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gloves», IDT).

HanmeHoBaHve HacTosLLero craHjapTa U3MeHEeHO OTHOCUTE/IbHO HauMeHOBaHUA YKa3aHHOro CTaH-
papta ACTM gnsa npuBegeHns B cootseTcTBue ¢ FTOCT P 1.5—2012 (nyHkT 3.5).

Mpy NpUMeHeHUN HacTosLero cTaHgapTa pekoMeHAyeTCss UCNo/b30BaTb BMECTO CCbISIOYHbIX CTaH-
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5 BBEJEH BIEPBbIE
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0T 29 nioHa 2015 1. Ne 162-93 «O cTaHgapTusauum B Poccuiickoin ®egepaunn». NHchopmauus 06 nameHe-
HUSAX K HACTosWEeMy CTaHfap Ty Ny6anKyeTCs B eXXerogHom (Mo COCTOSHUIO Ha 19HBaps TeKyLero roga)
MHopMaLMOHHOM yKasaTene «HaunoHanbHble CTaHAapThi», a 0puLmanbHbIi NIOKCT N3MEHeHnh nnonpa-
BOK— B €XeMeCA4YHOM WH(hopMaunoHHOM yKasaTene «HauuoHanbHble cTaHfapTbi». B cnyuyaB nepe-
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cTaHfapTbi». CooTBeTCTBylWana UHpopMaLmsa, yBeLOMEHNE N TEKCTbl pasmelanTCca Takke B
MHGOPMaLMOHHON cMcTemMe o6Lero nonb3oBaHa — Ha ouumanbHoOM cai Te defepanbHOro areHTcTBa
No TEeXHNYECKOMY pPeryiMpoBaHu1Io U MeTPonorum B ceTmn MHTepHeT (wmv.gost.ru)
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

NEPYATKN MEANLINHCKWME
PykoBOoACTBO NO OLEHKe KayecTea

Medical gloves. Quality assessment guide

fata eBegenns — 2018—01—01

1 O6nacTb NPMMEHeHUs

11 HacToswmin ctaHAapT NnpegHasHavyeH AN naeHTudukaLum v npuMeHeHns Hambonee NOAXOAALLNX
cTaHfapToBACTMuB3auMOCBsi3aHHbIXCTaHAAPTOBANAOLEHKN. pa3paboTkucneudrkaliinesibopa megm-
LIMHCKMNX NepyaTok 415 nogfepxaHna 6e30nacHOCTM 1 OXpaHbl 340POBbA MEAVLMHCKOrO NepcoHana, Kotopblii
MOXeT paboTaTb C 6UONOTMYECKN N XUMUYECKN ONACHbIMW BeLLLeCcTBaMu.

1.2 PykoBOAALLMIA OKYMEHT UK NPOTOKO/ OLEHKN He MOryT o6ecneunTb BbIGOp MeANLMHCKUX nepya-
TOK. rapaHTUPYOLLMX 3aUTy MeAULIMHCKOTo paboTHMKa. Lienbio ncnbiTaHnin n oLeHKn MeAULIMHCKUX NepyaTok
ABNSAETCS NONyYyeHne AaHHbIX06 NX paboumnx xapakTepucTukax vkayecTse A Hagnexallei oLeHKk/ 1 Bbibopa
MeANLMHCKMX nepyaTok. Bbi6op MeAMLUMHCKUX NnepyaTok AO0/HKeH OblTb OCHOBaH Ha OLEHKe uMmetloLeiics
TeXHU4eckon nHopmaumm, nHpopmaLlmmn o kayecTse 1 NpoheccnoHanbHOM OLEeHKe pucka.

1.3 BHacTosLWwemM cTaHfapTe He NpeAyCcMOTPEHO pacCMOTPeHWe BCeX BOMPOCOB 06ecneyeHns 6esonac-
HOCTW, CBA3a@HHbIX C ero npumeHeHneM. MNonb3oBaTesib HACTOALLEro CTaHjapTa HeceT OTBETCTBEHHOCTb 3a
yCTaHOBJ/IEHNE COOTBETCTBYIOLLMX MPaBuU N0 TEXHUKe 6e30MNacHOCTU M OXpaHe 3[,0P0BbA, a Takke onpeaenset
LleniecoobpasHoCTb NPUMEHEHNS 3aKoHO4aTe IbHbIX OrpaHNYeHnin nepes ero MCNosib30BaHNeM.

2 HopmaTuBHble CCbINKK

B HacTosWwem cTaHgapTe MCNO/Ib30BaHbl HOPMATUBHbIE CCIIKU Ha CrefyioLine cTaHfapThi:
2.1 CraHpapTbl ACTM'>

ASTM D 412. Standard test methods for vulcanized rubber and thermoplastic elastomers — Tension
(CtaHpapTHble MeTOAbl NCMbITAHUIA BY/IKAHW30BaHHbIX PE3VNH 1 TEPMO3iacTonnacToB. PacTsxeHune)

ASTM D 573, Standard test method for rubber — Deterioration in an air oven (CTaHAapTHbIli MeTof
UCMbITaHW pe3unHbl. CTapeHne B TepmocTaTe ¢ BO34yX006MeHOM)

ASTM D 3577. Standard specification for rubber surgical gloves (CtaHgapTHas cneundurkaLms Ha pesu-
HOBblE XMpYpPruyeckme nepyatku)

ASTM D 3578. Standard specification for rubber examination gloves (CtaHgapTHas cneyudukauns Ha
pe3nHOBbIE ANArHOCTUYECKME NepyaTku)

ASTM D 3767. Standard practice forrubber — Measurementofdimensions (CtaHfapTHas npakTuka ans
pesunHbl. I3mepeHne pa3mepos)

ASTM D 5151, Standard test method for detection of holes in medical gloves (CtaHaapTHbIli MeToq
06Hapy>XeHUs1 0TBEPCTUI B MEMNLIMHCKMX NepyaTkax)

ASTM D 5250. Standard specification for poly(vinyl chloride)gloves for medical application (CtaHaapTHas
cneyndurkauns Ha nepyaTkv U3 NOAIMBMHUAXIOPUAA AN TPUMEHEHNA B MeANLUHE)

I>YTouHUTe ccbiNikn Ha cTaHgapTel ACTM MOXHO Ha caiiTe ACTM, vvww.astm.org unm B cnyxo6e nognepxkn KNnmeH-
T0B ACTM: service@astm.org. B nHgpopmaumoHHomMm Tome exerogHoro cb6opHuka ctaHgaptos (Annual Book of ASTM
Standards) cneayeT o6pawaTbCca K CBOAKE CTaHAapPTOB €XerofHoro c60pHNKa cTaHfapToB Ha cTpaHule caiita.

N3paHne ohuymnanbHoe
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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 (CTaHaapTHbIVi MeTOL 0npeseneHunst akCTparnpyembix BOAOV NnpoTe-
VHOB B HaTypa/ibHOM Kay4yKe 1 U3genmsax U3 Hero ¢ NoMoLLblo MoANMULMPOBaHHOro MeToga Jloypwn)

ASTM D 6124. Standard test method for residual powder on medical gloves (CTaHfapTHbI MeTOf,
onpejeneHns ocTaToYHOro ONyAprBaloLLEero BelecTBa Ha MegULMHCKMX nepyaTkax)

ASTM D 6319. Standard specification for nitrile examination gloves for medical application (CtaHgapTHas
cneumgmrKauus Ha HUTPUIbHbIE ANArHOCTUYECKMEe NepyaTku A8 NPUMEHEHUSI B MeANLMHE)

ASTM D 6499. Standard test method for the immunological measurement of antigenic protein in natural
rubber and its products (CtaHAapTHbI METOA MMMYHO/IOTMYECKOTO ONpeAeneHns aHTUTeHHbIX NPOTEVHOB B
HaTypasbHOM Kayuyke U U3enunax us Hero)

ASTM D 6977. Standard specification for polychloroprone examination gloves for medical application
(CtaHpapTHas cneyudukaumns Ha NOJMXIOPONPEHOBbIE AMArHOCTUYECKME NepyaTku AN NPUMEHEHUS B
MeauunHe)

ASTM F 739. Standard test method for permeation of liquids and gases through protective clothing
materials under conditions of continuous contact (CtaHAapTHbIi MeTOoZ, NCMNbITAHUS HA NPOHUKHOBEHUE XUJ-
KOCTeli 1 ra30B Yepes MaTepuanbl 3aLWMTHOW OAEeXAbl B YC/I0BUAX NOCTOAHHOIO KOHTaKTa)

ASTM F 1342. Standard testmethod for protective clothing material resistance to puncture (CtaHfapTHbIiA
MeTo/ onpejeneHuns CTONKOCTM MaTepurana 3aluTHO 0AeXabl K NPOKOy)

ASTM F 1383, Standard test method for permeation of liquids and gases through protective clothing
materials under conditions of intermittent contact (CtaHgapTHbI MeToA WCMbITAHWA Ha MPOHUKHOBEHWEe
XWAKOCTEW 1 ra3oB Yepes marteprasbl 3alMTHOW 04eX bl B YC/TOBUAX NPEPbLIBUCTOrO KOHTaKTa)

ASTM F 1671, Standard test method for resistance of materials used in protective clothing to penetration
by blood-borne pathogens using Pbl-X174 bacteriophage penetration as a test system (CtaHAapTHbIii MeToz
onpegeneHns CTOMKOCTN MaTeprasnos, MICNOMNb3YeMbIX B 3aLLUTHON ofgexae, K NPOHNKHOBEHWIO NEPEHOCUMbIX
C KPOBbIO NATOrEHOB C MCMO/Ib30BaHMEM NPOHMKHOBEHNS 6akTeprodara Pbl-X174 B kauecTBe ncnbITaTeNbHOW
CUCTEMDbI)

2.2 CtaHpapTbl AMEpPUKAHCKOT0 HaLWOHaNbHOI0 WHCTUTYTa CcTaHAapToB/AMepuKaHcKol
cTomaTtonornyeckoii accouymauum (ANSI/ADA)2»

Acceptance program guidelines. Infection control products (PykoBoacTsa no nporpamMmamM npueMku.
MHEKLUNOHHbI KOHTPOIb NPOAYKLMN)

Specification No. 76. Non-sterile natural rubber latex gloves for dentistry (Cneundoukauyma Ne 76.
HecTepunbHble nepyaTku U3 HaTypasibHOro narekca s cToMaToniornm)

Specification No. 102, Non-sterile nitrile gloves for dentistry (Cneuncdwukauyma Ne 102. HecTepunibHble
HUTPWbHbIE NepYaTKN 419 CTOMAaTON0rMm)

Specification No. 103. Non-sterile poly(vinyl chloride) gloves for dentistry (Cneuudmkanums Ne 103. HecTte-
puAbHblE NEpYATKN U3 NOAVBUHWUAXAOPUAA ANS CTOMATO0rMK)

2.3 CraHgapTbl MexayHapogHoi opraHnsayum no ctangaptusayum (1ISO)2>

ISO 2859 (all parts). Sampling procedures and tables for inspection by attributes (Mpoueaypb! 1 Ta6ANLbI
BbIGOPOYHOI0 KOHTPO/IA NO KAYECTBEHHbLIM NPU3HaKam)

2.4 CTtaHpapT HauunoHanbHOW accoymauum noxapHoi sawmntel (NFPA)>

NFPA1999. Standard on protective clothing for emergency medical operations (CTaH4apT Ha 3aLUTHYO
oAexXay ANs MeANLMHCKUX onepauuii B cnyx6e ckopoli nomoLLm)

3 TepMuHbI 1 onpegeneHus

3.1 B HacTosiem cTaHAapTe NPUMEHEHbI cnefylolime TePMUHbI C COOTBETCTBYIOLWMUMKN onpeaene-
HUAMK:

3.1.1 meguunHckne nepyatkn (medical gloves): Xupypruueckue (onepauuoHHble) nepyaTkm u nep-
yaTkm Ans ocMoTpa 607bHOro, UCMONb3yeMble B MEAULMHCKUX Lensx. MeAnuuHCKUe nepyatku ABAATCA
MeNLNHCKUMUN N3[ENUAMU.

21 loCcTyNHbl € AMEPUKAHCKOM HaLuMOHabHOM MHCTUTYTe cTaHgapToB (ANSI), 25 We9t43rd St.. 4th Floor. New York,
NY 10036.

3t JocTynHbl B HauuoHanbHOl accouunauum noxapHoi 3awutel (NFPA), 1 Batterymarch Park. Quincy,
MA 02269-0101.

2
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3.1.2 nepuaTkn nz HatypanbHoro natekca (NRL) [natural rubber latex (NRL) gloves]: Mepuatku, nsro-
TOBJ/IEHHbIE U3 HATYpPa/IbHOro NaTekca.

3.1.3 nepuaTKkum U3 CUHTETUYECKOro nnacTtuka (synthetic plastic gloves): MepyaTku, N3rOTOBNEHHbIE
13 CUHTETUYECKOro NJacTuka, HanpyvMep NONVBUHWXIOpUAA.

3.1.3.1 losicHeHMe — HanmeHOBaHMe NNacTMYeCcKoro MaTepuana Ao/MKHO 6bITb yKa3aHo Ha yNakoBKe.

3.1.4 nepuaTKku U3 CUHTETMYECKOTO Kayuyka (synthetic rubbergloves): lMepyaTku, N3rOTOB/EHHbIE U3
CUHTETUYECKOro Kayuyka, Hanpumep. 1) NoAnMxX10ponpeHoBOoro kayyyka v 2) akpunoHuTpun-bytagmeHoBoro
(HATPUNBHOrO) KayuykKa.

3.1.4.1 TosicHeHne — HanmeHOBaHWe CMHTETMYECKOrO Kay4yyKa AO/HKHO 6bITb yKa3aHo Ha ynakoBKe.

4 Has3HauyeHue N npuMeHeHue

4.1  Tpwv oueHke nBbIGOpPE MEANLMHCKNX NEepPYaTOK MOXHO UCNOIb30BaTh CTaHAAPThI, HaXoAALMeCcs Nog,
topucgukymen komuteta ACTM D11.40 n gpyrux TEXHUYECKNX KOMUTETOB, MO OTAENbHOCTM UMW B COCTaBe KOM-
NMEKCHOTO NPOTOKONMA.

4.2 lcnonb3oBaHue CTaHAApPTOB SABNSAETCA CPELCTBOM, COMOLLbIO KOTOPOTro MHhopMaLnsa MOXeT 6bITb
3anpoLueHa, NoslyyeHa v 3aperncTpmpoBaHa corfiacoBaHHbIM, CONOCTaBVMbIM 06pa3oMm.

4.3 MNpepnaraemble METOAbI OLLEHKM U METObI UCNbITaHWI ABNSOTCA PeKOMeHAYyEeMbIMU.

4.4 nA BO3MOXHOCTU CPaBHEHMUA Pe3yNbTaToB UCMNbITAHNA MeAULMHCKUX NepyaTok NCnbiTaHUa NPoBo-
OAT NPU CTaHAAPTHbLIX YCOBUSAX.

4.5 Yto6bl nonyunTb MeAMLMHCKME MepyaTtky C ONTUMasibHbIMU pPabouvMu  xapakTepuctukamu,
MHopMaLMsa 0 KauecTBe MeANLMHCKUX NepyaToK J0/MKHA OblTb 06benHeHa ¢ NPodecCMOHaIbHOW OLLeHKO
N YeTKMM MOHUMaHneM 06/1acTu NPpUMEHEHNS.

4.6 MepguumHcKkme nepyartku gns cnyx6bl CKOPOl MOMOLLY MOXHO OLeHUBaTb 1 cepTudmumnpoBaTb Ha
cootBeTcTBME TpeboBaHuam HOMA 1999. [aHHaa nporpamma cepTudukauuy HOCUT [06pPOBOJIbHBINA
xapakrep.

5 OueHka kayecTBa

5.1 MuvHumanbHble TpeboBaHMA K KayecTBYy MefULMHCKMX nepyaTok yctaHoenewol ACTM [ 3577,
ACTM [} 3578. ACTM [] 5250. ACTM [ 6319 u ACTM [} 6977.

5.2 CtaHpapTbl Ha MeAVLUHCKME NepyaTkv, nepeyncnerHble B 5.1, Takke yctaHaBnMBalT TpeboBaHus
KXapakrepuctukam maTtepuana nepyarok.

5.3 Kaxablii U3 cTaHAapTOB HA MeANLMHCKME NepyaTky, Nepeync/ieHHbix B 5.1, coaepxuT cneagyowine
MUHUMabHblE TPe6oBaHUSA K KaYeCTBY C YCTAHOB/IEHHbIM YPOBHEM KOHTPOASA W NpefesioMm npuemaemoro
kayectBa AQL no CO 2859.

5.3.1 epmMeTUYHOCTb

5.3.1.1 epMeTMUNOCTb MeULMHCKNX NepyaTok onpegenstot no ACTM [ 5151.

5.3.1.2 Tpu oueHKe repMeTUYHOCTU MeAULIMHCKMX NepyaTok He06X0ANMO UCNONb30BaTb YCTaHOB/EH-
Hbll B K&XXAOM M3 CTaHAApTOB Ha MeAMUMHCKME nepyaTtku, nepedncneHHbix B 5.1, NnpuBefeHHblli YpOBEHb
KOHTPONS 1 cooTBeTCTBYHOLWMIA AQL.

5.3.2 Pa3smepsbl

5.3.2.1 Pa3mepbl pe3MHOBbIX M3aenuii Ana r3nyecknx ucnbiTaHnii onpegensitoT no ACTM [, 3767.

5.3.2.2 B cTaHgapTax Ha MeguLUMHCKME nepyaTku, NepeyuncsieHHbiX B 5.1, ycTtaHoBNeHbl TpeboBaHus K
LWVPUHE NagoHu, 4INHE 1 TOJILUHE NepyaToK B 3aBUCUMOCTY OT Matepuana.

5.3.3 ®usnuyeckue caolicTea

OCHOBHbIMW (DM3NYECKMMUN CBONCTBAMW MEAMNLIMHCKMX NepyaToK ABNSTCA MPOYHOCTb NPY PaCcTSHXXEHNUM
1 OTHOCUTE/IbHOE YANIMHEHWE NPY paspbIBe.

MpnmevyaHne 1— Mpu ncnbiTaHNAX MeAULNHCKAX NepyaToK U3 HaTypasbHOro naTekca Takxe onpejensioT
HanpsixeHue npu 500 %-HOM yA/IMHEHUWN A0 YCKOPEHHOTO CTapeHus.

5.3.3.1 HanpskeHue npu 500 %-HoM yanuHeHun onpegenstot no ACTM [ 412.

5.3.3.2 ®u3sunyeckne cBoiicTBa MeAULMHCKMX NepyaToKoNpeAonatoT A0 M NOC/e YCKOPEHHOI0 CTapeHus.
5.3.3.3 WcnbiTaHua fo yckopeHHoro ctapeHus nposoasat noACTM [ 412.

5.3.3.4 WcnbiTaHus nocne yCcKopeHHoro crapeHusa nposogat no ACTM [, 573.
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6 OueHka Ko/siMyecTBa OCTATOYHOrO onyapuBalLLero Bewecrsa
Ha HeoNnyApeHHbIX MeAULUHCKUI nepyaTkax

6.1 KonuyecTBO OCTATOYHOrO ONyApuBatoLLEr0 BeLecTBa Ha HeONyAPEHHbIX MeANLMHCKUX nepyaTkax
onpegensT no ACTM [ 6124.

6.2 PekomeHAyemoe npefesibHOE 3HAvYeHWe Maccbl OCTAaTOYHOro onyApuBaroLllero BellecTsa Ha
HeonyApeHHbIX MeANLMHCKUX NepyaTkax CocTaBnseT He 601ee 2 Mr Ha OfiHYy nepyarky.

7 OueHka KonuyecTBa ONyApPUBAlOLLETO BELLECTBA HA ONYAPEHHbIX
MeANLMHCKUIA nepyaTkax

7.1 KonuyecTso onyApuBaloLLero BelecTsa Ha onygpeHHbIX MeAULMHCKUX NepyaTkax onpeaensoT no
ACTM [ 6124.

7.2 PexomeHayemoe npejesibHoe 3HayeHne Macchl OnyApuBaloLLero BeLecTsa Ha onyApeHHbIX guar-
HOCTUYECKMX NepyaTKkax cocTaenseT He 6onee 10 mr/am2.

7.2.1 B kayecTBe eAMHULbI U3MEPEHWs NoLWaan NMOBEPXHOCTU MepyaTKu MCNO/Mb3YT KBagpaTHbIl
feummeTp.

7.3 PekomeHAyemoe npefesibHoe 3HayeHne Macchl onyApuBaroLLLero BelwecTsa Ha onyApeHHbIX XMpyp-
rmyecknx nepyatkax coctaBnseT He 6onee 15 mr/gm2.

7.3.1 B KkayecTBe eAMHULbI U3MEPEHWs MoWaan NMOBEepPXHOCTU MepyaTKn MCNOo/b3YT KBagpaTHbIN
Jeunmerp.

8 OueHKa cofepXaHus aKCTparmpyeMbix NpoTENHOB
B MeAUUUHCKMX nmepyaTkax U3 HaTypanbLHOro natekca

8.1 B cootBeTtcTBMM ¢ ACTM [} 3578 copepxaHne aKcTparnpyembix BOAON NPOTEUHOB B MEAMNLMNHCKAX
nepyartkax U3 HaTypasibHOro natekca onpegensaoT noACTM [ 5712.

MpunmeuyaHne 2— BcooTBeTcTBUM C Tpe6oBaHuaAMu POAucneiTamne no ACTM [] 5712npoBoAAT B NOATBEPX-
AeHune npegnpogaxHoro ysegomnenus 510(k).

8.2 PekomeHayemoe npefesibHOe cofepXaHue aKcTparMpyemblX BOAON NMPOTEVHOB B MeAMLMHCKMX
nepyaTkax U3 HaTypasnbHOro naTekca coctaBnseT He 6onee 200 mkr/gm2.

8.2.1 [laHHOe 3HauyeHne pekoMeHyeMOro npeAesibHoOro CoAepXaHus aKkcTparnpyembix BOAOW npoTeu-
HOB COOTBETCTBYET TpebOBaHMAM K paboyrM XxapakTepuctukam, yctaHosneHHsiM BACTM [] 3578. pasgen 7.

8.3 FDA TpebyeT yka3blBaTb Ha 3TUKETKE COAEPXaHWe 3KCTparupyembix BOAoW npotenHoB. Camoe
Hu3koe gonyckaemoe FDA copepxaHve akcTparmpyembiX BOAOW NPOTEVHOB, ykasblBAaeMOe Ha 3TUKeTke,
coctasnseT 50 MKr/gM2 nepyaTok.

9 OueHka cofepXaHust aHTUTEeHHbIX NPOTENHOB
B MeAULUMHCKUX nepyaTkax U3 HaTypanbLHOro natekca

9.1 BcooteeTcTBUN C ACTM [ 3578 cofepxaHue sKkcTparnpyemMbiX aHTUTeHHbIX MPOTENMHOB B MeANLNH-
CKMX nepyaTkax u3 HaTypasibHoro natekca onpegensaoT no ACTM [, 6499.

9.2 PekomMeHAyemoe npefesibHoe cofepXaHne aHTUreHHbIX NPOTENMHOB B MEAULNHCKNX nepyaTkax u3
HaTypanbHOro nartekca coctasnset He 6onee 10 mkr/am2no ACTM [ 6499.

9.2.1 [laHHOe 3Ha4yeHue PeKOMEeHAYeMOoro npefesibHoro coepXaHuss aHTUreHHbIX MPOTENHOB COOT-
BETCTBYeT Tpeb0oBaHMNAM K pabounm xapakTepuctmkam, yctaHoBneHHsiMm BACTM [, 3578, pasgen 7.

10 OueHka CTOMKOCTM K MPOHUKHOBEHWIO BUPYCOB

10.1 CTOWKOCTb MEAMLNHCKAX NepPYaTOK K NPOHUKHOBEHWIO BUPYCOB oLieHnBaoTno ACTM ¢ 1671.

10.1.1 Mo ACTM @ 1671 onpenensT CTOWKOCTbL MaTepuanoB nepyaTok K MPOHNKHOBEHWIO NePEHOCH-
MbIX C KPOBbIO MaTOreHHbIX MUKPOOPraHNM3mMOB C UCMO/Ib30BaHNEM CyppOraTHOro MMKpoopraHn3ma B ycioBuax
HenpepbIBHOTO KOHTaKTa C XWUAKOCTbIO.

10.1.1.1 OnpepgeneHve NPUrogHOCTU/HENPUTOAHOCTY UCCefyeMoro maTepuana 0CHOBaHO Ha 06Hapy-
XEeHU NPOHUKHOBEHUA BUPYCOB.
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10.1.1.2 [laHHbI MeToA UcnbiTaHuii 6bi cneynanbHo paspaboTaH 418 MOAENMPOBaHUSA NMPOHUKHOBE-
HVA NepPeHOCKMbIX C KPOBbIO BUPYCOB renatuta (B n C) n Bupyca ummyHogeduLmTa YenoBeka, a Takxe gpyrmx
noTeHLManbHO NaTOreHHbIX XUAKOCTeNn opraHnsma.

10.1.2 WcnbiTaTenbHasa cucTemMa MO3BOMISIET OLEHUTb He Lefyl nepyatky, a npeacTaBUTeNbHbI
o6pasel, MaTepvana MeuLMHCKON NnepyaTku.

11 OueHKa XMMUYECKOI CTOMKOCTH

11.1 Haubonee yacTo AN onpefeneHns XMMUYecKol CTOMKOCTN MeNLMHCKAX NepyaTok NCNOob3yT
MeTOo/[, HenpepbIBHOro KOHTakTa NOACTM @ 739 n MmeToZ, NpepbIBUCTOro KoHTakTa no ACTM @ 1383.

11.1.1 MetogucnbeiTaHna no ACTM & 739

11.1.1.1 [aHHbliA MeTOZ NO3BONSAET U3MEPATL BPEMS 06HaPYXEHNS NPOpbIBa, HOPMUPOBAHHOE BPEMS
06Hapy>XeHUs1 NpopbIBa U NOCeAYIOLWY CKOPOCTb NPOHWKHOBEHWA NpW NapaniefbHbiX NCNbITaHUAX MaTe-
pvana gns OLeHKN ero CTOMKOCTU K MPOHUKHOBEHMIO NCMbITATEIbHOrO XMMUYECKOrO BELLecTBa.

11.1.1.2 BACTM ® 739ycTaHOBNEHO HECKO/bKO BUA0B UCNbITaHWA, pa3nunyatoLuxcsa nocpege ynasaum-
BaHWS, cucTeme 06HapyXeHus, TemnepaType naAnTeIbHOCTU UCNbITAHNS.

11.1.2 MetogucnbiTaHna no ACTM & 1383

11.1.2.1 [aHHblA MeTOZ SIBNSieTCA Pa3HOBUAHOCTbIO MeToAa ncnbiTaHuii no ACTM @ 739 n ncnonbayet-
CA ANA N3MEePEHNs BpeMeHN 06HapyXeHns NPopbIBa U CKOPOCTW NPOHUKHOBEHMSA Yepes obpasLbl MaTepuana B
YCNOBUAX MPEPBLIBUCTOrO KOHTaKTa UCMbITaTeIbHOrO BeLlecTBa c MaTepuasom obpasua.

11.1.2.2 MeTogucnbiTaHuss no ACTM @ 1383 npegHa3HayeH an1s MoAe/IMpoBaHNs Takoro Bo34eicTBns
XUMUYECKUX BELLECTB, NPU KOTOPOM XUMUYECKUIA KOHTAKT MPOMCXOAWUT MpU MEepUoanyvecknx MOBTOPHbIX
6pbI3rax, 3aBNCALLMX OT TUNa 3ajaY, C KOTOPbIMY CTa/IKUBAETCA MEANLMNHCKUI PaBOTHUK.

12 OueHka CTOMKOCTM K NpoKony

12.1 CTOIKOCTb 3/1aCTOMEPHbIX MaTePUanoB, NCMO/b3YEMbIX A/151 U3rOTOBMIEHUSA MEAULMHCKUX Nepya-
TOK. K pokony onpegensaiT no ACTM & 1342.

12.1.1 OnpegensawT conpoTMBAEeHUe obpasua maTepuana NnpPokosay nyTeM M3mMepeHust cusbl, Tpebye-
MOV 151 NPOHUKHOBEHUS AaTuMKa onpeaeneHHoi (hopMbl Yepes obpasel, MaTepuana.

MpumevyaHune 33— Metoa ucnbitaHua no ACTM & 1342 He npefHasHayeH AN onpeAeseHUs CTONKOCTM K
npoKosiiam OT OCTPbIX NPEAMETOB, TaKNX Kak Urbl.

13 OueHka AnarHoCcTMYecKknx nepyartok
Ansa cnyx6bl ckopoin nomown no HOMA

13.1 CraHpapTt H®IMA 1999 no3sonseT cepTuduuuposaTb AnarHOCTUYECKMe nepyaTkym Ha COOTBET-
CTBVE YCTaHOB/IEHHbIM TpebOBaHNAM KayecTBa U pabounm xapakTepucTnkam B He3aBMCMMOW OpraHusalmm no
cepTudmkalmm, ogobpeHHoi HOMA.

13.1.1 OpraH no cepTudmkauny yctaHaBnmBaeT COOTBETCTBME n3genns tpe6osannsam HOTA 1999 un
npegycmatpuBaeT NporpaMmbl MapknpoBKUYpernctpauum/nporpaMmmy nocieayoLwmnx MeponpuaTuii.

14 OueHka megunuuHcKnx nepyatok no AHCU/ALA

14.1 AJA Takke ycTaHasnvBaeT cneundumkauny Ha meguunHckme nepyatku: Cneundmkauyma N9 76,
Cneundpmkanma N9 102 n Cneundmkaumnsa No 103.

15 Bbl6Op MeAUUMHCKMX NnepyaTok

15.1 OTcyTCTBYIOT YHUBEpCa/ibHble MeAUUMHCKME nepyaTtku, yaosneTsopsowme TpeboBaHuaM Ans
KaXX,oro Tuna npuMeHeHus.

15.2 Bbi6Op MeAULMHCKAX NepyaTtok AO/HKEH OblTb OCHOBAH Ha OLEHKE WMEKLMUXCA TeXHUYeCcKnx
[aHHbIX, MH(hOPMaL MM 0 KayecTBe, 06LLell KOHhUrypauumn MeauLMHCKUX NepyaTok, a Takke oLeHke npodec-
CUOHA/IbHOTO puUCKa.
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Mpunoxexnune JA
(cnpaBo4HoOe)

CBefleHNs1 0 COOTBETCTBUMN CCbIJTOYHbIX CTAHAAPTOB HaLWMOHA/IbHbIM
N MEeXrocysapCTBEHHbIM CTaHAapTam

Tab6bnunuya [JAN

O6o3HaveHve CTteneHb
CCbINIOYHOTO CTaHJapTa COOTBETCTBYUS
ASTM D 412 MOD
ASTM D 573 —
ASTM D 3577 IDT
ASTM D 3578 IDT
ASTM D 3767 -
ASTM D 5151 IDT
ASTM D 5250 IDT
ASTM D 5712 -
ASTM D 6124 IDT
ASTM D 6319 IDT
ASTM D 6499 —
ASTM D 6977 IDT
ASTM F 739 -
ASTM F 1342 —
ASTM F 1383 -
ASTM F 1671 —
Cneuyundukayms -
ANSI/ADA Ne 76
Cneuyundukayus —
ANSI/ADA Ne 102
Cneuundukayms -
ANSI/ADA Ne 103
ISO 2859-1 IDT
ISO 2859-2 MOD
ISO 2859-3 IDT

OG603HaYeHne N HaMEeHOBaHVEe COOTBETCTBYIOLLEr0 HALMOHAILHOTO,
MEXrocyapCTBEHHOTO cTaHaapTa

FOCT P 54553—2011 «Pe3nHa ¥ TepmonaacTU4YHble 31aCTOMeEpSLI.
OnpegeneHne ynpyronpoYHOCTHbIX CBOWCTB NPW pacTsXeHun»

FOCT P 57396—2017
yeckne TpeboBaHUA»

«Mepyatkn xumpypruyeckne pe3nHoOBble. TeXHU-

FOCT P57397—2017 «[lepyaTkm MegULNHCKNE ANArHOCTUYECKNE pe3n-
HOBble. TexHuueckne TpebGoBaHUSA»

.

FOCT 33076—2014 «MepuaTkn MeguLUHCKUE.
repMeTM4yHOCTU*

MeTog onpepgeneHunsa

FOCT P 57403—2017 «[lepyaTkn meguULUHCKME N3 MONUBUHUAXIOPUAA.
TexHuuyeckne TpeboBaHna»

FOCT 33070— 2014 «[epuaTku MefULUHCKUE.
0CTaTOYHOro ONyApMuBaloLLErO BelecTBa»

MeToa onpegenexus

FOCT 32337—2013 «[lepyaTkm MefWLUHCKNE AUATHOCTUYECKNE HUT-
punbHble. TexHnyeckne TpeboBaHnA»

FOCT 33074—2014 «[lepyaTkm MegunLMHCKNE AMArHOCTUYECKME Nonu-
XxnoponpeHoBbie.TexHuyeckme Tpe6oBaHna»

*

FOCT P UCO 2859-1—2007 «CraTtuctuyeckne metogbl. lMpoueaypsbl
BbIGOPOYHOr0 KOHTPOSIA NO anbTepHaTUBHOMY NpusHaky. YacTb 1. MnaHsbl
BbIGOPOYHOr0 KOHTPONA Noc/efoBaTeNbHbIX NAPTUA HA OCHOBE NPUeM/IeMo-
ro ypoBHSI KayecTBa»

FOCT P 50779.72—99 (MCO 2859-2:85) «CTtaTuctuyeckme MeToAbl.
Mpoueaypbl BbIGOPOUYHOrO KOHTPONA MO anbTEPHATUBHOMY MPU3HAKY.
YacTb 2. MnaHbl BbIGOPOYHOTO KOHTPONSA OTAENbHbIX NapTuil Ha OCHOBE
npefenbHoro kavyectsa LQ»

FOCT P UCO 2859-3—2009 «CraTtuctuyeckne metogbl. lMpoueaypsl
BbIGOPOYHOrO KOHTPONSA MO anbTEPHATUBHOMY NMpu3Haky. YacTb 3. KOHTposb
C Nponyckom napTuii»
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OkoHuyaHue Tabnuus/ AA. 1

O6o3HaveHne CreneHb O603HavYeHre N HavMeHoBaHVe COOTBETCTBYHIOLLEH0 HaLWMOHASIbHOrO,
CCbINIOYHOTO CTaHaapTa COOTBETCTBUSA MEXrocyapCTBEHHOro cTaHAapTa
ISO 2859-4 IDT FOCT P NCO 2859-4—2006 «CTtaTtuctuyeckne metogbl. Mpouenypsbl

BbIGOPOYHOTO KOHTPONA MO anbTepHATUBHOMY npudHaky. YacTb 4. OueHka
COOTBETCTBUSA 3afB/IEHHOMY YPOBHIO KayecTBa»

ISO 2859-5 IDT FOCT P NCO 2859-5—2009 «CTtaTtuctuyeckne metofbl. Mpoueaypsbl
BbIGOPOYHOr0 KOHTPONA NO anbTepHATUBHOMY npu3Haky. Yacte 5. Cuctema
nocnepoBaTesibHbIX NJ1aHOB Ha 0OCHOBe AQL ANns KOHTpona nocnegoBaTefb-
HbIX NapTuii»

ISO 2859-10 T FOCT P NCO 2859-10—2008 «Ctartuctuyeckne metogbl. Mpouenypsbl
BbIGOPOYHOTO KOHTPONS MO anbTepHATUBHOMY npu3Haky. YacTb 10. BBege-
Hue B cTaHgapTtel cepun FOCT P NCO 2859»

NFPA 1999 — .

' COOTBETCTBYWOLWMNI HALMOHANbHbI/, MEXTIoCyAapCTBEHHbIA CTaHAapPT OTCYTCTBYET. [1o €ro NPUHATUS peKoMeHay-
eTCcsa MCNoNb30BaTh NEePeBOA Ha PYCCKNUIA A3bIK faHHOTO cTaHaapTa. [AAns nonyyeHus nepesoja cneayet o6pawjatbcs B
TK 160 «IMpoayKunsa HepTeXMMUYECKOTO KOMNAeKca.

MpumeyaHune — B HacTosiwen Tabnuuye ncnonb3oBaHbl crefylolwne ycaoBHble 0603Ha4YeHUsA cTeneHn cooT-
BETCTBUA CTaHAapPTOB:

- IDT — nAeHTUYHbIE CTaH4apThl.

- MOD — mogucuymnpoBaHHble cTaHAapThI.
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KntoyeBble crioBa: MeanunHCcKmne nepyatkn, pykoBoAaCTBO, OLEeHKa KavyecTBa

Pepaktop J1.M. HaxumoBa
TexHnyeckuit pegaktop B.H. Mpycakosa
Koppektop M.WN. MepwwnHa
KomnbloTepHas BepcTka W.A. HaneliknHoii

CpaHo o Ha6op 03.03.2017. MopnucaHo B neyatb 06 03.2017. ®opmat 60 n 84"E. FapHuTypa Apuan.

Yen. neuy. n. 1.40. Yu.-m3g n. 1.27. Tupax 28 aks. 3ak. 433.
MoAroToBNEHO Ha OCHOBE 3/IeKTPOHHOI Bepcuu, npejocTaBieHHoll paspaboTunkom cTaHgapTa
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