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HAUWOHAINBbHBIA CTAHOAPT POCCUUCKOWNW @GEREPALMUMN

NEPYATKN MEOULIMHCKUE

PyKOBO,D,CTBO no oLueHKe Ka4decTBa

Medical gloves. Quality assessment guide

DaTta BBegeHna — 2018—01—01

1 O6nacTb NpMMeHeHus

1.1 Hacroawwmii cTaHgapT npegHasHaveH ans naeHtudukaumm U npumeHeHus Hanbonee NogxoasiLnx
ctaHgapToB ACTM 1M B3anMOCBSI3aHHBIX CTaHAapTOB A5 OLEHKU, pa3paboTki cnelmudukaLmin M sbibopa megu-
LMHCKMX NepyaToK A nogaepkaHus 6e30nacHoCTM 1 OXpaHbl 340p0BbS MEQULMHCKOTC NepcoHana, KoTopbIi
MoxeT paboTaTb ¢ BMONOrMYeckn  XMMUYECKA onacHbIMU BELLLECTBAMMN.

1.2 PyKkoBogsLWMIA OOKYMEHT UMM NPOTOKOS OLEHKM He MOTyT obecneyvnTb BeIGop MegULMHCKMX nepya-
TOK, rapaHTUPYHOLLMX 3aLLUTY MeULMHCKOro paboTHuKa. Lienbio UCrbITaHWi 1 OLEHKU MeJULMHCKUX NepyaTok
ABNSETCA NONyYeHue AaHHbIX 06 nx paboymx xapakTrepucTMKax U kadecTBe Ansl Haanexallen oLeHKM U Bbibopa
MeOULUMHCKUX nepyaTok. Bulbop MeguuUHCKMX nepyaTok OomkeH ObiTb OCHOBaH Ha OLEHKEe UMeloLLeincs
TeXHUYeCKON MHhopMaLIMK, MHopMaLIMK O KauecTBe 1 NpodeccuoHarnbHOM OLEHKe pucka.

1.3 BHacTosweM cTaHAapTe He NpeycMOoTPpeHO paccMOTpeH e Bcex BonpocoB obecneverHns 6esonac-
HOCTU, CBA3AHHbLIX C ero npumeHeHueM. MNonb3oBaTeNb HacToALWEero ctaHaapTa HeceT OTBETCTBEHHOCTb 3a
yCTaHOBIIEHWE COOTBETCTBYIOLLMX MPaBui No TeXHWKe 6e30nacHOCTN M OXpaHe 300p0oBbS, a Takke onpeaenseT
uenecoobpasHoCTb NPUMEHEHWA 3akoHodaTeNbHBIX OrpaHNYeHNA Nepes ero UCNoNb30BaHNEM.

2 HopmaTuBHbIe CCbINKKU

B HacToslLeM cTaHgapTe MCNoMNb30BaHbl HOPMAaTUBHLIE CChINKWA Ha creaytoLie cTaHaapTh:
2.1 CtaHpgapTtbl ACTM"

ASTM D 412, Standard test methods for vulcanized rubber and thermoplastic elastomers — Tension
(CTaHgapTHble MeToAbl UCMbITaHWUIA BYIKAHU30BaHHbBIX PE3UH 1 TEpMO3acTonacToB. PacTsxeHune)

ASTM D 573, Standard test method for rubber — Deterioration in an air oven (CtangapTHbI MeToq
NCMbITaHNA pe3nHbl. CTapeHne B TepMocTaTe ¢ BO34yX00OMeHOoM)

ASTM D 3577, Standard specification for rubber surgical gloves (CtaHgapTHas cneuudukaunsa Ha pesn-
HOBbIE XUPYprudeckie nepyaTkui)

ASTM D 3578, Standard specification for rubber examination gloves (CtaHaapTHasa cneuudukaums Ha
pe3vMHOBLIE NarHOCTUYEeCKMUe NepyaTki)

ASTMD 3767, Standard practice for rubber — Measurement of dimensions (CtaHgapTHasa npakTuka ansi
pesnHbl. U3sMepeHue pasMmepoB)

ASTM D 5151, Standard test method for detection of holes in medical gloves (CtaHgapTHbEIN MeToa
o6HapyXeHWUst OTBEPCTUIN B MEAULIMHCKUX NepyaTkax)

ASTM D 5250, Standard specification for poly(vinyl chloride) gloves for medical application (CtangapTHasi
cneundmKaLns Ha NnepyaTkn N3 NOSIMBUHUNXIIOPMAA 4519 TPUMEHEHNST B MeQULMHE)

) YTOuHUTB cebinku Ha cTanaapTel ACTM moxHo Ha carite ACTM, www.astm.org nnm B cniyx6e noaaep k1 KrneH-
ToB ACTM: service@astm.org. B nHpopmavumoHHoM ToMe exerogHoro cbopHuka craHgaptoB (Annual Book of ASTM
Standards) cnegyet o6pawarbcs kK CBoAKE CTAHAAPTOB eXerogHoro c6opHyKa cTaH4apTOB Ha CTpaHuLE canTa.

UspaHne ocpnumanbHoe
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ASTM D 5712, Standard test method for analysis of aqueous extractable protein in natural rubber and its
products using the modified Lowry method (CtangapTHbIN MeToa onpeaeneHust akcTparnpyemMblX BOOON NpoTe-
WHOB B HaTypanbHOM Kayuyke U u3fenusix N3 Hero ¢ NoMoLL b MoanduLnposaHHoro metoaa Ioypu)

ASTM D 6124, Standard test method for residual powder on medical gloves (CtangapTHblid MeToq
onpeaeneHnst 0CTaTOMHOMO OMNyapuBaroLLero BelecTsa Ha MeAULIMHCKUX NepyaTkax)

ASTM D 6319, Standard specification for nitrile examination gloves for medical application (CtaHgapTHas
crneundpurkaunsa Ha HUTPUNbHbIE AUarHOCTUYECKUE NepyaTkn Ans NPUMEHEeHNs B MeguLuHe )

ASTM D 6499, Standard test method for the immunological measurement of antigenic protein in natural
rubber and its products (CtangapTHbIA MeTOA UMMYHOITOrMYECKOro onpeaeneHns aHTUreHHbIX MPoTEMHOB B
HaTyparnbHOM Kaydyke 1 n3aenusax U3 Hero)

ASTM D 6977, Standard specification for polychloroprene examination gloves for medical application
(CtaHpapTHasa creundpukalMa Ha NONUXITOPONPEHOBLIE AWarHOCTUYECKUe nepyaTkn Ons NpUMEHeHUs B
MeauLnHe)

ASTM F 739, Standard test method for permeation of liquids and gases through protective clothing
materials under conditions of continuous contact (CtaHgapTHbIN MeTo4 UCNLITAHWUST Ha NPOHUKHOBEHWE Xna-
KOCTeN 1 razoB Yepes MaTepuarbl 3alnTHON oaeXabl B YCNOBUSIX MOCTOSIHHOMO KOHTaKTa)

ASTMF 1342, Standard test method for protective clothing material resistance to puncture (CtaHgapTHbIA
MeToz onpeaeneHnst CTOMKOCTU MaTepuana 3alnTHOW ofexabl K pokony)

ASTM F 1383, Standard test method for permeation of liquids and gases through protective clothing
materials under conditions of intermittent contact (CtaHgapTHbIN MeTod WUCNbLITAHUS Ha NPOHUKHOBEHUE
XKNOKOCTEN U ra3oB Yyepes MaTepuarbl 3alUTHON oAeXabl B YCNOBUSIX MPEPbLIBUCTOrO KOHTakTa)

ASTMF 1671, Standard test method for resistance of materials used in protective clothing to penetration
by blood-borne pathogens using Phi-X174 bacteriophage penetration as a test system (CtaHgapTHbIn MeTOA
onpeaeneHns CTOMKOCTU MaTepnanos, UCNONb3yeMbIX B 3alUTHON oaexae, K MPOHUKHOBEHWIO MepeHOCUMBIX
C KPOBbIO NaTOreHOB C UCMOMNb30BaHNEM NPOHUKHOBEHUS bakTepunodara Phi-X174 B kayecTBe UCMbITATENbHON
CUCTEMBI)

2.2 CtaHgapTbl AMEpPUKaHCKOro HauUOHaNnbHONo WHCTUTYTa cTaHgapToB/AMepuKaHCKON
cToMaronorudeckoi accouuauum (ANSI/ADA)?

Acceptance program guidelines. Infection control products (PykoBoactea no nporpaMmmam npUeMKu.
UHeKLMOHHBIN KOHTPOIb NPOAYKLIAMK)

Specification No. 76, Non-sterile natural rubber latex gloves for dentistry (Cneundukauns Ne 76.
HecTepunbHble nepyaTtku U3 HaTypanbHoro natexkca s cTomartornorin)

Specification No. 102, Non-sterile nitrile gloves for dentistry (Cneuundunkaumnsa Ne 102. HectepurnbHele
HUTPUITbHBIE NepYaTky 4N CTOMAaTonorm)

Specification No. 103, Non-sterile poly(vinyl chloride) gloves for dentistry (Cneundukaunsi Ne 103. Hecte-
pUbHbIE NepYaTKU U3 NOMUBUHWUIXNOPWAA AMsi CTOMAaToNorm)

2.3 CtaHgapTtbl MexayHapogHo#n opraHu3zaLmm no ctaHaaptusauum (1IS0)2

ISO 2859 (all parts), Sampling procedures and tables for inspection by attributes (Mpoueaypbl n Ta6nMLEI
BbIGOPOYHOro KOHTPOSA MO KaYeCTBEHHbIM NPU3HaKam)

2.4 Crangapt HaumoHanbHoM accouuauum noxapHou sawutsl (NFPA)3)

NFPA 1999, Standard on protective clothing for emergency medical operations (CtaHaapT Ha 3alUTHYIO
opexay 4ns MeauUMHCKUX onepawmin B cnyx6e ckopor NOMOLLIM)

3 TepmMuHbI M onpeaeneHus

3.1 B HacTosileM cTaHgapTe NpuMeHeHbl cnegyowine TepMUHbl ¢ COOTBETCTBYIOLLUMMU onpejere-
HUSIMM:

3.1.1 meauuuHckue nepyatku (medical gloves): Xupyprudeckne (onepaunoHHble) nepyaTkn U nep-
yaTKki Onsi ocMOTpa BONbHOro, NCMNofb3yemMble B MeAUUMHCKUX Lensx. MeauumMHckue nepyatkn siBAsSilOTCS
MeANLNHCKNMUN N3aenUsiMUA.

2) HocTtynHbl B AMEpPrKaHCKOM HaLMOHaNnbHOM MHCTMTYTe cTaHaapToB (ANSI), 25 West 43rd St., 4th Floor, New York,
NY 10036.

3) DocTynHel B HauuoHaneHol accouvaumn noxapHoi sawmtel (NFPA), 1 Batterymarch Park, Quincy,
MA 02269-9101.

2
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3.1.2 nepuartku us HatypanbHoro natekca (NRL) [natural rubberlatex (NRL)gloves]: MepyaTku, nsro-
TOBMNEHHbIE N3 HaTypanbHOro narekca.

3.1.3 nepuyaTKu U3 CUHTeTUYecKoro nnactuka (synthetic plastic gloves): lNepyaTku, N3roToBMeHHbIE
N3 CUHTETUYECKOTO MIlacTuka, HanpuMep NoNIMBUHUIIXIopUAA.

3.1.3.1 MNMosAcHeHne — HanmeHoBaHWe NAacTUYECKOro MaTepuana AofmKHO OblTb YKa3aHo Ha ynakoBKe.

3.1.4 nepyaTKU U3 CUHTETUYECKOrOo Kayuyka (synthetic rubber gloves): Mepyartkn, N3roToBreHHbIE N3
CUMHTETUYECKOro Kayuyka, Hanpumep, 1) NONMXroponpeHoBOro Kaydyka u 2) akpunoHUTpun-6yTaameHoBoro
(HUTPUNBHOTO) Kaydyka.

3.1.4.1 MNMoAcHeHne — HanmeHOBaHWE CUHTETUYECKOro Kayuyka AOMKHO ObITb Yka3zaHo Ha ynaKkoBKe.

4 HasHa4yeHue M npumeHeHue

4.1 TpuoueHkKe N BbIDOPE MEANLNHCKMX NepYaTOK MOXHO UCMOMNb30BaTh CTaHAAPTLI, Haxoaswmecs nog
topucankumein kommtetra ACTM D11.40 n apyrux TEXHUHECKUX KOMUTETOB, MO OTAEMbHOCTU SN B COCTaBE KOM-
NMEKCHOro NpoToKoNa.

4.2 Wcnonb3cBaHne CTaHAapTOB ABMSAETCA CPeACTBOM, C MOMOLLIbH KOTOPOTo MHopMaLns MOXeT BbITb
3anpoLueHa, noslydeHa 1 3aperMcTpupoBaHa cornacoBaHHbIM, COMOCTaBUMbIM 06pazoMm.

4.3 MNpeanaraemble MeTOAbl OLEHKU U METOAbI UCTbITaH U ABNAOTCS PeKOMEeHAyeMbIMU.

4.4 [1na BO3MOXHOCTU CpaBHEHNS pe3ynbTaToB UCMbITAHUS MeULIMHCKUX MepyYaToK UCMbITaHUS NPOBO-
AT Mpy cTaHAapTHBIX YCOBUSX.

4.5 YTobbl MOMy4YnTE MEeOUUMHCKMAE MepyaTkKM € ONTUManbHbIMK pabovyMMy  XapakTepucTukamu,
NHpopMaLusa ¢ KayecTBe MeANLMHCKUX NepvaTok AomkHa BblTb 06 beguHeHa ¢ NpodeCcUoHanbLHOM OLEHKON
N YETKUM MOHUMaHMeM obnacTy NnpMMeHeHus.

4.6 MeauuMHckMe nepyaTtkn 4ns cry6bl CKOPO NOMOLLM MOXHO OLEeHMUBAaTb U cepTuduumposaTh Ha
cooTBeTCcTBME TpeboBaHuam HOMA 1999. HanHas nporpamma cepTudmkaumm HOCUT LOGPOBOMbHBINA
xapakrtep.

5 OueHKa KavecTBa

5.1 MuHumanbHble TpeboBaHWA K kayecTBY MedULMHCKMX nepyaTok ycTaHoBneHel ACTM [ 3577,
ACTM [0 3578, ACTM 15250, ACTM 16319 ACTM 1 6977.

5.2 CrangapTbl Ha MeguULUMHCKME NepyaTku, nepevmcnerHble B 5.1, Takke ycTaHaBnmsaloT TpeboBaHus
K XapakTepucTukam MaTepuara nepyartok.

5.3 Kaxablin u3 cTaHgapToB Ha MeULUHCKUE repyaTky, nepedvmcneHHblx B 5.1, coaepxuT cneayouine
MUHUManbHble TpeboBaHUs K Ka4eCcTBY C YCTaHOBMEHHBIM YPOBHEM KOHTPOMS W Npedenom npuemrieMoro
kauyectBa AQL no NCO 2859.

5.3.1 N'epmeTUYHOCTbL

5.3.1.1 TepMeTUYHOCTb MeaULIMHCKMX NepyaTok onpedensitor no ACTM [ 5151.

5.3.1.2 Tpwu oueHke repMeTUYHOCTN MEQULMHCKX NepyaTok HeobXxoaMMo NCMoMb30BaTb YCTaHOBAEH-
HbIA B KaXXA0OM U3 CTaHOapToB Ha MeAWLUHCKUE nepyaTku, nepedncneHHelX B 5.1, npuseeHHbIA YypOBEHb
KOHTpons U cooTBeTCTBYIOWNA AQL.

5.3.2 Pa3mepbl

5.3.2.1 Pasmepbl pe3MHOBLIX N3aennin onsa purusndeckx ncnelitaHuin onpegensaot no ACTM [ 3767.

5.3.2.2 B cTaHgapTax Ha MeguuMHCKME NepvaTku, NepedncrieHHblX B 5.1, ycTaHoBMeHbl TpeboBaHus K
LWMpUHE NaaoHW, ANUHE U TONLWMHE NepyaToK B 3aBUCMMOCTU OT MaTepuana.

5.3.3 ®Pusnyeckue cBoMCTBa

OCHOBHBIMU (PU3UYECKUMU CBONCTBAMN MEANLIMHCKNX NepYaToK ABNATCS NPOYHOCTL NPU PaCTSKEHUN
N OTHOCUTENbHOE YANNMHEHWUE MPU paspbIBe.

MpumedvaHue 1—Tlpy UCNBITAHUSIX MEOULMHCKUX NEPYATOK U3 HATYParbHOrO naTtekca Takke ornpeaensor
HanpsikeHne npu 500 %-HOM yanvHeHny g0 YCKOPEHHOIO CTapeHus.

5.3.3.1 Hanpsipkerune npu 500 %-Hom yanuHeHuu onpegensaioT no ACTM [ 412.

5.3.3.2 dusumyeckne cBOMCTBaA MeJULIMHCKUX NepYaToK onpeaensoT A0 U NOCTe YCKOPEHHOTo CTapeHus!.
5.3.3.3 UcnbiTaHus 0o yckopeHHoro ctapeHusi nposoaat no ACTM 1412,

5.3.3.4 WcnbiTaHus nocne yckopeHHoro ctapeHus nposoaat no ACTM 1 573.
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6 OueHkKa KOnM4YecTBa OCTaTOYHOro OonyApuBaloLLEero BewecTsa
Ha HeonyApPeHHbIX MeAULIMHCKUIA NepyaTKax

6.1 KonnyecTBo ocTaTOMHOrO ONyZpuBaloLLero BeLlecTsa Ha HeonyapeHHbIX MeJULIMHCKUX nepyaTkax
onpegensTno ACTM [ 6124.

6.2 PekomMeHayemoe npefenbHoe 3HavyeHUe MacChl OCTaTOMHOrO OnyApuBaroLllero BellecTBa Ha
HeonyApeHHbIX MeAULMHCKMX NepyaTKkax cocTaBnseT He bonee 2 Mr Ha ogHy nepyaTky.

7 OueHkKa KonunyecTtBa onygpvBarowero sewecrsa Ha onygpeHHbIX
MeAULMHCKUN nep4yaTKkax

7.1 KonunuecTteo onyapuBartoLLero BelecTsa Ha onyapeHHbIX MeQULMHCKAX NepyaTKkax onpeaenstoT no
ACTM 1 6124.

7.2 PexkomeHayemoe npegeribHOe 3HaYeHWe Macchl onyapuBatoLLEro BeLecTBa Ha onyapeHHbIX aguvar-
HOCTUYECKUX NnepyaTkax coctasnseT He 6onee 10 mr/am2.

7.2.1 B kayecTBe eAWHWLbLI U3MEPEHUS MIOWaaM NOoBepXHOCTU NepyaTki UCMOoNb3yoT KBaapaTHBbIN
aeuumeTp.

7.3 PekomeHayemoe npeaenbHoe 3HaueHne Macchl oryapuBatoLLIEro BeLecTBa Ha onyapeHHbIX XMpyp-
rMYecKux nepyaTtkax coctasnset He Gonee 15 mr/am2.

7.3.1 B kayecTBe eAWHWLbLI U3MEPEHUS MIOWAaaM NOoBepXHOCTU NepyaTki UCMOoNb3yoT KBaapaTHBbIN
aeuumeTp.

8 OueHka cogepKaHUs IKCTparupyemMbiX NPOTEMHOB
B MeAMLIMHCKUX NepyaTKax U3 HaTypanbHOro natekca

8.1 B cooteetcTBUM ¢ ACTM [1 3578 cogepkaHue skcTparmpyemblx BOAOW NPOTENHOB B MeOULIMHCKUX
nepyaTkax U3 HaTypanbHOro natekca onpeaensitor no ACTM [ 5712,

MpumevaHwue 2— BcooreerctBum ¢ TpeboBaHusmm FDA ucneitanne no ACTM [1 5712 npoBogAT B NOATBEPXK-
AeHue npeanpopakHoro yeegomnenus 510(k).

8.2 PekoMeHayemoe npefensHoe cofepXaHue 3KCTparMpyemblX BOAOW NPOTEUMHOB B MeOULIMHCKUX
nepyaTKkax M3 HaTypanbHOro natekca coctasnsaeT He Gonee 200 MKr/am2,

8.2.1 JaHHoe 3HauyeHue pekoMeHayeMoro npeaensHoro coepXkaHust akcTparmpyemolx BOAOK NpoTeun-
HOB COOTBETCTBYET TpeboBaHMsAM K pabounm xapakTepucTukam, ycTaHoBneHHbIM BACTM [1 3578, pazgen 7.

8.3 FDA TpebyeT yKasblBaTb Ha STUMKETKE COAepXKaHWe aKcTparMpyemMblX BoAoW npotenHoB. Camoe
Huskoe ponyckaemoe FDA cogepkaHue skcTparMpyembix BOJOW MPOTEUMHOB, yKasblBaeMoOe Ha 3TUKeTKe,
coctaenaeT 50 MKr/am2 nepyaTok.

9 OueHka cogepKaHUSl aHTUreHHbIX NPOTEMHOB
B MeAMLIMHCKUX NepyaTKax U3 HaTypanbHOro natekca

9.1 BcooteeTtcTBUUM c ACTM [ 3578 coaepxaHue akcTparmpyemMblX aHTUreHHbIX NPOTENHOB B MeULIUH-
CKUX NepyaTKax n3 HatypanbHoro natekca onpegensitor no ACTM 1 6499.

9.2 PekomeHayemoe npeferibHoe cofepxaHue aHTUreHHbIX NPOTEUHOB B MeANLUHCKNX nepyaTkax u3
HaTypanbHoro naTekca coctasnsieT He 6onee 10 Mkr/am?2 no ACTM [ 6499.

9.2.1 JaHHoe 3HauyeHWe pekoMeHOyemoro npeferibHoro coaepXaHns aHTUreHHbIX NPOTEeUHOB COOT-
BeTCTBYyeT TpeboBaHMAM K pabounm xapakTepucTukam, ycTaHoBneHHbIM BACTM [1 3578, pazgen 7.

10 OueHka CTOMKOCTU K MPOHUKHOBEHUIO BUPYCOB

10.1 CTOMKOCTb MEQULIMHCKUX NepyaToK K NPOHUKHOBEHUIO BUPYCOB oLleHuBaoT no ACTM & 1671.

10.1.1 No ACTM ® 1671 onpeensoT CTONKOCTb MaTePUanoB NepvyaTok K NPOHNUKHOBEHNIO NepeHocu-
MbIX C KDOBbIO NaTOreHHbIX MUKPOOPraHN3MOB € UCMONb30BaHUEM CypporaTHOro MMKpoopraHM3mMa B yCnoBusx
HenpepbIBHOMO KOHTaKTa € XUAKOCTbIO.

10.1.1.1 OnpepgeneHne NPUrogHOCTU/HENPUIOQHOCTM UCCedyeMOro Matepuana ocHOBaHo Ha obHapy-
XEHUN NPOHUKHOBEHNS BUPYCOB.
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10.1.1.2 [JaHHbI MeToq UcnbiTaHWA Bbln crieumMansHo paspaboTaH Ans MoaenMpoBaHNs MPOHUKHOBE-
HWs NepEeHOCUMBIX C KPOBLIO BUpYcoB renaTtuta (B n C) U Bupyca ummyHogeduumTa YenoBeka, a Taloke Apyrux
noTeHUManbHO NaToreHHbIX XUAKOCTeN opraHnama.

10.1.2 NcnbiTaTenbHasi cuctemMa NO3BONSAET OLEHUTb He Lenyw nepyaTky, a npeactaBUTenNbHbIA
obpasel MaTepnana MeaAnLNHCKON NepyaTKu.

11 OueHKa XMMMUYECKOWN CTOMKOCTU

11.1 Haubonee yacTo gns onpegeneHns XMMUYECKON CTOMKOCTU MeQULMHCKAX MNepYaToOK UCNOb3YIoT
MeToA HenpepbIBHOTo koHTakTa no ACTM @ 739 u meToa npepblBUCTOro KoHTakta no ACTM @ 1383.

11.1.1 Metoaucnbitanusano ACTM ® 739

11.1.1.1 [JaHHblA MeTo MO3BOMSET MIMEPATL BpeMsl 0bHapyXeHus MpopbiBa, HOPMUPOBAHHOE BPeMs
oBHapyXeHWs1 MpopbiBa N NOCNedyoLWyo CKOPOCTb NMPOHUKHOBEHUSI NPW NapannenbHbIX UCbITaHUAX MaTe-
puana ansa oueHKN ero CTOMKOCTU K MPOHUKHOBEHWIO UCbITATENbHOMO XMMUYECKOro BeLLLeCTRa.

11.1.1.2 BACTM ® 739 ycTaHOBMEHO HECKOMNBLKO BUA0B UCNbITAHWUA, pasnMyaroLLUXCA Mo cpede ynasnu-
BaHusl, cucTeme obHapyxeHus, Temnepartype 1 4fiMTenNbHOCTU NCTIbITaHWS.

11.1.2 Metoaucnbitanusa no ACTM ® 1383

11.1.2.1 JaHHbI MeToA IBNAETCA pasHOBUAHOCTLIO MeToaa ucneltaHuin no ACTM & 739 nucnonbayet-
CA O4Ns U3aMepeHUsi BpeMeH 0GHapyKeHWsi MpopbIBa U CKOPOCTU NMPOHUKHOBEHUS Yepes 0bpasLibl maTepuarna B
YCIOBUSIX NPEPLIBUCTOrO KOHTaKTa UCNbITaTeNbHOMo BeLWecTBa ¢ Matepuanom obpasua.

11.1.2.2 MeTtogucnbitaHnsa no ACTM & 1383 npeaHasHaueH 4nsg MogenMpoBaHns Takoro Bo3genCcTBrs
XUMUYECKUX BELLEeCTB, MPU KOTOPOM XMMWYECKMIA KOHTaKT NPoUCXOoAWT MApW Nepucamnmveckmx nNOBTOPHBLIX
Gpbl3rax, 3aBUCALLMX OT TUMA 3a4aY, C KOTOPbIMU CTaNKMBaeTCA MeANLMHCKUN pabOTHUK.

12 OueHka CTOMKOCTU K NPOKOny

12.1 CTOMNKOCTb anNacTOMepHbIX MaTepnanos, UCMOMb3yeMblX AN U3roTOBMEHUs1 MeJULIMHCKUX nepya-
TOK, K npokony onpeaensitoT no ACTM & 1342.

12.1.1 OnpegensoT conpoTuBreHne obpasLua Mmatepuana npokony nyTem MamepeHus cunbl, Tpebye-
MO 451 TPOHUKHOBEHMWS AaT4unKa onpeaeneHHon dopmbl Yepes obpasel, maTepuana.

MpnmevaHune 3— Metog ncnbitaHnsa no ACTM @ 1342 He npegHasHaqeH ansa onpeaeneHnsi CTOMKOCTY K
NpoKoMam OT OCTPbIX NPeaMETOB, TAKUX KaK UMb,

13 OueHka gMarHoCTUYeCKUX Nnep4yaTok
Ansa cnyx6bl ckopon nomowm no HOTMA

13.1 Ctangapt HPIMA 1999 nossonsieT cepTudmUnpoBaTh AMarHOCTMYECKNE nepYaTkn Ha cooTBeT-
CTBWE YCTaHOBMEHHbIM Tpe6oBaHMAM kadecTBa 1 paboyim xapakTepucTUKam B HE3aBUCUMON OpraHn3aLMm no
cepTudurkauumn, coobpeHHon HOMA.

13.1.1 OpraH no cepTuduKaLm ycTaHaBNMBaeT cOOTBETCTBUE nzgenust Tpebosannsm HPTMA 1999 u
npedycmaTpuBaeT NPorpaMmbl MapKUpoBKU/perucTpaLnui/nporpaMmy nocnenyowmx MeponpusaTmn.

14 OueHka MegnUUHCKUX nepyatok no AHCU/AOA

14.1 AA Takke ycTaHaBnusaeT crneundukaumum Ha meguumMHckue nepyatkn: Cneundpukaums Ne 76,
Cneumndmkaymnsa Ne 102 n Cneumdpmkauma Ne 103.

15 BbliOOp MeAULIMHCKNX nepyaTok

15.1 OTcyTCTByI'OT YHUBepcalnbHble MeJUUNHCKUE MnepyaTkn, yaoBleTBopdarowmne TpeGOBaHI/IﬂM and
KaxKaoro Tuna rnpyuMmeHeHn4.

15.2 Bbl60p MeaANUMHCKAX nep4YaToK AOoJIKeH OblTb OCHOBAH Ha OLEHKE UMERLLNXCA TEXHUYEeCKUX
AaHHbIX, I/IHd)OpMaLI,I/II/I 0 KayecTBe, obllen KOH(bI/IpraLI,I/II/I MEeONUMNHCKUX NMepYaTok, a TakkKe OLeHKe rlpocbec-
CMOHalbHOTO pUCKa.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefileHUA 0 COOTBETCTBUU CCbINTOYHbIX CTaHgapToB HaLuMOHallbHbIM
N MeXrocygapcrtBeHHbIM CTaHOapTamMm

Ta6nwuuya JAA

O6o3HaveHne CreneHb 0O603HaYeHVe 1 HAUMEHOBAHWE COOTBETCTBYIOLLEIO HALMOHANBHOTO,
CCbINTOMHOrO CTaHaapTa COOTBETCTBUA MEXrocyaapCTBeHHOro ctaHagaprta
ASTM D 412 MOD [OCT P 54553—2011 «PesnHa w TepmonnacTuudHble 3nacTomepbl.
OnpegenexHue ynpyronpoYyHOCTHBIX CBOWCTB NPY PACTSXEHUN»
ASTM D 573 — *
ASTM D 3577 IDT FOCT P 57396—2017 «[lepuaTkn Xupypruyeckne pe3vHoOBbIE. TexHu-
Yeckne TpeboBaHus»
ASTM D 3578 IDT [OCT P 57397—2017 «[llepuaTkn MeguLMHCKME UarHoCTUYECKNE pesn-
HOBble. TexHu4Yeckne TpeboBaHus»
ASTM D 3767 — *
ASTM D 5151 IDT [OCT 33076—2014 «[llepuatkn meguumHckmne. MeTog onpegeneHus
repMeTUUYHOCTIY
ASTM D 5250 IDT [OCT P 57403—2017 «[llep4yaTkn MeanUMHCKME N3 NONMBUHMUNXIOpMAA.
TexHu4eckne TpeboBaHNs»
ASTM D 5712 — *
ASTM D 6124 IDT [OCT 33070—2014 «[llepuatkn meguumHckmne. MeTog onpegeneHus
OCTaTO4YHOro ONygpUBAIOLLIETNO BELLECTBAY
ASTM D 6319 IDT [OCT 32337—2013 «[lepyaTtkm MeaMUMHCKME ANArHOCTUYECKNE HWUT-
punbHble. TexHuyeckne TpeboBaHns»
ASTM D 6499 — *
ASTM D 6977 IDT [OCT 33074—2014 «[lepuaTkm MegULMHCKME OMarHOCTUYECKue nonu-
XIOponpeHoBble. TexHndeckne TpeboBaHms»
ASTM F 739 — *
ASTM F 1342 — *
ASTM F 1383 — *
ASTM F 1671 — *
Cneuundumkaums — *
ANSI/ADA Ne 76
Cneuundumkaums — *
ANSI/ADA Ne 102
Cneuundumkaums — *
ANSI/ADA Ne 103
1ISO 2859-1 IDT FOCT P UCO 2859-1—2007 «Cratuctunyeckue metoabl. Mpoueaypbl
BbIGOPOYHOIrO KOHTPOSS MO anbTepHaTUBHOMY Npu3Haky. Yactb 1. Mnanbl
BbIGOPOYHOrO KOHTPOIsl NOCeA0BaTENbHLIX NapTUA HA OCHOBE NPUeMITEMO-
ro YpOBHS Ka4ecTBay
ISO 2859-2 MOD FOCT P 50779.72—99 (MCO 2859-2:85) «CraTnctudeckne metodbl.
Mpoueaypbl BbIGOPOYHOrO KOHTPONS MO  arnbTepHATUBHOMY MPU3HAKY.
YacTtb 2. MnaHbl BLIGOPOYHOrO KOHTPONS OTAENbHLIX NapTUi Ha OCHOBE
npeaensHoro kavectsa LQ»
1ISO 2859-3 IDT FOCT P UCO 2859-3—2009 «Cratuctmnueckue metoabl. [Mpoueaypbl

BbIGOPOYHOIO KOHTPOIS MO anbTepHaTUBHOMY NpuaHaky. Yactb 3. KoHTporb
C MPOMNYCKOM NapTui»




OkonyaHue mabnuupi [JA. 1
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O6o3sHaveHue CreneHb 0O603HavYeHre Y HAMMEHOBAHWE COOTBETCTBYIOLLErO HALMOHAMBHOTO,
CCbINTOMHOIO cCTaHaapTa COOTBETCTBUA MEXrocyaapCTBeHHOro ctaHaaprta

1ISO 2859-4 IDT FOCT P UCO 2859-4—2006 «Cratuctmueckue metogsl. [Mpoueaypbl
BbIGOPOYHOIrO KOHTPOIS MO anbTepHaTUBHOMY npuaHaky. Yacte 4. OueHka
COOTBETCTBUS 3aABITEHHOMY YPOBHIO KQUecTBay

ISO 2859-5 IDT FOCT P UCO 2859-5—2009 «Cratuctmueckue metogsl. [Mpoueaypbl
BbIGOPOYHOIO KOHTPOISA MO anbTepHaTMBHOMY NpusHaky. YacTte 5. Cuctema
nocnegoBaTenbHbIX MNaHOB Ha ocHoBe AQL Ansa KOHTpOns nocneaoBaTenb-
HbIX NaPTUN»

1ISO 2859-10 IDT FOCT P NCO 2859-10—2008 «CraTtnctnyeckme metodsl. [Mpoueaypbl
BbIGOPOYHOIO KOHTPOIS MO anbTepHaTMBHOMY npuaHaky. Yacte 10. Beege-
Hue B cTangapTel cepumn TOCT P NCO 2859»

NFPA 1999 — *

* COOTBETCTBYIOLWUIA HALUMOHANBHbIN, MEXIoCyAapCTBEHHbIN cTaHgapT OTCyTCTBYeT. [1o ero npuHATHS: pekomMeHay-
€TCH UCNOoNb30BaTh NEPEBO, HA PYCCKUI A3bIK AaHHOro cTaHdapTa. [inst nonyveHus nepesoga criegyet obpawarbes B
TK 160 «[Mpoaykunsa HeTEXMMNYECKOrO KOMIMIEKcay.

MpwuMedaHun e — B HacToswel Tabnuue NCnonb3oBaHbl CNeayowme yCrnoBHble 0603Ha4YeHNsl CTENEHU COOT-

BETCTBUSl CTaHOAPTOB:
- IDT — naeHTU4YHbIE CTaHAAPTI;

- MOD — moancuumpoBaHHble cTaHAapThl.




rOCT P 57404—2017

YOK 615.479.47:006.354

KntoveBkle crioBa: MeguUMHCKuNe nep4yaTkn, pykoBoACTBO, OLeHKa Ka4eCTBa

OKC 83.140.01

Pepaxrop J1./. Haxumosa
TexHuueckun pepgaktop B.H. lpycakoea
Koppektop M./. lNepwuna
KomneloTepHas Bepctka M.A. HanelikuHol

CpaHo B Habop 03.03.2017. MoanucaHo B nevatb 06.03.2017. ®dopmar 60 x 84%.
Yen. ney. n. 1,40, Yu.-usn. n. 1,27. Tupax 28 k3. 3ak. 433.

lapHuTypa Apuan.

[MoaroToBneHo Ha OCHOBE 3NEKTPOHHOW BEpCUM, MPeaoCTaBNeHHON pa3paboTinkom cTaHgapTa

W3pgaHo u otnevataro 8o ®IYMN « CTAHOAPTUH®OPM», 123995 Mocksa, paHaTHbIN nep., 4.

www.gostinfo.ru info@gostinfo.ru



