- annapaTtbl UCKYCCTBEHHOIO KpOBO-
06palLleHnsi, NCKYCCTBEHHOM MOYKU,
AN remocopbLmmn B KOMMNIEKTe ¢
MarucTpanamm unm 6e3 HUX n ux
(hYHKLMOHA/bHbIE 3M1EMEHTbI;

- MarucTpasin KpoBONPOBOASLLME

18

COOTHOLWEHne

nnouw,aamn
NOBEPXHOCTU K
06bEMY IKCTpareHTa
CooTHOLWeHne
maccbl usgenus K
06beMy 3KcTpareHTa
(MIV), ricm3
COOTHOLLEHNEe
KonunyecTsa
06pasLoB K 06beMyY
wr./cm3

(S1Y), cm2/cm3
akctparenta (NV),

12 — —

11 — —

1/500

1/100

1/250

— — 1/50
— — 1/250

— 1/10 —

2 N3penvs, npucoeguHAemble U3BHE

3/250

1/500

Temnepatypa
aKcTpakyun,°C

37+1

371

371

37 +1

37+1

37+1

MpoAoNXUTEN bHOCTH
3KCTpaKLum,u

24 2

2,0+0,1

2,0+0,1

24 £2

24 £2
2,0+0,1

2,0+0,1

2,0+0,1

MpumeyaHne

3anon-
HSIIOT HO-
MUHab
HbIM 00b-
eMom

o npwu-
noxe-
HW1o B

o npwu-
noxe-
HW1o B



MpopomkeHne Tabnuubl b. 1

KaTeropus nsgenus

2.3 KareTepbl BHyTpUCOCYAUCTbLIE,
TPYOKN MefULMHCKVE ANs nepe-
JIMBaHVA KpPOBU,MpenapaTos U3
KPOBW, KpoBe3ameHuTenen n nHgy-
3MOHHBIX PacTBOPOB

2.4 Wnpvubl NHBEKUNOHHBbIE OAHO-
KpaTHOro npuMeHeHus

2.5 KoHTeiHepb! A4na Kposwu, npe-
napartoB U3 KPOBW, KpOBE3aMeHW-
Tenei n NHQPY3NOHHBLIX PacTBOPOB,
B TOM 4uncC/e:

- 500 mn;

- 300 mn

2.6 Karetepbl, 30HAbI, ApeHaxu,
ByXK1 pasfINYHbIX TUMOB

3.1 KnanaHbl cepaua, nepvikapa,
OrMopHbIe KOsbLa, Kapamo- v
HEPBHO-MbILLEYHbIE CTUMY/IATOPSI;
npoTe3bl KPOBEHOCHLIX COCYAOB,
rPyAHOW Xenesbl, ropTaHu, Anyka,
thannonpotesbl; UMMNAaHTaTbl 415
YesICTHO-/ILIEBOI XMPYpPrum, npo-
Te3bl MArKMX TKaHeW, UMNAaHTUpy-
emMble AaTuvkv 1 ycTpoiicTea Ans
NOCTOSIHHOIO 03VpyeMOro BBefe-
HUS1 /TeKapCTBEHHbIX BELLECTB

3.2 KOCTHblE LleMEeHTbI, UMMNJIaHTU-
pyemble renm

COOTHOLIEHNEe

naowaam

FOCT P 52770—2023
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525 8832 8¢ezs 55 g
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—_ — 1/250 37+1 24 +2 —_
3anonHs-
10T Yepes
urny
— — MV 37+1 24 +2 HOMY-
Ha/lbHbIM
06beMmom
Mo
— — 1/100 70 £2 24 +2 OCT
31209
Mo
1/50 70 £2 24 +2 FOCT
31209
— — 1/250 37+1 24 £2 —
3 imnnaHTupyemble nsgenus
—_ — 1/500 37+1 72 +2 —_
M_
Makcu-
— M/500 — 37+x1 72 £2 MaUbHas
pasosas
hosa
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OkoHyaHve Tabnumupl b. 1
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3.3 Hutn xupypruyeckune OTHoO-
LieHne
OJHBI
HUTK, CM,
K 06beM
— — — 37+1 24 +2 y
auetun-
nvpo-
BaHHOM
BO[bl,
mn, 0,4/1
3.4 VimnnaHTartbl ans opransmo- M—
Xvpypriv Makcu-
— 11 — 371 72 £2 MasibHas
pasoBas
Jo3a
3.5 VIHTpaokynsapHble NNH3bI — — 1 37 1 72 £2 —
3.6 Vizgenus ochtanbmonoruye- M—
CKVe BUCKOXMpYypruyeckue Makcu-
— 171 — 371 8+1 MaUTbHas
pa3oBasi
fo3a
4 MeauumMHCKre CTOMAaTo/IorMyeckme u3genms n marepuaibl
4.1 MepguvumnHcKMe cTomMaTosiornye- Mo NOCT
CKWe u3genva n martepuaibl 31576

* NlononHUTENbHAA 3KCTParnpyoLLas XUaKoCTb, KOTOPYIO UCMOJb3YOT B 3aBUCMMOCTM OT NPUMEHAEMOrO MeToaa
(meToamkn).

Tabnunuya b.2— YcnoBusi NPUroToB/IEHWST SKCTPAKTOB 41 TPyNn U3genuii U3 METaUI/10B, CN/1aBoOB, KepaMuku 1 cTekna
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1 N3penva NnoBepXHOCTHOIO KOHTaKTa

11 OnpaBbl 04KOBbIE Bopga 3/500 37+1 24+2
AUCTUNNMPpOBaHHasA

1.2 /InH3bl OuKOBbIE Bopa 171 37+1 24+2
AUCTUNNMPpOBaHHasA
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MpogomkeHne Tabnmupbl b.2

KaTeropus unsgenus

1.3 MNuneTkn rnasHble

1.4 laTtyunkn, 3nekTpo-
[Obl, KOHTaKTUpyowpme ¢
KOXEM, Cn3NcTbiMn

2.1 Wnpuubl MegnumH-
CKMe MHBLEKUMOHHbIE
MHOrOKpaTHoro npume-
HeHuA

2.2 VIrnbl NHBbEKLMOH-
Hble, ckapudmKaTopbl

2.3 ABTOHOMHbIE
XenyaoUYHO-KULLEeYHble
3N1EeKTPOCTUMYNATOPbI

2.4 Vrnbl atpasmarumye-
ckve 6e3 HuTell

2.5 Xvpypruyeckue,
rMHeKosiornyeckme u
OpYyrvie UHCTPYMEHTbI:

- MHOTrOKpaTHOro npume-
HeHVs;

- O4HOKpaTHOro npume-
HeHunA

2.6 Kapguoctumynsaro-
pbl, U3genva ana oprto-
neauy (NnacTuHbl ANs
OCTEOCVHTE3a, CnnLpbl 1
Apyrue npucnocobre-
HWS1), MPOTE3bl CYCTaBOB,
BHYTpUCOCYanCTble
CTEHTHI

3.1 Helipoxupypruyeckne

M COCyanCTble KNUNCbI,
CKOObI cumnBawoLine

SKcTparnpyrowas
Xuakoctb(cpega)

Bopga guctunnupo-
BaHHas

0,9 %-HbIin pacTBOp
X/0puaa HaTpus

CooTHoLleHne niouanm

NOBEPXHOCTN K 06'bEMY

(SIv),

MOZEeNbHON cpeapl

cmZcm3

COOTHOLWEeHNe Macchl

u3genms K 06bLemy

(M),

MOZENbHON cpeapl

rlcm3

CooTHowWweHue
KonuyecTsa 06pasLoB
K 06bEMY MOAE/NbHOW

cpegbl (N/V), wr./cm3

1/250

2 V3penvisi, npucoeayiHsieMble 13BHe

Boga
ANCTUNNMpOBaHHaN

0,9 %-HbIin pacTBOp
Xnopuaa HaTpus

0,9 %-Hbli1 pacTBop
xnopuaa Hatpus

0,9 %-HbIi1 pacTBOp
xfopuga Hatpusi

0,9 %-HbIin pacTBOp
xfopuga Hatpusi

0,9 %-HbIi1 pacTBOp
X/l0puaa HaTpus

0,9 %-HbIi1 pacTBop
X/i0puaa HaTpus

3 NmnnaHTupyemble usgenus

0,9 %-HbIi1 pacTBOp
xfopuga Hatpusi

A%

/5

1/100

1/5

1/150

1/150

1/500

1/50

Temnepatypa
3KcTpakumn,°C

37+1

37+1

371

371

37+1

FOCT P 52770—2023

s S
3 E
S ®© <]
X o =
56 3
23 =
(=X
cC
3anosnHs-
2.0 £0,1 HOT HOMU-
Ha/IbHbIM
06BbEMOM
2,0 £0,1
3anosnHs-
24 £ HOT HOMU-
HauIbHbIM
06BbEMOM
2,0+0,1 —
24 £2 —
2,0 £0,1 —
24 £2 —
2,0+0,1
336 +2 —
336 £2 —
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OkoHyaHve Tabnuupl b.2
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3.2 Matepuanbl X1pyp- OTHoLe-
TMYecKme LUOBHbIE (HUTK HWe ASIHbI
MeTa/I/IMyeckne) HUTW, CM,
0,9 %-Hblii pacTBO K 06beM
pacTsop — — — 37+1 3362 y
xnopuga Hatpus aKcTparu-
pytoLeit
XNOKOCTH,
mn, 0,4/1
3.3 ABTOHOMHbIE 0.9 Y%-Hblii DACTBO
Xenygo4yHo-KMLWeYHble ' P P — — 1/100 371 24 £2 —
xnopuga Hatpusi
3/1IEKTPOCTUMYNATOPbI
4 MeguUMHCKME CTOMaTOs1I0rMyeckne n3genva n marepuasbl
4.1 MeguumHcKMe cTtoma-
Tonormﬂelc-tkme n3nenus n Mo rOCT
[ 31576

mMarepuasibl

MpnmeyaHnsa

1 YcnoBus aKCTpakumv, NpuBefeHHbIE B NMPUIOXEHNe B, MOryT 6biTb M3MEHEHbI, €CN 3TN U3MEHEHWNA 060CHO-
BaHbl 1 3a[J0KYMEHTUPOBaHbI.

2 Ecnv MW He BOLWIM B HAcTosALLEE NPUNOXEHME, TO IKCTPaKLMIO NPOBOAAT B COOTBETCTBMM C HT/[ Ha KOHKpeT-
Hoe MW v no MOCT ISO 10993-12.

Tabnuuya b.3 — Ycnosus nNpurotoBNEHNA 3KCTPAKTOB M3 06PAa3L0B YNakoBKM, HAXOAALLENCS B KOHTaKTe C MeULUH-
CKUM n3genuem (Matepraniom) (3KCTparvpyroLias XnaKocTb — BoOAa AUCTUANIMPOBAHHASA)
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Hbl W 33,0KYMEHTNPOBAHbI.

22



FOCT P 52770—2023

MpunoxeHve B
(pekomeHayemoe)

YcnoBua NpuUroToB/ieHNA 3KCTPaKTa C UCNoJsib30oBaHMeEM CcTeHga

B.1 HasHaueHue cTeHga

CTeHf npefHa3HaueH A/1a NpuroToB/IEHNS SKCTpakTa U3 M, NpUMEHSAEMOro NPU CaHNTaPHO-XMMUYECKNX UCCreao-
BaHMAX (MCMbITAHNAX) ¥ OLEeHKe 6Monormyeckoro aeinctemss MU: yCTPOWCTB KOMMIEKTHbIX 3KCHY3UOHHbIX, HAY3VOHHBIX
N TPaHCHY3MOHHbIX, annapaToB M YCTPOWCTB A9 3aMeLLeHns qoyHKUMIA OpraHoB 1 CUCTEM opraHv3ma (annapartoB MCKycC-
CTBEHHOro KpoBOOOpaLLEeHWs!, UCKYCCTBEHHOM NOYKKM, annapaTos A/ reMocopoLun B KOMNIEKTE C MarncTpansMm unm 6es
HUX 1 UX OYHKLMOHa/bHBIX 3/IEMEHTOB, a Taloke MarucTpasielil K nepeuncsieHHbIM annaparam).

B.2 OnucaHne cteHaa
®yHKUMOHa/IbHAA cXemMa CTeHAa AOo/MKHa COOTBETCTBOBATbL CXeMe, MPUBEAEHHOW Ha pucyHke B.1.

1 — wucnbiTyemoe u3fgenve (MPU  WUCMbITAHUM  3KCY3NOHHBIX, WMHMY3NOHHBLIX W TPAHCMY3NOHHbIX YCTPOICTB
nocniefoBaTes/IbHO COEAUHATCA TPU W3AEeNns): 2 — CTeKIsIHHas eMKOCTb, 3anosiHeHHas 500 mn ANCTWAAVPOBaHHOW
BOAbl ANA BCEX BWAOB u3fdenuii (8N 3KCAY3MOHHbIX, WHMY3MOHHBIX WU TPaHCHY3UOHHbLIX YCTpoiicTB — 250 Mmn,
Ans okcureHatopos — 1000 mn); 3 — TepmocTaT, NoAAepxuBaloWuii TemnepaTypy AUCTUIMPOBAHHON BOAbl B
ucnbiTatesibHoM KOHType (37 * 1) °C; 4 — nepucTanbTUHeCKUiAi HAcoC, MOAKTIOYEHHBIA K CMbITaTeIbHOMY KOHTYpY Yepes
CU/INKOHOBYIO TPYOKY MWHVWManbHO BO3MOXHOW [ANUHbI M o6ecneymBaowwunii LUPKYNaUnMio ANCTUANNPOBAHHOW BOAbI B
KOHTYpe CO CKOpOCTbio MoToka 1 /1/u Ana aKCY3NOHHbIX, MHPY3NOHHBIX U TPAHCHY3NOHHBIX YCTPOACTB; ANS OCTasIbHbIX
u3genuii CKOpoCTb MOTOKA ykaszaHa B WHCTPYKLMW MO MPUMEHEHNIO 134enus

PucyHok B.1 — ®yHKLMOHa/IbHAA CXeMa CTeHAa A5 NMPUroTOB/IEHNS 3KCTpaKTa

B.3 MpuroTtoBfieHNe akcTpakTa

Uepes 3aMKHYTbIli KOHTYP B PEXUME PeLMpKYNsaLMu B TeUYeHue 2 4 C yKasaHHOW CKOPOCTbH MOTOKa NpomnyckatoT
COOTBETCTBYHOLLUMIA 06BEM ANCTUIMPOBAHHON BoAbl Mpu Temnepatype (37 + 1) °C. Yepes 2 4, He HapyLluas repmeTuy-
HOCTV KOHTYpa, W3BMeKaloT KOoMby 13 TepmocTara, ox/1axjatoT 40 KOMHATHOW TemnepaTypbl. B nepsyto ouepenb Heno-
CpefCTBEHHO U3 KOHTypa MpoBOAAT OT60P Npob6 A5 onpefenieHns 3TUIeHOKCUa, LIMKIorekcaHoHa, TeTparnapodypaHa
n 2-6yTaHOHa MeTogaMm xpomatorpadum nytem MPOKosa WMo LWnpuua NoMMEPHOR Tpybkn ycTpoiicTBa. OCTaslbHYHO
YyacTb 3KCTpaKTa CNMBAIOT B CTEK/AHHYIO €MKOCTb CO LINGIOM.

B KauecTBe KOHTPOJILHOIO pPacTBOpa MCMO/b3YT COOTBETCTBYIOLWMNIA 06bEM ANCTUNNNPOBAHHON BOZAbI, NPOMYLLEH-
HOV Yepes3 3aMKHYTbIN KOHTYP B TEX Xe YC/I0BUAX, HO 6e3 npucoearHeHus ucnbityembix M.
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