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FOCT P 52239—2024

Mpeancnoeue

1 MOOIOTOBIEH O6LwecTBOM € orpaHUyYeHHon oTBReTcTBeHHOCThO «MeatexcraHgapt» (OO0 «Meg-
TexcTaHgapT») Ha ocHoBe cOBCTBEHHOrO NepeBoda Ha PYCCKUIA A3bIK aHFNOA3LIYHOW BEPCUM CTaHgapTa, yka-
3aHHOrO B NyHKTE 4

2 BHECEH TexHu4yeckum KomuTeToM no ctaHaapTtusaumm TK 011 «MeanuuHckue npubopsl, annaparbl
1 obopynoBaHue »

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio U metponoruu ot 30 aerycta 2024 r. Ne 1152-cT

4 HacTodwmin crtaHgapTt sBnAeTcd MOOUMUUMPOBAHHBLIM MO OTHOLIEHWIO K MEXAYHapoOHOMY CTaH-
napty MCO 11193-1:2020 «lNepyaTkn MeQULUUHCKME OMArHOCTUYECKME OJHOKPATHOrO NpUMeHenus. Yactb 1.
Cneuundukaumna Ha nepyaTku M3 Kay4yyKkoBoro natekca unm pacteopa» (1ISO 11193-1:2020 «Single-use medical
examination gloves — Part 1: Specification for gloves made from rubber latex or rubber solution», MOD)
nyTem BKIMOYEHUS JOMOMHUTENbHbBIX NMOMOXEHWA U 3aMeHbl HOPMaTUBHLIX CChINTOK OPUrMHana, KoTopble Bbl-
JerneHbl B TEKCTE KYPCHBOM, a Takke NnyTemM W3MEHEHWA ero CTPYKTYpbl AN MpUBeAeHUs B COOTBETCTBUE C
npasunamu, yctaHosneHHoeiMm B FTOCT 1.5—2001 (nogpazgens! 4.2 u 4.3).

CeefeHuns 0 COOTBETCTBUM CChINOYHbLIX HALMOHAMbHBIX W MEXrocyaapCTBEHHbIX CTAHAAPTOB MeXayHa-
pPOAHBIM CTaHAapPTaM, MCMOMb30BaHHbLIM B KAYECTBE CChINOYHbIX B MPUMEHEHHOM MEXAYHapO4HOM cTaHdap-
Te, NpMBEeAEHbl B AONONHUTENEHOM nNpunoxexHun JA.

ConocTtaBneHue CTPYKTYpbl HACTOALWEro CTaHgapTa Co CTPYKTYPOM yKa3aHHOro MexayHapoaHOro cTaH-
dapTa npuBefeHo B AONOMHUTENBHOM Npunoxexun Ob

5 B3AMEH IOCT P 52239—2004

lNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHoseHbl 8 cmambe 26 @edepanbHOz0 3aKoHa
om 29 uwoHA 2015 2. Ne 162-03 «O cmaHdapmu3sauyuu e Pocculickol ®@edepayuu». MHgopmayus ob us-
MeHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs 6 exe200HOM (M0 COCMOSHUK Ha 1 aHeaps mekyuie2o
eo0a) uHghopmayUoOHHOM ykazamene «HayuoHansHbie cmaHlapmbi», a oguyuanbHbIl MeKcm U3MeHeHUl
U rnonpasok — 8 eXeMecsYyHoOM UHOPMAayLOHHOM ykazamene «HayuoHnansHbie cmaHdapmel». B cnyvae
rnepecMompa (3amMeHbl) Uu OMMeHbl Hacmosauweao cmaHdapma coomeemcemeyrouee ysedomieHue bydem
onybnukosaHo 8 bnuxaluwieM 6biNyCcKe eXeMecsyYHo20 UHGOPMayuoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmsi». Coomsemcemayoujas UHgopmayus, yeedoMIeHUe U MeKCmbl pa3Mewalomcs makxe 8 UH-
ghopmayuoHHoU cucmeme obLezo nonk3oeaHus — Ha oguuuanbHoM calime @edepansHo20 azeHmcomea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu & cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2020
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayuny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

HacTosilymin ctaHgapT ABnseTcd MogudULUMPOBaHHBIM MO OTHOLUEHWID K MEXAYHapooHOMY CTaHAapTy
MCO 11193-1:2020, paspabotaHHomy nogkomutetoMm MK 4 «3genusa (kpome wnaHroB)» TexHUYECKOoro Ko-
muTeTa no craHgaptusaumm TK 45 «PeaunHa n peanHoBble n3genua» MexagyHapogHoW opraHu3auum no cTaH-
gaptusauum (MCO).

TpeTbe U3naHne oTMEeHSEeT W 3ameHsieT BTopoe u3gaHune MCO 11193-1:2008 u npeactaenseT cobon Tex-
HUYecKUin nepecMoTp. TpeTbe U3OaHue Takke YacTUYHO BKNodyaeT nameHeHne MCO 11193-1:2008/Amd:2012.

MepeyeHb Bcex yacTen cepum MCO 11193 npuseaeH Ha Beb-cainTe NCO.

v
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FOCT P 52239—2024
(MCO 11193-1:2020)

HAULUWOHANBbHBIWA CTAHOAPT POCCUMNCKOWN PEOQOEPALULWUMK

NEPYATKM MEOAWUMHCKWE ANATHOCTUYECKWE OOHOKPATHOIO NPUMMEHEHWUA
YacTtb 1
CneuundrkauMa Ha Nep4YaTKu U3 Kay4yyKOBOro fiaTekca Unu pacrteopa

Single-use medical examination gloves. Part 1. Specification for gloves made from rubber latex or rubber solution

Data BeepeHuna — 2025—05—01

MpepynpexaeHue — Monb3oBaTenu HACTOSALLEro cTaHAApPTa AOMKHbI BbITh 3HAKOMbI C OBbLIYHOM
nabopaTtopHou npakTUkoi. HacToAwmMK cTaHOapT He ABNAETCA pelleHMeM Bcex npobnemM 6esonacHo-
CTW, CBA3aHHbIX C €ro NPUMeHeHUeM, Npu Hanu4uu. NMonb3oBaTenb HECET OTBETCTBEHHOCTL 3a ycTa-
HOBIIEHWEe HaAanexawmx npaBun TeXHWKW Ge30nacHOCTU M M'MrMeHbl TpyAa, a Takke 3a obecnevyeHue
cobngeHna NbbiXx HOPMaTUBHbLIX YCIOBUNA.

1 O6nacTtb NnpUMeHeHnA

Hactosawmi CTaHOapT yCTaHaBnUuBaeT TpeGDBaHViFI K yNnakoBaHHbIM CTEPUIbHbBIM UMK HeyNnakKoBaHHbLIM
HeCTepUIribHbIM Nep4YaTkamM N3 KaydyKoBOro natekca unu pacteopa, npegHa3dHa4eHHbIM A4 aKkcnnyatauum npun
npopejeHnn MeOUUMHCKUX OCMOTPOB U OUNArHOCTUHECKMX UITKU TepaneBTUYECKUX npouenyp C Uenbko 3aulnTbl
nauuneHTa 1M nonb3oBaTtend OT NepeKpecTHOro 3arpAa3HeHnd. HacTosawwmin CTaHOapT TakKe pacrpocTpaHAeTcA
Ha nep4yaTtky M3 Kay4dyKoBOro natekca Wi pacTtesopa, npegHa3Ha4d4eHHble ONnA SKCnnyaTtaunn npu 06paLLl,8HVIM
C 3arpA3HeHHbIMKM MeauUMHCKMMKW MatepuanamMmn, 1 nep4yaTtki C rmagkown NOBEPXHOCTBKD UMM C TEKCTYPHbIM
PUCYHKOM (TEKCTprpOBaHHOFI I'IOBerHOCTbI-O) Ha BCcen NMOBEPXHOCTU Nep4aTkn Ui Ha kakoi-nubo ee yacTu.

Hactosawumn CTaHOapT ABNAEeTCA PYKOBOACTBOM MO beHKLI,VIOHaﬂbeIM XapakTepuctukam mn GeszonacHo-
CTU CMOTPOBbIX Nep4yaToK U3 Kay4yKoBOro natekca unn pacrteopa. Hactoawmin CTaHAapT He pacnpoCcTpaHAeT-
CA Ha GESOHECHyI-O N Hagnexallyr aKcnnyataumio CMOTPOBLIX Nep4arTok, a TakXke Ha npouenypbl ctepunuaa-
unn C nocnedyrwwmnmMmn OGpaLLI,EHVIeM, yrIaKOBI(OI;I 1N XpaHeHnem.

2 HopmaTuBHbI€ CCbINKK

B HacTofAwem cTaHgapTe MCNONb30BaHbl HOPMATMBHLIE CChINKW HA CNeayrlve cTaH4apThbl:

FOCT ISO 37 PesaunHa u Tepmoanactonnactel. OnpefeneHve ynpyronpodYHOCTHBIX CBOWCTB MPU pac-
TSKEHUM

FOCT ISO 188 PeauHa v TepmoanactonnacTtbl. MicnbiTaHWA Ha yCKOPEHHOE CTapeHue 1 TeNMoCTONKOCTb

MOCT I1SO 10993 (Bce 4qactn) UWsgenus megunumHckme. OueHka 6MoOnorM4eckoro 4encTBust MeguunH-
CKUX n3genumn

FOCT ISO 23529 PesuHa. ObLune meToabl NPUroTOBMNEHUSA M KOHANLMOHUPOBaHWA 06pa3uoB Ans onpe-
aenenus pnsnyeckmux CBOMCTB

FOCT P UCO 2859-1 Cratuctuyeckue metoasl. [poueaypbl BIOOPOYHOrO KOHTPOMNSA MO ansTepHaTuB-
HOMY Npu3Haky. YacTs 1. [naHbl BLIBOPOYHOTO KOHTPONA NOCNeaoBaTeNbHbLIX NAPTUA HA OCHOBE NPUeMNemMo-
ro ypoBHS Ka4yecTsa

n puMedvyaHune — I'Ipm nonb30BaHWKM HACTOALWKMM CTaHOapTOM LLEJ'IBCOC)6|DB3HO NpPOBEPUTL ,EI,EIT‘ICTBME CCblNno4y-
HbIX CTaHOapTOB B MHCbOpMaLI,MOHHOI?I cucrteme 06u.|ero Nnonb30BaHA — Ha OCbMLI,VIaJ'IbHOM canTe dJe,qepaanoro areHT-

MapaHune ochbuumnansHoe
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CTBa MO TEXHUYECKOMY PEryriMpoBaHWio U METPOMOTMA B CETU MIHTEPHET UMK MO eXerogHoMy MH(OPMaLMOHHOMY yKasa-
Teno «HauuoHanbHele CTaHAApPTLI», KOTOPLIA ONyBrMKoBaH MO COCTOSHMIO Ha 1 siHBapsA TeKyLIEero roga, U no BbINyckam
eXeMecauYHoro MHOPMAaLIMOHHOTO yKa3aTens «HauuoHansHble CTaHAapThi» 3a TeKyLUWiA roa. Ecnu 3aMeHeH CChINOYHbIN
CTaHOapT, Ha KOTOPLIM AaHa HeaTUPOBaHHAs CChINKa, TO PEKOMEHOYETCS UCTMOoNb30BaTh AEUCTBYIOLLYID BEPCUID 3TOMO
CTaH4apTa C YY4ETOM BCEX BHECEHHbIX B AaHHYI BEPCHI0 M3MEHeHWi. Ecnn 3aMeHeH CCbINoYHbIA CTaHAapT, Ha KOTOPbIN
JaHa [aTUpOBaHHas CCbiNka, TO PEKOMEHAYETCH MCMONb30BaTh BEPCMIO 3TOMO CTaHAapTa C yKasaHHbIM BbILLE FOAOM yT-
BepxXaeHus (NpuHsaTKs). Ecnv nocne yTBepXOeHWs HacTosLero CTaH4apTa B CCbINOMHBIA CTAHZApT, Ha KOTOpbIid AaHa
[aTpOBaHHAsA CChINKa, BHECEHO M3MEHEHWe, 3aTparBaiolLiee NoNoXeHWe, Ha KOTOPOE AaHa CCbINka, TO 3TO NOMOXEHNE
pPEKOMEHOYETCA NPUMEHHATE Be3 y4eTa 4aHHOro UaMeHeHus. Ecnu cebinodHbIn cTaHgapT oTMeHeH 6e3 3aMeHbl, To Nomno-
XKEHWE, B KOTOPOM [aHa CChINKa Ha HEro, PEKOMEHAYETCH NMPUMEHHATE B YacTU, HE 3aTParvBaloLLei 3Ty CChInky.

3 Knaccudmkauymsn

3.1 O6wWwme nonoxeHnA

MepuaTtkm knaccuduLMPYIOT NO TUMY W OTOEenKe B cooTBeTCcTBUMU € 3.2 1 3.3.

3.2 Tun

a) Tun 1: nep4yaTtku, N3rotoBneHHble Ha OCHOBE NaTteKkca HaTyparibHOro Kaydyka.

b) Tun 2: nep4yaTtkn, N3rotoeBlieHHbie Ha OCHOBE HUTPWITBHOIO Nartekca, NonnmxrnoponpeHoBOro nartekca,
pacTeOpa 6yTa,E|M9H-CTi/I|DOJ'IbHOFO Kay4dyka, Kayqykosoﬁ AMYyrnbCKK Ha OCHOBE cononmmMmepa 6yTa,&MEH-CTMpOJ'Ia
N pacTtBopa TepMonnacTiM4YHOro anactomMmepa (TepMOSJ’IaCTOI’IHaCTa).

3.3 OTpenka

a) TeKCTypHbIN PUCYHOK (TEKCTYPMPOBaHHAS NOBEPXHOCThL) HA Kakon-nnbo 4acTu nepYyaTki Unu Ha Bcew
ee MOBEepPXHOCTMH.

b) Mapgkas NnoBepXHOCTb.

c) OnyopeHHasi MOBEPXHOCTh.

I punMmevYyaHne — nep‘-IaTKI/I Cc ony,qpeHHoﬁ NOBEPXHOCTbBH — 3TO NepYaTKK, Ha KOTOpbie B npouecce WU3rotoe-
NeHnA HaHeCeHOo onyapuearllee BelleCTBO — KaK npaeuno, and obneryeHna HageBaHus.

MakcrmaneHoe Konu4yecTBO ONyApPMBALLEro BellecTBa, HAHOCMMOIO Ha MepyaTky, OOMKHO COcTaB-
nats 10 Mr Ha nep4atky.
d) HeonygopeHHas NoBepXHOCTh.

MpumeyvaHun

1 HeonyppeHHble nepyaTki — 3T0O NepyaTkui, KOTopble M3roToBMNeHbl 6e3 NpegHamMmepeHHOro HaHeceHUs onyapuea-
Howmnx Mmatepvanoe. B HeonyapeHHbIX nepyaTkax 0cTaToMHOE KONMYEeCTBO ONyApUBAatOLLErNO BELLECTBa He JOMKHO NPeBbI-
watk 2,0 Mr Ha nep4arky.

2 MarxeTa nepyatkm MOXeT BbiT 0Bpe3aHa Uy 3akataHa B BEHUYMK (Banuk).

4 MaTtepuansl

MepyaTkM M3rOTOBMSAKT U3 CMECU HA OCHOBE HATyparbHOro Kayudyka, UMW HUTPUINBHOMO natekca, umu
nonMxnoponpeHOBOro NnaTekca, UMM cCMecK Ha OCHOBe ByTagueH-CTUPONBHOTO Kaydyka, Unmn pacteopa TepMo-
NnacTUYHOro anactomepa (TepMoanacTonnacTa), UM Kay4ykoBon 3MynbCUW Ha OCHOBE cononvmepa GyTa-
AveH-ctupona. [na obnervyeHus HageBaHWsA nep4aTtok MoryT BbiTb Mcnonb3oBaHbl 06paboTka NOBEPXHOCTH,
cMazka, onyapuvBaHue WNv NoNMMEPHOE NOKPLITUE NPW YCMNOBWWM COOTBETCTBUS TPeBOoBaHWAM NMPUMEHUMbIX
yacTtew cepun MOCT ISO 10993.

cnonbayeMslii KpacuTenb He JomKeH ObiTh TOKCUYHBIM. BellecTBa, ucnons3yemslie ans o6paboTku no-
BEPXHOCTU, KOTOPble MOFYT ObITb NepeHeceHbl, 4OMKHbLI OblTh BUopasnaraeMbIMu.

FoTOBblE MNep4aTky, MocTaBnsieMble MNOMb30BATENO, [OMKHbI COOTBETCTBOBaTL TpeboBaHWAM
cooTBeTcTBYOLWen(nx) Yactu(en) cepum FOCT ISO 10993. Mo 3anpocy notpebutens mM3rotoButens obs3aH
npesocTaBvTb AaHHbIE, NOATBEPKAALUME COOTBETCTBUE 3TUM TpeboBaHuAM.

MpumeyvaHuns
1 B panbHenwem mMoryT BbiTb BKIIHOHEHbI ApYriMe 4ONyCTUMbIE NONMMEPHbIE MaTepuarbl.
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2 Y HexoTopbIX MNAen CO BpeMeHeM MOXET pasBUTLCHA YYBCTBUTENbLHOCTL K ONpedeneHHon pe3aMHOBOW CMecH
(anneprudeckan peakuus). B aTom cny4ae cnegyeT UCNONb30BaTh Nep4aTky ansTepHaTMBHOMO COCTaBa.

Mpenenbl cogepxaHua akcTparMpyembix 6enkoB, annepreHHbix BEnKoB, OCTATOYHbLIX XMMWUYECKMUX Be-
LLEeCTB, 3HAOTOKCWMHOB M OCTATOYHOIO OMYyApPUBAIOLLEro BelLlecTBa B NepyaTkax MoryT BbiTh ykasaHbl B cneay-
IOWWX pegaKkuusax HacTosLero ctaHgapTta npy ycrnoBuu Hanu4msa COOTBETCTBYHOLLMX CTaHOAPTHbIX METOO0B
WUCMNbITAHWUIA.

5 BbIGOpPOYHbLIN KOHTPONBbL U 0OTOOpP 06pa3uoB ANA UCNbITAHUNA

5.1 BbIGOpPOUYHbIA KOHTPONb

Mep4aTkm gomkHbl BbITe 0TOGpaHbl U NpoBepeHbl B cooTeBeTcTBUKW ¢ FOCT P MCO 2859-1. YpOBHW KOH-
Tpons U npvemnemMble ypoBHU kadecTtBa (AQL) gomkHbI COOTBETCTBOBATL NpUBEAEHHLIM B Tabnuvue 1 aons
nepeYvyncrieHHbiX XapakTepucTuK.

Ecnu obbem naptuu He MOXeT DbITb onpeaeneH, To CYMTAKOT, YTO OH HaxoauTca B npenenax ot 35 001
ao 150 000.

Tabnwuua 1-— YpoBHM KOHTPOMNA U NpMeMnemMeie YpoBHM kadecTBa (AQL)

Xapaktepuctuka YpoBeHb KOHTpOns AQL
Paamepsl (lWUMpUHA, ANWHA, TONWKWHA) S-2 4,0
[epMeTUYHOCTb G-1 2,5
Yeounue npw paspelBe M yaonuMHeHWe Npu paspbiBe (00 W NOcne YCKOPEHHOro S-2 4.0
cTapeHus)

5.2 OT60p 06pa3yoB ANA UCMILITAHUNA

06D33lel MaTepuana ang UCnbITaHWn OOMKHbI ObiTb B3ATHI C NnafoHU UMK TbINMbBHOW CTOPOHLI NepYaTokK.
6 TpeboBaHusa

6.1 Pasmepbl

Mpw namepeHur B ToUKaxX, MOKa3aHHLIX HA PUCYHKe 1, NepuaTku JOMKHLI COOTBETCTBOBATL pasMepam no
WMpPWHE U ONWHE NafoHW, yKazaHHeIM B Tabnuue 2, npy ypoBHE KOHTPOMA U NPUEMIIEMOM YPOBHE KadecTea
(AQL), ykazaHHbiM B Tabnvue 1.

OnuHy nepyaTtky M3MepsAT No KpaTyanllemy pacCTOAHUIO OT KOHYMKA CPeHEero nanbla Ao Kpas MaH-
HKEThI.

OnuHy MOXHO M3MepuTb, MOBECUB NepyaTKy Ha NoAXOOALLYI0 ONpaBKy C paguycoM HakoHeYHuKa 5 MM.

WnpuHy nepyaTki N3mepsoT B CPEOHEN TOUKE MeXy OCHOBAHWUSMU yKa3aTernbHOro n 6onslworo nans-
ues. lWvpuHy nepyaTku U3MepsatoT Ha NNOCKON NOBEPXHOCTH.

TonwuHy OBYX CTEHOK HEMOBPEXOEHHOW NepyaTku uaMepsT B cooTeeTcTBun ¢ [OCT ISO 23529 Ton-
LLMHOMEPOM MpK AaBNeHWn Ha ocHoBaHue (22 + 5) klMa B kaxxqoM U3 MecCT, NoKa3aHHbIX Ha PUCYHKe 1: B TouKe
(13 £ 3) MM OT BEpLUMHbI CPEAHEro nansua U B NpMbnnanTensHoM LeHTpe NagoHn. TonwmHa OgHOW CTEHKA B
KaX[0W TOYKE paBHa NONOBWHE M3MEPEHHOW TOMLLMHBI OBYX CTEHOK WM A0IMKHA COOTBETCTBOBATb pa3mepam,
yKazaHHbIM B Tabrnuvue 2, Npv ypoBHe KOHTPOMs M NpuemreMom ypoBHe KadecTBa (AQL), npvBeneHHbIM B
Tabnuue 1.

Ecnn npu BuayansHOM oCMOTpe 0DHapyKMBaKT Hanuyne YyTOHYEHWA, TO B Takux obnacTtax Heobxoaun-
MO MPOBECTU U3MEPEHMS TOMLWHbI OOHOW CTEHKM nepyaTtki. B xoae onncaHHbIX Bbille U3MEPEHUIA TOMLLWHA
OLHOW CTEHKW rmafKkoW NOoBepXHOCTW AOMKHa cocTaBnAaTh He meHee 0,08 MM, a TeKCTypupoBaHHOW MoBepx-
HOCTM — He meHee 0,11 MM.
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Tadtnuua 2— Paamepsl 1 JONYCTUMbIE OTKNOHEHUSA

WupuHa vpuis, MuHumaneHas MakcumaneHas
PuHa, cooTseTcTByOWas | MuHumanbHas
Kon COOTBETCTBYHOLLAA OnucaHue ONUCAHUIO anuma | TonwuHa 'IéOJ'ILf.lMHa
paamepa Kogy pasmepa w paamepa pasMepa w (cm. prcyHoK 1), (8 mecTax, (NnpnbnmnanTensHo
(cm. pucyHok 1), NoKasaHHbIX Ha B LIeHTpe
(cm. pucyHoK 1), MM
MM .4 pucyHke 1), Mm nagoHu), Mm
6n =82 Ceepxmarble <80 220 [Magkan noBepx- [Mmapgkas no-
HKe (X-S) HocTe: 0,08. BEPXHOCTh!
TekcTypupo- 2,00.
6,5 835 Mankie (S) 80+ 10 220 BaHHasi MoBepx- | TeKcTypupoBaH-
HocTe: 0,11 Hasa NoBepx-
7.0 89+5 Cpeate (M) 95+ 10 230 HocTb: 2,03
7.8 95+5 230
8,0 102+6 Bonbwue (L) 110+ 10 230
8,5 109+6 230
9.0u 2110 Ceepxbonb- =110 230
Bbllle wue (X-L)
!
Ll 3345
4§ 9
_ — - 1313
2 )
o0
=+l
]
<
— ]
| — anuHa; w — WwrpmrHa
PucyHok 1 — To4kM M3MEPEHMA ONUHBI, LUMPUHBLI U TOMLLMHBI NEPYATKN
MMpumevyaHune — PacctoaHue (48 £ 9) MM nokasbiBaeT NpUBNM3UTENbHOE MOMOXKEHMe LeHTpa NnagoHn ans

nep4aToKk pasHoro pasmepa.

6.2 NepMeTUYHOCTL

MpW UCMbITAHUK NEpPYaTOK HA FepMETUYHOCTL B COOTBETCTBUM C NPUINOXEHWeM A KONMYecTBo oToBpaH-
HbIX 06pa3LoB 1 JOMYCTUMOE KOMUYECTBO HECOOTBETCTBYIOLLMX (MPOTEKAKLMX) NepyYaTok B BbIBOpKe OOMKHEI
BbITE ONpefeneHbl B COOTBETCTBMM C YPOBHEM KOHTPOMS W NMpUeMneMbiM ypoBHeM kadecTea (AQL), npuee-
OEeHHbIMK B Tabnuue 1.

4
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6.3 CBouncTBa Npu pacTsKeHUU

6.3.1 O6Lwmne nonoXeHus

CBoiicTBa NpW pacTshKeHnn onpedenstoT B cootBeTcTBMM ¢ [OCT SO 37. [ing ucnbiTaHus 6epyT no Tpu
obpasua Tina 2 oT KaxKgoi nepyaTtkn, 3a pesynbTaTt UCMbITaHUs NPUHKMAKOT cpefHee 3HadveHne. Obpasubl 4ns
MCMNbITaHWA OOMKHbI ObiTh B3SThI C TAA0HHON UK ThINTbHOM YacTy nepyaTtku.

6.3.2 Ycunue npu paspbiBe U yanuHeHWe Npu paspbiBe A0 YCKOPEHHOro cTapeHus

Mpu ucneitannm B cootBeTcTBuK ¢ FOCT ISO 37 ¢ ucnons3oBaHnem ob6pasuos Tuna 2 ycunue v yanuHe-
HWe NpuW paspbiBe AOMKHBI COOTBETCTBOBATL TpeboBaHWAM, NpUBeaeHHbIM B Tabnuue 3, npu ypoBHE KOHTPONS
u NnpuemnemMom ypoeHe kadecTtea (AQL), npuBegeHHbIx B Tabnuue 1.

6.3.3 Ycunue npm paspbiBe U yanuHeHWe NpU paspbiBe nocne yCKOPeHHOro ctTapeHus

YckopeHHoe cTapeHue npoeoasT B cooTBeTcTBMM ¢ TOCT ISO 188. Obpasubl AnsS UcnblTaHUA roTOBAT
nyTem BbIAEPKKM nepyaTok npu Temnepartype (70 + 2) °C B TeueHue (168 + 2) u n nyTem Beipe3zaHusi obpasuos
ONS MCMbITAHUS M3 COCTApPEHHbIX MepYyaTok NuBo Bhipe3aHus obpasLoB ANs UCTBITAHUS U3 HECOCTapeHHbIX
nepyaTok 1 nocnenywLlein Beligepxku obpasuos npu Temnepatype (70 £ 2) °C B TeueHue (168 * 2) u. 3atem
NPOBOAAT UCTLITAHWE HA pacTsXeHWe, Kak onucaHo B 6.3.2. PesynbTtaTbl 4OMXHbI COOTBETCTBOBaTL TpeboBa-
HWSIM, NPUBEAEHHbLIM B Tabnuvue 3, Npyu ypoBHE KOHTPOIsS U NpUeMneMomM ypoBHe kadectea (AQL), npuseaeH-
HbiX B Tabnuue 1.

[ns nepyaTok, CPOK rOAHOCTU KOTOPLIX NPEBbIWAaeT 6 Mec ¢ 4aThl M3rOTOBNEHWS UMK ANs KOTOPbIX AaTta
M3roTOBMEHMA HE YCTaHOBMEHa, YCKOPEHHOE CTapeHWe He NPOBOLAT, a CBOWCTBA MPW PacTsKeHUW JOMKHbI
COOTBETCTBOBaTL TOMLKO 3HAYEHWUSAM «...NOCSIe YCKOPEHHOro cTapeHusy, npusedeHHbim B Tabnuue 3. WecTtn-
MECAYHBIA Nepuos OOMKeH HAauYMHATLCA C NepBOro OHSA Mecsaua, HeMoCPEeACTBEHHO CNefyrLllero 3a Tem, B
KOTOPOM ObIfW M3rOTOBMNEHL! NepyaTku.

Tatbnuya 3 — CeoiicTBa Npy pacTsSKEHUA

TpeboaHusa
CeowictBa
MepuaTka TMna 1 MepyaTka TMNa 2
MuHMManeHOe ycunve npy pa3pbiBe A0 YCKOpeHHoro ctapexus, H 7,0 7,0
MuHMUMansHOE YONTMHEHWE NPW paspbiBE 40 YCKOPEHHOTO cTapeHus, % 650 500
MuHMManeHoe ycunve npu paspbiBe Nocrne yckopeHHoro ctapexHus, H 6,0 6,0
MuHMManeHoe yarMHeHWe npu paspbiBe Nocrne YCKOpeHHoro crapeHust, % 500 400

6.4 CTepunbHOCTb

ﬂJ'IFI CTEpPUNbHBIX NEep4YaToK MNMo 3anpocy OOIKeH BbITb YKa3aH Mmeto ctepunn3aduin.

7 YnakoBkKa

CTepI/IJ'IbeIe nep4yaTtky O0JKHbI BbITh ynakoBaHbl B UHOVMBUAYAINBHYHK YNAaKOBKY MO OOHOW UIK napamu.
8 MapkupogBka

8.1 O6WuMe nonoxeHUs

MapkupoBKa JoMmKHa cofepXaTb CChISIKY Ha HacTosALWMWI cTaHaapT. B gononHeHue K npMBedeHHbIM HUXKE
hopmMynupoBKam O18 MapKMpPOBKM MOTyT ObiTb MCMNOJSIb30BaHbl COOTBETCTBYIOLUNE MEXAYHapoaHble CUMBOIIbI
no [1] wn [2].

A3bIK, UCNONb3YeMbIA NS MApKUPOBKW, AOMKEH BbITh COrMacoBaH MeXay 3auHTEPECOBaHHLIMU CTOPO-
Hamu.

MapKnpoBKY OLIEHMBAKOT BU3yamnkHO.
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8.2 MapkupoBKa Ha MHOWBUAYaNbHOW YyNaKoBKe

8.2.1 CtepunbHasl ynakoBka

Ha wHavBuayanbHy yMNakoBKYy OAHOW MepyaTkyM UMM napbl NEpYaTok AomkHa ObiTb YETKO HaHeceHa
crnegyrowasa uHpopmaumsa:

a) HauMeHOBaHWe WM TOBapHLIA 3HAK M3rOTOBUTENS WM NOCTaBLUKKA;

b) ncnonb3yemelil MmaTepuan,

c) cnoea «TEKCTYPUPOBAHHBIE» nnu «MAOKWE», «OMYOPEHHBIE» nnn « HEOMNYOPEHHGIE»
WM aHanornyHble CNoBa NS COOTBETCTBYKLLEN OTAENKA Nep4arok;

d) paamep;

e) ecnv nepyatku obpaboTaHbl NOOBIM ONyAPVBAIOLLMM BELEeCTBOM — MpegynpexaeHve o ToM, 4To
nepeg ucnonb3osaHWeM crnegyeT acenTUYecky yaanuTe onygpusatollee BelecTBo;

f) naeHTUKaALMOHHBIA HOMEpP NapTUKX N3roTOBUTENS;

g) cnoea «JATA M3TOTOBNIEHWA» mnu aHanorMyHble, a Takke 4eTbipe uudpbl Ans 0bo3HavyeHus
roga v MecsiLa U3roToBMNeHns;

h) cnosa « CTEPUIIbHOCTb FTAPAHTUPOBAHA MNPV LLENOCTHOCTUW YTNAKOBKW»;

i) cnoea «OQHOKPATHOIO NMPUMEHEHWA» nnn aHanornyHele;

j) cnoBa «AMATHOCTUYECKAA NEPYATKA» (unu «QUATHOCTUYECKWE NMEPYATKW»);

k) croea «M3OENUE M3FOTOBNEHO M3 HATYPAJIbHOIO KAYYYKA, KOTOPbLIN MOXET BbI3bl-
BATb ANNNEPTMYECKWE PEAKLUWMW» nnu aHanornyHble cnoea gnsa nepyatok tuna 1.

8.2.2 HectepunbHasa ynakoBka

Ha ynakoBky gomkHa BbiTh HETKO HAHeceHa cneayolas nHopmauus:

a) HauMeHoBaHWe UMW TOBapHLIA 3HAK M3roTOBUTENS UMW NOCTaBLUKKA;

b) ucnonb3yemblil maTepuan;

c) crnoea «TEKCTYPUPOBAHHLIE» nnun «MAOKWE», «ONYOPEHHBIE» wnu «HEOMYOPEHHLIE»
nubo aHanorvyHblie CrnoBa A5 COOTBETCTBYHOLLEN OTAENKM Nep4aTok;

d) pasmep;

€) MAEeHTUPUKALMOHHBLIN HOMEpP NapTUM M3rOTOBUTENS;

f) cnoea « OQHOKPATHOIO NMPUMEHEHWA» nnu aHanornyHele;

g) cnoBo «HECTEPWUNBHbLIE»;

h) cnoea «AMATHOCTUYECKAA MEPYATKA» (nnn « AMATHOCTUYECKNE MEPYATKN»);

i) cnosa «JATA U3TOTOBJIEHWA» unu aHanoruyHele, a Takke YeTbipe undpbl 4na o6o3HavyeHus roga
WU Mecsua U3roTOBMEHWS;

j) cnoea «M3OENWE N3rOTOBMNEHO N3 HATYPAJIbHOIO KAYYYKA, KOTOPLIN MOXET Bbl3bl-
BATb ANNEPTMYECKWME PEAKLMW» nnu aHanorMyHele cnoBa gnga nepyatok tmna 1.

8.3 NpynnoBan ynakoBKa

prnnoaaﬂ YNakoBKa — 3TO yNakKoBKa, coAepXxallada 3apaHee onpegeneHHoe Konum4ecTtso MHouBuay-
allbHbIX YNMaKOBOK Nep4yaToK OQMHaKoBOro paaMmepa, npegHa3Had4eHHasn anA obecnevyeHuna 6ezonacHoro TPaHC-
NOPTUPOBAHUA M XpaHeHWA. prnnosaﬂ YNakoBKa OOJIKHa BbITb MapKmnpoBaHa B COOTBETCTBUA C 8.2.1 vnn
822c YKa3aHnem Konu4ecTtea nep4aTtok 1 ,D,OGBBJ'IGHMEM VIHCprKLlMI:‘I Mo XpaHeHUHo.
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MpunoxeHune A
(obsAzaTensHoe)

MeToa McnbITaHUA Ha repMeTu4HoOCTb

A.1 OGopynoBaHue

A.1.1 OnpaBka nonas ¢ MUHUMArbHbLIM HapyXHbIM AuaMmeTpom 60 MM M OOCTATOYMHOW ONWHOW AN yAepXaHus
nepyaTku, HanonHeHHon 1000 cm? sofkl. Mpumep npuseneH Ha pucyHke A1

MpumeuvaHune — MNogohaeT npospayvHas nonasa onpaeka.

e/

400

NN A RN NN NN NN NN

B

40

1 — KpOK; 2 — UMnuHApP; 3 — NWHKWS OTCHETa Ha BHYTPEHHEN NOBEPXHOCTU CTEHKK

PucyHok A.1 — Onpagka

A.1.2 YcTpoicTBO yaepKuBalowee, npegHasHadyeHHoe AN yaepKaHus nepyaTki B BEPTUKaNsHOM NONOXeHWU Npu
HanonHeHwu Boaown. MNpumep npvBeadeH Ha pucyHke A.2.
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PucyHok A.2 — YoepxuBatoLlee YCTPOWCTBO

A.1.3 LiMnuHap rpanyupoBaHHbIN eMKOCTBIO He MeHee 1000 cm® unn opyroe 0o3upyoLLee YCTPoicTBo, cnocobHoe
noaaeats 1000 cm? 3a paa.

A.2 Mpouenypa

MpuKpennsioT NepYaTky K KpYriow Nonoi onpaske ¢ NOMOLLEH NMOAXOAALLErO NpUcnocobrneHns, Hanpumep XoMyTa,
Takum o6pasoM, 4ToGbI NepyaTka BbICTYNana Hag HWKHUM KOHLIOM onpasku He Bonee yem Ha 40 MM,

Uepez nonyto onpasky B nepyaTtky HanusatoT (1000 + 50) cm3 Bogsl (MakcumarnbsHas Temnepartypa sogsl 36 °C).
YoansioTr Body, CNy4YaiHo MonaBLUylo Ha BHELUHIOW CTOpPOHY nepdyatku. Ecnv Boga He goxoguT 4O YPOBHS B Npedenax
40 MM OT Kpas MaHKeTbl, TO NOAHUMAKOT Nep4yaTKy Takum obpasoM, YTobel yBeanThea, YTo UCMLITAHUIO NOABEPrNack BCA
nepyartka, 3a UCKMYeHWeM YacTu, PacnonoXeHHon B npegenax 40 MM HWXKe Kpas MaHXeTbl. HezameonutenbHo npo-
BEPSAIOT Ha HanM4ne yTedku Bogpl. Ecnv nepyatka He npoTekaeT cpasy, To Yepe3 2—4 MWUH NOCMe HanoSHEHUA NEPYaTKM
BOLO NPOBOASAT NOBTOpPHOE 0BCneaoBaHne Ha NpeaMeT yTedek. YTeuky B npefenax 40 MM OT MaHXeTbl BO BHUMaHWe He
npuHMMatoT. YTobbl 06nerynTs HabntogeHve, Boga MoxeT BblTh OKpalleHa BOAOPacTBOPUMbIM KpacuTenem.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBe,D,EHVlfI O COOTBETCTBMU CCbINOYHbIX HALUMOHAINbHbLIX U MeXrocyfgapCcTBeHHbIX CTaHOApPTOB
MeXOAyHapoOdHbIM CTaHOAapTaM, MCNONb30BaHHbBIM B Ka4eCTBe CChbINMOYHbIX B NTPUMEHEHHOM
MeXxXOayHapoaHOM cTaHOapTe

Tabnuua OA.1

QB0o3Ha4YeHWe CCuINOYHOro
HauWoHaneHoro,
MEXrocyaapCTBEHHOro cTaHaapTa

CreneHb
COOTBETCTBUA

O603Ha4YeHne N HaUuMeHOBaHWE CCbINMOYHOTO MEXAYHapo4HOro
cTaHgapTa

[OCT ISO 37—2020

IDT

ISO 37:2017 «PesunHa BY/IKaHW30BaHHas unu
TepmonnactuyHas.  OnpegeneHve  ynpyronpoYHOCTHBIX
CBOWCTB MpWU pacTaKEHUN»

[OCT ISO 188—2013

IDT

ISO 188:2011 «Kayuyk BYIMKaHW30BaHHbLIN unu
TepMonnacTnyHeIn. McneiTaHus Ha yCKOpeHHOe cTapeHue u
TEeNnoCTONKOCTb»

FOCT ISO 10993-1—2021

IDT

ISO 10993-1:2018 «OueHka OWMOMOrMYECcKOro AeWcTBUA
MeaunuuHckux nagenun. Yacte 1. OueHka 1 nccnegoBaHus B
npouecce MeHemMKMeHTa pucka»

[OCT P MCO 10993-2—2009

IDT

ISO 10993-2:2006 «OueHka OWONOrMYecKoro AencTBUA
MeauUMHCKNX nagenuin. Yacte 2. TpeboBaHmA K oxpaHe 340-
POBbS XUBOTHBIX»

FOCT ISO 10993-3—2018

IDT

ISO 10993-3:2014 «OueHka OWMONOrM4ecKoro AencTBuMsA
MeauunHckux uagenui. Yacte 3. MccnepoBaHue reHoTok-
CMYHOCTU, KaHLUEPOreHHOCTU M TOKCWMYECKOro OeWCTBMA Ha
PEnpPOAYKTUBHYH DYHKLNIO»

[OCT I1SO 10993-4—2020

IDT

ISO 10993-4:2017 «OueHka OGuMONOrM4ecKoro AencTeuUs
MeauUuHCKMX u3genun. YacTte 4. ViccnenoBaHue M3genuu,
B3aUMOAENCTBYHOLLMX C KPOBLHO»

[OCT ISO 10993-5—2023

IDT

ISO 10993-5:2009 «OueHka BUONOrMYEcKoro AeNCTBUSA
MeaULWHCKMX nagenui. Yacte 5. McnbiTaHMa Ha UUTOTOK-
CUYHOCTb in vitro»

[OCT ISO 10993-6—2021

IDT

ISO 10993-6:2016 «OueHka OMONOrMYecKoro AencTBuUA
MeauUMHCKNX n3genuin. Yactb 6. MiccnegoBaHnua MEGTHOMO
[eNCTBUA Nocrne MMNIaHTaumum»

FOCT ISO 10993-7—2016

IDT

ISO 10993-7:2008 «OueHka BUMONOrM4eckoro AOencTBUA
MeguUMHCKMX u3gennin. Yacte 7. OcTaTouHoe cogepaHue
3TUNEHOKCWMAA NOCNe CTEPUNU3aLIMn»

[OCT ISO 10993-9—2022

IDT

ISO 10993-9:2019 «OueHka OUMONOrMYeckoro AencTBuA
MeOuUuMHCKMX wnagenuin. Yacte 9. OCHOBHble NPUHUMMBI
uaeHTUMKaUMM U KONMMYECTBEHHOIO OMpeaeneHns MoTeH-
LmnanbHbLIX MPOAYKTOB Aerpagaummy

[OCT ISO 10993-10—2023

IDT

ISO 10993-10:2021 «OueHka 6GWoONOrKM4eckoro AencTBUSA
MeauumHeknx nagenun. Hacts 10. MccnegoBaHus Ha KOXKHYIO
ceHcubunuaaumo»
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lpodomxeHue mabnuyst JA.1

OB6o3HavyeHue CCbINoYHOro
HaUMOHAaNLHOro,
MEXIrOCyAapCTBEHHOIO cTaHaapTa

CreneHb
COOTBETCTBMSA

0603Ha‘-|eHVIe M HAMMEeHOBaHWEe CCbINOYHOro Me}K,D,yHapD,D‘HOI'O
ctaHgapTa

[OCT ISO 10993-11—2021

IDT

ISO 10993-11:2017 «OueHka Buonorvyeckoro OencTBuA
MeauUnHCKUX nagenuin. Yacte 11. MiccnegoBaHmsa oOLETOK-
CUYECKOro OelCTBUA»

MOCT ISO 10993-12—2023

IDT

ISO 10993-12:2021 «OueHka BUOMOrM4eckoro AencTBus
MeuuMHCKuX uzgenuid. Yacte 12. MNpurotoeneHue npod u
KOHTpOINEHbIE 0Bpasubl»

FOCT ISO 10993-13—2016

IDT

ISO 10993-13:2010 «OueHka OBWOMNOrMYECKOro OencTBUA
MeguUMHCKUX u3genuid. Yacte 13. MoeHTudmkauma v konm-
YeCTBEHHas OLeHKa NPOAYKTOB Pa3NOXeHUsa B NMONMUMEPHbBIX
MEeOWULWNHCKUX YCTPONCTBax»

[OCT ISO 10993-14—2011

IDT

ISO 10993-14:2001 «QueHka BWOMNOrMYECcKOro OelcTBUA
MeaWUUHCKMX M3genunin. YacTts 14. MgeHTudukauma n Konm-
YEeCTBEHHAs OUEHKA NPOAYKTOB Aerpagauny Kepamukmy

MOCT ISO 10993-16—2023

IDT

ISO 10993-15:2019 «QOueHka OWONOrM4eckoro OencTBuUA
MeguuMHeKkux ugenui. Yacte 15. Moentudmkauma v konu-
YecTBEHHOE onpenerneHne NPOAYKTOB Aerpagauun 13 me-
TansnoB W CNIaBoB»

[OCT ISO 10993-16—2021

IDT

ISO 10993-16:2017 «OueHka Bronoruyeckoro
OencTeMsa  MeOuuMHCKMX u3genui. Yacte 16. KoHuen-
UMs  TOKCUKOKMHETUYECKWX  WCCMNenqoBaHWi  NpoayKTOB
pa3noXeHnsa 1 BbllLenavyMBaeMblX BELLECTE»

MOCT ISO 10993-17—2011

IDT

ISO 10993-17:2002 «OueHka BWoNoOrM4eckoro AencTeus
MeOUUMHCKUX u3genuin. Yacte 17. YcTaHoBneHue OonycTu-
MbIX NMPEAENOB BhillenavyvMBaeMblX BELWECTBY

[OCT ISO 10993-18—2022

IDT

ISO 10993-18:2020 «QOueHka BWMOMNOrMYECKOro [OercTBUA
MeanLUMHCKMX u3genuin. Yacte 18. MccnegoeaHne xnmuye-
CKUX CBOWCTB MaTepuarnoB B paMKax npoLecca MeHeIKMeH-
Ta pucka»

MOCT ISO 10993-23—2023

IDT

ISO 10993-23:2021 «QOueHka OWMONOrM4Meckoro OencTBuUsA
MeauUuHckux uagenuin. Yacte 23. McnbiTaHue Ha cnocob-
HOCTb Bbl3blBaTb pasgpaxKeHue»

[OCT ISO/TS 10993-19—2024

IDT

ISO/TS 10993-19:2020 «OueHka Bruonornyeckoro gencTemA
MeauUMHCKMX w3genunid. Yacte 19. WMccnegoBaHus cuam-
KO-XUMWYECKMX, Mopdronormdeckux u Tonorpaduyeckmx
CBOWCTB Marepuanoe»

[OCT ISO/TS 10993-20—2011

IDT

ISO/TS 10993-20:2006 «OueHKa Guonorudeckasn
MeguuMHeKux wnagenuid. Yacte 20. lMpuHuMnbl U MeTO-
Obl  UMMYHOTOKCUKOMNOTMYECKUX UCMBITAHUA MELWLMHCKIAX
n3genuiay»

FOCT ISO/TR 10993-22—2020

IDT

ISO/TR 10993-22:2017 «OueHKka bruonornyeckoro AencTems
MeguumMHCKnUX  wn3genuin. Yacte 22. PykoBoacTBO Mo
HaHomaTepuanam»

MOCT ISO/TR 10993-33—2018

IDT

ISO/TR 10993-33:2015 «OueHka Guonorn4eckoro gencTemns
MenuumHeknx magenun. Yacte 33. PykoBoacTBo no Tectam
Ha reHoToKcUYHOCTL. [lononHeHue k ISO 10993-3»
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OkoHyaHue mabnuuesl JA. 1

rOCT P 52239—2024

COOTBETCTBUS CTAHAAPTOB!
- IDT — mMaeHTU4HbIE CTAHAApPThI.

CEnaHENaHHE CobinaEoTg CreneHb O603Ha4YeHne N HaMMeHOBaHWE CCbINOYHOTO Me HapogHoro
HAUNGHAAREOI, COOTBETCTBMS cTaHgapTa ramapon
MeXrocygapcTBeHHOro ctasgapra Aap
[OCT ISO 23529—2020 IDT ISO 23529:2016 «Pe3unHa. Obuwue npouenype!
NMPUroTOBNEHUS WM KOHOMUMOHWpOBaHws o6pasyoB Ans
(pr3nNYECKUX METOOOB UCNBLITAHWNAY
[OCT P UCO 2859-1—2007 IDT ISO 2859-1:1999 «[lpoueaypbl BbIBOPOYHOrO KOHTPOMS Mo
Ka4yecTBeHHbIM npu3Hakam. YacTb 1. naHbl BbIGOpPOYHO-
ro KOHTPONs C yKasaHuWeM MpUeMIIEMOro YpOBHA KadecTBa
(AQL) onst nocrnegoBaTenbHOrO KOHTPOIS NapTUid»
MpumeyvyaHmnme — B HacTodAwen Tabnuue WMCNoNbL30BaHO creylllee ycrioBHoe o0603HAYeHWEe CTENeHU
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FOCT P 52239—2024

Mpunoxexune b
(cnpaBo4Hoe)

ConocTtaBneHue CTPYKTYpPbI HacToAlWero craHgapTa co Cprt(TypOﬁ nMPpUMeHeHHOro B HEM
MeXxagyHapoaoHoro ctraHgapTta

Tabnuuya Ob.1

CTpykTypa HacTosLIero ctaHgapTa

Ctpykrypa mexayHapoaHoro ctaHgapta SO 11193-1:2020

1 O6nacTb NnpUMeHeHMs

1 O6nacTb NPUMEHEHWS

2 HopmaTuBHLIE CChINKK

2 HopmaTuBHbIE CChINKU

3 TepMuHbI 1 onpegeneHus

3 Knaccudukaums

4 Knaccudurkaums

3.1 O6wme nonoxeHus

4.1 OBLKre nonoxeHns

3.2 Tun

4.2 Tun

3.3 OTpenka

4.3 Otpenka

4 Matepuansl

5 Matepwansl

5 Beibopo4HbIn
MCnbITaHUA

KOHTpore W oOTbop obpasuoB OnAa

6 BrbibopoyHbIA
UCMbITaHUIA

KOHTpons W oTbop o06pasyoB AnA

5.1 BuIBOpOYHbIV KOHTPONb

6.1 BbiBOpOYHBIA KOHTPOMb

5.2 Otb6op obpaszuoB Ona UcnbiTaHWA

6.2 OTbop 06pa3uoB AnNA UCNbITAHUA

6 TpeBosaHua

7 TpeboraHus

6.1 Pasmepbl

7.1 Pasmepsbl

6.2 epMeTU4YHOCTb

7.2 TepmeTUYHOCTb

6.3 CaoWicTBa NpU pacTsHKeHUN

7.3 CpoKncTBa NpU pacTskeHun

6.3.1 Obwume nonoxeHus

7.3.1 Obwme nonoxeHus

6.3.2 Ycunuve npu paspbiBe W yanMHeHWe Npy paspbiBe go
YCKOPEHHOro cTapeHus

7.3.2 Ycunune npu paspbiBe U yANWMHEHWE NPK paspbiBe 40
YCKOPEHHOro cTapeHus

6.3.3 Ycunue npu paspbiBe WM yaANUHEHWE MNMPU paspbiBe
nocrne YCKOPeHHOTo CTapeHns

7.3.3 Ycunune npw paspbiBe WU yONUHEHWE MpU paspbiBe
nocrne YCKOPEeHHOro cTapeHus

6.4 CtepunbHOCTb

7.4 CTepunbHOCTb

7 YnakoBka

8 YnakoBka

8 MapkupoBka

9 MapkvpoBka

8.1 Obwme nonoxeHus

9.1 Obuwme nonoxeHus

8.2 MapkupoBka Ha MHOMBUAYaNbHOW yNakoBke

9.2 MapkupoBKa Ha MHOUBUAYaNbHOW YyNakoBKe

8.2.1 CrepuneHas ynakoeka

9.2.1 CtepunbHas ynakoeka

8.2.2 HecTtepunbHas ynakoBka

9.2.2 HecTepunbHas ynakoBka

8.3 pynnoBas ynakoBka

9.3 pynnoBas ynakoeka

Mpunoxenve A (obsasatensHoe) Meton ucnbiTaHua Ha
repMeTu4HOCTb

MpunoxeHuwe A (obsizsatencHoe) Metog wenbiTaHnsa Ha
repMeTU4HOCTb
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OkoH4yaHue mabnuus! 6.1

rOCT P 52239—2024

CTpyKTypa HacTOALLEro craHgapTa

CrpykTypa mexayHapoaHoro ctaHgapta ISO 11193-1:2020

MpunoxeHuwe [OA (cnpaBodHoe) CBegeHuss © COOTBET-
CTBWM CCBINOYHBIX HALWOHAINBHbBIX N MEXIOCYAapCTBEHHbIX
CTaH4apTOB MeXOyHapodHbIM cTaHOapTam, UCNonb30BaH-
HbIM B Ka4eCTBE GCbINOYHbIX B MPUMEHEHHOM MexdyHa-
pogHOM cTaHgapTe

MpunoxeHue OB (cnpaBoyHoe) ConocTaBneHwe CTPYKTY-
pbl HACTOSALErO CTaHAApTa CO CTPYKTYPOW NPUMEHEHHOMO
B HEM MeXdyHapodHOoro ctaHjapTa

Bubnuorpadus

Bubnuorpadusn

GostExpert.ru
https://GostExpert.ru/gost/gost-52239-2024
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FOCT P 52239—2024

Bubnuorpadun

[1] NCO 15223-1 WMzpgenua meguuMHCcKne. CUMBOSLI, MPUMEHSAEMbIE MPU MaPKUPOBAHUKM MEOULMHCKUX W3OEernni, Ha
(ISO 15223-1) aTukeTkax W B conpoBoguTensHoW gokymeHTauun. Yacte 1. OcHoBHble TpeboBanus (Medical de-
vices — Symbols to be used with medical device labels, labelling and information to be supplied —

Part 1: General requirements)

MpumevaHue — feticmsyem MOCT P MCO 15223-1—2023 «M3denusa meduyuHckue. CumMeorisi, npumMeHse-
Mble 018 nepedadu UHghopmauuu, npedocmasndemol ulzomosumenem. Yacmeb 1. OcHogHble mpebogaHusa», UudeHmuuy-
HbIt MCO 15223-1:2021, komopbill peKoMeHOYemcsi LUCMNoMb308aMb 8MECITIO CCbITOYHO20 MEXOyHapoOHo20 crmaHdapma.

[2] NCO 15223-2 WMzpenua meguumnHckme. CUMMBONLI, NMPUMEHSAEMbIE NPU MapKMPOBaHWKM Ha MeUUMHCKUX M3OenusX,
(ISO 156223-2) aTUKeTKax U B COMPOBOAMTENLHOW AOKymMeHTauuu. YacTtb 2. PaspaboTtka, Bblibop ¥ Banugauus
cumeonoB (Medical devices — Symbols to be used with medical device labels, labelling, and informa-

tion to be supplied — Part 2: Symbol development, selection and validation)

Mpumevarnue — [fetcmayem MOCT P MCO 15223-2—2013 «M30enusa meduyuHckue. CumMeornbi, npumMmeHsie-
Mble rpu MapkuposaHuu Ha MedUUUHCKUX U30enusx, amukemkax u e conpoeodumernsHou dokymMeHmauuu. Yacmes 2. Pas-
pabomka, ebibop u sanudayus cumeonoe», udeHmuyHeill MCO 15223-2:2010, komopsil pekoMmeHOyemcs UCMnonb308amab
8MEeCMmo CChloYHO20 MexdyHapodHoeo cmaHdapma.
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rOCT P 52239—2024

YK 615.479.47:006.354 OKC 83.140

KnioveBble crioBa: nep4yaTtkm U3 Kay4ykoBOro natekca vmiu pacTteopa, OgHOKpaTHOe NMpuMeHeHune, ctepunb-
Hble, HeCTepUnbHblE, Matepuansbl, 0T60p 06p83LIOB, Tp96OBaHMF|, MapKMpOBKa, ynakoBKa
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