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Mpepucnoeue

1 NOANOTOEBNEH $enepancHbid rocy0apcTBEHHBIM YHHRTADHBIM NReANpUATHENM «BoepocCHRCEMA
HAYYHO-WCCNEI0BATENLCHHA MECTATYT CTAHOARTUIALUWA MATEPWANOE ¥ TexXHoNorAs (DIYTT «BHKMK CMT»)
Ha OCHOBE CODCTREHHOrO NEPeBata Ha PYCCKEA A3EIK AHMNOAIBIYHOR BEDCHMA CTAMOANTS, YEAIAHHOMD BAYHKTE 4

2 BHECEH TexHW4eCcKHMM KECMHUTETOM No cTaHgapTHiauuy TK 160 «Mpogyiuna HedTexdmMudeckors
KOBMMEKCA»

i YTBEP¥OEH W BBEJEH B NENMCTBWE Mpukazom PegepansHorc areMTCTBa NO TEXHWHECKOMY
pETYNUPORARKE M MeToonarin oT 28 deepana 2017 r. Ne 80-c7

4 HacToAwWKACTaHIAPT MaeHTHYeH cTaraapTy ACTM 0 7103-06 {2013) « CTaHgapTHOE pyKOBOOCTED MO
OUEHEE MEOQHUMHCKHE nepuatoks (ASTM D 7103-06 (2013} «Standard guide for assessment of medical
glovess, IDT).

HaWseHoBasWe HACTOAWErD cTAHAAPTA WAIMEHEHD OTHOCHTENLHD HAWMEHOBIHWA YEA3AHHOMD CTaH-
Oapta ACTM gna npraageHdA B cooTeeTeTade ¢ TOCT P 1.5—2012 (nyHeT 3.5).

MpK NpUMEHEHKK HACTORALWETD CTAHJAPRTE PEEOMEHOVETCA WCNONBI0BATE EMECTY COBINOYHBIX CTaH-
AApToR COOTARETCTEYILME WM HAUWOGHANBHLIE W MEMMOCYIAPCTBEHHLIE CTAHOSPTE, CREOEHHA O KOTODBIX
NpHBSOEHE B JOMONHWTENEHOM NPANOHEHAW JA

& BBE[JEH EMNEFELIE

Mpasuna NoUMEHERER HacMafleso cmardapma yomaroenaks & cmames 26 PedepansHoso FaK0Ha
o 25 urona 2015 2. Ne 162-03 « O cmandapmuaauuy @ Poccuderol Pedepaduue. Mihopsauus ob UaMene-
MUAX K Hacmoqwery cmakdapmy nybnukyemcs & exeao0HoM (Mo cocmoamuio Ha 1 Aeapa mekpwesa 2oda)
LHPOpMALLOHHOM Frasamene « HayuoHank e cmandapmsis, a8 WPuLuanbksil MEKCm uasMene Ul u nonpa-
0K — 8 SXEMECAYHOM LRDODMaLUoHHOM YKkazamene «Hayuoranekee cmandapmeis. B ciyyas nepe-
CMoMmPa (JaMedbl] uaL amMedsl HacmoAwess cmandapma coomeememayowee peedomneque Sydem
anyinukosaHo & Bouwalier abiMycie EMeMECAYNI20 UHDCOMAUUCHRO2D YRIZEMans sHauuoHansHLg
cmaxdapmedy. COOMEEMeMayiowan ubgooMayus, yaedoMaaHue U MEKCMel DEIMELSIMCH IMake &
UHbopMaLUokHol CUcmeMe 0fWes0 NoNEI0EAaHUR — Ha oduyLiansnoM calime PedepansHoa0 azaxmeimasa
10 MEXHUHECKOM Y DRy NUDOaaRUK U MEMPONOSUY @ Cemu Mumeapiem (www.gost ru)

B CradgapTeHdopm, 2017

HacToAWwMA CTAaHOAPT HE MOMET BTk NOMNHOCTED MMM Y3CTHYHO BOCNDOWIBE0EH, TMDAMWDOEAH K pac-
NPoOCTREHEH B KAYECTES PULMANEHOMD H30aHKWA G243 paspelledna PeepansHors aradTcTaa N0 TeXHMYECKD-
Ky PEMYTIHPOBAEHHI0 M METRONOMM
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

NEPYATEW MEOWLWMHCKME

PyKoROACTED NO OUSHKE KaYecTBa

Medical gloves, Dualily assessment guide

Harta eeegesnA — 2018—01—01

1 OBnacTe NpUMEHEHHA

1.1 Hacroawsd cTangapT npeadasHaqed 4na WOeHTHDHEIWHK A NDMMEHeHnA Harbonee noaxogaungMx
cTangapTros ACTM KW BIAMMOCEA3aHH bIX CTAHOA PTOE BN 8 GUEHKH, pa3paboTkk cnedrdukanqi i Beibopa megn-
LWHCEWMX NepYaTor GnA nodgepHadda SeacnacHocTi M 0XpaH bl 300p0BER MEJHUWHCKOMD NepooHana, KOTopEIR
MOWET paboTaTe C BACNOrMYECKH M XMMAYECK ONacHbiMKY BRLISCTEIMA,

1.2 PykoBOOSWHWA OOEYMEHT WNA NDOTORON SUEHER HE MOMyT 0BeCNevYHTs BelBOp MEOHUMHCKHX Nep-as-
TOK, FApaHTHDYIOWME 33N TY MeQnuMHckoro paboTHrka. LIensio MeNbiTAHKA M OLSHEHA MEIWURHCERY NepyYaTol
ABMASTCA MOMYHEH RS JaHHbIX 06 WK paboYnx XapakTepUCTHEAR M KaYeCcTRE ANA Hagnesawef oueHEM W Bebopa
MEQUUMHCKKE Nep4aTor. Beibop MeddUMHCEME NEpYaTor OonweH SbiTe OCHOBaH HA OUBHKES WMELWEeACA
TEXHRSECKOR HHOpMAULKKA, HHDOPMALKA O KAYECTES W NPOHeCCHOHANEHOH OUBHKE DHCKa.

1.3 BHacToAwem cTaHjapTe He NPeSycaMoTRe R0 PACCMOTPEHHME BCEX BONPOCoR obecneYeHus Geaonac-
HOCTH, CBAIAHHEIX C Mo NpMMEHEHReM. MNoNeE308aTeNs HACTOALLETD CTAHOAPTa HECET OTEETCTEGHHOCTE 38
YETAHOBNEHKE COOTEGTCTRYHILLWA NEABKN NO TEXHHKE G830NACHOCTH M OXpaHe 300p0ELA, A TAkKe onpedenAeTt
LenecoodpasHocTe NPHMEHEHUR ISK0H0IATENEHEIX OTPAHHMYEHUA NEPRS B0 MCNONBIDBAHMEM.,

2 HopmaTHBEHLIE CCLINKK

B HACTOALEM CTAHOAPTE WCHONEI0BaHE HOPMETHEHbBIE COBINKA HA CNS0YHLLWE CTaMOaD T
2.1 CrampgapTe ACTMY

ASTM D 412, Standard test methods for vulcanized rubber and thermoplastic elastomers — Tension
[CTaHO0apTHRIE METOObL KCNEITAHWA ByNEAHWICEaHHLIX DEIMH W TEPMOANacTonnacTos. PacTasenna)

AZTM D 573, Standard test method for rubber — Deterioration in an air oven (CTaHZapTHEA METoD
HCNBITAHWA pE3dHE. CTAPEHWE B TEPMOCTATE C BO3OYXO0BMEHOM )

ASTH D 3577, Standard specification for rubber surgical gloves (CTadgapTHaA cneyrdWkau A Ha peaun-
HOBEIE XUDYDIHHECEHE NEPYaTEH)

ASTM D 3578, Standard specification for rubber examination gioves (CTasnaptyan cneywdivkauya Ha
FEIHHOBLE QHarHCCTHYSCKHE MEQYaTHH)

ASTM O 3767, Standard practice for rubber — Measurement of dimensions (CrasngapTHan npakTHea Ana
pPEINHE. HamepeHe pasMepos)

ASTM D 5151, Standard test method for detection of holes in medical gloves (CTadpapTHEIR MeTOg
obHapyEHHA OTESDCTHR B MeOQUUWHCEWMK NepYaTrax)

ASTR D 5250, Standard specification for poly(vinyl chlonde) gloves for medical application (CtasgapTHas
CNeuKgMEALHA Ha NEDYATHH W3 NONUBHHUIENOPMEA DA NEMMEHEHKS B METHLMHE)

P e roMHM T CoBINKN HA cTAMAApTE ACTM MoMHD HE canTe ACTM, www S5tm . org Unn B cnysfe Nogoepskn KNueH-
ToE ACTM: serviced@astm_org. B wHpopMaUMoHHOM ToMe exeroqHoro chopsrea cTaHgapTos (Annual Book of ASTHM
Srandards ) cnedyeT oipAWETLEA K CBOAKS CTRHASPTOR XerogHore cOopHWEA CTAHOAPTOR HAE CTREHMYE CAATA.

MamaHue SPHUHANBHOR
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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 (CTadgapTHeE MaTog oNpegeneHya SKCTRArMpy essy Bo00W NpoTe-
MHOB B HATYDANEHOM KSYUYKE M WA0EMHAY U3 HEMD ¢ NoMOoLWE 0 oMby MpoaadHorg Metona Moypu)

ASTM D 6124, Standard test method for residual powder on medical gloves (CrasgapTHeA MeTon
ONQEdensHis OCTaTOYHOMD ONyapHBALWEMND BEWECTES HA MEGHLWHCKWK NepYaTkax)

ASTMD 6319, Standard specification for nitrile examination gloves for medical application (CTaknaptHan
CReUPHUEaLMa Ha HUTDHMEHEE QUATHOCTHYECKWE NepYaTEN ONA NPHMEHEHKA B MeauunHea |

ASTM D 6499, Standard test method for the immunological measurement of antigenic protein in natural
rubber and its products (CTaHOapTHeIR METOD WMMYHONOTMYBCHOND ONPEOENEHUA AHTATEHHEX NPOTEMHOE B
HATYDANEHOM K2yHyRE M M0 HMAX M3 Hero)

ASTM D 6977, Standard specification for polychloroprene axamination gloves for medical application
(CTaMgapTHaA cneuudHKaumMa Ha NonuxXNoponpeHoBsE JHarHOCTHYECKHME NEpUYaTM Ang NpUMEHeHHa o
MEOHLMHE)

ASTM F 739, Standard test method for permeation of liguids and gases through protective clothing
materialz under conditions of continuous contact {CTaHIARTHEIA METOD MCNBTAHKMA HA NPOHWUEHOBEHME M-
KOCTEA M raI0n Yaped MaTeprans 3aWnTHOA 00eH 4R B YENOBWAX NOCTOAHHOM KOHTAKTAE)

ASTMF 1342 Standard testmethod for protective clothing maternal resistance to puncture (CTanaaprHbiA
METOO ONpeneneHus CTORKDCTI MATERUANE 38 WWTHOA a0k K Npakony)

ASTM F 1383, Standard test method for permeation of liguids and gases through protective clothing
materialz under conditions of intermittent contact (CTaHgapTHEA METSO WCNEITAHKA HE NROHMEHOBEHWE
HMAKOCTEA W FAZ0B 42PEel MATEDHANL 23U THON QEeNdEl B YCNORMAX NPEPEIBACTORD KOMTAKTA)

ASTM F 1671, Standard test method for resistance of materials used in protective clothing to penetration
by blood-bome pathogens using Phi-X174 bacteriophage penefration as a test system (CTangapTHeR METOO
ONgeaenesis CTOREDCTH MATEPHUANDE, KCNONLAVEMEY B I3WWTHON COEKOE, K NPOHWKHOBEHKIO NEDEHOCHMEIK
C EDOBRIC NaTOME 0B C MCNONEI0BAHHEM NPOHAKHOREHHA CakTepuodara Phi-X174 B ka4ecTee MCNHTaTENsHoA
CHCTEME)

2.2 CTanpapTel AMEDHEAHCKOrS HAUMOHANBHOID WHCTHTYTA CcTaWaapToB/AMepHKaHCKOW
CTOMATONOrMYECKOW accoumaywm (ANSITADA)

Acceptance program guidelines. Infection control products (PykoBoOcTaa No NPOrpamMmMam NpAeiakiA,
WHOD e MO HHEA KO TR0 NPOOYELRK)

Specification No. 76, Non-stenle natural rubber latex gloves for dentistry (Cneuwdmkauna Mg 76,
HecTepHNbHBIE NEPYATEW M3 HaTYPanbHOro NaTesca ONA CTOMaTONOmM )

specification Mo, 102, Non-sterile nitrile gloves for dentistry (Cneurdukadysa MNe 102, HecTepHnbHblE
HATPHMNEHBIE NERYATEM ANA CTOMaTONOMH )

Specification Mo, 103, Mon-sterile poly{vinyl chioride ) gloves for dentistry {Cnegudurkayma Me 103, Hecte-
PHMEHEIE NEpHATHA K3 NONMBMHANXNORXOA A0S CTOMATONOMNAH )

2.3 CravpgapTel MexayHapoaHoHd opraHWiauMey No cradigapTrsaums (1502

50 2855 (all parts), Sampling procedures and tables forinzpection by attributes (MNpousaypel @ TAENWMU B
BEIGOPOSHOTD KOHTRPOMNA N0 KAYSCTBEHH bIM NDHIHAKaM )

24 Crangapt HauWoHANLHOR ACCOUMALMA NOMAPHOM 33WNTEI (NFPA)

MFPA 1929 Standard on protective clothing for emergency medical cperations (CTadgapT Ha aalwuTHy
OOeOY ANS MEQHUWHCKMX ONeDaumri B cnybe CRopor NomMowA)

3 TepmuHBLI W onpegeneH1n

3.1 B HacTofuwem cTaHgapTe NprMeHeHs cnedyiolue TepMuHel ¢ CODTRETCTRYIOWMMK OnpaneEne-
HHAAMM!

3.1.1 meguuMHcKHe nepuaTtiu (medical gloves): XWpypridyeckHe [OMepalioHHeEe) NepYaTeEd W nep-
YATKM ANA GCMOTRA DBONBHOTND, WCNOMNEIYEeMBIE B MEJUUMHCKKE uenax. Meguunucke nepuated ARNAKTCA
R DML HCEMMIA M3TENHAMA.

% BocTynHsl B AMEQHEBHCKOM HaUWOHANEHOM RHCTUTYTE CTangapToa (AN S]), 25 Wesat 43rd 5t 4th Floor, Mew York,
MY 10036,

A AocTyiHel B HAUWOHENBHOA ACCOLMAUEH NOMEPHOR 3awWTs [(NFPA), 1 Batterymarch Park, Cuincy,
MAG2EES-9101.
2
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3.1.2 nep4aTtK M3 HaTypaneHoro natekca (NRL) [natural rubber latex {MEL) gloves]: MNMepyatew, waro-
TOBNEHHEIE W3 HATYDANEHITD NaTEKCE.

3.1.23 nepyaTEM W3 CHHTeTHYECKOro nnacTika (synthetic plastic gloves): MepYaTes, HAar0TOBNEHHBE
W3 CHHTETHWYECKOMD NTACTHEE, HANPHMED NOAWEXHUNXTODWMGE.

3.1.3.1 NMoacHeHHe — HaWMeHoBAHKE NNACTHYECKOTD MATEDHWANS QOMTEHD GBITE YES3AHO HA YNAKOBKE .

3.1.4 nepYaTteEM M3 CHHTETHYeCKOrD Kayvyka (synthetic rubber gloves): Nep4atel, HAroTOBMEHHbIE K3
CHHTETHYECKOND Kayuyka, HanpyaMen, 1) NonuxnoponpeHoBors KkayyYyka § 2) akpydnoHuTprn-0yTagneHcaoro
[HHTPMMBEHONS | KayYyka.

3.1.4.1 NoacHeHHe — HAWMEHOBAHKE CHHTETHYECKOMD KAYYYKA OOMKH0 GblTh YEAIAH0 HA YNAK0BKE.

4 HazHa4veHWe W NpUMeHeHHWe

4 1 MprougHke W BESODE MEJHLMHCKEE TEDHATOK MOKHD KCNONBICEATE CTAHSADTH, HAXOJAWMECA NGO
wpdcadkyed koMuTeTa ACTM D11 40 8 gpyrvx TEXHHYBCKHE KOMUTETOR. MO OTASNLHOCTH MMM B COCTABE KOM-
MASKCHOTD NPOTOKoNA,

4 2 HMononeaoeadke cTAHOADTOR ARNAETCA CREOCTROM, CNOMOL L KOTOROMS MHPOPMAaU KA MOMET DeiTe
ANPOLUeHa, NONYYEHa ¥ 3apericTRPUPOBaHA COMMAacoBaMHBIM, CONOCTABMMEIM OBDas0M.

4 3 Mpeonaracibie MeToOE OUEHEH B METO0E KCNETAHAR RBNAKTCA PEKDMEHTYEMBI M.

4 4 NnaB03sokH0CTA CRABHEHNA DE3YNETATOR MCTBTaHAA MEJMLMHCKHME NEQYaToR MCNETAHWA Npos0-
SAT NPH CTAHAAPTH LI YCIOBHAK.

4.5 Ytobel NONYY4dTE MEQWUMHCKHE NEDHATEH © ONTHMANBHBEIMKE PA0BOYMMH  XapaKTEDHCTHEAMA,
HHPODMALWA O KEAYECTES MEQHUWHCKMX NEPYATOR SOMEHA GhiTh 00BEAMHEHA C NPOPECCHOHANBHOA OLUEHKOR
M SETENE NOHKMAHWEM 0DNACTH NPHMEHEHA.

4.6 MegWUdHCKHE NepYaTr OnA cnymbsl CKODOR NOMOWK MORHO OUEHWBATE W CEPTHRMUKMpOEATE Ha
cooTReTcTEME Tpebomaduam HEMA 1992 [Jawsas nporpamma cepTUgMEALHMK HOCHT O0BpOBONEHER
XapakTep.

5 OueHKa KadecTea

5.1 MuHrmaneHsle TReBoBAHMA K KaBYeCTREY MEJWUMHCKWE NepYatol yoTaqosneds ACTM 0O 3577,
ACTMO 3578, ACTM 0 5250, ACTM 0 6319w ACTM B 6977

5.2 CradgapTel Ha MEIWUHHCERE NEPYATHIA, NEREHWCNaHHBE 8 5.1, TaKKSE yCTaHaBNWMaaoT TpebosaHka
KXADAKTEDHCTHERM MATEDWANA NepYaTor.

5.3 KamObid M3 CTAHOADTOR Ha MESHUWHCKWE NEQHATEH, Nepedrcned sy B 5.1, CONepsHT Cneayiume
MUHMMaNLHBIE TREBOBAHKA K KaYECTEY C YCTAHOBMNEHHEIM YRORHEM KOMTDONA W NPEaencm NpHesnemoro
kavecTea AOL no MCO 2858,

5.3.1 NepMeTHYHOCTE

5.3.1.1 NepMETUYHOCTE MEJWUKHCKME NeEpYaTor onpeaenAinT mo ACTM [ 5151.

5.3.1.2 TpK OUEHKE FTepMETHIHOCTH MEJWUWHCKMY NEpYaToR HECDXOAKMO KCNOMNBLITEATE YCTAHOBMEH-
HELA B ®2MO0M M3 CTAMOAPTOR HA MEOMUMHCKHE NEQYATEM, NEPeYMcieHes B 5.1, npuBegeHHbld YDOREHE
KOHTRONA W COOTEETCTRYERC LA ACIHL.

5.3.2 Paamepbi

5.3.2.1 Paamepsl pRIMHOBEX HINSNWA ANA DUINESCKEE MCNBITaHMA onpagensioT no ACTM [ 3767

5.3.22 B CcTavdapTax Ha MEeWUHHCKHE NepYaTEd, NEpedicigHHbX B 5.1, yCTaHoBmeH:l TpeboBaHna K
WHPHMHE NAg0HK, OMAHE U TONWUHE NepYaTok B 3a8MCcUMocTi 0T MaTepuana.

5.3.3 PravdyecKHe CEOACTEA

DCHOBHEMH DHIMYSCKHMK CRORCTEAMM MEOHUHHCKHX NERYaTOR ABNKINTCA NDCYHOCTE NPA DACTANE KK
W OTHOCHTENEHOR YOANMHEHKE NDW DAIPLIBE.

I praMBEYMBHARS 1— I-iﬂl-'l HCNRTEHAAY MEBQUUMHTKWNE NepHyaTndk Wi HATYRENeH OFD Narekth TakHe onpeasnRoT
HATPAHEH HE NoH 500 Ye-HOM YONHHEHW W OO YCROQERHOND CTEpEHEAR.

5.3.3.1 Hanpamxeuue npu 500 %-HoM yonuHesuw onpegenaTno ACTM D 412,

5.3.3.2 DWaHYECKHE CEBONCTEA MEOWLWHCKWY NepYaToOR CNpeenfioT 40 W NOCne YyCROPEHHOM CTADEHKA.
5.3.3.3 WMoneiTaska 0o yeEopeHHorno cTapeHks npoesgatno ACTM O 412,

2.3.24 WoneTauka Nocne yoEOpeHHOro cTapeHHa nposcgAT no ACTM O 573,
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B GI.[,EHHH KONWYeCTEd OCTATOYHONO onNyapHMeallero sewecTea
Ha HeonyOpPEeHHbLIX MeaWUMHCKMA nep4yaTeax

6.1 KonwdecTeo OCTaTONHGTO ONYIPHEIINWErD BELSCTED HA HEONYZPEHHBIX MEOHUKHCEHR NepHaTEax
onpegenaT no ACTM 08124,

6.2 PeroMeHIyeMoe NPeLensHIe IHaYeHHWE Macckl OCTATOYHOND ONYOPWBAIOWEr: BeWEcTEa Ha
HEoMygpeHHB Y METWUHHCKHE NEPYaTHaX COCTABNAET HE SONes 2 Mr Ha OOHY Nep4YaTry.

7 OueHka KonW4ecTBa ONYOAPWEBEANOLWEro BelecTBa Ha ONyapPeHHbIX
MEQWLMHCKWIA NepYaTKax

71 KonudecTeo onyOpWaSOLEnt BELECTRA Ha oNy,dpeH Hslk MEeOHUHHCKWY NEPHATHAX ONpedenaAnT No
ACTM 06124,

7.2 PepoMeHOyeMos NpeiensHoe IHauaHMe MACCk ONyOpWMEaI0Waers BeecTBa Ha ONyApeHHEIX JMar-
HOCTHYECKWX NEpYaTRax cocTaanqAaT e Bones 10 mriom=,

7.2.1 B kadYecTBe SOMHWULEL HIMEDEHHWA NNOoWany NOBERXHOCTH NEepYaTEN WMCNoNB3IYVIoT KEAOPATHGLIA
OELHMETP.

7.3 PokOoMeHOyeoe NPeLenbHoe IHaYaHME MACCe! 0Ny APUBIEDLLETND BRILECTRA Ha 0Ny OPeHHbIX XHpYD-
rAHECKWX NepYaThax cocTaanseT e Bonee 15 mrigms.

7.3.1 B kaqecTee SOMHNLEl HIMEDEHHAA NNOWaOA NOBERXHOCTH NEQYaTEN WCNONB3IYVIOT KEAADATHSLIA
OEUHMMETD.

8 OueHka coOepmaHMA IKCTPArMpyeMbiX NPOTEMHOB
B MEOWLMHCKMX NEepYaTKaX M3 HaTypanbHOro narekca

8.1 B cooteercTemd c ACTM [ 3578 copepHarHe IKCTparmpyeMex Bogod NpoTEHHDE B MESWUMHCKHX
MepYaThax W3 HaTypansHoOTo NaTekca onpegenawnT no ACTM O 5712,

Npumesasn e 2 — B cooTeeTeTedn ¢ Tpelosadxamy FOA MCNaiTasMe o ACTM O 5712 nposogAT B NOOTES -
Aesue NpeanpofaxHore yeenoMnedna 510k)

8.2 PoroMeHIyeMoe NPedensHos cOfepkaHye IKCTPardpyemMolx BoOoK NPOTEHHOE B MEgWULWHCKKK
MNEPHATEAX W3 HATYPaNLHOro NaTekca cocTaenAeT e Sonee 200 Mir/gsa?.

8.2.1 Oavkoe aHaqveHne pexomMeHdyemorD NnpegenEHoro cogepEa s IKCTparkpyenbl X BEoOOR NpoTeH-
HOB COOTRETCTBYET TpeboBaHHaM K pabounM XapakTepUCTHEEM, yCTaHoBNEHHIM B ACTM [} 3575, paagen 7.

8.3 FDA TpebyeT yEaIRBaTE Ha ITHKETHKE COOEDMAHME IKCTPATMPYEMEEX BOOOH NPOTEMHOR, Camos
HWakoe gonyckasmoe FOW cogepwaHde IKCTRarvpyesMbix BOOOH NPOTEWHOB, YRAILIBASMOS H3 ITUKETHE,
COCTABNART 50 MEFOME NepYaToK.

9 QHEHEH Copep¥aHWMA aHTUNeHHBIX NPOTEMHOB
E MEOAWUHWHCKMX NEepYaTKaX U3 HAaTYpPanbBHOMS narexkca

9.1 BeoooteeTcTBHM ¢ ACTM [0 3578 conepsanie JKCTParvpyeMblx aHTHIEHHBIX NPOTEMHOE B MEOMUMH-
CHHX NepYaTteax Wa kaTypaneHord Natekca onpegenfioT no ACTM [ 6455,

8.2 PewoMeHOyeMoe NPEOEeNbHOR COOEDMAHNE aHTHIEHHEL NDOTEMHOR B MEOWLMHCKWNE NEpHaTEax 1l
HATYDANLHOTS Natekca cocTapnAeT He Gonee 10 mer’om® no ACTM [ 6455

9.2.1 Dadnuoe sHaYeHHE PEKOMEHOYEMOID NEPEIenuHOrs COOSpMaHHA aHTHIEHHLIX NPOTEKHOE CooT-
BETCTEYET TReDoBaHWAM K pabo4HM X3pakTepHCTHESM, YCTaROBNEHHBIM B ACTM [ 3578, paagen 7.

10 OueHKa CTOMKOCTH K NPOHWKHOBEHWHD BUPYCOB

10.1 CTOMKOCTE MEOKUMHCKMX NEPYATOK K NDOHWMKHCBEHKKD BRPYCOB cueHKkBakoT no ACTM & 1671,

10,91 Mo ACTM @ 1671 onpeaenawT CTORKOCTE MATERHAN0E NEPYaToR K NPOHKKHOBEHKIO NEDEHOCH=
ML © KPOBLKD NaTOMEHHBE MUKDOOPraHKMAMOE ©HCNONEI0EAHWEM CYDPOraTHOMD MUEPOOPraHHaMa B yCNoBWAK
HENPEDLIBHOrD KOHTAKTA C #HOROCTER.

10.1.1.1 OnpegengHite NpAroaHICTA HENDHUIOOHOCTH MCCNEAYEMOors MaTepyana OCHOBaHD Ha oGHapy-
HEHAA NPOHWEHOBEHWA BRDYCOE.

4
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10.1.1.2 JaHHeH METOE HeNeTaHHE Bl cnegransHo paspatoTad ONA MOOendpoBaHds NPOHKBEHOBE-
HIHA NERPEHOCHMEBIK C EDOBRI0 BUPYCOR renatita (B u C) 1 anpyca MMMyHoOedMUMTA YeNoBEKa, 2 TAKWe Opyriy
MOTEHLWANEHO NATOMEHHEX #MOKOCTER ODradnama.

10.1.2 MoneTaTeneHas cHCTeMa MOoIBoNAET OUBHMTE HE Uenyio Nep4artsy, a NpeacTaBuTenbHBIA
ohpasel MaTepHana MegUULKHCKOR NERYAaTHIA.

11 OueHKa XMMHYLCKONW CTORKOCTH

11.1 HawGonee 4acto AN onpegeneHta XMMUSEcKoN CTORKOCTH MEdHURHCEAX NERYaToR HCNoONB3YIOT
METOA HENPEPEBHOMS KOHTaKTa No ACTM O 730 ¥ MeToa NpepeIBMCTORS KoHTakTa no ACTM & 13583,

11.1.1 Meroaucneiranuwa no ACTM & 739

11.1.1.1 JanHpii MeToq No3sonaeT HaMepaTe BpeMA ohHapyse A NPopLHBa, HODMAPOBAHHOE BREMA
oOHApYHEHHA NDOPRBA W NOCNSOYOWYI CRHOPOCTE NOOHUEHOBEHMA NPW NapannensHax HCNETAHKMAY MaTE-
pUaNE O0NA CUEHKM 20 CTOMKOCTH K NPOHMEHOBEHMIO MCNBITATENEHOMD XMMWSECHOr0 BeLLECTEA.

11.1.1.2 BACTM & T30 ycTaHOBNEHD HECKONEKD BHASE MCNEITARKA, pPAINHHaKWKWLECA NO CPeae yNaanu-
BAHWA, CUCTEME ODHADYHEHWA, TEMNEPDATYDE W ANATENBHOCTH HCTLITAHWA .

11.1.2 MeTogdcnbiTadua no ACTM & 1383

11.1.2.1 JdavHbii MeTog SENASTCH PasHOBMOQHOCTRK METOOE MCNkITaHKuA o ACTM @ 738 4 McnonwayaT-
CAONA MAMEDEHUA BEPEMEHK 00HADYHEHWA NPOPEIEA M CEOPOCTA NDOHKKHOBEHKA Yepel 05 paius MaTeprana g
YCAOBMAX NPEPLIBUCTONO KOHTAKT A MCNKTATENLHOTD BELECTEA C MaTepranoM obpaala.

11.1.2.2 MeTtogvenbitanka no ACTM < 1383 npedgHaidadyend ANA MOOENHPOBAHKA TAKOND B3NS RCTRMA
KHMHAYECKWY BELECTE, NPW KOTOROM XAMHYECKWA KOMTAKT NPOMCXCOWMT NP Nepuogu4eckis NoBTOPHLIX
BpwIarax, 3aBUCRLLNMX OT THME 330a4, C K0TODEMK CTANKMEISTCA MEOMUWHCENA paboTHME.

12 OueHka CTOMKOCTHW K NpoKony

12,1 CTo#KOCTE 3NAcTOMEPHLIX MATEDHANCE, KCMONLIYEMEIX ANA HITOTIENEHHA MEJWUHAHCKAX NepYa-
TOK, K Npokony onpegenaoT no ACTM 1342,

12.1.1 OnpegensioT conpoTdaneque obpazla maTeprana npoxkony MyTeM WAMEDeHMA e, Tpebye-
MOH ANA NPOHUEHOBEHWA JaTHHEA CNpefena o opMel vepaa obpaley maTepdana.

M pHMEeaYyaH#e 33— MeTOD HCAETEHWA MO ACTM 4 1342 He npeaHASHEYSH ANA ONpedensH#Ea CTORKOCTH K
APOKONAM OT OCTRRE NpedMaTIE. TEBKRE KBL HMMb!

13 OueHka AMArHOCTHYECKWX NEPYaToK
ana cnyxbsl ckopoi nomoww no HOMA

13.1 Cranwpapt HEMNA 1999 nosponset CepTUOMUMPOBATE JHATHOCTHYECKHE NEQYATEM HA COOTBET-
CTEHE YCTAHORMNEHHEM TREB0BAHWAM Ka4ecTea i paboYrM XapakTepucTHEAM B HEIABWCHMOA ORraMHIaLUKMK no
CEpTHEHEAUWH, oaobperHon HPTTA.

13.1.1 Oprad no cepTrdUEaund yoTaHaenNveaeT COOTEETCTEHE M3genys TpeboearrAam HEMA 1999 1
MpEAYCMaTRHBAET NDOrPaMbl MaPKHDoOEER PEFKCTRAUMK NDOrDAMMY NOCNEaYI0WIHE BMEDONPHATHIA.

14 Ouexka meguuMHCKMX nep4aTok no AHCHW/ADA

14.1 AQDA Tawse yCTaHaBNWEAET CNEUNEHEILKMKY Ha MEQWUUHMKCKHE NepYaTiin:. Cneyndueausa No 76,
Creuwadmkanaa Me 102 1 Cnewndiskansa Ne 103,

15 Boibop MegULMHCKMX NepYaTok

15.1 OTCYTCTEYIOT YHHBEPCANEHEE MEIHLWHCKME NEHaTHK, YROENeTEODAOWWEe TpeboBaHKuAM 1A
KEWO0MD THRE NDMMEHEHAA.

15.2 Bubop MegMuWHCKWX NepuyaTor SomeeH BeiTe OCHOBAH HA OUSHES HMEBNLWMXCA TEXHHWYECEMX
OaHHER, AHROpMaLKE O kadecTee, obwed KoHpWrypaLKy MedHUHHCEHE EpYaTOK, 3 TakKe oueHKe npodec-
CADHANEBHOND PHCKA.
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NMpunoxedne OA
(cMpaBoYHo®E)

CoeneHua O COOTRETCTEMM CCLINOUYHEBIX CTAHOAPTOR HALWOHAN L HEIM
M MERIOCYAAPCTEEHHLIM CTAHAAPTAM

latnweoua A1

OfasHausHEE

SCRI FMIOYWHOMR: TTaHOE BT

CranaHe

COOTEETCTEAS

DBoAIHEYSHAR § HAHMEHOBIHAR COOTEETCTAYKLL &S HAENMOKANEHIND,
MEHMICYdAQCTREHHONDS CTANAA0TA

ASTM D 412 (SLaTe MOCT P S4553—2011 oFe3dda A TEPMONMACTHMHES SNACTOME[E.
dnpegened ie yNEYIoNnoo HOCTH BE CEQACTE NDH DACTAMEHM R
ASTM D 573 — .
ASTM O 3577 10T FOCT P ST386—2017 ollep4aTEY SMpypravecide peasHoBsie. TexHn-
dzckwe TpeGopaHwa =
ASTM D 3578 10T FOCT P SF397—2017F aMepuated MeIHyWHCENE AHArHOCTUYRCKHE BREH-
HoBsie. Texsdwecdkie TReOoEasUA s
ASTM D 3767 — b
ASTM D 5151 BT FOST 33076—2014 «Mepuatan MesdusHCEde. MeTog onpegeneHUa
TEOMETHHHGCTHD
ASTM O 5250 10T FOCT P &FA0E—2017 aMepuathid MEQHUMHCEME W3 NONWEBRHANXNOpHOE.
TexH@uackie TpaloBaHEA
ASTM D &M2 = =
ASTM D BE124 1o FOCT 33070—2074 slepuaTtad MegdusHcdre. MeTol ongefensHuda
GCTATOMHOFD CNYJPHESHILET0 BELSCTEA Y
ASTM O 6310 oT FOCT 32337 —2013 allepyaTed MESWURHCHWE AWMSTHOCTHYECRHE HUT-
pHnbake. TexHuveskie TpeboBaHEA
ASTM D 5498 — "
ASTM D BOTT dn)| FOCT 33074—2014 aMepyaTid MelHUHHCCHE OMArHCCTUSECKUE Nonu-
AmoponpeHoB e, TexHuecane ToeBoEa HURY
ASTM F T34 - "
ASTM F 1342 —_ "
ASTM F 1383 == =
ASTM F 16811 - 1
CneyrdiEaunn —_ *
ANSUADA Mo TE
CneysduEaumn - -
ANSHADA Mo 102
CneysduEaudn —_ ¥
ANSUADA Mo 103
150 285591 10T FMaCT P MCO 2859-1—Z2007 «=CratvcTryeckss MeTogsl. MNpouegype
BeifopoqHOrD KOHTPONA NG ANETEpHATUBHOMY npwasary. HYecte 1. Nadw
BeIfOpoUHOND KOHTPONA NOCNEL0aETANEHB NEPTHR HE OCHOBE NPHE MNEMO-
r0 ypOBHA KEYECTESS
150 2a59-2 (SLaTnd FOCT P SO0FFO.72—590 (MCO Z859-2:85) «CTAaTECTHHSCKHE METOOH.
Mpoyeaypsl BeBopoMHOD EOHTDONS NG BNETEDHETHEHOMY NR@IHAKY.
Yaete 2. Mnade ERBODOYMHOND KOHTRONA OTAENEHEX REDTEA HA CCHOBR
npegensLHoro KeHecTea Ls
150 2H59-3 10T FOCT P MCO 2859-3—2009 «CratvcThyeckds Metods. MNpouegype

BsfoposHaro KOHTEONA N0 ANsTERHATHEHOMY NpRaaky. YacTe 3. KosaTpons
C NPONYCKOM NapTHAs
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OBoiaHayanda Crenann DH0IHAYE LS N HAMMEHOSRHRKE CODTOETCTEYHIW ST HAUHOHITaHDIo
CCRUIMIMHDTIO CTAHOQEETA COITHETCTEHR MEETDCYOAPCTASHHEDIO CTAROAPTE

150 28504 0T rocT F MCOD 2858-4—2006 «CTaTdcTiuYackie mMeTodw. (Mpoyeaype
ERBOPOMHOND KOHTRONA NO ANETERHATHEHOMY NPWIHEKY, YacTe 4. OusHes
COOTRETCTENA 3AREMNEHHOMY YPOEHID KEYECTEAN

150 28540-5 1071 FoCT P MCD 2850-5—2000 «CTaTUCTUYECKiE sMeTodw. Mpoyedype
ERGOPOMHENS KOHTRONA MO ANETEPHETHEHOMY NpAzHEKY. YacTe 5 CucTema
nOCNednsETeNLHEY NNAHOE HA acHoBS AL ANA KOHTRONA NoCRenoBATEMkE-
Hbix NAETHAS

150 2850-10 107 FoOCT P WMCD 2359-10—2008 oCTaTHCTAYECRWE MeTofw. Mpoyedype!
B BOQOYMHEND EOMTPONA 0 BNsTEPHETHEHOMY NpUasasy. YacTe 10, Beage-
HWE B CTEHAEPT: ceped FTOCT P WCD 2659

MFEA 1099 — '

BETCTEMA CTAHOARTOE:

- IBT — WESHTHY HBIS CTAHOAPT R
- MOD — MoguPHURPOBAHERE CTAHIAPTH.

* CooT8RTCTEY W AR HALWOHANEHEDN, MERIOCY JEPCTESHHER CTARABPT OTCYToTayeT. o ero NPEHATHA pPELOMEHTY-
aToR MCNoNE30BEETe NERER0S B8 PYCCKMA RIKK O8HHOMC cTaHgapTa. na nonyyeHUA Nnepeenga cnegyer obpawaTeca &
TE 160 sMpooykyuR HEQTEXEMHSECHOTD ROMMINEKCE .

M pPAMESNAEHHNBE— B HacToAwed Tabniye HCNONE30AEHE CRedyrne YyonoBEHEES oEQ3IHAYEHRA CTENEHA COOT-
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