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MpaBnna nNpUMEHEHWS HacTOAWEero cTaHgapTa YCTaHOB/EHbl B cTaTbe 26
defepanbHOro 3akoHa oT 29 wumiwoHa 2016 r. Nel62-#3 «O cTaHgapTwu3auum B
Poccuiickoli ®epepauuun». VHpopmauma 06 M3MEHEHMSX K HacTosAWweMy cTaHaapTy
ny6nukyeTcss B exerogHom (MO COCTOAHMIO Ha 1 sHBaps TeKyWwero roga)
UH(bOpMaLUNOHHOM YyKa3aTene «HauuoHanbHble cTaHAapThi», a ouunasnbHblli TEKCT
U3MEHEHW N MOMPAaBOK - B €XEeMeCSYHOM ykazaTene «HauuoHanbHble cTaHgapThi». B
cnyyae nepecMoTpa  (3aMeHbl) nnu OTMEHBI HacTosLero cTaHjapTa
COOTBETCTBYyKLEe yBegoOMIeHNe OyaeT onybankoBaHoO B 6Gawkaiwem BblNycke
€XEeMeCAYHOro  MHopuMauMonHOro  ykaszaTens  «HauuoHanbHble  CcTaHAapThbi».
CooTBeTCTBYylWAasa UHopmauus, yBefoMNeHNne N TeKCThbl pasmMeljalnTcsa Takke B
MHGOPbYALMOHHON cucTeMe 06LWero nofb3oBaHMa - Ha odmynanbHOM caiTe
depnepasibHOr0 areHTCTBa MO TEXHUYECKOMY PeryiMpoBaHu0 U MeTPOoorum B ceTu

NHTepHeT (www.gost. )
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HacTtosiwwmiA cTaHAapT He MOXET OblTb MOJIHOCTbH WM YacTUYHO BOCNPOU3BEJEH,
TMpPaXUpPOBaH W pacnpocTpaHeH B KayecTBe OMMLMaNbHOIrO u3gaHusi 6e3 paspelueHus

defepasibHOro areHTcTBa Mo TEXHMYECKOMY PerysiMpoBaHuio v MeTposiorum
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BBepaeHve

HacToswwmii ctaHaapT SBNSieTCA PyKOBOACTBOM MO OLleHKe 6e30MacHOro npvMeHeHus
MeOUUMHCKUX un3genuii (ganee - MW) npu uMCnonb3oBaHUM WX B COOTBETCTBUMU C
HasHauyeHMeM, Kak B npouecce pas3paboTky M3LeNus U BbIBEAEHUS €ro Ha PbIHOK, Tak U B
npoLecce oOueHkMn 6e30MacHOCTU UX NPUMEHEHNs B npouecce obpalleHus.

Hactoswwmii  ctaHpapt npefHasHayeH  uMCNbITaTesnaM, paspaboTuvkam n
npomssoguTenam MW ¢ uenbilo HaBuraumum NPUMEHEHUS TeX WM WHbIX CTaHA4ApTOB Ha
pasHbiX CTaAusaX >XU3HEHHOro Luukna MW m no cBoeil cyTu SBNSETCS He TOJSIbKO
WHOPMALNOHHbIM, HO U OTCbIIOYHBIM.

HactosawwuiAi  cTtaHpapT  cocTaBsJ/ieH C UCNOMb30BaHWEM  MeXAYHapOAHbIX,
HaUWOHa/IbHbIX W MEeXrocyfapCTBEHHbIX CTaHAapTOB, PYKOBOACTB NO onpegeneHuto
NOTeHUMas/IbHO OMAacHbIX BELLECTB, rOCYAapCTBEHHON hapmakonem.

HacTtoswwmiA cTtaHaapT knaccudpmumpyeT MU He TOMIbKO COI/lTaCHO XapakTepy W
ONUTENbHOCTN WX KOHTaKTa Npu NPUMEHEHWW C OpraHM3MOM 4esioBeka M 0603HauvaeT, B
OCHOBHOM, 6uonornyeckne Habopbl AaHHbLIX, KOTOpble MOryT OblTb MpUeMAEMbIMUA MpU
pPacCMOTPEHUN KaxKOoW KaTeropum usgenuii, Ho U ¢ No3nMuun AANTENbHOCTU MPUMEHEHUSA
€ro Ha pblHKe, C Y4eTOM MO3UTWBHOrO U HEraTMBHOIO OMbITa MPUMEHEHUS.

Bo BBegeHunm craHgapta [OCT ISO 10993-1 o0oTMeyeHo, 4TO AuanasoH
OMOIOTMYECKMX  PUCKOB  LUIMPOK W C/IOXKEH. HEBO3MOXHO paccMaTpuBaTb  TOJIbKO
B3aMMOAENCTBME TKaHeli C OCHOBHbIM MaTepuasioM OTAEeNIbHO OT O06LWel KOHCTPYKUMU
u3jenmMsa U MNpu CO3JaHun u3jenusl, BbIOOP Hauy4ylero maTtepuasa C TOYKU 3peHus
B3aMMOAENCTBNA C TKaHAMU MOXET MNPMBECTU K MeHee (OYHKLMOHAaNbHOMY U34EeNuto, Tak
KaKk B3auMoeiCcTBMe C TKaHAMWU SBASETCHS TOMbKO OJHOM U3 MHOTUX XapakTepuCTUK,
KOoTopble cnepgyetr y4yecTb npu  Bblbope. Ecnm  matepuman npegHasHadeH Ans
B3aMMOAENCTBUA C TKaHAMW NPV BbINOSIHEHUU CBOel PyHKUUKM, Buonoruyeckas oueHka
JO/DKHA 3TO yyuTbiBaTb. TakMm 06pa3om, oueHka 6e30nacHOCTV MeAULMHCKUX u3genvii -
3TO KOMIMJIEKCHAs OLlEHKA PUCKOB KakK (PU3NYECKUX U XMMUYECKUX, TaK U KOHCTPYKTOPCKMX,
NoO3TOMYy CBOAWUTb UCMbITAHUSA K OAHOW MWL GMON O T YECKOW OUEHKE OblfI0 Obl OLMGOYHbBIM.

B MupoBOIi MpakTMKe wucMbITaTesm PyKOBOACTBYHTCSA CTaH4apTaMu NpPOM3BOACTBA
(HopmMaTUBHbIM AOKYMEHTOM), HO yXe HabpaH A0CTaTO4YHO 60/bLIOK ONbIT B ONpeaeneHnn
npegenbHO  AOMNYCTUMbIX KOHUEHTpauuidi XMMuyeckmx Belwects B MW u  npogykTax,
NPUGMKAKLWINXCA K HUM MO TPebOoBaHUAM, M ObIIO Obl OWMOKOW He KMCNOJsb30BaTb 3TU

3HaHuA, NO3TOMY HEKOTOPbIE NoKasartesin 6blI UCMOb30BaHbI B AaHHOM CTaHgapTe.
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OueHka 6uonornyeckoro pgeiictenuss MW ocHOBbIBaeTCS Ha MeTofax WCMbITaHus
(uccnepfoBaHuA) in Vitro 1 ex Vivo 1 Ha XXUBOTHbIX MOZENSAX, TaK YTo OXuaaemoe fnoBefeHune
npu WCMOMb30OBaHUN  U3LE/IMA  YEeNIOBEKOM MOXEeT OblTb YCTaHOB/IEHO TOJIbKO C
OCTOPOXHOCTbIO, TaK Kak He/Mb3si C KaTeropu4yHOCTLID 3aK/4UNTb, YTO Y YesioBeka byayT Te
Xe TKaHeBble peakuuu. LONoMHWUTEeNbHO, UHAUBMAYA/bHbIE Pa3/iMynsa B BUAE peakuun Ha
OOMH W TOT e MaTrepuan o03HayawT, 4YTO Yy OTAe/IbHbIX MNauMeHToB MOryT ObiTb
HebnaronpuAaTHble peakuun axe Ha XOpOoLUO 3apekoMeHAOoBaHHble MaTepuansb.

HacTosiwwmiA cTaHgapT npu3BaH BbINOHATE posib  06LWEd cxembl, MO KOTOPO/
NAaHUPYIOTCHA UCNbITaHUS (MccnefoBaHus), Tak Kak Mo Mepe pocTa Hay4HbIX 3HaHWi U
pasBUTUSA HayKn BO3MOXHO MOSIB/IEHWE HOBbIX PWUCKOB OT npumeHeHusa MW. Hanpumep,
pasBuBaetcs HOBOE HanpasneHne KNEeTOUHbIX  TEXHONOTWA, roe OCHOBOIWA
TKaHEe-UHXEHEePHON KOHCTPYKUuK ABnseTcsa MW, Tpebytouiee ocoboro noaxoa.

HacToswwmii cTaHgapT He npefHasHayeH O/ BBeAEHMS CTPOroro Habopa MeTo4oB
nuccnenoBaHus, BKOYasA KpUTepuidi «Co OTBETCTBYET/HE COOTBETCTBYET»,Tak Kak 3T0 MOXeT
NpuMBECTU JIMBO K HEHYXHbIM OrpaHMYeHusIM Mo pa3paboTke U UCMO/Ib30BaHUKO HOBbIX
usfenuii, NMMbo K NIOXKHOMY 4yBCTBY 6e30macHOCTV Npu nNpuMeHeHur MW no HasHauyeHuto.
Ecnn koHkpeTHoe npumeHeHue MW aToro TpebyeT, 3KCnepTbl MO AAaHHOMY M3AENNI0 UK
obnactm ero nNpUMEHEeHWa MOryT TMNPUHATbL  pelleHne BBECTW  [AOMOJSIHUTESIbHble
uccnefoBaHusAs W KpUTepun B BEPTUKASIbHOM CTaHjapTe Af9 [AaHHOT0  KOHKPETHOro
npoAaykKTa.

Mporpammy wucnbiTaHui  (uccnegosaunii) MU wam  matepuana, COCTaBAAOT
cneunanucTbl, NpoBoAsALIMe UCMbITaHMsA (MccnefoBaHus) U PYKOBOACTBYHOTCS BWAOM U
ONUTENbHOCTBI0 KOHTakTa u3genus C OpraHM3MoM YesloBeKa, XMMWYECKON npupoaoit
mMaTtepuana, TEXHONIOTMEN W3roTOBMEHUS,, CMOCOOOM CTepwIM3aunu W3Lenns, a Takke
npuHYUMas BO BHMMaHuWe Bce (DakTopbl, MWMelWMe OTHOWeEHWe K WU3J4enuto, ero
npegHasHa4eHHOMY MCMOJSIb30BaHMIO N COBPEMEHHbIE 3HAHUA M0 MeAULUHCKOMY M3Lenuio,
nytem ob630pa Hay4yHol nuTepaTtypbl ¥ NpeablayLlero KIMHUYECKOro onbiTa.

B 4yactu oueHKM BGMOMOrMYEecKoro AENCTBUSA HacTosLWMI CTaHA4ApT OTCbLIaeT B Ceputo
ctaHgaptoB TOCT ISO 10993, B KOTOpYyH BXOAAT chegywlwme 4actu nog o6Lwmm
Ha3BaHveM «M3genus meguumHckme. OueHka 6MOMOrMYeckoro AencTBua MeaULUHCKUX
N30ENNN»;

- yactb 1 - OueHka 1 uccnegoBaHus;

- yacTb 2 - TpeboBaHUA K 06paLLeHN0 CIXXUBOTHLIMU;

- yactb 3 - VccnepoBaHUA TE@HOTOKCMYHOCTW, KaHUEPOreHHOCTU W TOKCMYECKOro

[eicTBMSA Ha PEnpoAyKTUBHYI (DYHKLMIO;
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- yactb 4 - VccnefoBaHus ulgennii, B3anmMogelicTBYHLWMX C KPOBbIO;

- yactb 5 - MccnepoBaHns Ha UUMTOTOKCMYHOCTbL: MeTOAb! in Vitro]

- YacTb 6 - VccnefoBaHUss MeCTHOrO AelicTBMA Moc/se MMnaaHTauuu,

- yacTb7 - OcTaTo4yHOe cofepXaHue 3TWeHoKcuaa nocne crepunsaunu;

- 4yacTb9 - OCHOBHble MPUHLUMNbI MAEHTUdMKALMN WU KOIMYECTBEHHOrO onpejesneHus
noTeHunanbHbIX MPOAYKTOB AECTPYKL MK,

- yactb 10 - ViccnepoBaHusa pasgpaxalLwero u CEHCMOMIN3NPYIOLWLEro AenCTBNS;

- yacTb 11 - NccnegoBaHus 06LLIETOKCUYECKOTO [AelCTBUS;

- yactb 12 - lMpuroToBneHne Npob M KOHTPOJ/IbHblIE 06pasLbl;

- yactb 13 - VaeHTndukauuns N KOMYEeCTBEHHOE onpegeneHve NpoAyKTOB
Jerpagaunm nosiMMepHbIX MeAULUNHCKUX U34enuid;

- yactb 14 - VigeHTud nkaums N KOMYEeCTBEHHOE onpegeneHve NpoAYyKTOB
aerpagauny usgenuii n3 Kepamuku;

- yactb 15 - VpgeHTud nkaums N KO/IMYeCTBEHHOE onpegeneHve NpoOAYyKTOB
Jerpagauvv nsgenuii ©3 MeTasnsioB U Crn/aBoB;

- yactb 16 - MogenvposaHue W  uUCCnefoBaHME  TOKCUKOKUMHETUMKUM  MPOAYKTOB
Jerpagaunn n BbIMbIBaHUS;

- YacTb 17 - YcTaHOB/EHME MOPOroBbIX 3HAYEHUIA A9 BbIMbIBAEMbIX BELLECTB;

- YacTb 18 - VccnepoBaHume XUMUYECKMX CBOWCTB MaTepuasnos;

- yactb 19 - VccnepoBaHus PU3NKO-XUMUNYECKUX, MOpPCON0rMyecKnx "
TonorpagMyeckux CBONCTB MaTepuasos;

- yactb 20 - TpuHUUNLI U MeToabl UCCNefoBaHUA UMMYHOTOKCUYHOCTU MeAULMHCKUX
n3aenuii.

B uactm wucnbiTaHus (MccnefoBaHWs) MMPOTrEHHOCTU HacTosAWMA  cTaHZapT AaeT

06BbACHEHNA NMPUMEHUMOCTUN AAHHbIX BUAOB UCMbITaHUA K M.

Vi
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HALVWOHANbHbLIN CTAHOAPT POCCUWCKOWN SEAEPALUN

N3AENNA MBANLUMHCKUE

Tpe6oBaHus 6e3onacHOCTU. MeToAbl CAHUTAPHO-XMMUYECKMX

N TOKCMKOMOTMYECKNX NCMNbITAHN

Medical devices. Safety requirements.

Methods of sanitation-chemical and toxicological tests

Jata BBeeHnAa-2017-10-01
1 O6nactb NPUMEHEHUS

HacToswuii cTaHgapT pacnpocTpaHsieTcss Ha MW U ycTaHaBnMBaeT o6LWWI NOPsSiAoK
NPOBEefEHUss CAHUTAPHO-XUMUYECKUX W TOKCUKOSIOTMYECKUX WCMbITaHuii (UccriefoBaHuii) ¢
Lenbto obecrieyeHnss ux 6e30MacHOro MPUMEHEHUs MpY UCMOMb30BaHUM B COOTBETCTBUM C
HasHa4YeHMEM.

HacToswuii cTaHaapT C/YXWUT B KAUeCTBE PYyKOBO/CTBA A5 M/IAHWPOBAHUS UCTbITaHWA
(nccnepoBaHuif) MA  no  caHUTapPHO-XUMUYECKUM nokasaTtensiM,  nokasartensim

6uoNoTYECKOro AeVICTBMH n MI/IKpOﬁI/IOﬂOFI/ILIeCKI/IM nokasaresnsam.
2 HopmaTunBHbIE CCbIJIKK

B HacTOfAWwem cTaHgapTe WCNoNb30BaHbl HOPMATMBHbIE CCbIIKM Ha clegyowme
cTaH fa prbl:

FOCT I1SO 10993-1 W3pgenuns wmeauumHckue. OueHka 6MO0M0TYECKOro AeincTBus
MeAMLMHCKNX n3genuii. OueHka 1 nccnefoBaHns

FOCT I1SO 10993-4 W3genuns wmeaunumHckme. OueHka 6MoN0TYECKOro AOeincTBus
MeANUVHCKNX n3gennin. iccnepgoBaHusa nsgenuin, B3anMogencTByoWmMX C KPOBbHO

FOCT ISO 10993-5 Wsgenua meguumHckme. OueHka 6MOM0OTYECKOro [AeiicTBuA
MeAMLMHCKMX n3genuii. iccnegoBaHus Ha UMTOTOKCUYHOCTbL: METOAbI in vitro

FOCT ISO 10993-6 W3genua meguumHckme. OueHka OMOMOrMYEecKoro [AeicTBus
MeAMLMHCKNX n3genuii. iccnegoBaHuss MecTHOro AeCTBUS MOCAe MMMAaHTauun

FOCT I1SO 10993-7 W3genunsa wmeauumHckme. OueHka 6MONOrMyeckoro AeincTeus
MeAMLMHCKNX n3genuii. OctatoyHoe codepXaHue 3Tue HoKcuaa nocne crepunusauum

FOCT I1SO 10993-9 W3genuns wmeguuymHckme, OueHka 6MON10TYHECKOTO AOeincTBus

M3paHne ocuumnansHoe 1
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MeAMLMHCKNX n3genuii. OCHOBHblIE MPUHUMNBLI  UAEHTUIUKALUMM W KOJIMHECTBEHHOTO
onpegeneHnsa noTeHunanbHbIX NPOAYKTOB AECTPYKL MM

FOCT ISO 10993-10 WV3genua wmepguumHckme, OueHKa 6MONOTYECKOro AOeincTBus
MeAMLMHCKMUX n3genuin. iccnenoBaHve pasgpaxarolwero u ceHcnbnnusupyoulero aeicTems

FOCT ISO 10993-11 2011 Wspenus meaumumHckue, OueHKa 6UONOrnMYeckoro AeicTBumA
MeANUMHCKMUX u3genuii. ViccnegoBaHne o6LeTOKCMYECKOro AelicTBrS

FOCT ISO 10993-12—2015 U3penus meanumHckmne, OueHKa 6UoNorn4yeckoro AeicTems
MeaNUMHCKUX usgenuin. MpurotosneHne npob M KOHTPOsbHblE 06pasupbl

FOCT ISO 10993-13 W3pgenua mepguumHckme, OueHKa 6MONOTYECKOro AeincTBus
MeAMVLMHCKUX un3genuin. MaeHTudurkaumsa © KOMMYECTBEHHOE onpejesnieHne npoAyKTOB
Jerpagaunn nosiMMepHbIX MeAULUNHCKUX U34enunin

FOCT ISO 10993-14 WVsgenua wmeguumHckme, OueHKa 6MONOTYECKOro AOeincTBus
MeOUUMHCKUX Wu3genuii. MaeHTudumkaumsa Uu KOMUYECTBEHHOE onpedenieHne NpoAayKToB
Jerpagauny usgenuii n3 Kepamukm

FOCT ISO 10993-15 Ws3genus wmeguumHckme, OueHKa 61MON0TYECKOro [AeiicTBuA
MeAUUMHCKUX u3genuin. MaeHTudukauma u KONUYEeCTBEHHOE onpedenieHne npoayKToB
jerpagaunn v3 meTanioB 1 CnaaBoB

FOCT ISO 10993-16 W3pgenua wmepguumHckme, OueHka 6MONOTYECKOro AOeincTBus
MeAMLMHCKUX u3genuii. MopenvpoBaHue W uccnefoBaHUe TOKCUKOKMHETUKM MPOAYKTOB
Jerpagaunm v BbIMbIBAHWUS

FOCT I1SO 14971 W3pgenua wmeguuunHckne. [MpuMeHeHWe MeHeKMeHTa pucka K
MeAULMHCKUM n3gennsam

FOCT NCO/M3K 17025 O6wume TpeboBaHUA K KOMMNETEHTHOCTU WCNbITATes/IbHbIX U
KannMbpoBOUHbIX nabopartopuii

FOCT 6709 Bopa guctunampoBaHHasa. TexHUYeckne ycrioBus

FOCT 31209 KoHTelHepbl 418 KPOBU U €e KOMMNOHEHTOB. TpeboBaHWUs XMUMWYECKON K
610N 0 T Yeckoii 6e30nacHOCT! U MeTOAbl UCMbITAHWUI

FOCT 31214 W3genusa meguumHckne. TpeboBaHua K obpasuam U AOKyMeHTauuwu,
npeacTaBfiieMblM Ha TOKCUKO/IOTMYECKNE, CaHUTapHO-XMMWYECKMEe WCMNbITaHWs, UCMbITaHUA
Ha CTePUNbLHOCTb U NUPOreHHOCTb

FOCT 31576 OueHka 6MO/OTMYECKOrO AEACTBUS MEAMLUHCKMX CTOMAaTO/I0rMYyecKmnx
mMaTepuanos u usgenuin. Knaccudukauma n npurotoBreHne npob

FOCT 31580.5 «/mnnaHTaTbl opTasibMosioTyeckne. NHTpaokynsapHble NINH3bI.

YacTb 5. buonornyeckass cCoBMeCTUMOCTb>»
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FOCT 31814 OueHka cooTBeTcTBMA. O6Wpme npaBuna oT6opa 06pasyoB  Ans
UCMbITAHUIA NPOAYKUUN NpWU MOATBEPXAEHUMN COOTBETCTBUSA

FOCT P UCO 22442-1 Wi3pgenua MeAuUMHCKWE, WUCMONb3ylowmMe  TKaHu n - ux
NPOM3BOHbIE XMBOTHOIO MpoucxoxaeHusi. Yactb 1. MeHeMKMEHT pucka

FOCT P UCO 22442-2 V3penua MeAuUMHCKWE, WUCMONb3ylowmMe  TKaHu 1 ux
NPoOn3BOAHbIE XWBOTHOrO MpoucxoxaeHns. Yactb 2. KoHTponb oTtbopa, cb6opa n 06paboTku

FTOCT P UCO 22442-3 W3genua MeauuMHCKME, WUCMONb3ylwme  TKaHU n - ux
NMPOM3BOAHbIE XXMBOTHOrO nNpoucxoxaeHus. Yactb 3. Bampauma yHUUTOXEHUS  w/wnim
Je3aKTuBaLMm BMPYCOB W areHToB MHAIEKLMOHHOW ry6yartoin aHuedanonatum

FOCT P 52501 Bopa anis nabopaTopHOro aHanmsa. TexHU4eckue ycroBus

MpumeuaHns — [pu NoOMb30BaHWUKM HACTOALMM CTaHAAPTOM Lienecoobpa3Ho NPOBEepUTh
[eiCTBME CCbIJIOYHbIX CTAHZAPTOB B WH(OPMALMOHHON CUCTEME OOLLErO MNOSIb30BaHWUS - Ha
ohmumansHoM caiite defepasbHOr0 areHTCTBa MO TEXHUYECKOMY PErySIMpOBaHU U METPOoruv B
CetM VHTEpHET WM Mo eXEerogHoMy WMHGOPMaLMOHHOMY ykasaTenlo «HauuoHasbHble CTaHAapTbi»,
KOTOPBIV ONYG/IMKOBAH MO COCTOSHWIO HA 1 SiHBApSi TEKYLLETO rofa, W Mo BbIMYCKaM eXeMECSUYHOro
MH(OPMALMOHHOMO yKasaTens «HauuoHasibHble CTaHaapTbl» 3a Tekywuit rog. Ecnu 3ameHeH
CCbIIOYHBIV CTaHAAPT, Ha KOTOPbIA faHa HeJaTUPOBaHHAS CCbUIKa, TO PEKOMEHAYETCS MCMo/b30BaTh
[EeCTBYIOLLYI0 BEPCUIO 3TOTO CTaHAapTa CYYeTOM BCEX BHECEHHbIX B [JaHHYI0 BEpPCU0 U3MEHEHWIA.
EC/v 3aMeHeH CCbINIOYHbIA CTaHAapT, Ha KOTOpbIi AaHa AAaTUPOBaHHas CCblka, TO PEKOMeHAyeTcs
UCMo/b30BaTh BEPCUIO 3TOTO CTaHAApTa C yKas3aHHbIM Bbllle rofoM YTBepXAeHUs (NpuHATvs). Ecnim
nocne YTBEPXAEHWS HACTOSILLEro CTaHjapTta B CCbIIOYHbIA  CTaHAApT, Ha KOTOpbIA  JaHa
[laTMpOBaHHas CCblKa, BHECEHO M3MEHEHVe, 3aTparvBatollee NosIoKeHre, Ha KOTOpoe AaHa CCblka,
TO 3TO MOJIOKEHUE PEKOMELAYeTCs MNpUMeHsITb 6e3 yyeTa JaHHOro U3MeHeHUsl. Ecnn ccblIouHbIi
CTaHAapT OTMeHeH Ge3 3aMeHbl, TO MOJIOKEHVE, B KOTOPOM [aHa CCbI/IKa Ha HEero, pekoMeHayeTtcst

NPUMEHATb B YaCTU, He 3aTparuBatoLLeli 3Ty CCbIKy.
3 OnpepeneHuns

B HacTodwem cTaHfapTe npuMeHeHbl TepMuHbl Mo cTaHgaptam cepun FOCT ISO
10993, mo IOCT ISO 14971, a Takxe crefylowme TEPMUHbLI C COOTBETCTBYHOLUMMU
onpegeneHnsmun:

3.1 meguumHckue wusgenusa (MW): Jloboli npubop, ycTaHoBKa, npucnocobneHune,
annapaT, YCTPOWCTBO, MWMMNAaHTaT, peareHT in vitro uaM nporpamMMHoe ob6ecnedyeHue,
MaTtepvan unu gpyroe noxoxee WM COMPsHKEHHOE u3genue, npumMeHsiemoe M30/UPOBaHHO
WM B KOMMNJEKTe, NpefHa3HaYeHHOe W3roToBMTENEM A1 yenoBeka A1 OAHON win 6onee

KOHKPETHbIX Liesnei, Takmx Kak:
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- [AWMarHocTuKK, NPonNakTUKN, HabNAEHNS, IeUYeHns UM oberyeHnst 6onesHu;

- [VarHocTWKWU, HaGIAeHUs, NedeHuns, 06sierdyeHnss UM KoMMeHcaumn noBpexaeHns
OpraHoB wnM usnyeckoro HegocTaTKa;

- WUCCNefoBaHUs, 3aMeHbl WM W3MEHEHWs aHaToMWM WK (PM3NONOrMYEcKoro
npotecca;

- noadepXaHus XU3Hecnoco6HOCTH,

- KOHTpauenuuu;

Ae3VHeKLUN MeaULUHCKNX U3AENNIA;

- MONy4YeHuss MHopMALMN B MEAMLMHCKUX LIeNsiX MyTEM OLEHKU in vitro o6pasLos,
MoJTlyYeHHbIX U3 TKaHeli opraHM3aMa 4enoBeka;
M KoTopoe He siBAseTcs (papmMakonornMyeckMM, WUMMYHOMOrMYeckuM Wam MeTabonmnyeckmm

cpeacTBoM ONA KNUHUYECKOTro npuMeHeHus, HO MOXXeT ObITb AONO/IHEHO TakKMM CpeacTBOM.

MpumeyvaHunsa

1 TapmoHM3MpOBaHHOE onpeeneHve MeguUMHCKOro usgenusa 6bi10 paspaboTtaHo pabouyei
rpynnoii Fno6ansHoii FapmoHnzaumn (GHTF) ([1], onpegenenune 3.7).

2 V3genusmun, KOTOpble  MOTYT CUYMATATbCA  MEAWMUMHCKAMMW  M3fenvsMu B OTAeSIbHbIX
FOPUCOUKLMAX, HO 418 KOTOPbIX MOKA HE CyLLEeCTBYET rapMOHU3MPOBAHHOIO Noaxoaa, SB/STCA:

1) BCNOMOraTe/ibHble YCTPOCTBA A1 MHBAMAOB W I, C IU3NYECKMMUN HepocTaTkamu;

2) YCTPOIACTBa A1 NNEYEHUSI U ANarHOCTUKN 3a601eBaHN U TPaBM Y XUBOTHbIX;

3) NPYHAANEXHOCTU ANA MEeANUMHCKUX n3fenuid (cMm. npumevaHue 4);

4) pe3vHUUUpYOLWe BELLECTBa,;

5) u3penus, BKIYaOLWME XMBOTHbIE W YeslIOBEYECKME TKaHW, KOTOpble MOryT OTBevarb
TpeboBaHUSAM onpefeneHns Bbllle, HO KOHTPO/IMPYIOTCS APYTMMU MEeTOAaMN.

3 lMpuHagnexHocTn, npefHasHayYeHHble NPOM3BOAUTENIEM KOHKPETHO A9 WMCMO/Ib30BaHUSA C
OCHOBHbIM MEAMUUMHCKUM U3AeNveM, AN BbINOSHEHWUS AaHHbIM M34eNnem ero npefHasHauyeHHoM
uenu, perynupytotcs cepueid ctaHgaptoB FOCT I1SO 10993.

4 WN3pgenus He ABAAIOTCA flekapcTBamu, W OLEHKa WX 6uonormyeckoro feictens Tpebyet
Apyroro nogxopa.

5 TepMyH «MeAMUUMHCKOE Wu3fdenue» BKIOYaeT B Cebs u3genuss CToMaTosiorMyeckoro

Ha3Ha4yeHus.

3.2 CaHUTapPHO-XUMUMNYECKUE UCnbITaHNA (nccnepoBaHusA): VcnbiTaHus
(nccnepoBaHusa), MNPOBOAMMbIE C  Lefblo  OnpefefnieHns  XUMUYECKUX  COefUHEHUR,
MUTPUPYIOLLMX B BOAHYIO BbITSDKKY W3 MaTepuasoB W M3[enuid, C NOMOLLbI WHTErpanbHbIX

nokasaTesnieil, a Takke WHAMBUAYa lbHbIX MNOTEHUMASIbHO  OMAacHbIX  CoeAuHeHWi
4
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(cocTaBnaOWMX KOMMNOHEHTOB, TEXHOMOTMYEeCkuX [06aBOK, CTEPUNU3YIOWMX areHToB,
npuMeceil B Cbipbe U T.M.).

3.3 ToKcuKoornyeckne ucnbiTaHUa (UccregosaHus): McnbiTaHna (uccnefoBaHus),
NpoOBOAMMbIE B LLENSAX BbISIBIEHUSA BPEAHOro AeiiCTBMA MaTepuasioB M U3LENUIA Ha OpraHnsMm,
06YC/I0BNEHHOIO TOKCUMYECKUM (DakTOpoMm

3.4 6e30NacHOCTb MeAUUUHCKUX wn3genuii: OTCyTCTBME HeAoNyCcTMMOro pucka
NPUYVHEHNA Bpeda XWU3HW, 3[0POBbH YesIoBEKA U OKpyXarwLleli cpefe npu UCrnosib30BaHUu
MW no HasHa4yeHuK B YCNOBUSIX, NPEAYCMOTPEHHbIX NMPou3BoauTENeM (M3roToBUTENEM)

3.5 reMocoBMECTUMOCTb: B3aumopgeiicTBne u3aennini ¢ KpoBbl unn n0bbIM 13
€e KOMMOHEHTOB, BbI3blBAKOLWEE W3MEHEHUA B KPOBW, oOpraHax, TKaHAX, Anbo
BNMAIOWMNE HA caMO u3genue

3.6

3.8 wnccnepyemblii MaTepuan: Marepuan, usgenue, 4acTb wusgenus nmbéo ero
KOMMOHEHT, nNpoby KOTOporo oTbupalT Anda  O6MoNOTYECKOTOo  WIM  XUMUYECKOTO
uccnenoBaHus

3.9

3KCTPaKT (BbITSXKKA): PacTBOp, MOMyYEHHbIA B pe3ynbTaTe 3KCTPakLMU UCNbITYEMOro
(nccnepyemoro) wam KOHTPOJIBHOTO Mmarepuasna

(FOCT 1S010993-12-2015, ctaTtbs 3.7]

4 OO6Lue NonoxeHns

4.1 OueHka 6GesonacHocTM MW BkAw4aeT B cebss nNpoBefeHue  UCMbITaHwuii
(nccnepoBaHwWii) € Lenbl ONpefeneHns caHUTapHO-XMMUYECKUX nokasaTtesieil, nokasarenei
6101 0TYECKOT0 AENCTBUA M MUKPOOBMOIOrMYECKUX NoKasaTeneii.

4.2 Tlporpammy ucnblTaHuii  (MccnefoBaHUil)  COCTaBAAKT UM AOKYMEHTaslbHO
0hopMAAKT CneumanunucTbl, MMerLLMe onbIT paboTbl B 06/1aCTU OLEHKM 6e3onacHocTn M.

MporpamMmmy COCTaB/ISOT C YYETOM Ha3HaAYeHWUs U3Aenusl, BUAA KOHTaKTa C OpraHu3MoMm

yesioBeka, €ero npoao/mKUTEeNIbHOCTH, CBOWCTB mMartepunanoB, N3 KOTOPbIX OHO WU3roToBJ1EHO,
5
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COBPEMEHHbIX METOLO0B UCCeA0BaHNsA, aTakke UHdopMauumn 13 nntepaTypHbIX UCTOYHUKOB
0 NPUMEHSIEMbIX MaTtepuasnax, Ux peuenTypHOM cocTase, crocobax npeacTepun3alnoHHON
OUYUCTKN, Ae3UHDEKLNN U CTepPUIN3aLmN.

Mporpamma wucnbiTaHWiAi  (MccnepgoBaHuinl) MW goskHa  yuuTbiBaTb TpeboBaHus

CTaHAapTOoB, a TakXe HOpPMaTUBHbIX AOKYMEHTOB N3roTOBUTESIA.

MpumeyaHne - [OnA HekoTopbiX rpynn MW cywlecTBYIOT cTaHapTbl Ha BWAbl U34euii
(«BepTVKasibHbIA» cTaHAapT). TpeboBaHWsA K UCMbITAHMAM (MCCNefoBaHUsIM), CHOpPMY/IMPOBaHHbIE B
«BEPTUKASIbHBIX» CTaHJapTax, UMelT NPenMyLLecTBo nepes o6wyMn TpeboBaHnAMA, U3N0XEHHbBIMM
B HacTosuwem craHgapte. Hanpumep, FOCT 31580.5 yctaHaBnuBaeT TpebOBaHUA K OLEHKe
610N0rMYECcKOn COBMECTMMOCTM MaTepuasioB A/1S W3rOTOB/IEHUS WHTPAOKY/IAPHBIX /IMH3, a Takke

MeToAbl PUINKO-XUMTECKNX N BMONOTMYECKMX UCTIbITAHUIA (MCCnefoBaHuii).

4.3 [na npoBefeHnsi TOKCMKOMOTMYECKUX WCMbITaHuil (MccnefoBaHuii) OOMKHbI ObITh
npefctaBneHbl  06pasubl MW, KOHTakTupylWwue € OpraHu3MoOM  4YesioBeka  npu
UCNO/Ib30BaHWM €r0 B COOTBETCTBMM C Ha3HavyeHuem (06pasubl rOTOBOro wU3genwus,
efMHoo6pasHble Mo XapakTepy W KayecTBy, MW3rOTOB/IEHHble B OMpefenéHHoOM LyKne
npon3BoACTBa, npoweglwme BCE NPOnN3BOACTBEHHbIE aTansl, YCTaHOB/IEHHbIE
N3roToBUTENEM).

4.4 [Ona MW, B cocTaB KOTOPbIX BXOAWT BELWECTBO, NpeAcTaBnswolee coboi
NeKapCcTBEHHbI NpenapaTt WM UHOe GUOMIOTMYECKM aKTUBHOE CPEACTBO U BO3AeincTByoLlee
Ha 4eslOBEYECKWI OpraHu3M B [JOMNOJSIHEHME K BO3AelcTBMoo MW, oueHka 6e3omacHOCTK
[O/MKHa 6bITb NPOBEJEHA C y4eTOM AelCTBUSA JaHHOTo BellecTBa.

4.5 VcnbiTaHne (uccneposaHve) MU, copepxalime akTvBHble UCTOYHWMKM MPOBOAAT Ha
HeaKTUBHbIX («XONOAHbIX») UCCneayemMbix obpasuax.

4.6 OueHka 6e3onacHocTy MU, copepxalimx 6uonornyeckne TkaHm N UX KOMMOHEHTHI,
JO/DKHA OblTb  [OMNOSIHEHA COOTBETCTBYKOLWMUMM BUgamMu  UCNbITaAHUA  (MccnefoBaHuii), €
y4yeToM TpeboBaHWUil 3aKkoHoAaTe bHbIX akToB Poccuiickoin ®epepauuu.

4.7 MW, copepxalime TKaHW >XUBOTHOTO MPOUCXOXAEHUSl, OLEHMBAKWT C Y4eTOM

TpeboBaHuii cepun ctaHgaptoB FTOCT P NCO 22442,

5 OcCHOBHbIe Tpe6OBaHl/IFI K CaHUTapP HO-XNMNYECKNM

TOKCMKO/TOTMYECKMM UCMbITaHU (MccnefoBaHnsM)

n
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5.1 Bbl6op 06pa3uyoB A58 UCMbITaHUA (UCCefoBaHns)

WcnbiTannio (MccnepoBaHWio) noaBeprawT u3genve B rOTOBOM K MPUMEHEHW Buge
wnn maTepuanbl, obpaboTaHHble TakXe, Kak U rotoBoe usfjenve, WM COOTBETCTBYIOLLME
9KCTPaKThl (BbITAXKM) U3 nepevncrieHHoro Bbiwe (cm. FTOCT ISO 10993-12).

MpasBnna ot6opa 06pa3uoB nsnoxeHsl B: FOCT 31214, TOCT 31814 ,IOCT 31576
W ApYyrux HOpPMaTMBHbIX AokyMeHTax (HA) («BepTukanbHble» cTaHgapTbl, HA nsrotosutens).

5.2 TIpuUroToB/IEHME 3KCTPAKTOB (BbITSHKEK) M3 UCNAbITYEMbIX (MCCNenyeMbIX)
MaTtepuasioB

OCHOBHble TMOJIOXEHWE MO MNPUrOTOB/IEHNIO 3SKCTPAKTOB (BbITSXEK) W3/I0XEHbI B
FOCT 1SO 10993-12-2015, npunoxeHusax A, b HacToswwero craHgapTa.

5.3 CaHuUTapHO-XMMMYeckme ucnboltaHns (MccnefoBaHus)

531 Bbi6op o6pasuoB ans NCnNbITaHWUi (uccnepoBaHwif) (cm.
FOCT I1SO 10993-12-2015, pa3sgen 7).

5.3.2 OCHOBHble MOJIOXEHNSI MO MPUrOTOB/IEHUID 3KCTPAKTOB (BbITSXKEK) M3/0XEHbI B
FOCT I1SO 10993-12-2015, pa3gen 10.

Ecnv HeT npsAMOro ykasaHusi ANns KOHKpeTHoro MW, MOXHO NpYMEHUTb YCoBUSI
NPUroTOB/IEHNS BOAHBIX 3KCTPAKTOB (BbITSXKEK), KOTOPbIE NPUBEAEHbI B NPUNOXeHUAX A 1 b K

HacTosLEeMY CTaHZapTy.

MpumevyaHue - BogHble 3KCTPaKTbl (BbITSKKM) FOTOBAT C UCMO/Ib30BAHWEM BOfbl HE HIDKE
314 ctenenn uncTtoTbl Mo FOCT 6709, TOCT P 52501.

MpVHUMNbLI 3KCTPaKUMKU UCMbITYeMbIX (Mccnedyemblx) obpasuoB m3noxeHbl B FOCT ISO 10993-
12-2015, npunoxexune C.

K xugknm u reneobpasHbiM opMaM  [JO/MKHbI  ObITb  MPUMEHUMbI  BUAbl  UCTbITAHWIA

(nccnepoBaHuin), Ha npumepe nsnoxeHHole B FOCT ISO 10993-16.

5.3.3 CaHuTap Ho-xuMun4yeckue nokasartenu
HanmeHoBaHMe ¥  [JOMNYCTUMble 3HAYEHWS  HEKOTOPbIX  CaHUTapPH O- XMMUYECKUX

nokasatenei gna MV c yueToM NpuMpoAbl MaTepuasioB NPMBEAEHbI B NPUIOXeHUN B.

MpumeuyaHue - B npunoxeHue B npuBefeHbl NpeaesnibHO AOMYCTUMblE 3HAMEHUs Afisl
HekoTopbIxX rpynn M. MNpuBeAeHHbIE 3HAUYEHUS] MOXHO YYUTbIBATh UCXOAS U3 UCTOPMYECKOTO OMbiTa

ncnbiTaHuii (MCccnegoBaHunin), AoKasbiBaloLWme Ux 6e30nacHoOCTb.

[aHHOe npunoxeHne MMeeT CMpaBOYHbIA XapakTep. NS HekoTopbiXx BUAaoB MW moryT

ObITb YKa3aHbl B «BEePTUKa/IbHbIX» CTaHAapTax.
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5.4 Tokcukonornyeckne ncnbitaHusa (MccnefoBaHus)

5.4.1 Bblbop o06pasua An8 MUCnbiTaHWil (UccnefoBaHuil), OCHOBHblE MOJIOXKEHUE Mo
NPUroTOB/IEHUIO 3KCTPAKTOB (BbITSXEK) M3noxeHbl B FTOCT ISO 10993-12.

5.4.2 OueHka nokasaTenein GMONOrMYECKOro AENCTBUS W3/I0XEHa B COOTBETCTBYIOLUX
yactax MOCT 1SO 10993:

yactb 3 - MccnepgoBaHMa  reHOTOKCMYHOCTM,  KAQHUEPOreHHOCTM U TOKCUYECKOro
[elicTBUS Ha PenpOAYKTUBHYIO (DYyHKLWIO;

yacTb 4 - MccnepnoBaHus usgenuii, B3aMMoeincTBYHOLWNX C KPOBbIO;

yacTb5 - MccnepoBaHusa Ha LMTOTOKCUYHOCTL: METOAbI inviro;

yacTb6 - WMccnenoBaHuss MECTHOTO AENCTBMA Nocie uMnaaHTauum;

yacTtb 10 - ViccnefoBaHua pasgpaxalowero U CeHCMOUNU3NpYyoLLero AeicTeus;

yactb 11 - MccnepoBaHus O6LLETOKCUYECKOrO AeNCTBUS;

yactb 20 - MpuHUMNbI U MeToAdbl WCCefOBaHUA WUMMYHOTOKCUYHOCTU MEAULMUHCKNX
n3aenuii.

5.5 Mukpobuonornyeckme ucnboitaHns (MccnegosaHus)

5.5.1 NcnbiTaHusa (MccnefoBaHns) Ha CTEPUIIbHOCTb

Mpoueaypsbl BaMjaumMm 1 TEKYLLEro KOHTPOSSA MPOLLEeCCOoB CTepumsanmm mMeguumuHCKUX
usgenuii npusegeHsl B [2], [3], [4], [5].

MeToAabl uChbITaHWI (UCcnefoBaHUil) Ha CTEpPUNbHOCTL MPOBOAATCA B COOTBETCTBUM C
Aencteytowen MocygapcTBeHHON dhapmakoneen.

5.5.2 NcnbiTaHusa (MccnefoBaHnsl) Ha MMPOreHHOCTb.

VcnbiTaHuam (uccnegosanmam) nogsepratotca MA:

- KOHTakKkTMpylolme C CMCTEMOI KpOBOOOpAlLeHUs B OHOW TOuke W cryxawume ans
BX04a B KpOBeHOCHYH cuctemy (cm. TOCT ISO 10993-1, TOCT I1SO 10993-11);

- KOHTakTuMpylowme c umpkynupyloweli kposbto, (cM. TOCT ISO 10993-1, TOCT ISO
10993-11);

- KOHTakKTupyloLme € KPOBbiO, ee MpoAyKTaMu, KpOBO3aMeHSALWUMM pacTesopamu,

(cm. TOCT ISO 10993-11, [OCT 31209, B COOTBETCTBUM C [elicTBYyOLWEN

FocypgapcTBEHHOW hapmakoneei).

MpumevaHnsa

1 B HacTosiliee Bpemsi MexAyHapoAHblli TexHuyeckuit komuteT (TK/MCO 194) BbinycTwn
NpoekT paboyero AOKyMEHTa, AalolWero pPykoBOACTBO MO MpuHUMNAM W METodam MCMbITaHWi
(ncnbiTaHnin) Ha NUPOreHHoCcTb MU, KOTOopble MPSIMO WM KOCBEHHO KOHTAaKTUPYHT C LMPKYIUPYIOLLENR

KPOBbIO U ﬂMM(*)aTMHECKOVI cucTemoit, 1 B3aI/IMO,CI.6I7ICTByeT CUCTEMHO C OpraHU3MoM 4enoBeka.

S
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2 TpeboBaHus kK MW KOHTaKTUPYKOLMM C KPOBbIO, €e MpoAykTamu, KpOBO3aMEHSLLMMU

pacTBopamy PerympyoTcsi COOTBETCTBYIOLLMM TEXHUYECKUM pernaMmeHTom (TP).

5.5.2.1 MWcnbiTaHue (AccnefoBaHMe) MUPOTEHHOCTM HA KPOSIMKAX OCHOBAHO Ha
M3MepeHUN TemnepaTtypbl Tena y KPOJIMKOB A0 W MOC/e BHYTPUBEHHO UHBLEKUMKM PacTBOPOB,
MOMyYeHHbIX B pe3y/bTate 3JKCTpakuuu Wcc/redyemMoro martepuana WM KOHTPOJSIbHOro

maTepuana.

MpumeyaHune - IKCTPaKTbl ANA UCCNENOBaHWSI NUPOreHHOCTW ToToBSAT Ha 0,9 % pacTBope

Xxnopumga Hatpus.

5.5.2.2 VcnbiTaHust (UccnefoBaHnsl) Ha 6akTeprasibHble 3HAOTOKCUHBI

McnbiTaHMe OCHOBAHO Ha cheuuuyeckoil peakuun peakTuBa, NpeAcTaBsoWEero
co60oit Nn3aTt KIeTok KpoBK (aMeboLuMTOB) MeuexBocTa C 6akTepuasibHbIMU 3HAO0TOKCUHAMM.
B pesynbTaTte (DepMeHTATUBHOW peakuuMum MNpPOMCXOAUT MW3MeHeHWe peakuMoHHOW cmecy,
NpPonopLUMOHa/IbHOE KOHLEHTPauun 3HAO0TOKCMHA.

MeTogosiornyeckne noaxofbl W OMUCaHUS TECTOB MO OMPeAeNneHno GakTepuasbHbIX
3H0TOKCUHOB U3/I0XEHbI B IeCTBYIOLLE ocyaapcTBeHHOI (hapmakonee.

Vcnonb3oBaHue JIAJ/l1-peakrnea UMeeT orpaHuyeHne U NnpumMeHMMo He ans scex MWL

6 OTYETHOCTb O pe3ynbTarax

Pesynbtatbl ucnbiTaHuii (UccnefoBaHuil) OOMKHbI ObiTb OWOPMAEHbI TOYHO, YETKO,
HeABYCMbIC/IEHHO U OOBLEKTMBHO B COOTBETCTBUM C npasBuiamMum U TpeboBaHMAMM,
cogepxawmmuca B MeToAMKax npoBefeHus wucnblTaHuii  (uccnepgosaHuin) (cm. TOCT

NMCO/M3K17025, cepumn ctaHgaptoB FOCT I1SO 10993).
7 O603HavYeHMe COOTBETCTBMUA HACTOALWEMY CTaHAapTy

Ons 0603HaYeHNst cOOTBETCTBUS TPeBGOBaHW MPOBEAEHUsI CaHUTAPHO-XUMUYECKUX U
TOKCWKOJIOTMYECKUX UCMbITaHUI  (UccnepoBaHuid) MW HacTosilwemy cTaHgapTy AOJKHA

npuMeHATLCA cnegyowan opmynuposka: «CootsetcteyetT FTOCT P 52770»
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Mpwun oxxeHue A

(cnpaBoyHoe)

YcnoBus NPUroToB/IEHNS BOAHbIX SKCTPAKTOB (BbITSXEK)

Tabnuya Al - YcnoBusa nNpuroToBNEHMA BOAHBLIX 3SKCTPAKTOB (BbITSXEK) A1

pasfinyHbIX rpynn usaenwii

HanmeHoBaHne HanmeHoBaHne
rpynnbl
nsgenuii
1 N3pennsa KnanaHbl cepaua,
ansa nepvikapapl,
BHYTpPEHHEero OMNOpHbIe KOsbLA,
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MpopomkeHne Tabnuupl Al
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Ta6nuuya A.2 - YCNoBUSI NPUrOTOBIEHUS 3KCTPAKTOB (BLITSKEK) ANS1 Pa3/INYHbIX
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OkoHuyaHve Tabnmupl A.2
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MpunoxeHve b

(cnpaBo4yHoe)

MeTopuka NMPUToTOBJ/IEHNA 3KCTpPaKTa (BbITFI)KKI/I) C ncnosib3oBaHmem cteHga

b.1 HasHaueHue cTeHga

CTeH npegHasHayeH AN NPUrOTOBNEHUS  3KCTPaKTOB  (BbITSXKEK),  KOTOpble
UCNONb3yrTCA  NpuU CaHUTapHO-XMMWYECKUX U TOKCUKOJIOTUYECKUX  WUCMNbITAHUSAX
(nccnepoBaHussx)  MW:  yCTPOACTB  KOMMMEKTHbIX  3KCH Y3MOHHBLIX,  WHMY3NOHHBIX 1
TpaHCcy3UOHHbIX, annapartoB W YCTPOWCTB A5 3amelueHus dyHKUWUA OpraHoB U cucTem
opraHmsma (anmapatoB  WCKYCCTBEHHOro  KpOBOOOpalleHWs, WCKYCCTBEHHOI  MOuKw,
annapatoB A1 remocopbuun B KOMMAEKTe C MarucTpansamy uwm 6e3 Hux un  ux
(PYHKLUMOHANbHBIX 3/IEMEHTOB - BOJIOKOH, MeM6paH W TreMOCOp6eHTOB), a Takxe
marucTpasnei K nepeyncneHHbIM annaparam.

b.2 OnuncaHne cteHga

®yHKUMOHaNbHAA CcXxema CTeHAa [fo/hkHa COOTBETCTBOBATb  MNPUBEAEHHOW  Ha
pucyHke B.1.

B.3 MpurotoBrieHne sKCTpakTa (BbITSKKN)

Uepes 3aMKHYTbIi KOHTYpP B pexvMe Ppeuupkynsaumm B TeyeHne 2 4 C ykasaHHOW
CKOPOCTbIO MOTOKa MpPOMNycKatT COOTBETCTBYWOLWMA 06beM AUCTUANUPOBAHHOW BOAbI Npu
Temnepatype (37 + 1)°C. Yepes 2 u, He HapyLlas repMeTUYHOCTU KOHTYpa, U3BnekarwT Konby
U3 TepmocTata, oxnaxgalwT [0 KOMHAaTHOW TemnepaTypbl. B nepsylo ouepefpb
HenocpeAcTBEHHO M3 KOHTypa MpoBOAAT OTO6Op nNpob Ana  xpomartorpadumyeckoro
onpefeneHnss aTWIEHOKCKUAa, UMKIOTeKCaHOHa M TeTparngpodypaHa myTemM Npokosa Wrown
wnpuua nonvMMepHoii Tpybku ycTpoiicTBa. OCTaslbHYyH) YacTb  BbITSDKKM  C/AMBAKOT B
CTEK/IAHHYI0O €MKOCTb CO LU/IMGIOM.

B kauecTBe KOHTPO/ILHOrO pacTBopa MCMOoMb3YT COOTBETCTBYHOLWMNA 06beM
ONCTUNANPOBAHHOI BOAbI, NPONYLLEHHON Yepe3 3aMKHYTbIA KOHTYP BTeX Xe YCNOoBUAX, HO

6e3 npucoefuHeHns n3aesnuii.

21
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1- vcnbimyemoe msgenve (MpY UCTbITaHM 3KCHY3MOHHBIX, MHADY3VOHHBIX U TPAHCHY3VOHHBIX YCTPOCTB
nocnefosaTesibHO COEAVHAOTCA TPU U3AEeNs);
2- CTeKnsHHas eMKOCTb, 3anosiHeHHas 500 M AMCTUANMPOBaHHON BOAp! /1 BCEX BWLOB U3Aenvii (ans
3KCdD Y3VIOHHBIX, MHODY3UOHHBIX 1 TPaHCHY3MOHHBIX YCTPOICTB - 250 M. /15 oKeureHaTopoB -1000 m);

3 - TepmocTar, NogAepkuBatoLLmMiA Te aTTeEpaTypy AMCTWI/TMPOBAHHOM BOAp! B UCTIbITATENBLHOM KoHTOope (37 + 1)*C;
4—NepucCTabTUHECKUIA HACcOC, NOAKTIOUEHHDIN K UCMbITATEIbBHOMY KOHTYPY Yepes CUMIMKOHOBYIO TPYOKY
MWHVUMa/IbHO BO3MOMXHOW [/IMHbI 1 06eCneumBaoLLMIA LIMPKYISLMI0 AUCTWITMPOBAHHON BOAb! B KOHTYpE CO
CKOPOCTBHIO NOTOKA 1 JAH /19 3KCDY3MOHHBIX, MHDY3VOHHBIX M TPaHCHY3MOHHBIX YCTPOWCTB, A/19 OCTasbHbIX
U30eNniA CKOPOCTb MOTOKA YKasaHa B MHCTPYKLMM MO MPUMIHEHWVIO M3Lennst

PuicyHok B.1- CTeHf ANs NPUroTOB/ eHUsI SKCTPaKTa (B bITsHKKM)
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MpunoxeHve B
(cnpaBo4yHoe)
HavmeHOBaHMA 1 A0NYyCTUMble 3HAUYEHUS CAHUTAPHO-XMMUYECKUX nokasatenei ons

MeANLMHCKNX U3aennii c ydeToM Npupoabl matepuana

Ta6nuua Bl

HaumeHoBaHWe rpynnbl Onpegensiemsbiit Jonyctumoe
nokasatene nokasaTesnb 3HaueHve
1 CuHTETMYECKMEe NOMMMEpPHble MaTepuansl
O6wue nokasaresnu BoccTaHOBUTE/IbHbIE MpUMECH, M 1,00
0,02 H p-pa Nar3rO3
VI3meHeHue 3HavyeHus pH +1,00

YnbTpadrosieToBoe NorfoLeHue,
en. O.M. BananasoHe A/IMH BOJH,

HM:
oT 220 fo 360 BK/IHOYUTESBHO 0,300
o1 230 go 360 BK/IOUUTESTBHO 0,20Q1)
oT 250 go 320 BK/IHOUYUTESTBEHO 0,1002
MaccoBasi KOHUeHTpauus, Mr/Ji: —
- bGapuii (Ba) 0,1003I
- wmegb (Cn) 1,000
- cBuHel, (Pb) 0,030
- 0noBo (Sn) 1,00
- xpom (cymm Cr*3, Cr+) 0,100
- kagmuin (Cd) 0,001
- xeneso (Fe) 0,3009>
0,030
- LKMHK™N) 1,000
JononHutensHble KoHueHTpauwus, mr/n:
nokasaTtenu, B3aBUCUMOCTHU
OT cocTaBa
- NOJIN3TUNEH, - (hopmanbgerng 0,100
NnoNNNPONUIEH v apyrue - aueTtanbgerng 0,200
mMaTepuasibl Ha OCHOBe - aueToH 0,100
nonnonepuHoB - CMUPT METWNOBBbIN 0,200
- CMMPT NPOMWIOBLI 0,100
- CMMPT M30MNpPONWIOBbLIA 0,100
- MONucTUpon u - cTupon 0,010
COnosIMMepbl Ha OCHOBE - MeTWNOBbIA cnmpT 0,200
cTupona
- hopmanbgerng 0,100
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Mpogomkernne Tabnvubl B. 1

HanmeHoBaHue rpynnbl
nokasarenei

- nonuBmMHUNXNopuna

- MOMMOpraHocui okeaH
(cunukoH)

- nosinakpumnartbl

- nonnamujpbl:
KanpoH (nonunamup, 6,
nosivkanpoamupa)

HelinoH (nonnamnp 66,

rosivre Kca MeTe Haay na Mua)
nonvakpuiammg

- nonukap6oHar

- @otoponnact (drtoponnacT-3,
pToponnact-4, TepIoH)
- nosnukap6oHat

- 3MNOKCUAHble CMO/IbI

24

Onpepensiemblii

nokasaTesnb
BUHUNX0PUA,
auetanbgerng,

aLeToH

CNUpPT METUNOBbIN
CNMPT NPONUIOBbIN
CNYPT M30MNPONUIIOBbI
anoktundtanar

dhopmanbaerung,
auetanbaerug
doeHon
METW/IOBBIA CnMpT
mMeTuaakpuniat
MeTuIMeTakpunar
O6yTnn akpunat
aKpUNOHUTPWA

e-Kanpo/siaktam
6eH30n

doeHon
rekcaMeTuieHanaMmH
MEeTUNOBbIA CnNPT
akpunamug,

STWUIEHIJIMKO/b
auetanbaerug
dhopmanbgerung,
aueToH

CNUPT METUMOBbIN
CNUPT Npon U0BbIiA
CNUPT M30MNPOMNU/IOBbIA
doeHon
AudpeHunonnponax
dhopmanbaerung,
doeHon

3MUXNOPrMAPYH
dhopmasibaerng,
heHon

aueToH
AandpeHunonnponaH
dhopmasibaerng,
heHon
dhopmasibaerng,

Jonyctumoe
3HayeHue

0,010
0,200
0,100
0,200
0,100
0,100
2,000
10 mr/100
0,100
0,200
0,050
0,200
0,020
0,250
0,010
0,020

0,500
0,010
0,050
0,010
0,200
0,010

1,000
0,200
0,100
0,100
0,200
0,100
0,100
0,050
0,010
0,100
0,050

0,100
0,100
0,050
0,100
0,010
0,100
0,050
0,100

mnl)



MpopomkeHne Tabnuubl B. 1

HanmeHoBaHuve rpynnbl
nokasatenei

Onpepensemblii

nokasaresib

2 CyHTEeTMYEeCcKne pesunHbl U naTekcbl

O6Lme nokasartenu

JononHnTtensHble nokasartenu,
B 3aBMCUMOCTN OT COCTaBa

BoccTtaHoBUTENbHbLIE NPUMECK, M

0,02 H pactBopa NararO3
M3meHeHVe 3HavyeHusa pH

YnbTpadmoneTosoe MnornoLleHue,

en. O.lN. B AnanasoHe A/INH BOJIH,

HM:
oT 220 go 360 BK/IOYNTESIBHO
oT 230 go 360 BKIOYUTESBHO
ot 250 go 320 BK/IHUUTESIBHO

KoHueHTpauus, mr/n:

- UuHKANN)

- cBUHel (Pb)

- MbiWwbSK (As)

- Kagmuid (Cd)

KoHueHTpauus, mr/n:

- (hopmasibaerung,

- auetanbgerug

- aKpunoHuTpun

- arungon-2

(22-meTun eH-6uc
(4-meTnn-6-TpeT-6yTUN-heHon)
- armpon-40

(2,46 TpmcC-
-(3,5-gn-TpeT-6yTNN-4-0KCK-
6€eH31/1)-Me3nT UeH

- n3onpeH

- Tuypam/

(TeTpa meTUNTUYpPaMAmM cynbguna)
- Tnypamdd

(guatungnd eHnNTMypamancyb
o)

- TuypamE
(TeTpasTuntuypamancynbhua)

- uumart
(ammeTnngutnokapbamat LuHKa)
- aTwiummar
(pnaTungntnokapbamart UyHKa)
- AncbeHnn ryaHnguH

- anbrakc (2,2-
v 6e H3TK a3 onau cyn b ua)

FOCT P52770-2016

Jonyctumoe
3HayeHue

1,00

+1,00

0,300
0.2001)
0,1002>
1,000
0,030
0,050
0,001

0,100
0,200
0,050
2,000

1,000

0,01
0,054>

0,55
0,66>
1,00

0,053

0,56>
0,053
0,66>
0,053
0 ,56>
oo
057
0,4

25
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Mpogomkernne Tabnvubl B. 1

HanmeHoBaHwve rpynnbl Onpepensemblii Jonyctumoe
nokasarenei nokasaTesnb 3HaueHune

- KanTakc (2- 0,4
MepKanTob6eH3Tna3on)
- cynbpeHammg L, 0,4
(ymknorekcun-2-6eH3Tnasosn-
cynbeHamna)
- Heo30H [ (HadTam-2,- 02

dhe HUT HadI TN aMUH)
3 MNpupoaHble opraHvyeckre noammepsl
3.1 Buonoruyeckne TKaHu, B T.Y., TKAHW XUBOTHOrO NPOUCXOXAEHUS, B 3aBUCHMOCTMN OT
cnocoba 06paboTkM, cocTaBa

O6Lwme nokasartenu BoccTtaHoBUTENbHBLIE NpUMECK, M1 1,00
0,02 H pactsopa Mar3rO3
N3meHeHne 3HauyeHus pH tl no
[lononHuTenbHble nokasarenu, KoHueHTpauus, mr/n: —
B 3aBMCUMOCTMK OT crocoba
06paboTku
- hopmasibaerung, 0,100
- auetanbgerup 0,200
- aueTtoH 0,100
- CNUPT METUNOBbIN 0,200
- CNWPT MpPONW/OBbINA 0,100
- CNUpT M30NPONUNOBbINA 0,100
3.2 JlaTeKkc HaTypasibHOro Kay4yka, B 3aBUCMMOCTU OT COCTaBa
O6wpme nokasarenu Mi3meHeHne 3HavyeHnsa pH +1 00
- LWMHK"M) 1,000
- cBuHel (Pb) 0,030
- MbIWbSAK (AS) 0,050
- Kagmuid (Cd) 0,001
JononHuTtenbHble nokasarenu, KoHueHTpauus, mr/n: —
B 3aBMCUMOCTM OT cOCTasa
- (hopmasbaerung, 0,100
- auetanbpgerupg 0,200
- aKpUIoHUTPUN 0,050
- armgon-2 (2,2-metnneH-6uc 2,000
(4-meTnn-6-TpeT-6yTn-ceHon)
- armgon-40 (2,4,6 Tpuc-(3,5-am- 1,000
TpeT-6yTnn-4-okcn-6eH3unn)-
Me3UTW/IeH
- n30npeH 0,01
- Tuypam[ 0,054

(TeTpa MeTUNTUYpPaAMAM Cynbna)
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MpogomkeHne Tabnuupsl B, 1

HanmeHoBaHuve rpynnbl
nokasatenei

3.3 Lenntonosa
O6Lwwme nokasatenu

JononHuTtenbHbIE Nokasartesnu,
B 3aBUCUMOCTK OT COCTaBa

4 MeTannbl 1 cniasbl

O6wwii nokasartesnb
JonosiHnTenbHbIe nokasartesiu,
B 3aBMCMMOCTU OT COCTaBa

Onpepensemblii

nokasarersb
- Tuypamd9®
(anatunand eHnnTuypamancysnb
hna)
- TuypamE
(TeTpastTuntuypamancynbg na)
- uumart
(aumeTnnanT nokapbamart LuHKa)
- AudpeHnn ryaHnanH

- anbrakc (2,2-

O 6eH3Tras onan cynbgun)

- Kkantakc (2-
MepKanTo6eH3Tna30)
-cynbtheHamug Ll (uuknorekcun-
2-6eH3TMason- cynbeHamua)

- Heo30H [ (HathTam-2 -

doeH wiHadTUA aMrH)

BoccTaHoBUTE/IbHbIE MPUMECH,
mn 0,02 H p-pa blar3rO3
M3meHeHue 3HavyeHnsa pH
YnbTpaduosnetosoe
nornouweHune, eq. O.N. B
AvanasoHe ANNMH BOJIH, HM:

ot 220 go 360 BKMKOUUTENTBHO
MaccoBasi KOHUeHTpauus, Mr/n:
- csuHel (Pb)

- kKagmuin (Cd)

- aTunauetar

- aueToH

V3meHeHue 3HavyeHus pH
MaccoBas KOHUeHTpauus, Mr/n:

- Xpom (cymm Cr*3, CCo
- Hukenb (Ni)

- ™Meab (Cn)

- LWHK"N)

- mMonunbaeH (Mo)

- KobanbT (Co)

- TutaH (Ti)

- asoMmuHnin (Al)

- MapraHey, (Mn)

- BaHagwuii (V)

FOCT P52770-2016

Jonyctnmoe
3HayeHune
0,55
0,66>
1,00
0,053

0,56>
0,057
0 ,66>
0,15
0,55
04
04

o

=g
o

1,00

1 no
0,300

0,030
0,001
0,100

0,100

+1,00

0,100
0,020
1,000
1,000
0,250
0,100
0,100
0,500
0,100
0,100
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MpogomkeHne Tabauubl B. 1

HaumeHoBaHWe rpynnbl Onpegensemsiii [Jonyctumoe
nokasarenei nokasaTesb 3HauyeHue

- Bonb(pam (W) 0,050
- xeneso (Fe) 0,030

5 Crekno 1 kepamuka

O6wwii nokasatesib M3meHeHune 3HayeHns pH 41,00

JononHutenbHble nokasaTtenu, MaccoBasi KOHLeHTpauus, mr/: —

B 3aBMCMMOCTU OT COCTaBa
- MbIWwbSK (As) 0,050
- cBuHel, (Pb) 0,030
- kagmuin (Cd) 0,001
- cepebpo (An) 0,050
- 0noBo (Sn) 2,000
- p1yTe (HA) 0,005
reop (B 0,500
- anomuHuin (Al) 0,500
- LMHK (Zn) 1,000
- TutaH (Ti) 0,100
- xpom (cymm Cr*3, Cr6) 0,100
- ™megb (Cn) 1,000
- MapraHey, (Mn) 0,100
- cBuHey, (Pb) 0,030
- kagmuin (Cd) 0,001
- KobanbT (Co) 0,100

6 CtepunnsyloLline areHThbl

Octarto4yHoe cogepxaHue no - dhopmanbaerung, 0,100

NPUMEHNMOCTK
- 3TUNEHOKCUA —Tr

7 PacTBoputenn ans cknevBaHusa getasneil u y3nos msgenuii

Octarto4yHoe cofepxaHue no - LMKNOrekcaHoH 2,50

NPUMEHNMOCTH - TeTparngpodypaH 20,00
- aueTtoH 0,100
- METUI3TUKETOH

n B cnyyae KOHTeiHepoB A/15 KPOBY U €e KOMMOHEHTOB.

2>1NA YCTPONCTB KOMM/EKTHBIX 3KCIY3MOHHbIX, WHPY3MOHHbIX Y TPaHCHY3NOHHBbIX
O[IHOKPaTHOTrO MPUMEHEHUSI.

3> n3aenuii, KOHTaKTUPYHOLWMX C KPOBbHO.

4>1Na yKynopoUHbIX MNPO6GOK 1YCTPOUCTB KOMIMIEKTHBIX 3KCHY3MOHHBIX, MH(PY3MOHHLIX U
TpaHCy3MOHHbIX OAHOKPATHOrO NMPUMEHEHUS.

5 AN v3aenuid, KOHTaKTUPYHOLLMX C KOXEN.

6>[1151 oCcTasbHbIX U34enuii.

7>0onyctumble npenens! nsnioxeHsl B FTOCT 1SO 10993-7.

8 MeTtogbl onpegenexHnsa nsnoxeHsl B M'H 2.3.3.972-00 [7].

9) CMm. npumevaHue 5Tabnmupl Bl
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OkoH4yaHue Tabnuubl B 1

HanmeHoBaHue Onpegensemblii Jonyctumoe 3HauyeHue
rpynnbl nokasaresb
nokasarenei
MpumeyaHune 1 - ECAM caHUTaApPHO-XMMUYECKME MokKasaTenu Mpy  UchbiTaHum

(uccnepgoBaHuM)  MaTepuasioB U M3OeNMiA  C OGMOSIOTMYECKN  aKTVMBHBIMM  J0GaBKaMu
(nekapcTBeHHble Mpenapatbl, aHTUCENTMKM W Ap.) MPEBbILAKT AOMNYCTUMbIE 3HAYEHUs, TO
pelleHVe O COOTBETCTBME UWCC/ledyeMblX MaTrepuanoB TpeboBaHWsAM  6e30nacHoOCTU
NPYHUMALOT MO pesysibTatam TOKCUKOMIOMMUYECKUX UCTIbITaHWIA (MCcnefoBaHui).

MpumeyaHune 2- 0N MEAUUMHCKUX U3LAEMNIA, OCOBEHHOCTU UCMbITaHUA KOTOPbIX Ha
cooTBeTCcTBME TpeboBaHUAM 6e30MacHOCTU NPUBEAEHbI B COOTBETCTBYIOLMX HOPMATUBHBLIX
OOKyMeHTax  (TEXHWYECKMX  YCNOBWSX,  (hapMakomeiHbIX  cTaTbsiX, CTaHgapTax Ha
WHOMBUAOYa/bHbIE U3LENUS WK TPYNnbl U3Aennii) U He oroBopeHbl B Tabnuvue 1, ucnbitaHus
HeobxoayMO NPOBOAUTL C y4ETOM TPeboBaHUIA, U3NOXEHHLIX B 3TUX AOKYMEHTaX.

MpumeyaHune 3 - [onycTMMOe 3HAYEHUSA KOIMYECTBO MWUIPUPYIOLLMX BeLLecTB
n3noxeHo B M 2.3.3.972-00 (7] MpegensHO AONYCTUMbIE KOSIMHYECTBA XUMMYECKMX BELLECTB,
BbILENAOWMXCA M3 MaTEPVasioB, KOHTaKTVPYIOLWMX C MNULLEBbIMM MpogdykTamu. MuH3gpas
Poccun, M, 2000.

MpumeyaHne 4 - JononHeHne N 1 Kk «MeToAMYECKMM YyKa3aHUsIM MO CaHWUTapHO-
TUTMEHNYECKON OLEHKE PEe3VHOBbLIX W MIATEeKCHbIX W3AenuiA  MEeAMLIMHCKOTO  HasHauYeHWs».
MeToanyeckne pekomeHgauum (yt8. MuHsgpasom Poccumn 14 mas 2001 Ne 29¢L1/1683)

MpumeyaHne 5 - [Ona MW, Ha KOTOpble He pacnpocTpaHseTcs TpeboBaHuA
nNpuIoXeHus 2 «EAyHbIX CaHUTapHO-3MMAEMUOMOTNYECKMX W TUTMEHUYECKUX TPeboBaHWii K
npoaykuun (ToBapam), nognexalleli caHATapHO-3NMAEMUONOTMYECKOMY HaA30py (KOHTPO/IHD)»
(Y1B. PelieHnem Kommccum TaMoXeHHOro cotosa ot 28 mas 2010 roga Ne 299)

MpumeyaHne 6 - TOCT ISO 10993-7 W3pgenva wmepyuuHckve. OueHka
OV0/IOrMYECKoro  AEeNCTBUST  MeAVUMHCKUX u3gemvid. YacTb 7. OcTaTouHoe — cofepkaHuvie

3TUNIEHOKCLLAA MOC/Ie CTEpPUIM3aLIMM
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(1

(2]

(3]

[4]

(5]

(6]

30

NCO 13485:2016

MCO 17665-1:2006

MCO 11135:2014

MCO 11137-1:2006

MCO 11737-2:2009

[ocypapcTBeHHas
hapmakoness Poccuiickoii
depnepayunm

Bubnunorpadus

N3pgenua meguumHckue. CUCTEMbI MeHemXMeHTa
KayecTBa. TpebGoBaHUA K  peErympoBaHuio
(Medical devices - Quality management systems
- Requirements for regulatory purposes)
Crepununsauus MeAM L MHCKO NPOAYKLMN.
Ctepunmsaums napom. Yactb 1. TpeboBaHua K
paspaboTke, Banupauum n TeKylwemy KOHTPOsI0
npowecca cTepunusauun MeauuMHCKUX un3genuii
(Sterilization of health care products - Moist heat
- Part 1. Requirements for the development,
validation and routine control of a sterilization
process for medical devices)

Crepununsauns MeANLMHCKO NPOAYKLMN.
3TnneHokcng.  TpeboBaHus K pa3paboTke,
BamMaauMM U TeKyleMy KOHTPO/Io mnpouecca

cTepuansanmm MeAMNLMHCKNX nsgenwi
(Sterilization of health-care products - Ethylene
oxide - Requirements for the development,

validation and routine control of a sterilization
process for medical devices)

Crepununsauns MeAMLMHCKO npoayKumu.
O6nydyeHne.YacTb 1. TpeboBaHVA K pa3paboTke,
Ba/MJaumm U1 Tekylwemy KOHTPO/ mnpolecca
cTepunusaymu MeANLNHCKNX npubopos
(Sterilization of health care products - Radiation
- Part 1. Requirements For development,
validation and routine control of a sterilization
process for medical devices)

Crepunusanus MeaULNHCKNX n3genui.
Mukpoburonormnyeckne MeToAbl. Yactb 2.
VcnbiTaHua Ha CTepPUNbHOCTb, NPOBOAMMbIE MpY
BanmMauuu npouecca cTepunmsauuu
(Sterilization of medical devices - Microbiological
methods - Part 2: Tests of sterility performed in
the definition, validation and maintenance of a
sterilization process)

FocypapctBeHHas  hapmakones  Poccuiickoi
depepaymnm Xl n3gaHus. (Mpukas
MuHucTepcTBa 34paBooxpaHeHus Po® ot 29
okTa6pa 2015 r. Ne771 "O6 yTBepXaeHUn
06LLMX hapmakoneHbix cTartei "

hapMakoneiHbix ctateii")



(7]

urneHnyeckne
HOpMaTKBbI
H 2.3.3.972-00

FOCT P52770-2016

MpepensHo AonycTuMble KosmyecTBa
XUMUYECKNX  BELWEeCTB, BblIAENAWMUXCA U3
MarepuasioB, KOHTaAKTUPYKOLWMUX C MNULEBLIMA
npoaykramm (yTBEPXAOEHDI naBHbIM
rocyfapcTBeHHbIM caHuTapHbiM Bpadyom Pd 29
anpens 2000 r.)
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Y [1K658.347:003:054:006.354 OKC 07.100.10 P22 OKI1 94 0000
KnioyeBble c/ioBa: MeAULMHCKOE U3fenine, CaHUTapHO-XMMUYeCcKUe, UcnbiTaHus,
TOKCUKONIOTUYECKNEe WCMbITaHns, MU3NKO-XMMUYECKNEe UCCNefoBaHnsa, nccnegyemolii
maTtepuan,KoOMNoOHeHT,cTepuamnsaumna, sanngaumsa

OpraHusaymsa-paspaboTymk:
ABTOHOMHas HekoMMmepuecKkas opraHmsaumsa «VHCTUTYT MefuKo-61MoNornyeckmx
uccnepoBanuii U TexHonorniny (AHO «IMBUINT»)

OT TK 422 «OLEEHKABMNO/IOTMYECKOIO AENCTBUA MEAVNLUUHCKUX N3OENNA»
Mpepcepatens TK422

«OueHKa 6uonornyeckoro aercTens

MeAULUHCKNX U3aennii» B./. CeBacTbsiHOB

OT OPTrAHU3ALNN, YMTONTHOMOYEHHOW POCCTAHOAPTOM

3amecTuTeNlb reHepasibHOro AupekTopa
000 «HTU«MEAWNT3KC» A.B. XpycTanes

Pyko BoauT enb pasp ab 0TKK,

Oupektop AHO «MMBUNT»
A0.6.H., npocheccop B.N. CeBacTbsiHOB

NcnonHuT enn
4.6.H. H.B. MNeposa

N.A. lOBXUK
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