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Mpeancnosue

1 NOArOTOBMEH O6LecTBOM C OrpaHU4YeHHON OTBETCTBEHHOCTbIO «Meatexcrtangapt» (OO0 «Mea-
TexcraHaapT») Ha OCHOBE COOCTBEHHOrO MepeBoga Ha PYCCKUIA A3bIK HEMELKOS3bIYHOW BEPCUM CTaHaapTa,
YKa3aHHOro B NMyHKTE 4

2 BHECEH TexHu4eckum KOMUTETOM no ctaHaapruauum TK 011 «MeaguumHckue npubopsl, annaparbl
n obopyaoBaHue»

3 YTBEPXIEH W BBEJEH B IENCTBUE Mpukazom degepanbHoOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuto u metponorum ot 28 mapra 2019 r. Ne 115-cr

4 Hacroawmi craHaapT WAEHTUMYEeH HauuoHamnbHOMY HemeukoMy ctanaapty ANH EH 14683:2014
«Macku meauumHckue. Tpebosanua u metoabl ucnbitanuin» (DIN EN 14683:2014 «Medizinische Ge-
sichtsmasken — Anforderungen und Priifverfahren; Deutsche Fassungy, IDT)

Mpu NnpumMeHeHUn HACTOALLETo CTaHfapTa PEKOMEHAYETCA MCNONb30BaTh BMECTO CCbISIOYHBLIX Mexay-
HapOAHOro U €BPONENCKUX CTAHAAPTOB COOTBETCTBYIOLLME UM MEXTOCYAaPCTBEHHbIE CTaHAaPTLI, CBEAEHUS O
KOTOPbIX NPUBEAEHbI B AONONMHUTENBHOM NpunoxeHun OA

5 BBEJEH BINEPBBIE

lpaeuna npumeHeHuUs Hacmosaweeo cmaHdapma ycmadoeneHbl 8 cmambe 26 ®edeparnbH020 3aKOHa
om 29 uwHs 2015 2. Ne 162-03 «O cmandapmu3ayuu e Pocculickoli ®edepayuuy. UHpopmauus 06 u3-
MEHEHUSX K HacmoswemMmy cmaHdapmy nybnukyemcs e exe200HOM (No cocmosaHulo Ha 1 sHeaps mekyuiez0
200a) uHoOpPMayUOHHOM yKasamerne «HayuoHanbHble cmaHfapmbl», a ohuluaribHbIll mekem u3MeHeHul
U ronpaeok — 8 eXeMeCcss4HOM UHOPMaUUOHHOM ykasamene «HauyuoHanbHble cmaHdapmely. B criydae
nepecmompa (3ameHbl) unu oOmmMeHbl Hacmosuweao cmarHfapma coomeemcemesyoujee yeedomrieHue bydem
onybnukoeaHo 6 bnuxaliliemMm 6biNycKe eXEeMeCs4YHO20 UHGOPMaUUOHHO20 ykasamens «HauuoHarnbHble
cmaHdapmbi». Coomeememeyrowiaa uHopmayus, yeeOoMIieHue U meKcmbl pasmewaromes makxke 6 UH-
ghopmayuoHHol cucmeme obuje2o nonp30saHus — Ha oguyuanbHoM catime ®edeparnbHo20 azeHmemea o
MEXHUYECKOMY peaynuposaHuio U Memposoauu e cemu ViIHmepHem (www.gost.ru)

© CraHgaptuHdgopm, odhopmneHue, 2019

Hacroswwmit cTaHgapt He MOXET ObiTb MOMHOCTbIO UITM YaCTUHYHO BOCMPOU3BEAEH, TUPAXKAPOBAH U pac-
NPOCTpaHeH B kauyecTse opuumuanbHoro usaaqus 6es paspeluenus degepansHOro areHTCTBa Mo TEXHUYECKO-
MY PerynmpoBaHu1IO n METPOIOTMH
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BBeaeHue

EH 14683:2014 nogrotosneH TexHuyeckum komutetom CEN/TC 205 «HeakTuBHble MeguLMHCKUE U3-
Aenusay, cekpetTapuar KoToporo seaet Hemeuknii MHCTUTYT no ctangaptusdayum (DIN).

EH 14683:2014 3ameHsieT EH 14683:2005.

Mo oTHoweHunto kK EH 14683:2005 BHeCeHbI cneayowme N3MeHEeHNs:

a) U3MeHeHne/paclIMpeHne HaMMEHOBaHNUA 1 06NacTu pacnpocTpaHeHus Ana 6onee yHuBepcansHoro
U LUMPOKOrO UCNOMb30BaHUA MEAULIMHCKUX MACOK;

b) koppekTupoBka cornacHo NCO 22609 B OTHOLLEHMMW YCTONYMBOCTU K BpbI3ram KUaKoCTH;

¢) pobasneHue TpeboBaHUN K MUKPOOUONOrMYECKON Ynctote n obLuen BUoCoOBMECTUMOCTH;

d) koppekTupoBka Tabnuubl 1 ans TpeboBaHun, NnpeabsaBnseMbiX K PYHKLUMOHANbHbIM XapakTepucTu-
Kam MeaULMHCKUX MacCoK;

€) oBHOBNEHUe nHopMaummn 4ns NonbL30BaTENs B NPUIOXKEHUN A;

f) nonHbIN NepecMoTp NPUNOXXeHMA B OTHOCUTENBHO METOAAa ONPEAENeHns in Vifro OCHOBHbLIX (DYHKLIN-
OHanbHbLIX XapakTepucTuk BakTepuansHoro unbTpa, B YaCTHOCTM YCINOBUIA UCMBITAHWIA U KOHCTPYKLMKU UC-
nbITaTeNLHOro 060pPyA0BaAHUS;

g) penakTopckas npagka, Bkniovyas 06HOBNEHNE BCEX HOPMATUBHLIX CCbINOK, Gubnuorpadum u npuno-
XeHns ZA B oTHoweHun Oupektusbl EC 93/42/EEC.

MNHdopmayma o ceasu ¢ gupektusammn EC npeacrasneHa B npunoxexue ZA, KOTOpoe ABNAETCH HEOTb-
eMIeMol YacTb HACTOSAILLEro cTaHgapTa.



FOCT P 58396—2019

HALULMOHANBbHbBIA CTAHOAPT POCCUMUCKOWN ®OELEPALUUM

MACKN MEAUUWHCKUE

TpeGoBaHUsA U MeTOAbLI UCNbITAHUIA

Medical face masks. Requirements and test methods

DNara BBegeHna — 2019—10—01

1 O6bnacTb npumeHeHUs

HacTosAwmit ctanaapT onpeaensieT KOHCTPYKUMIO, AM3aiH, TpeboBaHMA K (PyHKLMOHANbHLIM XapakTe-
pucTUKaM U METOAbl UCMbITAHUA MEAULIMHCKUX MacokK, NPeAHasHauYeHHbIX ANS OrpaHUyYeHnAa nepegayn UH-
PEKUMOHHBIX areHTOB OT NepcoHana nauMeHTam BO BpeMsl XMPYypPruyeckux onepauuin u B Apyrux MeauLmH-
CKMX NOMELLEHUSX C aHanorMiHbIMM TpeboBaHuaAMM. MeauLmHckas Macka ¢ COOTBETCTBYIOLUMM MUKPOGHBIM
Gapbepom TaKkkKe MOXET hHEKTUBHO CNOCOOCTBOBATHL COKPALLIEHMIO BbIXOAA UH(EKLIMOHHBIX areHTOB U3 HO-
COBOM 1 pOTOBOVI nonoctu 6€CCUMNTOMHOIO HOCUTENS UMK nauueHTa ¢ KNMHUYEeCKMMU CUMNTOMAMWN.

Hacroawumii ctangapt He NPUMEHUM K Mackam, NpeiHa3HaYeHHbIM UCKITIOYMTENBHO ANA UHAUBUAYasb-
HOW 3aLuThbl NnepcoHana.

MpumedaHune 1 — [JoCTyNHbI CTaHAapThl ANsi Macok, NpUMeHsSIEMbIX B KauecTBe CpeACTBa WHAWBUAYaNbHOM
3aLnTHI.

MpumMmedaHne 2 — B npunoxeHuu A npegoctasneHa nHgopmauus Ans nons3oparene MEAULIMHCKUX Macok.

2 HopmaTtuBHbIE CCbINKU

B HacTosileM cTaHaapTe UCMnonb30BaHbl HOPMATUBHBLIE CCbIMKW HA CTAHAAPTbI, KOTOPbIE HE0OX0AUMO
YYUTbIBATb NPU €ro NpuMeHeHun. Ona 4aTupOoBaHHbIX CCbISIOK NPUMEHSIIOT TONbLKO yKa3aHHbIe usgaHua. Ana
HelaTUPOBaHHbIX CCbINIOK — NOCNeAHNe n3gaHus (BKMoyas nodbie 3MeHEHUs).

EN ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process (ISO 10993-1) (OueHka GMONOrMYecKoro AENCTBUA MEAULMHCKUX uspenuii. Yacts 1.
OueHka 1 nccnegoBaHus B NPOLECCE MEHEMKMEHTA PUCKOB)

EN ISO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity
(ISO 10993-5) (buonoruyeckas oueHka MeguMUMHCKMX n3genuin. Yacre 5. MicnblTaHna Ha LMTOTOKCUYHOCTL in
vitro)

EN ISO 10993-10, Biological evaluation of medical devices — Part 10: Tests for irritation and skin
sensitization (ISO 10993-10) (OueHka Buonornyeckas MeauuMHCKkux nsgenuii. Yacte 10. MpoObl Ha pasapa-
KEHWE W annepruyeckyro peakUmio KOxmu)

EN ISO 11737-1, Sterilization of medical devices — Microbiological methods — Part 1: Determination of
a population of microorganisms on products (ISO 11737-1) (Ctepunu3aumsa MeauuUMHCKUX usgenuin. Mukpo-
Buonoruyeckne meroael. Yactb 1. OueHka nonynAuMn MUKPOOPraHM3MOB Ha NPOAYKLUN)

ISO 22609, Clothing for protection against infectious agents — Medical face masks — Test method for
resistance against penetration by synthetic blood (fixed volume, horizontally projected) [Oaexaa ana 3awutbl
OT MHMEKUMOHHBbIX areHToB. MeauuuHckue macku. MeToa UCMbITAHMA Ha COMPOTMBIIEHWE NPOHUKHOBEHUIO
CUHTETUYECKOI KPOBYU (YCTaHOBMNEHHbIN 06beM, rOpU30OHTaNbHO HaMpPaBEHHLIN)]

U3pgaHue ocdouumanbHoe
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3 TepmuHbl M onpeaeneHns

B HacTosiweM cTaHgapTe NPUMEHEHbI CneayloLwme TEPMUHbLI C COOTBETCTBYIOLLIMMU OnpeaeneHusMu:

3.1 meauumHckana macka (medical face mask): MeauuuHckoe usgenue, 3akpbiBaloLLIee HOC U POT U
o6ecneunBaioee GapbLep AN MUHUMU3ALMKU NMPSIMON Nepefayn UHAEKLMOHHBLIX areHTOB MeXAy nepcoHa-
I0M U NALUEHTOM.

MpumMmevyaHue 1 — MNepeaada Bo3byguTtenen, Nnepegaloiuxcs Yepes KpoBb, OT MaLMEHTOB NMepcoHany MoxeT
NPOUCXOANTL Yepes Gpbiaru.

3.2 adppexkTuBHOCTL GakTepuanbHoi unbrpauum; BFE (bacterial filtration efficiency, BFE): 3d-
(hEKTUBHOCTL MaTeEpPUanoB MeaULIMHCKON Macku kak 6apbepa aAnsi NPOHUKHOBEHUA BakTepui.

Mpumevanue 1 — na uamepenus apdekTnsHocT 6akTepmansHoi pUNLTPaLM MatepuanoM MefuLMHCKOW
MacKi UCMONb3YOT METOA UCNBbITaHUSA Ha 3 PeKTUBHOCTL BakTepranbHoii unsTpauymu.

3.3 auddepeHunanoHoe pasnenue (differential pressure): BosayxonpoHMuaemocTo Macku, msme-
peHHas nyTem OnpeAerneHus pasHuubl B AaBIEHUM BO3AYXA HA BHYTPEHHEN| N BHELUHEH CTOPOHE Macku nNpu
onpegernexHbIX NapamMeTpax BO3AYLUHOrO NOTOKA, TeMnepaTypbl U BNAOXXHOCTH.

MpumevyaHue 1 — OQuddepeHumanbHoe faBneHne SBNAETCA Nnokasarernem Bo3lyXonpoHMLaeMocTu Macku.

3.4 konoHueoGpasyruwasn eanHuua; KOE (colony forming unit, cfu): EauHuua namepexuna konuuecraa
KYNbTUBUPYEMbIX MUKPOOPraHW3MOB.

MpumevyaHune 1 — Konu4yecTso KynsTUBUPYEMbIX MUKPOOPraHN3MOB — 3TO KONIUYECTBO MUKPOOPraHM3MOB, OT-
AenbHbBIX KNETOK UNKU arperaTtos, CnocobHbIX O6paSOBbIBaTb KOMOHWM Ha TBEPAON NUTaTENbHOW cpeae.

3.5 uyucrorta (cleanliness): OTCYTCTBME HEXENaTeNbHbIX MHOPOAHbLIX BELLECTB.

MpumevyaHune 1 — K aTUM BeLlecTBaAM MOTYT OTHOCUTBCA MUKPOOPraHU3Mbl, OpraHU4eckue ocTaTku Unn Teep-
Able YacTulbl.

3.5.1 mukpoduonornyeckaa yucrora (cleanliness — microbial): OTcyTcTBME noNynAuMi >Xu3Hecno-
COBHbIX MMKPOOPraHM3MOB Ha MPOAYKTE W/UMK YNAaKOBKeE.

MpumMmevyaHue 1 — Ha npakTuke cTeneHb MUKPOGUONMOrMYECKOI YNCTOTHI YacTo Ha3biBakoT GUOHArPY3KOIA.

3.5.2 yucrtora no TBepabIiM yacTuuam (cleanliness — particulate matter): Orcyrcreue yacruy, KOTo-
pble 3arpsa3HAOT MaTtepuan u MOryT BbICBOOOXAATLCA, HO HE B pe3ynbTaTe MEXaHMYeCKOro BO3AenNCTBUSA.

3.6 uHdekumnoHHbIN areHT (infective agent): MukpoopraHusm, KOTOpPbIf Bbi3bIBa€T UH(PULMPOBAHUE
XUPYPrUYECKUX paH unm sBnaeTca Bo3dyautenem nHdEKLMMU y nauueHTa, nepcoHana UM UHbIX nuL,.

3.7 xupypruueckas npoueaypa (surgical procedure): Xupypruieckoe BMeLLATENbLCTBO C NPOHUKHOBE-
HWEM Yepes KOXY UMK CMU3NCTbie 0O0NOYKM, BLINOMHAEMOE NMPU KOHTPONMPYEMBIX YCITOBUSX XUPYPruyeckomn
Gpuragon.

3.8 asposonb (aerosol): AapocycneH3us TBepAbIX /MK XUAKMX YaCTULl, UMEIOLLIMX HUYTOXHO Manyio
CKOPOCTb NageHus.

MpumevaHue 1—CMm. EH 132.
MpuMevyaHue 2— Kak npaBuro, c4UTaloT, UTO CKOPOCTb — MeHee 0,25 Mm/c.

3.9 dwunbrp (filter): MaTepuan, ucnonb3yemblii AN MEXAHUYECKOTO U (DU3NYECKOTO pasaeneHust unu
0CaXaeHNA a3PO30NbHbIX YACTUL, (CKUAKUX UINW TBEPABIX) U3 BALIXAEMOTO U BbIAbIXa€MOro BO3yXa.

3.10 6pbisroycroituMBocTb (splash resistance): Cnoco6HOCTb MeAULIMHCKON MAacku NPOTUBOCTOSITb
NPOHWUKHOBEHWIO NOAABAEMOl NPy 3a4aHHOM AaBFEHUN CUHTETUYECKON KPOBM.

4 Knaccudukaums

MeauumnHckue macku, ONUCaHHbIE B HACTOSILLIEM CTaHAapTe, noapasaensior Ha agea Tuna (tun | v tun Il)
B 3aBMCUMOCTM OT 3ppekTUBHOCTM BakTepmanbsHO unsTpaumm, Torga kak Tun |l MOXHO aanee pasgenurb
Ha ABa TMNa B 3aBMCUMOCTM OT TOrO, SIBNSIETCS NU MACKa YCTOWYMBOW K OpbI3ram.
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5 Tpe6oBaHus

5.1 O6uwue TpedboBaHuA

5.1.1 MaTepuasbl U KOHCTPYKUHNA

MeauuuHckasa macka npeacrasnsaer cobon MeauMLUMHCKOE u3aenue, kak NpaBuno, cocrosiee u3 punb-
TPYIOLLEro Crosi, NOMELLEHHOro, CBA3aHHOrO UMW CIPECCOBAHHOro MexX@y CnosiMmn Tkanu. MeamumHckasa macka
He AOMMKHa paccraunBaTthbCs, pacnagaTbCs WNKU paspbiBaTbCa BO BPEMA UCnonb3osaHus. Mpu Beibope mare-
pnanos cduneTpa U crioes 0co60e BHUMaHWE AOMMKHO ObITb yAeneHO CTeNeHN YNCTOTbI (OTCYTCTBUE TBEPAbIX
yacTuy).

5.1.2 OusanH

MeauumHckas macka AomkHa UMETb cpeacTBa pukcaLumm, ¢ MOMOLLbIO KOTOPLIX OHA MOXET NMOTHO 00-
neraTtb HOC, pOT U NOoA00POAOK NONbL30BATENS U KOTOPbIE 00eCNeYUBalOT NAIOTHOE NPUSIEraHne Macku K nuuy
no 6okam.

MeauumMHCK1e Mackum MOryT UMETb Pa3nnYHyIO0 (hOPMY U KOHCTPYKLMIO, a TaKKe AOMNOJNHUTENbHbIE (DYHK-
UMK, TaKUe Kak dKpaH Ans nuua (ans 3awutbl NonbL3oBarens ot 6pbi3r u kanenb) ¢ pyHkuuen unu 6e3 yHk-
LMK 3alwmTbl OT 3anoTeBaHMs NGO HOCOBOM HMKCATOP (ANA yNy4lIeHWs NpUneraHus 3a CYET MOBTOPEHUS
dopMbl HOCA).

5.2 TpeGoBaHUA K DYHKUMOHANBbHLIM XapaKTepucTUKam

5.2.1 OOwue TpedboBaHuA

Bce nenbiTaHms gomiHel GbiTb NPOBEAEHbI C UCMONb30BAHUEM FOTOBLIX U3AENUIA UK 00pa3LOB, Bbipe-
3aHHbIX U3 FOTOBbLIX U3AENUIA, €CNIN 3TO NPUMEHUMO B UX CTEPUIIBHOM COCTOSHUM.

5.2.2 3dpchekTMBHOCTL GakTepuansHon punsrpauum

Mpu UcnbITaHUM B COOTBETCTBUM C NpUnoxeHnem B achdekTuBHOCTE GakTepranbHoi dunsTpauum me-
AWLMHCKON MaCKOMN JOMKHA COOTBETCTBOBATL MUHMMANbHLIM 3HAYEHUAM, NPUBEAEHHBIM ANA COOTBETCTBYIO-
wero Tuna B Tabnuue 1.

5.2.3 Bo3gyxonpoHuLaemMocTb

Mpu ncnbiTaHMm B COOTBETCTBUM C NpunoxeHnem C ancddepeHumansHoe gaBneHme MeanuuuHCKon Ma-
CKM AOJMKHO COOTBETCTBOBATb 3HAYEHUAM, NPUBEAEHHbLIM A5l COOTBETCTBYIOLLIETO TUNA B Ta6m4u,e 1.

5.2.4 BpbI3royCTOMYMBOCTb

Mpu ucnbiTanuu B coorBeTcTBumn ¢ MCO 22609 yCTONYMBOCTb MEAULIMHCKON MACKU K MPOHUKHOBEHUIO
OpPbI3r XKMAKOCTU AOMKHA COOTBETCTBOBATb MMHMMASIbHOMY 3HaueHuio ans Tuna |IR B Tabnvue 1.

5.2.5 Mukpo6Guonoruyeckas 4yucrora (OuoHarpyska)

Mpu ucnbitaHun B cootBercTBun ¢ EH UCO 11737-1 GuoHarpy3ka MeMLMHCKON MaCK1 IOFDKHA COCTaB-
natb < 30 KOE/r (cm. Tabnuuy 1).

Mpumedanune — B EH UCO 11737-1 npeacTaBneHbl TpeboBaHMs N PyKOBOACTBA AN OnNpeAeneHns n onuca-
HUS MUKPOBHOW NonynsaLmmn XU3HECNOCOBHBIX MUKPOOPraHM3MOB Ha MOBEPXHOCTM MMM BHYTPU MEAULMHCKOTO U3penus,
KOMMOHEHTOB, Chbipbs UMW YNaKOBKK.

[ns onpeaeneHus OuoHarpy3kum macku B cootBerctBum ¢ EH NCO 11737-1 cobmoaalor cneayioyio
npoueaypy.

KonuyectBo Macok, KOTOpbI€ AOSDKHbI NMPOMTU UCMLITAHUSI, — HE MEHEe MSATH, HO KONMUYECTBO MOXET
ObITb 60nbLUEe NPU HEOOXOAUMOCTM YYUTLIBATh NMPUEMIIEMbIN YPOBEHb kayecTBa 4 %.

Mepen ncneiTaHMEM KaXaylo Macky B3BeLLMBAIOT. Macky B cOope acenTuyecku U3BneKaioT U3 ynakoBKu
1 NOMELLAIOT B CTEPUINbHBINA hnakoH 500 mn ¢ 300 Mn 9KCTPaKLUMOHHON Xuakoctu (1 r/n nenTtoHa, 5 r/n NacCl
n 2 r/n NAB nonncop6ata 20 [Hanpumep, TeuH 20, Alkest TW 20)).

MomewatoT hnakoH B OpOUTanbHbIN LLUENKED U BCTPSAXMBAIOT B TEYEHME 5 MUH CO CKOPOCTbIO 250 06/MUH.
Mocne arana akcTpakumn 100 M 3KCTparMpoOBaHHON XMNAKOCTU punsTpyioT Yepes punetp 0,45 MKM 1 nome-
AT B YaLUKy, coaepXaLlyio TpuntTudeckun coesbii arap (TCA), ans noacyera o6uwero kKonu4ecTea >mus3He-
CNOCOOHLIX a3pOoBHbIX MUKpoOopraHuaMoB. [pyrme 100 Mn anukBOTbLI TOM e IKCTPArMpOBaHHOW MXMOKOCTU
UIBTPYIOT TEM ke CNocoboM u coAePKUMOe BbICEBAIOT HA AEKCTPO3HbIN arap Cabypo (OAC) ¢ xnopamde-
HWUKONOM Ans noacyeTa rpubos. Yaliku MHKYOMpYIOT B TeUeHUe Tpex AHeln npu Temneparype 30 °C u cemu
AHen npu Temnepatype ot 20 °C ao 25 °C ans TCA u JAC COOTBETCTBEHHO.

O6uias 6uoHarpy3ka npeacrasnaer cobon cymmy pesynsrartoB ans TCA u JAC.

B npotokone yka3sbiBaior 06Ly0 GUOHarpy3ky Ha OgHy Macky U B 3aBUCMMOCTU OT BeCa Macku obLuyio
OuoHarpysky Ha rpamm UCNLITYEMOro MaTepuana.
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5.2.6 buocoBMeCTUMOCTb

B cooTBeTcTBMM C onpeaeneHnem u knaccudukaumen EH NCO 10993-1 meamumnHcKkaa macka npeg-
cTaBnsAeT coboli u3genue KpatkoBPEeMEHHOro KoHTakTa. M3rotoBuTenb AOMKEH BbIMOMHUTL OLIEHKY Meau-
LIMHCKON Macku U onpeaenuTb NPUMEHUMbIA METOA TOKCUKONOrMYEeCKMX UCCNea0BaHUn B COOTBETCTBUU C
EH NCO 10993-1. PeaynbraTtbl UCCNeAOBaHWUI JOMKHbI ObITh 3840KYMEHTUPOBaHbI B COOTBETCTBUM C AE-
cTeylOWMMU YacTsamu cepun EH MCO 10993. Pesynsratel uccnegoBaHuin 4OMmKHbl BbITe AOCTYMHBI MO 3a-
npocy.

Kak MUHUMYM, AOMKHbI ObITb NpUMeHeHsl EH MCO 10993-5 u EH UCO 10993-10.

5.2.7 CBoaKa AaHHbIX NO OCHOBHbLIM (PYHKLIMOHANbHLIM XapaKTepucTUKam

Tabnuuya 1 — OcHoBHble YHKLMOHAMbHBIE XapaKTepUCTUKN MeJULIMHCKUX MacoK

McnbiTaHne Tvn (@) Tun Il Tun lIR
OddhekTBHOCTE BakTepuansHoi dunsrpauun, % =95 =08 298
OudpdpepeHynansHoe aaBnexune, Ma/cm?2 <294 <294 <49,0
[HaBneHune conpotuensemocT 6pbiaram, klMa He npuMmeHumo | He npumeHumo =16,0
Mukpobuonorudeckas Ynctota, KOE/T <30 <30 <30

a) MeguumMHCKne Mackn TUna | AormkHbI BbITb NCMONE30BaHL! TOMBKO AMS MaLMEHTOB 1 APYriX ML AN CHUKEHMS
puUcKa pacnpocTpaHeHUst MHGEKLUK, OCOBEHHO NpY 3NUAEMUSX U NaHaeMuaX. Macku Tuna | He npefHasHaveHsl 4ns
“crnonb3oBaHus NpoeccuoHanamu B 06nacTu 34paBooXpaHeHnsi B ONepaLyoHHBIX UK B MHBIX MEAULMHCKUX nome-
LLEHMSX C aHarnoru4HeIMuU TpeGoBaHUAMM.

6 MapkupoBka u npegoctaBnsemasi UHdopmauus

B pasgene 13 npunoxenus | OupekTuBbl N0 MeguuuHckum usgenusam (93/42/EEC) npeacrasneHa mH-
dopmMauus, koTopas 40MKHA ObITb yka3aHa Ha ynakoBKe, B KOTOPON MEAULMHCKYIO MAacKy NOCTaBIIAoT.

JononHuTensHO A0MKHA ObITh NpeaocTaBneHa cneaylowas nHopmauums:

a) HOMEp HaCTOSAILLEero CTaHaapTa;

b) Tun macku (cornacHo Tabnuue 1).

HomkHbl ObITb NpumeHenbl EH MCO 15223-1 n EH 1041.
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Mpunoxexnue A
(cnpaBouHoe)

MHdopmaumnsa ona nonb3oBatenen

|_|pl/l AblXaHWK, pasrosope, Kawne, YuxaHun U 1. 4. y YenoBeKa BblAenAaeTcAa ToO U UHoe Konu4ecTBo KanenbHbIX
YacTuL, U3 CrU3UCTLIX 060MoYeK POTOBON U HOCOBOI NONOCTU. BONBLILMHCTBO YacTuy uMetoT pasmep ot 0,5 4o 12 MKM B
AvnameTpe, N 0cobeHHO KpymnHble Kammnu MOryT coAaepXaTb MUKPOOPraHW3Mbl UCTOMHUKA. YacTuubl BROCNEACTBUN MOTYT
pacnpocTpaHATbCA BO3AYLIHBIM MYTEM U nonajaTb Ha BOCMPUUMMYUBLIE YYaCTKU, Takue Kak OTKpbITble onepauuoHHble
paHbl Nu cTepuneHoe obopyfoBaHue.

Me,D,I/ILWIHCKVIe MacKn npeaHa3HadeHbl AnAa ucnofib3oBaHUA B onepauuoHHbIX U MeAUUUHCKUX NOMeLWeHUAX C aHa-
NOrMyHeIMU TpeboBaHUAMM ANSA NOMHON 3alluTel paboyel cpefbl. B HacTosWweM cTaHaapTe onucaHbl ABa TUNA Meaun-
LIMHCKMX MacoK C COOTBETCTBYIOLLMMMN YPOBHAMMW 3aLUnUThl. Kak MUHUMYM, MeAULIMHCKME Mackn Tuna | ucnonb3ylot Ans
naLWeHToB ANA CHUXEHUS pUcKa pacnpocTpaHeHns uHdekumumn, ocobeHHo Npu anuaeMusax U naHgemusax. Macku tuna |l
NpenMyLLECTBEHHO UCMONB3YIOT NPodeccMoHarbl B 06racTi 3apaBooXpaHeHUs B ONepaLUyoHHbIX UK B UHBIX MeAULUH-
CKUX NOMeELLIeHWSAX C aHanornyHbIM1 TpeboBaHUAMN.

OcobbIMU YCNOBUAMM, TakKe perynupyemsiMin B OTHOLLEHUN MEAMLIMHCKUX M3[eNnit, SBnaeTca NoTpebHOCTb Nonb-
3oBaTena 3aluTuTb cebsi ot 6pbl3r noTeHuymManbHO 3arpA3HEeHHbIX )KVIAKOCTeﬁ nYacTuy, KOTopble BO3HUKAIOT B XUpYyprude-
CKOW cpefie, HanpuMep NyTeM UCMONb30BaHUS YCTPOWCTB ANS AreKTpoKayTepusaLmu.

Ecnu npeaycMoTpeHHbIM NPUMEHEHWEM Macku SBNSAETCA 3alluTa nonb3oBaTens oT UHGEKUNOHHbIX areHToB (6ak-
Tepuu, BUpYChl Uin rpubhbl), cneayeT paccMOTpeTb UCMoNb3oBaHMe pecnupartopa. PyHKUUOHaNbHbIE XapaKTEPUCTUKK pe-
crnupaTopoB npefcTaeneHsl B EH 149.

MpeanonaraemMelit ypoBeHb 3pPEKTUBHOCTA MacKu 3aBUCUT OT psifa hakTopoB, TakUX Kak 3hPeKTUBHOCTL Punb-
TpauuKn, KadeCcTBO MaTephanoB U CcTeneHb npuneraHna Macku K ALy nonb3oBatens. PasnuyHble KOHCTPYKUWW noaxoaAaT
ANA pasnuYHBIX NPUMEHEHWIA, N NO3TOMY TLUaTENbHbIA BLIGOP Macku BaXeH AN AOCTUXKEHUS KeNaeMoro pesyrsrara.

®duneTpytolan cnocobHOCTb MaTepuarnoB Mack MOXET BapbMpOBaTLCA B 3aBUCUMOCTU OT hUNLTPYIOLLEro MaTe-
pvnana. CTeneHb NpuneraHns Macku 3Ha4YUTENbLHO pasnuyaeTcsa ANS Macok, KOTopble KpenaTca ¢ NOMoLbio NeTenb 3a
ylwiamu nonb3oBaTens, U Macok, PUKCUPYIOLLIMXCS BOKPYT rofIoBbl M MMEIOLLMX HOCOBOMW (hUKCaTOp, KOTOPLIA MOXET No-
BTOPATL POpPMY HOCa nonb3oBaTens. BrnmsaHwe cTeneHn npuneraHna MoxeT 6bITb UCNLITAHO in vivo, a addeKTUBHOCTL
unbsrpaummn MoxeT BbITb NPOTECTUPOBaHA B XO4€ BOCNPOU3BOAUMbIX UCTILITaHWiA in vitro.

3HaunTenNbHbIe OTKIOHEHUS B pe3ynsraTtax npyu UCrbITaHUAX Macku in vivo NpuBoasaT K HEO6X0AUMOCTN NpoBeAeHUA
UCMbITaHWiA LUMPOKON rpynnbl UCMbITyeMblX 06beKTOB 1 HabntogeHuid. Takum 06pasoM, pyHKLMOHANBHBIE XapaKTEPUCTUKN
Macku ornpeAenstoT Npu UCMbITaHUAX MaTepuanoB Macku in vitro. TeM He MeHee BaXHO TLLATeNbHO YYUTLIBATb CTENEHb
npuneraHns Macku npu Bolbope Mackn ANs onpeaeneHHoro NpuMeHeHus. Monb3oBaTenu AOMKHLI 3anpalumsaTh Takyio
WHOPMaLMIO Y NMOCTaBLLUMKOB.

Elle ofHUM ydnTbiIBaeMbIM hakTopoM SBNSAETCSA CNocoBHOCTE Macku normoLLaTts Brary U3 BelgblXaeMoro Bosgyxa
U TEM caMbIM NOAAepXMBaTh CBOU (PYHKLIMOHAMBHbBIE XapaKTepuCTUKN B Te4eHWe Gonee AnUTENBHOMO Nepuoga BpeMeHH.
YnyuylleHHble KOHCTPYKLUMN NErko COXPaHSAoT CBOU dOYHKLMOHamNbHbIE XapaKTepucTUKM B TEHEHWE faxe OveHb ANUTENb-
HbIX onepaLuii, B TO BpEMS Kak MEHEE YCOBEPLUEHCTBOBaHHbIE U3AENNUA NpeaHasHauYeHbl TONBKO AJ15 KOPOTKUX MpoLesyp.

Puck 3arps3sHeHuns, BO3HUKaIOLMIA B peaynisraTe KOHTaKTa pyK ¢ MCMonb3oBaHHOW MacKol, ABNAETCA NpudnHoi oba-
3aTenbHON yTUnmaaLuum macku nocne ee cHATUA. MNpu AOMONHUTENBHOW NOTpeBHOCTU B 3aLlUMTe cneayeT HafeTb HOBYHO
macky. KOHTaKT ¢ MCMonb3oBaHHOW Mackoi Uiv HageBaHWe HOBOW Macku Beerga AOoMmKHbI CONpPOBOXAATLCA NpoLesypon
A e3nHMEKL MM PyK B NOMTHOM 06beMe, @ UCMOoNb3oBaHHas Macka AoMmkHa 6bITb yTUNU3MpoBaHa Nocrne ee NPUMEHEHNS UK
Mexay ABYMs rpouefypamu.

HMcnonb3oBaHWe COOTBETCTBYIOLLEN Macku ABNAETCA 3PeKTUBHBIM CPeacTBOM 3alluThl pabodeit cpeabl OT Ka-
NenbHOro 3arpsA3HeHWs Bbl4ENeHUSMU M3 HOCOBOM MOMOCTH U ropra Bo BpeMs NpoBefeHNS MEAULMHCKUX npoueayp. Mpu
3TOM JOCTYNHbLI Macku € LUMPOKUM ManasoHOM PyHKUMOHamNbHEIX XapaKkTepucTuk. [10SToMy Takue akTopbl, Kak puck
WHULMPOBAHUA 1 CTEMEHb NpUIeraHns Macku, CreayeT TLWaTeslbHO Y4nUThIBaTh Npy BeiGope Macky.
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MpunoxeHue B
(o6sa3arenbHoe)

Meton onpeageneHus acpekTMBHOCTU GakTepuanbHOu punsTpauum in vitro

NPEOYMNPEXOEHWE — 30on0oTUCThI cTadhunoKoKK SBrsieTcs Bo3byautenem uHgekumm. JonxHel 66T cobntoge-
Hbl COOTBETCTBYIOLLME NONOXKEHWNSA HaLMOHaNBHOro 3aKoHoAaTeNbCTBa U MHCTPYKLMKU B 061acTh rurneHsl npu obpatyeHnm
€ NaToOreHHeIMU MUKPOOpraHn3Mamu,

B.1 MpuHUun metoaa

ObpaseL MaTepuana Macku NoMeLLatoT B LUeCTUCTYNEHYaTbIN KackagHbll UMNaKToOp W aspo30orbHYto kamepy. A3po-
30J1b 30JT0TUCTOIO CTanVIJ'IOKOKKa BBOAAT B a3P030JIbHYHO KaMepy U NPOBOAAT Yeped MaTtepuan Mackm U UMnakTop B yc-
NIoBMSAX Bakyyma. O heKTMBHOCTL BakTepuansHoi unsTpaumum Macku npegcrasnseT coboii umcno KOE, npoxogsimx
Yepes mMaTepuan MeauLMHCKOW Macku, BelpaxkeHHOe B npoueHTax oT Yncna KOE, npucyTCTBYIOLMX B aapo3ore NpoBo-

KaLoHHON Npobbi.

€BOro

B.2 PeareHTbl U maTepuansl
B.2.1 O6wue nonoxeHus

B B.2.2 1 B.2.3 onucaHbl UMeloLMecs B npogaxe pacTBOpbl TPUMTUYECKOrO COEBOro arapa WM TPUNTUYECKOro co-

6ynsoHa. MoryT 6biTh UCMOMNL30BaHbl ApYyrMe BapuaHThbl.
B.2.2 TpunTtuueckuii coeBbll arap

QGopmyna/n

depMeHTaTUBHLIA NPOAYKT NepeBapuBaHns KasenHa 15r
DepMeHTaTUBHLIN NPOAYKT NepeBapuBaHna COeBOro LWpoTa 5r
Xropug HaTpus 5r
Arap 151

KoHeuHoe 3HayeHue pH

B.2.3 Tpuntuueckuit coeBbIi 6yNnbOH

(7,3 £ 0,2) npu Temnepatype 25 °C

®dopmyna/n

depMeHTaTUBHLIA NPOAYKT NepeBapUBaHNUA KasenHa 17r
depMeHTaTUBHbIN NPOAYKT NepeBapuBaHUs COEBOrO WPOTa 3r
Xnopug HaTpus 5r
Ourngpodocdar kanua 25r
[HekcTtposa 25r

KoHe4yHoe 3HauyeHue pH

B.2.4 lNenTtoHHas Boaa

(7,3 £ 0,2) npu Temnepatype 25 °C

®dopmyna/n
MenToH 101
Xnopua Hatpus 5r

KoHe4Hoe 3HaveHune pH

(7,2 0,2) npu Temnepartype 25 °C

B.2.5 Kynsrypa 3onotuctoro ctacgpunokokka ATCC 6538, pacTyLlas Ha CKOLLeHHOM TPUMTUYECKOM COEBOM arape
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B.3 O6opyaoBaHue

B.3.1 LectuctyneHyarthlii KackafHbI UMNAKTOP.

B.3.2 Pacnbinutenb, cnocobHbIi AOCTaBNATL YacTuLbl cpeaHero pasmepa (3,0 + 0,3) MKM Mpu KOHTaKTe ¢ UMnak-
TOPOM.

B.3.3 AsposonbHas kamepa, cTekno, AnvHa 600 MM, BHeLWHWiA aAnameTp 80 MM.

B.3.4 Pacxogomep, cnocobHbil UsMepsaTb pacxod 28,3 n/MuH.

B.3.5 [aTtuuk gaeneHus, cnocobHblit usMepaTb agasnexnune 35 klla ¢ TouHocTbio + 1 Kla.

B.3.6 Konbkl OpneHmeiiepa, o6bem 250 u 500 mn.

B.3.7 MepucTanbsruyeckuii unu WnpuueBoi Hacoc NpoussoguTenbHocTbio 0,01 Mn/MuH.

B.3.8 BakyyMHbIii Hacoc, crnocobHbIi nogaepxunsaTb pacxoa 57 n/MUH.

B.4 O6pasubl

UcnbiTyeMble o6pasLbl JomkHbl ObiTh Belpe3aHbl U3 roToBol Macku. Kaxablii o6pasel aomkeH 6biTb pasmepoM He
meHee 100 x 100 MM M BKItodaTh B cebs Bce Crou Mackun B TOM NOpsfKe, B KOTOPOM OHU HAXOAATCA B FOTOBOW Macke.
KonunyecTBo 06pasLioB, KOTOpble AOMKHbLI NMPONTU UCTILITAHUS,, — HE MeHee NATU, HO KONUYECTBO MOXET ObiTb Honblue
NpW HeoBX0AMMOCTY YYUTLIBATE NPUeMNeMbIl ypoBeHb kadecTBa 4 %. Bee ucnbityemele 06pasLibl A0MKHbI ObITb B3ATHI U3
penpeseHTaTUBHLIX Y4acTKOB ANsi BKITHOMEHUA Beex/niobbIX BapMaHTOB KOHCTpYKUMK. Ecnn He ykasaHo uHoe, ucnbiTaHus
BOMKHBI BbITb NPOBEAEHBI C BHYTPEHHE! CTOPOHBI MEAULIMHCKOW Macku, HaXoASALWENCA B KOHTaKTe ¢ 6akTepuanbHoii npo-
BOKaLMOHHOI Npo6oii.

Kaxablii ucnbiTyeMelii o6pasel BelgepxuBalot npu Temnepatype (21 + 5) °C 1 0THOCUTENbHOIN BNaXXHOCTU BO3ayXa
(85 £ 5) % B Te4eHMe BpeMeHU, HeoOXOAMMOrO AN NPUBELEHNSA B PaBHOBECUE C aTMOCHEPHLIMA YCNOBUAMU A0 HaYana
UcnbiTaHuii.

B.5 MpurotosneHue 6akrepnanbHON NPOBOKaLMOHHON Npobbl

30noTUCTLIN cTadunokokk (cM. B.2.4) gomkeH 6biTb MHOKyNUpoBaH B 30 MN TpUNTUYECKoro coesoro 6ynboHa B Kon-
6e SpneHMeitepa U MHKyGUpoBaH Npu craboM BCTpsxuBaHWM Npu Temnepatype (37 * 2) °C B TeveHue (24 + 2) 4. 3atem
KyrETYpY PasBOASAT B NENTOHHOI BoAe A0 KOHLEHTpaLmu npuMepHo 5 - 10° KOE/mn.

BakTepuansHasa npoba AomkHa noaaepxuBaTh KOHUeHTpaumio (2200 + 500) KOE Ha TecT. baktepuanbHyto npoby
OMpefensitoT Ha OCHOBE OMbiTa U NpeAbIAYLLUX MOMOXUTENbHBIX pe3ynsTaToB KOHTPOMbHLIX Yalek (cm. B.6.3) n passe-
JeHWe NPOBOKaLMOHHO! CyCcneH3un KoppeKTUPYIOT COOTBETCTBEHHO. CpefHUiA pa3Mep YacTul B HakrepuansHoi npobe
JOMKeH nogaepxusarescs Ha yposHe (3,0 £ 0,3) Mkm (cm. B.6.9).

B.6 Mpouenypa

B.6.1 CobupatoT npubop B COOTBETCTBUU CO CXEMOIA, NpUBEAEHHON Ha pucyHke B.1.

B.6.2 MNomewyatoT BakTepuanbHyto NPOBOKaLMOHHYI0 NPoby B pacnbinuTenb ¢ NOMOLLbIO NePUCTANBTUHECKOro UK
LUNpuLEeBOro Hacoca.

B.6.3 BbINOMHAT NOMNOXMUTENbHLBIA KOHTPONb 6e3 ucneiTyemoro obpasya. HaunHalor mogenupoBaHne GakTepu-
anbHOro 3apaXeHus, BKIHOYUB BaKyyMHBbIA HAcOC, perynupyroT pacxop Yepes kackagHblih uMnakTop Ao 28,3 n/mMuH. [lo6as-
nsaT 6akTepuanbHyto Npoby Ha 1 MUH. [NoaaepXuBaloT NOTOK Bo3Ayxa Yepes UMMNaKTOp B Te4eHUe 2 MUH. 3aTeM BbiHUMa-
10T YallKW M3 UMnakTopa. Y6exaaioTcsl B TOM, YTO Kax/Aas Yallka NpoHyMepoBaHa C yKasaHueM NONOXEHNA B UMNaKTope.

B.6.4 lNMomeLyaloT cBeXUe YallLKu B UMMNakTop, PUKCUPYIOT o6pa3seL] U NOBTOPAIOT ONUCaHHYIo Bhile npoueaypy.

B.6.5 lMoBTOpSAIOT 3Ty NpoLeaypy AN Kaxaoro ucneiryemoro obpasta.

B.6.6 lNMocne ucnbitaHusA nocnegHero obpasLa BbINOMHAIOT JONOMHUTENBHbBIA NMONOXUTENbHbLIA KOHTPOIb.

B.6.7 BbINOMHAOT oTpULaTenbHbIA KOHTPOMb C NPOXOXAEHUeM Bo3lyxa 6e3 fobaBneHus 6akrepuansHoi Npobbl
Yyepe3 KackafHbliA UMMNaKTop B TEHEHUE 2 MUH.

B.6.8 WMHky6upyloT Bce Yallku npu Temnepartype (37 * 2) °C B TeueHue (48 + 4) u.

B.6.9 [ns kaxaoro obpasLa U KOHTPONSA MOACHUTLIBAIOT KONMYECTBO KONMTOHUIA B KaXKAOW Yallke U CYMMUPYIOT pe-
3ynerartbl Ans nonyyveHus obuero uncna KOE, cobpaHHbIX MMMAKTOPOM € UCMonb3oBaHUeM Tabnuubl npeobpasosaHusA
«positive hole»? B cooTBETCTBUN ¢ MHCTPYKLIMSIMM M3roTOBUTENS KackaHOTO MMMaKTopa (TpU — LUeCTb cTyneHei). Ans
ABYX MOMOXUTENbHbLIX KOHTPOrNeh NPUMHUMAIOT cpefHee 3HavyeHue ABYX CyMM. [lna yvallek nonoXWTenbHOro KOHTpons
BbIYUCIIAIOT CPeAHWiA pasmep YacTuL aapo3ons 6akrepuanbHoii Npobel ¢ NomoLLbo Tabnuuel npeobpa3soBaHus «positive
hole» B COOTBETCTBUM C MHCTPYKLMSAMU M3rOTOBMUTENS KackaZHoOro UMnakTopa.

B.7 Pacuet achdpekTuBHOCTH BaKkTepuanbHOi punsrpaummn
Onsa kaxpgoro obpasya paccunTeiBaloT addeKTUBHOCTL BakTepuanbHoi dunsrpauumn B, %, no cnegytowei gop-
myne:
B=(C-T)yC - 100,

rae C — cpefjHee 3Ha4eHUe KonuyecTBa GakTEPUiA ANs BCeX YaweKk ANA ABYX NONOXUTENbHBIX KOHTPONen;
T — ofujee konuyectBo Gakrepwuii ans obpasua.

1) Cm. TabnuLyy npeobpasosanms «positive hole» B pykoBoacTBe Nonb3osaTens Npo6ooTEopHUKa AHaepceHa.
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B.8 lMporokon ucnniraHumn

B npoTtokone ucnbiTaHus AomkHa ObITh NpeAcTaBneHa cneayiowas UHopMaLMs:

a) HoMep W AaTa HacTosILLEro CTaHAapTa;

b) Homep unu koA cepym UCNbITYEMbIX Macok;

C) pa3smepbl ucnbiTateNbHLIX 06PasLIOB M pasMep TECTUPYEMOTO yJacTKa;

d) cropoHa Tectupyemoro obpasua, obpalleHHas k NPOBOKALMOHHOMY a3p030nio;

€) pacxoA BO BPEMsl UCTIbITAHUS;

f) cpenHee sHaueHne obluero konuuecTsa GakTepuin Ans ABYX NONOXMTENbLHBIX KOHTPONEH,
g) cpeaHee YUCNO KONOHUIA B YallKax OTPMLIATENLHOTO KOHTPONS;

h) addexTuBHOCTL GakTepuanbHOW UNLTPaLMKU ANS KXKAO0TO MCNLITaHHOTO o6pasua.

Boanyx
62393“:“ 1O/ BLICOKMM Bxoa Buixog, Buixog
Krop! [AaBneHnem AnA BoAbI  ANA Boabl AnA Bo3Ayxa

) ! it }

Linpuuesoi Mpo6a BakyyMmHbii
HACOC =1 Pacnbumrens = goanyxa -1 Konpencarop = Pacxogomep |1 HAGOG —-1 HEPA-puUnbTp

Pucynok B.1 — Mpunumn pabotel npubopa ans ucneitanus achektmeHocTH GaktepnanbHon punsTpaumm

13

1 — NpuBoAHOIA MexaHuam; 2 — B3sech GaKTepuii; 3 — pacnbinutens; 4 — cunsTp; 5 — aspoaonbHas kamepa;
6 — ncTouHNK BO3AYXA BBICOKOTO AaBNeHUs; 7 — TeCTMpyeMblii MaTepuart;
8 — mukpoGmonornyeckuii NPoGOOTEOPHUK; 9 — BIXOA ANS PaKOBUHBI; 10 — KOHAEHCATOP;
11 — BXOA ANs XONOAHOW BOALI; 72 — OTKANMGpPOBaHHLI pacxoaomep; 73 — KOMNPECcop (BakyyMHbIi HAacoc)

PucyHok B.2 — Npubop ans ucnuitaiusa adpdekTmBHOCTM GakTepuanbHol hunbTpaLum
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Mpunoxexue C
(obszaTenbHoe)

MeTop onpeaenenus Bo3ayxonpoHuuaeMocTu (aud pepeHunannHoe AaBneHue)

C.1 MpuHuun meTopa

Mpubop aAna nsmepenns auddepeHUManbHOIO AaBEHUA ANA NepeMeLleHna Bo3ayXa Yepes U3MEPEHHYIO Nno-
Waab NOBEPXHOCTU C NOCTOSAHHBIM PaCXOAOM BO3AlyXa UCMONbL3YIOT ANs MSMEPeHus AaBrieHnsi Bo3gyxoobmeHa matepu-
ana MeavuUMHCKOIA Macku, Kak nokasaHo Ha pucyHke C.1. [ins usmepeHus nepenajga AaBlieHUs UCTONb3YIOT BOAOHAMOI-
HeHHble MaHomeTpbl (M1 u M2). Pacxogomep ucrnosnb3yiot 4nsa usmepeHnus pacxoaa Bosgyxa. JreKTpuiecknii BakyyMHbIN
HacOC nepemMeLlaeT Bo3ayx Yepes npubop, Ansi perynmpoBku pacxoaa Bo3ayxa UCNONb3YIOT UIONbYATbIA KianaH.

LY

1 — B034yx03a00pHMK; 2 — pacxogoMep; 3 — maHomeTp M1; 4 — chunbTpyiowMil Matepuan; 5 — MaHometp M2;
6 — KnanaH; 7 — BaKyyMHbIiA Hacoc

0oooaan
ooaaoaon

PucyHok C.1 — Mpubop Ans nsmepeHns CONPOTMBNEHUS BO3ayXa

C.2 ObopynoBaHue

C.2.1 Pacxogomep, cnocobHbiit M3MepsTb pacxog Bo3ayxa 8 n/MuH.
C.2.2 MaHometpbl M1 n M2 unn auddepeHumanbHblil MAaHOMETP.
C.2.3 3neKTpn4eckuii BaKyyMHblil HAcOC.

C.2.4 KnanaH.

C.3 O6pasubl

WcnbiTyemble 06pa3subl npeacTasneHsl roToBbIMA MackaMu Uy 4YacTsiMu, Bbipe3aHHbIMU U3 Macok. Kaxxabiin obpa-
3€L AOIKEH NPeACTaBnsTh MATh PA3NUYHbBIX KPYIIbIX TECTUPYEMbIX y4acTKoB agunametpom 2,5 cm. Ecnu ogvH obpasey He
MOXET ObITb NPeACTaBIeH NATLIO TECTUPYEMbBIMU Y4acTKaMn ANamMeTpoM 2,5 cM, KONMYECTBO MOITy4EHHbIX TECTUPYEMbIX
Y4YacTKOB AOIDKHO GbITb penpe3eHTaTUBHBIM Ans Bcell mackn. KonmuyectBo 06pasuoB, KOTOpbIE JOMKHBI MPOATH UCTIbI-
TaHusl, — HE MEeHee NSITU, HO KONMUYECTBO MOXeT BbiTb GonbLue npy Heo6X0ANMMOCTHN YYMTLIBATL NPUEMITEMbIA YPOBEHb
Kayectea 4 %. Bce ucnbityemble o6pasLbl AOMKHbI ObiTb B35iTbl U3 pENpe3eHTaTUBHbIX YYacTKOB Af1sl BKMIOYEHUs Bcex/
TNo6GbIX BAPUAHTOB KOHCTPYKLIMK.

Kaxablii ucnbiTyembiin o6pasel, BbiaepkmsaloT npu temneparype (21 + 5) °C n 0THOCMTENbHOWN BNaXXHOCTU BO3AyXa
(85 £ 5) % B TeueHue BpeMeHU, HEO6BX0AUMOro AN NPUMBEAEHUSI B PaBHOBECUE C aTMOCKEPHBIMU YCITOBUSIMU A0 Havarna
MCNbITaHUIA.

C.4 lMpoueaypa

C.4.1 UcnbiTyemblii o6pasel;, NoMeLaloT nonepek oTBepcTus anametpom 2,5 cm (obwas nnowaas — 4,9 cm?) u
(OUMKCUPYIOT ANS MMHUMM3ALIMK YTEUKU Bo3ayxa U obecrneveHusi COOTBETCTBUS MONMOXEHMS UCNLITYEMOTO yyacTka obpasua
Ha OQHOI NMHUU NEepNeHANKYNSPHO NOTOKY BO3AyXa.

C.4.2 lMocne 3anycka Hacoca pacxop, Bo3ayxa perynupyiot Ao 8 n/mMmuH.

C.4.3 lNokazaHua maHometpoB M1 1 M2 cunThIBaIOT M PErMCTPUPYIOT.
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C.4.4 Mpouepnypy, onucaHHyto B C.4.1—C.4.3, NpoBoASAT ANA NATU (UMM COOTBETCTBYIOLLErO KONUYeCcTBa) pasnund-
HbIX Y4aCTKOB Macku, pesyrnbsraThl YCPpeaHSHOT.

C.5 Pacuet audpchbepeHumnanbHoro naBneHus
[ns kaxgoro ncnelTyeMoro obpasiia BeIMUCTIAIT Nepenas AaBneHns AP cnegylomM obpasom:

AP= (X,

1= Xn2)4.9,
roe X, . — AaBneHue, MNa, MaHoMeTp M1, cpegHee 3Ha4YeHne NATU TECTUPYEMBIX Y4aCTKOB, CTOPOHa Matepuarna ¢ HU3KUM
m1
[laBreHneM;

X2 — Aaenexue, MNa, maHomeTp M2, cpefiHee 3Ha4YeHe NATU TeCTUPyeMbIX YHaCcTKOB, CTOpOHa MaTepuana ¢ BbICo-
KUM faBneHuewm,

4,9 — nnoujazb TeCTUpyeMoro Matepuana, cm?;
AP — pasHula aaBneHus Ha KBafpaTHEIA CaHTUMETP UCCIeAyeMoro Matepuana, BelpaXkeHHOro B Nackansx.

C.6 lMNpoTokon ucnbiTaHUn

B npoTokone ncnbiTaHuid gomkHa BbiTe NpeAcTaBneHa cregyroLias nHgopMaums:
a) HOMep 1 AaTa HacTosLLero cTaHAapTa;

HOMEP UMK KoL CEPUM UCTIBITYEMbIX Macok;

pacxof BO BPEMS UCMBITAHUS,

)
b)
¢)
d) auddepeHymansHoe AaBneHne 4NA Kaxaoro TecTupyemoro obpasia.
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MpunoxeHue ZA
(cnpaBouHoe)

Bsanmocsnasb mexay EH 14683:2014 n o6wmumn Tpe6oBaHnaMu
Oupektuebl EC 93/42/EEC no MeAMLUUHCKUM U3Oernuam

EH 14683:2014 noaroTtoBreH B COOTBETCTBUU C MaHAaToM, BbinyLweHHbIM Ans CEN EBponeiickoi komuccuen, ans
obecneyeHns CpeACTB NOATBEPKAEHUS COOTBETCTBUS 0OLWMM TpeboBaHusam Hooro noaxoaa dupektusel EC 93/42/EEC
no MeaULUHCKUM U3OEeNUaM.

Mocne ony6nukoBaHus cceinku Ha EH 14683:2014 B oduymansHom xypHane EBponeiickoro cotosa B pamkax faH-
HOWN AMPEKTUBLI M NOCNe BHEAPEHUS B KA4eCTBE HaLMOHaNbHOro cTaH4apTa kak MUHUMYM B O4HOM rocyAapcTBe-y4acTHuU-
Ke cobntogeHue nonoxeHui EH 14683:2014 cornacHo Tabnuue ZA.1 npegcraBnset B pamkax EH 14683:2014 npeaymn-
Lito cooTBeTCTBUA 06LWMM TpeboBaHWUAM LaHHON AUPEKTUBLI U CBA3aHHLIM HOPMaTMBHLIM MOMOXEHUsAM EBponeiickoi
accounauyum cBobogHON TOProBny.

Tabnuya ZA.1 — CooTBeTcTBME HacToswero ctaHaapTa Qupektuse EC 93/42/EEC no MeaULUMHCKUM U3LeNnaM

MyHkT/MognyHkT EH 14683:2014 CooTteeTcTBytOLee obLyee TpeboBaHue OupekTusbl 93/42/EEC KoMmmeHTapuu
51.1,5612,621,5622,523,6 8.1 —
522 92 —
6 13 —

NPEAYNPEXAEHWE — K npoaykTy MoryT 6bITb NpUMeHeHbl npovne TpeGoBaHWa 1 apyrue gupektueel EC B pam-
Kax cpepbl npuMmeHeHuns EH 14683:2014.

1
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MpunoxeHune JA
(cnpaBouHoe)

CeeneHUA 0 COOTBETCTBUM CChIFTIOYHbIX MEXAYHAPOAHOIrO N €BPONEeNCKUX CTaHaAapToOB
MEeXrocy/Z1apCTBeHHbIM CTaHAapTam

Tabnuya OAA
OGO;F;&):GH:: zcn::gl?:Horo CTeneHb O603HauYeHUe 1 HaUMeHOBaHWe COOTBETCTBYIOLWEro
AyHapoA ! COOTBETCTBUA MeXrocyjapcTBeHHoro ctaHgapTta
eBponeiickoro cTaHaapTa

EN ISO 10993-1 IDT FOCT ISO 10993-1—2011 «M3penua meguuymnHckme. OueHka Guonoru-
Yeckoro AencTBUS MeguLUMHCKMX uagenuid. Yactb 1. OueHka n uccne-
ZlOBaHMs»

EN ISO 10993-5 IDT FOCT ISO 10993-5—2011 «M3penus meguumHcekue. OueHka 6uonoru-
Yeckoro AecTBUA MegULMHCKUX usgenuid. Yactb 5. MccnepoBaHuna Ha
LIMTOTOKCUYHOCTb. METOALI in Vitro»

EN ISO 10993-10 IDT FOCT 1SO 10993-10—2011 «U3penua meauumnHckne. OueHka 6uono-
rm4eckoro gecTena MeauUMHckux usgenuid. Yacto 10. MiccnepgosaHus
pasgpaxatowero u CeHCMEUNU3UpytoLero AeNCTBUA»

ENI1SO 117371 IDT FOCT I1SO 11737-1—2012 «CTtepunusauma MeaULMHCKUX W3AErNUii.

Mukpo6uonorudeckne metogbl. Yactb 1. OUeHka nonynauum MUKpoop-
raHU3MOB Ha NPOAYKLUN»

I1SO 22609

*

BETCTBUA CTaH4apPTOB!

- IDT — ugeHTUYHble cTaHAapThI.

* COOTBETCTBYIOLWMI HALMOHaNBHbIA CTaHAApT OTCYTCTBYeT. [0 ero NPUHATUS PEKOMEHAYETCA UCTONb3oBaThb
nepeBoj Ha PYCCKWii A3bIK JaHHOTO MexayHapoaHoro cTaHaapta. OduunansHbIi NepeBos AaHHOTO MeXAYHapO[HOro
CTaHfapTa HaxoauTea B PefepansHOM MHGOPMaLMOHHOM OHAE CTaHAapToB.

[MpuMmedaHune — B HaCTOHLL{eVI Ta6n|/1ue MCNonb30BaHO crnepytoujee ycnoBHoe 0603HaveHne cTeneHn cooT-
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BuGnuorpadusn

EN-132, Respiratory protective devices — Definitions of terms and pictograms

EN 149, Respiratory protective devices — Filtering half-masks to protect against particles — Requirements, testing,
marking

EN 1041, Information supplied by the manufacturer of medical devices
EN 1174 (all parts), Sterilisation of medical devices — Estimation of the population of microorganisms on product

EN ISO 156223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to be
supplied — Part 1: General requirements (ISO 15223-1)

93/42/EEC, Council Directive 93/42/EEC of 14 June 1993 concerning medical devices as amended by DIRECTIVE
2007/47/EC of the European Parliament and of the Council of 5 September 2007

ISO 139, Textiles — Standard atmospheres for conditioning and testing
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KnioyeBble CrnoBa: Macku MeIMLMHCKUE, TpeBoBaHNS, UCTIbITaHUS, MEAULIMHCKOE U3aenue, OYHKLMOHAMbHbIE
XapaKkTepucTuku, punsrpauus, obpasel|

14



B3 4—2019/52

Pepaktop /1.C. SBumunoea
TexHuueckuii pegaktop M.E. Yepernkosa
KoppekTop J1.C. fibiceHko
KomneloTepHasa BepcTka E.A. KoHOpauwiogoli

CpaHo B Habop 01.04.2019.  TMognucaHo B nevaTb 03.04.2019.  ®opmaT 60x84%.  [apHuTypa Apuan.
Yen. ney. n. 2,32, Y4.-usg. n. 1,86.

[MoaroToBrieHO Ha OCHoBe 3]'IeKTp0HHOI7I Bepcun, I'Ipe,D,OCTaBJ'IeHHOI;I pa3p360T‘-WIKOM CTaHAapTa

CosgaHo B eguHU4YHoM ucnonHeHnun ®ryr « CTAHOAPTUHOOPM»
AnA komnnekTosaHna PefepansHoro MHAPOPMaLMOHHOTO poHAa cTaHAapToB,

117418 Mocksa, HaxvmoBckuii np-T, 4. 31, k. 2.
www.gostinfo.ru  info@gostinfo.ru


https://www.mosexp.ru#
https://www.mosexp.ru# 
https://files.stroyinf.ru/Index2/1/4293730/4293730742.htm

