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MpepucnoBue

1 NMOArOTOB/IEH OGuwecTBOM C OrpaHU4YeHHO OTBEeTCTBEHHOCTbI «MegrexcraHgapT» (OO0 «Meg-
TexcTaHfapT») Ha OCHOBe COOCTBEHHOro nepeBOofAa Ha PYCCKUii s3blK HEeMeLKOSI3bI4HOVW Bepcuu cTaHpapTa,
YKa3aHHOTO B NyHKTe 4

2 BHECEH TexHuuyeckum KomuTeToM no ctaHpgaptusayum TK 011 «MepguumHckue npuGopbl, annapaTthbl
1 o6opypoBaHue»

3 YTBEPXAEH N BBEJEH B LENCTBUE MMpukasom deaepanbHOro areHTCTBa MO TEXHUUECKOMY pe-
rynupoBaHuio n metpoJsiorum ot 28 mapta 2019 r. Ne 115-cT

4 Hactosiwumii cTaHZApPT WAEHTUUYEH HauMOHaJIbHOMY HeMeuKomy cTtaHpgapty AWH EH 14663:2014
«Mackn wmepguuuHckue. Tpe6oBaHuMss UM MeToabl wucnbiTaHuii» (DIN EN 14683:2014 «Medizinische Ge-
sichtsmasken — Anforderungen und Prufverfahren; Deutsche Fassung». IDT)

Mpyn npumMeHeHUU HacTosILWEro cTaHfgapTa PEeKOMeHAYeTCs UCNONb30BaTb BMECTO CCbIIOUHBLIX MeXAay*
HapoAHOIro M eBpPONeiiCKMX CTaHAapTOB COOTBETCTBYIOLME UM MEXrocyAapCcTBeHHble CTaHAapTbl, CBEAEHUA O
KOTOPbIX NpUBeAEeHbI B 4ONOMTHUTE/ILHOM npunoxeHun JA

5 BBEJEH BINEPBbIE

lMpasuna npumeHeHUsi Hacmosiwe2o cmaHoapma ycmaHoB/IeHbl 8 cmambe 26 ®edepas/ibHO20 3aKOHa
om 29 urwHsA 2015 2. N9 162-d3 «O cmaHOapmu3ayuu 8 Pocculickoli ®edepayuu». UHopmayusi 06 us-
MEeHEeHUsIX K HacmosiwjeMy cmaHoapmy ny6/iuKkyemcsi 8 eXe200HOM (HO cocmosiHulo Ha 1 siHBapsi meKyuw,e2o0
200a) uHghopMayuoHHOM yKazamesie «HayuoHas/ibHble cmaHOapmbl», a ouyuasibHbIli MeKcm u3MeHeHul
U nonpasoKk — B €XeMeCSH4YHOM UHOPMayuoHHOM yKa3amese «HayuoHasibHble cmaHOapmbi». B csy4dae
nepecmompa (3amMeHbl) U/IU OMMEHbI Hacmosiwe2o cmaHdapma coomsemcmsyloujee yseoomsieHue 6ydem
ony6siuKkosaHo B8 6wkaliwemM BbIMYCKe eXeMecs4HOo20 UHPOpPMayuoHHO20 yka3amess «HayuoHasbHble
cmaHdapmbi». Coomsemcmsyrow,ass UHopMayusi, ysedom/IeHUe U MmeKCmbl pasMewaromcsi makxe 8 UH-
¢hopmayuoHHoli cucmeme o6uwje20 rosib3os8aHuUsi — Ha oghuyuasbHOM calime PedepasibHO20 azeHmcmsa o
mexHuU4YecKkoMy peay/iuposaHuio u MempoJsioauu 8 cemu iumepHem (www.gost.ru)

© CraHgaptuHchpopm. ochopmneHue. 2019

HactoAiwumii cTaHAApT He MOXET GbiTb MOJIHOCTLIO WY YACTUYHO BOCMPOM3BEAEH, TUPAXUPOBaH U pac-
npocTpaHeH B KayecTBe omumanbHOro usgaHus G6es3 paspelleHuss defepasibHOTO areHTCTBa MO TEXHUYECKO-
My pPery/iupoBaHuio Y MeTPo/iorum


http://www.gost.ru/
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BBegeHune

EH 14683:2014 nopgrotoBneH TexHuueckum komutetom CEN/TC 205 «HeakTMBHble MegULUHCKUE W3-
Aenun», cekpeTapuart Kotoporo eeget HemeLkuii MHCTUTYT no ctaHaapTusauum (DIN).

EH 14683:2014 3ameHsieT EH 14683:2005.

Mo oTtHoweHuio kK EH 14683:2005 BHeceHbI cneaytoume UsMeHeHus.

a) un3aMeHeHuel/paclwiMpeHne HaMMEHOBaHUA U 06MacTU pacnpocTpaHeHUa ANs 6onee yHUBepcabHOro
1 LWMPOKOTO UCNO/b30BaHUA MEAULMHCKUX MACOK;

b) koppekTupoBKa cornacHo MUCO 22609 B OTHOLUEHUN YCTOMUMBOCTU K GPbI3ram XUAKOCTU:

c) pAo6GaBneHue TpeGoBaHUIT K MUKPOGUOIOIMUYECKOW YNCTOTE M 06Lyeli GBMOCOBMECTUMOCTN:

d) koppekTupoBKa Ta6nuubl 1 aonA Tpe6oBaHWUW, NpeAbABASAEMbIX K (PYHKUVNOHA/IbHBIM XapaKTepucTu-
KaM MeAVLMHCKMX MAaCOK:

€) o6HoBneHue nHgopmaLuu ANA NONb30BaTENA B NPU/IOXKEHUN A;

f) nonHbIi nepecmoTp NpuoKeHns B OTHOCUTENBHO MeTo4a onpeaesieHUA in vitro OCHOBHbIX DYHKLU-
OHa/IbHbIX XapaKTepUCTUK GaKkTepuasibHOro ubTpa, B YACTHOCTW YC/IOBUIA MCNbITAHU U KOHCTPYKUUU MUC-
nbiTaTe/IbHOro 0GOpPyAOBaHUs;

B) pepakTopckasi npaBKa, BK/o4asi OGHOB/IEHWE BCeX HOPMATUBHBLIX CCbI/I0K, 6uGnuorpadun u npuno-
»eHusa ZA B oTHoweHumn Jupektusbl EC 93/42/EEC.



MHchopmaLums o cBs3m ¢ gupekTuBamu EC npeAcTaBieHa B NpuioxeHne ZA. KOTOpoe SIB/IIETCS HEOTb-
emnemoii yacTtbio HacTosulero ctanaapta.lOCT P 58396—2019

HALIMOHANBHBLIN CTAHAAPT POCCUACKOW ®EAEPALA

MACKW MEAVUNHCKUE
Tpe6oBaHUA U MeTOAbl UCTIbITAHUIA

Medical face masks. Requirements and test methods

Aata BBegeHusa — 2019—10—01

1 O6nactb NpUMeHeHus

HacTtoswwmii ctaHgapT onpegensieT KOHCTPYKUUIO, Au3aiiH, TPeGoBaHUA K (PYHKLUMOHA/IbHbIM XapaKTte-
pucTMKamMm U MeToAbl UCNbITaHUMA MeAULMHCKMX MacoK, NpeAHasHauyeHHbIX ANA OrpaHMYEHUs nepefayun UH*
(heKLMOHHbIX areHToB OT NMepcoHala nauMeHTaM BO BpeMs XMPYpPruveckux onepauuii U B Apyrux meguumH*
CKUX MOMeELLUEHUAX C aHa/IOTMUHbIMM Tpe6oBaHMAMU. MeguUMHCKAA Macka C COOTBETCTBYHOLWMM MUKPOGHLIM
GapbepoM TaKke MoOXeT 3(phpeKTMBHO CNOCOGCTBOBAaTb COKPALlEHUIO BbIX0Aa WH(EKUNOHHBLIX areHTOB U3 HO-
COBOI1 M POTOBOI NONIOCTN 6ECCMMMNTOMHOIO HOCUTE/IA UK NauMeHTa C KIMHUYeCKUMU CUMITOMaMu.

HacTtosiwmii ctaHgapT He MPUMEHUM K MackaM, npegHa3HauyeHHbIM UCK/IOUUTENbHO A/ UHAMBUAYa/Ib-
HOli 3aWMTbI NepcoHana.

MNpumeuanme 1 — JlOCTYNHbl CTaHAAPTbI A/l MacoK, MPUMEHsieMblX B KauyecTBe CpefAcTBa WHAUBUAYaANIbHOM
3aluThI.

Mpum eya HUe 2 — B NpunioxeHun A NpegocTaB/ieHa MHopMauus ANs nosib3oBaTtesneil MegULPKCKUX MACOK.

2 HopmaTuBHbIE CCbIJIKN

B Hactosiem cTtaHgapTe MCNOJIb30BaHbl HOPMATUBHbIE CCbUIKA Ha CTaHA4ApTbl, KOTOpPble HEOGX0AMMO
yunTbiBaTb Npu €ro npumeHeHuwn. AnA AaTUPOBaHHbIX CCbIIOK NPUMMEHSAIOT TOMIbKO YKasaHHble usgaHus. Ons
HeAATUPOBaHHbIX CCbIJIOK — MOciegHne n3gaHus (BKao4vas noéble U3MeHeHUs).

EN ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process (ISO 10993-1) (OueHka GMONIOrNYECKOro AEWCTBUA MeAULMHCKUX usgenuii. Yactb 1.
OueHKa 1 nccnefoBaHus 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 MeauLMHCKuUX mu3sgenuii. Yactb 5. McnbiTaHMA Ha UUTOTOKCUYHOCTL in
vitro)

EN ISO 10993-10, Biological evaluation of medical devices — Part 10: Tests for irritation and skin
sensitization (ISO 10993*10) (OueHka 6GuosiorUveckas MegULUHCKUX usgenuii. Yactb 10. Mpo6bl Ha pasgpa-
YXEHUE N a/INIepPruvecKyto peakLmIo KOXn)

EN ISO 11737-1. Sterilization of medical devices — Microbiological methods — Part 1: Determination of
a population of microorganisms on products (ISO 11737-1) (Ctepunusauus MeauUUHCKUX msgenuii. Mukpo-
6uonoruyeckue metogbl. Hactb 1. OLeHKa nonynsayMm MUKPOOPTraHM3MOB Ha NPOAYKLNK)

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 ans 3awmTbl
OT WHEKUMOHHbIX areHToB. MeguuuHcKue Macku. MeToa WCNbITaHMA Ha COMPOTUB/MIEHUE MNPOHUKHOBEHMIO
CUHTEeTNYECKOIi KpoBU (YCTaHOB/IEHHbIW 06bEM, FOPU3OHTaJIbHO HanpaBeHHbI)]
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3 uzpauue odpuumansnoe TEPMUHBI U onpeaenieHns

B HacToslleM cTaHAapTe NPMMEHeHbI criegylolne TePMUHbI C COOTBETCTBYHOLWMMU onpeaeneHnaMu:

3.1 meguuymHckana macka (medical face mask): MeguuuHckoe usgenue, 3akpbiBaroliee HOC U POT U
o6GecneunBalwwee Gapbep AN MUHUMU3ALUUM NPAMOW nepegayun WHQEKLUMOHHbIX areHTOB MeXAy nepcoHa-
JIOM U NauueHToOM.

Mpumeuanme 1 — MMepegaya Bo3GyauTeneii, nepejaloWUxcs 4epes KPOBb, OT MaLUMEHTOB MEPCOHA/ly MOXET
NpouCXoAUTb Yepes GPbI3Tu.

3.2 adychekTMBHOCTL GakTepuanbHoii dmnbrpayun: BFE (bacterial filtration efficiency. BFE): 3d-
(hpeKTMBHOCTb MaTepuasioB MeULIMHCKOW MacKu Kak 6apbepa A/11 NPOHUKHOBEHUA GakTepuid.

Mpumeyanme 1 — [AnA usMepeHus 3PEKTUBHOCTM GakTepuanibHON uUNbLTpaLUM MaTepuasioM MeAULUHCKOI
MacKu UCMNOMb3YIOT METOA UCTIbITaHUA Ha 3(D(PEeKTMBHOCTb GaKkTepuasibHOI hunbTpauum.

3.3 puddhepeHumanbHoe pasneHune (differential pressure): BosgyxonpoHMULaeMOCTb Macku, U3Me-
peHHas nyTeM onpegesieHUs pasHuLbl B AaB/IeHMM BO3AyXa Ha BHYTPEHHell M BHELUHeil CTOPOHe MackKu npwu
onpegeneHHbIX NapamMmeTpax BO3AYLIHOIO NOTOKAa, TeMneparypbl U BNaXHOCTH.

MpumeuaHue 1 — AuddepeHymanbHOe faBneHne siBNASeTCA NoKasaTesieM BO3AYXONPOHULAEMOCTU MAaCKU.

3.4 konoHueoGpasywuwasa eauHuua: KOE (colony forming unit, cfu): EguHuya namepeHuss kKonu4vectsa
KyNbTUBMPYEMbIX MUKPOOPTraHU3MOB.

MpumeuaHne 1 — KonnyecTBO Ky/NbTUBUMPYEMbIX MWKPOOPraHM3MOB — 3TO KO/IMYECTBO MUKPOOPraHU3MOB, OT-
BeNbHbIX KNETOK UMW arperaTtoB, CNOCOGHbLIX 06pa3oBbIBaTh KOJIOHUW Ha TBEPAOI NUTaTerbHoli cpege.

3.5 uucrora (cleanliness): OTcyTCcTBUE HEXeNnaTeNbHbIX UHOPOAHbLIX BELLECTB.

MpumeuaHme 1 — K 3TMM BelecTBamM MOryT OTHOCUTLCA MUKPOOPraHU3Mbl, OpraHUYecKue OCTaTKu Wnu TBep-
Able YacTuLbl.

3.5.1 mukpo6uonornuyeckaa umcrtotra (cleanliness — microbial): OTcyTcTBMe nonynsAuuiA XusHecno-
COGHbIX MMKPOOPraHM3MOB Ha NPoAyKTe ulunm ynakoske.

MpumeyaHne 1 — Ha npakTuke cteneHb MMKpO6MOﬂOFMHeCKOI}1 YUCTOTbIl HAaCTO Ha3bIiBaKOT 6MOHarpy3KOI7I.

3.5.2 uyucrtora no TBepgbim 4vactuyam (cleanliness — particulate matter): OTcyTcTBUe 4acTul, KOTO-
pble 3arpsisHAOT MaTepuas U MOryT BbICBOGOXAATLCS, HO He B pe3y/ibTaTe MexaHM4YecKoro Bo3AeiicTBUS.

3.6 umHdekunoHHbIW areHT (infective agent): MukpoopraHusm, KOTOpbIi Bbi3biBaeT MWH(ULMpPOBaHUE
XUPYPruyeckux paH unu sBnsieTca Bo3dyauTeneMm MHEKLUKM y naumeHTa, nepcoHasia Uimn UHbIX JInLL,.

3.7 xupyprudeckasa npouegypa (surgical procedure): Xupypruueckoe BMellaTeNlbCTBO C MPOHUKHOBE-
HMEM 4epe3 KOXY WM C/IN3UCTble 0GOM0YKU, BbIMNOSIHAEMOE MPU KOHTPOJIMPYEMbIX YC/IOBUAX XUPYPruyeckom
G6puragoii.

3.8 asposonb (aerosol): AapocycneH3usi TBepAbIX UVAN XUAKAX YacTul, MMEKLWMUX HUYTOXHO Maslyto
CKOPOCTb NagieHus.

MpumeyaHne 1—Cwm. EH 132.
MpumeyaHne 2 — Kak npaBuio, cunTaloT, 4To ckopocTb — MeHee 0.25 mic.

3.9 dwmnbrp (filter): Matepuan, ncnonbsyembliii AN MeXaHUYECKOrO0 U (PM3NYECKOro paspesieHus unum
oCaXAeHUA a3po30/ibHbIX YacTuL, (KUAKUX NN TBEPAbIX) U3 BAbIXaeMOro 1 BbibIXaeMoro Bo3gyxa.

3.10 GpbisroycroitumBocTb (splash resistance): Cnoco6HOCTb MeAMLUWHCKO/W Macku NpPOTUBOCTOSTH
NPOHMKHOBEHMIO NOAABaeMOoil NpU 3alaHHOM AaB/IEHUM CUHTETUYECKOI KPOBM.

4 Knaccudmkauyms

MepguuMHCKME MacCKu, ONUCaHHble B HACTOsALWEM CTaHAapTe, nogpasgensior Ha gBa tuna (tun | v tun i)
B 3aBUCUMOCTU OT 3hheKTUBHOCTU GakTepuasibHOI hunbTpayuun, Torga kak tun Il MOXHO ganee pasgenutb
Ha ABa Tuna B 3aBUCUMMOCTU OT TOTO, IBIAETCH JIN MacKa YCTOMYMBOI K Gpbi3ram.

5 Tpe6oBaHusA

5.1 O6wue Tpe6oBaHUA
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5.1.1 Martepuasbl N KOHCTPYKLUSA

MeguumMHCKaA Macka npeacTaBnisieT co60ii MeauLMHCKOe usaenue, Kak npaBwuio, coctosiee U3 punib-
Tpy'oLLero csosi, NOMeLEeHHOro, CBA3aHHOIro UM CMPeccoBaHHOIO MeXxay cnoamu TkaHu. MeguuuHcKas macka
He AO/MKHA paccnamsatbCs, pacnafartbCA UAM paspbiBaTbCA BO Bpemsa ucnonb3oBaHuA. Mpu BbiGope mare-
pruanos dunbTpa U c/roeB 0co60oe BHUMaHWE AO/MKHO ObiTb YAENeHO CTeNneHU YMCTOTbl (OTCYTCTBUE TBEepAbIX
yacTuu).

5.1.2 [OusaiiH

MeguMumMHCKaA Macka A0/MKHA UMeTb cpeAcTBa dimKcauuu, C NOMOLLbLIO KOTOPbIX OHa MOXET MJIOTHO 06-
neratb HOC. POT M NOAGOPOAOK NOMb30BATENA U KOTOpPble 06ecneynmBaloT MJIOTHOE MpuieraHne Macku K nuuy
no 6okam.

MeAauuyMHCKNE MACKu MOryT UMeTb Pas/N4YHylo (bopMy M KOHCTPYKLUIO, a TakKe AONONHUTENbHbIe (DYHK-
LUMK. Takue Kak 3KpaH Ans nuua (418 3awmuTbl Nonb3oBaTtesis OT GpbI3r U Kanesnb) ¢ yHKumel nnn 6e3 yHk-
UMM 3awmTbl OT 3anoTeBaHUss NGO HOCOBOW chukcatop (4NA ynyyweHWs npuieraHus 3a cyeT NMOBTOPEHUS
thopmbl HOCA).

5.2 Tpe6oBaHUs K (pyHKLNOHANbHbLIM XapaKTepucTmkam

5.2.1 OG6wwue Tpe6oBaHUA

8ce McnbITaHUA AOMKHbI ObITb MPOBEAEHbI C UCMONMb30BaHWEM FOTOBbIX U3genuii unnm obpasuoBs, Bbipe-
3aHHbIX U3 rOTOBbIX U3AENNIA, €eC/IN 3TO NPUMEHUMO B UX CTEPU/ILHOM COCTOSIHUWN.

5.2.2 3drheKkTMBHOCTL GakTepuasibHOWN hunbTpauun

Mpu ucnbiTaHUM B COOTBETCTBUU C NpunioxeHnem B adppekTBHOCTL GakTepuanbHOW hunbTpauum me-
AVLMHCKOM MacKoW Ao/mkHa COOTBETCTBOBAaTb MUHUMA/IbHbIM 3HAY€HUSAM, NMPUBEAEHHbIM AN COOTBETCTBYIO-
wero Tuna B Taénuue 1.

5.2.3 Bo3gyxonpoHuLaemMocTb

Mpu ncnbiTaHMM B COOTBETCTBUM C npunoxeHnem C guddepeHuymanbHoe gaBfieHne MefULMHCKON Ma-
CKM O/HKHO COOTBETCTBOBaTb 3HAYE€HUAM, NPUBeAEHHbIM /19 COOTBETCTBYIOLWEero Tuna B Taénuue 1.

5.2.4 BpbI3roycTounBoCTb

Mpu ncnbiTaHun B cooTBeTCcTBUMKU ¢ MCO 22609 yCcTOWUMBOCTb MEAULMHCKOA Macku K NMPOHUKHOBEHUIO
OGpbI3I XUAKOCTU AO/MKHA COOTBETCTBOBATbL MUHMMa/IbHOMY 3HauyeHuto ana tuna lIR B tadbnuue 1.

5.2.5 Mukpo6uonoruyeckas yncrtora (6uoHarpyska)

Mpu ucnbiTaHun B cootBetcTBUM ¢ EH NCO 11737-1 GuMOHarpyska MepuLMHCKOA MacKu [OJ/DKHa cocTaB-
nate S 30 KOEIr (cm. Tabnuuy 1).

MpumeuaHne — B EH WUCO 11737-1 npepacTtaBrieHbl TpeGoBaHWS M PYKOBOACTBA [AJIA onpepeneHuss M onuca-
HUA MUKPOGHOW NONyNALUN XN3HECNOCOGHbLIX MWKPOOPraHW3MOB Ha MOBEPXHOCTU WM BHYTPU MeAULMHCKOro u3genus,
KOMIMOHEHTOB, CbIPbs UM YNAaKOBKW.

Ana onpepeneHuss 6uoHarpyskm mMacku B coorBeTcTBUM ¢ EH NCO 11737-1 coGniogaloT crnepylowyio
npoueaypy.

KonnuectBo MacoK, KOTOpble AO/MKHbI MPOWTU UCMNbITAHUSA. — He MeHee MNATU, HO KOJIMYEeCTBO MOXeT
6bITb 60/blUe NPY HEOGXOAMMOCTH YUMTbIBATb NPUEMIeMbIii ypoBeHb KadecTsa 4 %.

Mepepn ncnbiTaHMEM Kaxayr Macky B3BeluusatoT. Macky B c6ope acenTuyecku M3BNeKarwT U3 YNakoBKU
M nomeLwaloT B cTepubHblii hnakoH 500 mn ¢ 300 mMa 3KCTpaKUMOHHO Xupkoctu (1 rin nentoHa, 5 rin NaCl
u 2 rin NAB nonucop6arta 20 [Hanpumep. TBuH 20. Alkest TW 20}).

MomelatoT hnakoH B opGUTasibHbIN LWeKep U BCTPSIXMBAKOT B TeUeHNe 5 MMH CO cKOpoCTbio 250 06/MUH.
Mocne 3atana akcTpakuum 100 M 3KCTpPaArMpoBaHHOW XugKocTu unbrpylot yepes ¢unsrp 0.45 MKM U nome-
WaT B YallKy, coAepallylo TPpUNTUUYeckuii coesblii arap (TCA). AnA nogcuyeta OGLLEro KoO/MyecTBa XXU3He-
CNOCOGHbIX a3po6HbIX MUKpoopraHusmos. Apyrve 100 Mn anMKBOTbI TOW )K€ 3KCTPArMpoBaHHOW >XMAKOCTU
(hunbTPYIOT TEM Xe CMOCOGOM U CoAaepXMMoe BbiCeBAlOT Ha AEKCTPO3HbIi arap Cadbypo (AAC) ¢ xnopamdce-
HUKONIOM ANA nofcuyeTa rpu6oB. Yawku MHKYGMpPYIOT B TeueHuWe Tpex AHeil npu Temnepatype 30 °C u cemu
AHeili npu Temneparype ot 20 *C go 25 °C ans TCA u JAC coOTBETCTBEHHO.

O6Lwan 6uoHarpyska npeacraBnsieT co6oi cymmy pesynbratoB ans TCA u JAC.

8 npoTokone ykasbiBalOT OOLLYI0 GMOHArpysKy Ha OfHY MacKy M B 3aBUCMMOCTM OT Beca MacKku oOLLyio
GUoHarpyaky Ha rpaMm McnbITyemMoro matepuana.

5.2.6 bBuocoBMecTUMOCTb
B cooTBeTcTBUM C onpepgeneHnem u knaccucpukauyveii EH MCO 10993-1 meguuMHCKaAs Macka npeg-
cTaBnsieT COGOW u3fgenve KPaTKOBPEMEHHOTO KOHTakTa. M3rotoBuTesnb [O/MKEH BbINO/MIHUTL OLEHKY Meau-

3
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LMHCKOW Mackvu W onpefenutb NPUMEHUMbIA MeTof, TOKCUKONIOTMYeCKUX uccrnefoBaHWA B COOTBETCTBUM C
EH NCO 10993*1. PesynbTatbl McCrefoBaHUA AO/MKHbI GbiTb 3alOKyMEHTMPOBaHbl B COOTBETCTBUM C feii-
cTBylOWMMU YacTamu cepum EH NCO 10993. Pesynbratbl McCefoBaHUA AO/MKHbI GbliTb AOCTYMHbI MO 3a-
npocy.

Kak MUHUMYM, B,OMKHBI ObITb NpuMeHeHbl EH NCO 10993-5 u EH MCO 10993*10.

5.2.7 CsofKa faHHbIX MO0 OCHOBHbIM (PYHKLIMOHA/IbHBLIM XapaKTepucTukam

Ta6nuua 1 —OCHOBHbIE (PYHKLMOHA/IbHbIE XapaKTepPUCTUKM MeAULMHCKMX MACOK

VcnbiTaHue Tun 1% Tun Il Tun HR
AdpchekTMBHOCTL GakTepuanibHol hunsTpauumn. % r 95 r 98 298
\AudbchepeHymansHoe gasneHue. Malcm? <29.4 <29.4 <49.0
aBneHne conpoTusnsieMocTu 6pbi3ram. KlMa He npumeHumo He npumeHumo 218.0
MukpoGuronoruyeckas uncrora. KOE/r $30 $30 $30

2> MegUMUUHCKMEe Macky Tuna 1 fomkHbl GbITb MCMOMb30BaHbl TO/IBKO ANSl NALUUEHTOB U APYIUX JIUL, A/Sl CHYXEHUSA
pucka pacnpocTpaHeHus UHgeKLMmn, 0COGEHHO NpY ANUAEKBLIAX U NaHAeMuAX. Macku Tuna 1 He npeAHa3HaYeHbl ANA
Mcnonb3oBaHUs npodeccuoHasiaMu B 06/1aCTU 34paBOOXpaHeHUs 8 onepauoHHbIX UMK B UHbIX MEeAULMHCKUX NoMe-
LLIeHMAX C aHANIOTMYHBbIMU TPeGoBaHUAMM.

6 MapknpoBka u npegocTtaBnsiemas uHdopmaums

B pasgene 13 npunoxeHus | iupekTuBbl N0 MegULMHCKUM usgenusam (93/42/EEC) npegcraBieHa UH-
chopmauus. KoTopasa Ao/MKHA ObITb YKazaHa Ha ynakoBKe, B KOTOPOI MeAULMHCKYIO MacKy NoCcTaB/AIoT.

JononHnTenbHO AOMKHA ObITb NpefoCcTaBieHa cneayowasn nHdopmaLms:

a) HOMep HacTosLero cTaHgapTa;

b) Tun macku (cornacHo Ta6nuue 1).
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[AomxHbl 6b1Tb NpuMeHeHbl EH UCO 15223-1 n EH 1041.MpunoxeHue A
(cnpaBouHoe)

WHcopmaumsa ana nonb3oBartenem

Mpu AbixaHuW, pasroBope, Kalusie, YNXaHUU U T. 4. Y 4YenoBeka BblAeNAETCA TO WM UHOE KO/INYECTBO KanesibHbIX
YacTul, U3 CNU3UCTbIX 060MI04EeK POTOBOW U HOCOBOI MOMOCTU. BONbLIWMHCTBO YacTuly umetoT pasmep ot 0.5 Ao 12 MKm B
AnameTpe, U OCOGEHHO KpPYyMHble Kaniu MOryT cojepXaTb MUKPOOPraHM3mbl MUCTOYHUKA. YacTuubl BnocneacTBMuM MOryT
pacnpocTpaHATbCA BO3AYLWHLIM MyTEM U nonagaTb Ha BOCNPUUMUUBbLIE YYACTKWU, Takue Kak OTKpbITbie onepauuoHHble
paHbl NN cTepuibHoe oGopyAoBaHme.

MeAuuMHCKMe Macku npepHasHauyeHbl A1 UCNONIb30BaHUSI B OMEpPaLMOHHbIX U MEeAULMHCKUX MOMELLeHUsIX C aHa-
NOTNYHbIMU TpeGoBaHMAMM ANA MOMHONM 3awuTbl pa6ouyeli cpegbl. B HacTosiwem crtaHgapte onucaHbl gBa Tuna mMeau-
LMHCKMX MacOK C COOTBETCTBYHOLMMU YPOBHAMU 3awutbl. Kak MUHUMYM, MeAULMHCKME Macku Tuna | ucnonb3yloTr Ans
NauuveHTOB [/1 CHWKEHUS pUCKa pacnpocTpaHeHUs WH(eKuuu, OCOGEHHO Npu 3nuaeMusax U naHgemusax. Macku Tuna Il
npenMyLecTBEHHO UCMNOMb3YIOT NpodeccroHanbl B 06/1acTy 3ApPaBOOXPaHEHUs B ONepPauMOHHbIX UM» B UHbIX MeAULVH-
CKMX NOMELLEHUSIX C aHA/IOTUYHBIMU TPEGOBaHUSMU.

OCOObIMM YCNOBUSIMU, TaKKe PerynupyeMbiMU B OTHOLUEHUN MEAULMHCKUX WU3fenuii, ABNsercs NoTpeGHOCTbL Norb-
30BaTens 3alWuTUTb Ce6A OT GPbI3r NOTEHUUANIbHO 3arpsi3HEHHbIX XUAKOCTE M 4acTul, KOTOpble BO3HMKAIOT B XUpyprude-
CKoli cpefie, HaNnpMMep NyTeM UCMOIb30BaHUA YCTPOWCTB AN1A 3/1eKTPOoKayTepusaLuun.

Ecnu npegycMoTpeHHbIM NMPMMEHEHMEM Macku ABMSETCA 3aluTta Mnosb3oBaTtesnisi OT MH(EKLMOHHbIX areHToB (6ak-
Tepun. BMpPYCbl WwW Fpubbl), creflyeT pacCMOTpeTb UCMNoO/b30BaHWe pecnuparopa. ®YHKUMOHA/IbHbIE XapaKTepUCTUKU pe-
cnuparopos npepacTasneHsbl B EH 149.

Mpepnonaraemblii ypoBeHb 3dheKTUBHOCTU Macku 3aBUCUT OT psija (hakToOpoB, TakuX Xak 3hhpeKTUBHOCTL hunb-
Tpauuu. KayecTBO MaTepuasioB U CTeneHb NMPUEraHMss Macku K Nuuy nonb3oBaTesns. Pa3nvuHble KOHCTPYKUUU NoaxoaaT
ANA pa3NNYHbIX NPUMEHEHUIA, U MO3ITOMY TLiATE/IbHbIA BbIGOP MACKN BaXKeH A1 AOCTUXEHUSA )Xenaemoro pesynbrarta.

duneTpytowas cnocoGHOCTL MaTepuasioB Macku MOXET BapbMpoOBaTbCA B 3aBUCMMOCTM OT (U/ILTPylOLLero mare-
pvana. CTeneHb npuieraHUsi Macku 3HauuMTe/IbHO pasfMyaeTcs ANIA MacokK, KOTopble KpensATcs C MOMOLUbIO neTenb 3a
ylwiamu nosnb3oBaTesnsi, U MacoK, (PMKCUMPYIOLWMXCA BOKPYr ronoBbl U MMEIOWMX HOCOBOW (hUKCATOp, KOTOPbIA MOXEeT no-
BTOpPATL (hOopmMy HOca nonb3oBaTtens. BnvsHue creneHn npunieraHws MoOXeT ObiTb UCMNbLITAHO in vivo, a 3deKTUBHOCTb
chuneTpaymm MoXeT GbITb NPOTECTMPOBAHA B XO4€e BOCNPOU3BOAMMbIX UCNILITAHWIA in vitro.

3HauuTeNbHble OTK/IOHEHUA B pe3ynbTartax Npu UCMbITaHUAX MAcKu tn vivo NPUBOAAT K HEOGXOAMMOCTU NpoBeAeHus
MCNbITaHWi WMPOKOW FPYMMbl UCMBITYEMbIX OGBHEKTOB M HaGnwoAeHuii. TakuM o6pa3oM, (hyHKLMOHa/IbHbIE XapaKTepPUCTUKU
Macku onpegensitorT Npu UCMbITAaHUMAX MaTepuasioB Macku in vitro. TeM He MeHee BaXHO TUiaTe/IbHO YUUTbIBaTb CTeneHb
npuneraHnss Mackv npu BblGOpe Macku Ans onpefesieHHOro npuMmeHeHus. Monb3oBaTrenu AO/MKHbI 3anpawmnBaTb TaKylo
MHchopMaLmIo y NOCTaBLYUKOB.

Euwe ogHMM yunTbiBaeMbiM (DaKTOPOM SIB/ISIETCAA CMOCOGHOCTEL MAcKW Mornowarb BAary U3 BblAbIXaemMoro Bo3gyxa
M TeM caMbiM NoAAEPXMBaTbL CBOM (PYHKLUMOHA/IbHbIE XapaKTePUCTMKU B TeueHue Gonee A/IMTENIbHOrO nepuoga BpeMeHU.
YnyulleHHble KOHCTPYKLMM JIeFXO COXPaHSAOT CBOU (PYHKUMOHa/IbHbIE XapaKTepPUCTUKU B TeueHue faxe OuYeHb ANUTeNb-
HbIX onepavuii, B TO BpeMsA Kak MeHee yCOBepLLUeHCTBOBaHHbIE U3fenus npefHa3HaueHbl TONbKO A1 KOPOTKUX npoueayp.

Puck 3arpsi3HeHusi, BO3HUKaloWMii B pe3ynbTate KOHTaKTa pykK C UCMO/Ib30BaHHOI MacKoli, ABNAETCS NPUUYMHOW 06s-
3aTeNlbHOW yTUM3auum Macku nocne ee CHATUA. Mpu AONONHUTENbHOW NOTPEGHOCTM B 3awuTe cnefyeT HafeTb HOBYHO
Macky. KOHTaKT ¢ MCMO/b30BaHHOI MacKoii UM HageBaHMe HOBOW MacKu BCerga [0/MKHbI CONPOBOXAATLCA Npoueaypoii
Ae3nHdekunn pyk B NOSIHOM o6beme, a UCNOMb30BaHHAsA Macka AO/MKHA GbiTb YTU/IU3MPOBaHA NOC/e ee NMPUMEHEHUs Unu
MexXay AByMs npoleaypamu.
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Ucnonb3oBaHue cOOTBETCTBYIOLLE Macku siBnsieTcA 3p(heKTMBHbIM CpeACTBOM 3aluTbl paéoueli cpeabl OT Ka-
NnenbHOro 3arpsA3HEHUs BblAeNEeHUSIMU U3 HOCOBOI NMOJIOCTU U Top/ia BO BpeMs NpoBeAeHUss MeAULMHCKNX npoueayp. Mpu
3TOM AOCTYMHbI MACKMN C LUIMPOKMM AUanasoHOM YHKLMOHA/IbHbIX XapakTepucTuk. Moatomy Takue akTopbl, Kak pUck
VMH(ULMPOBaHUSA U CTENEHb NpUIeraHusl Macky, cneayeT TWaTe/lbHO yYUTbIBaTb NpU BbIGOpE MacKu.
MpunoxeHue B
(o6sA3aTenbHoOE)

MeTtopg onpepeneHus 3apheKTUBHOCTU GaKTepuanibHOW thunbTpauum in vitro

NPEAYNPEXAOEHUE — 3o0noTucTblii cTathuM/IOKOKK SIBNSieTCA BO3GyauteneM uHdekuun. JomkHbl GbiTb cobnoge-
Hbl COOTBETCTBYIOLME MOJIOKEHUSA HALMOHA/ILHOIO 3aKoHOoAaTeNbCTBA U UHCTPYKUUU B 06GNacTu rMrmeHbl nNpu oGpaiieHumn
C naToreHHbIMU MUKPOOPraHu3IMamu.

B.1 MpuHuMn metopa

OGpasel, marepuasia Macku NOMeLLaloT B LIECTUCTYNEeHYaTbll KackafHblii UMNaKTOp U a’3po30/ibHYyl0 Kamepy. A3apo-
30/1b 30/10TUCTOro CTadIM/IOKOKKa BBOAAT B a3pPO30/IbHYI0 KaMepy M MPOBOAAT 4yepe3 Marepuas Macku U UMNakTop B yc-
noBusix BakyyMa. ddrheKTUBHOCTb GaKTepuasibHOW hunbTpauum Macku npegcraBnser co6oii uncno KOE. npoxogsawmx
yepe3 maTepuas MeAULIMHCKOW MacKu, BbIpaXeHHOe B npoueHTax or yucna KOE. npucyTcTBylOWMX B a’3pososie NpoBoO-
KaLMOoHHOI Npo6bl.

B.2 PeareHTbl U MaTepuanbl

B.2.1 O6uwme nonoxeHus

B B.2.2 n B.2.3 onucaHbl umerowmecss B npofaxe pacTtsopbl TPUMNTUUYECKOrO COEBOro arapa U TPUNTUYECKOro Co-
eBoro 6y/niboHa. MoryT 6bITb UCNO/MB30BaHbI Apyrue BapuaHThbl.

B.2.2 Tpuntuyeckuii coeBblii arap

®dopmynaln

®depmMeHTaTUBHbIN NPOAYKT NepeBapuBaHus KasemHa 1Sr

®denMeHTATURHLI NDOAVKT NepeBapuBaHMsA COEBOro WpoTa 5r

Xnopupg, Hatpusa 5r

Arap 15r

KoHeuHoe 3HayeHue pH (7.3 £ 0.2) npu Temnepatype 25 *C

B.2.3 TpunTuueckuii coeBblii GyNbOH

dopmynaln

®depMeHTaTUBHBI NPOAYKT NepeBapuBaHnsA KasenHa 17r

Manssanraruna il nnamugT nepeBapuBaHnUA COEBOro WpoTa 2r

Xnopup, HaTpusa 5r

Aurngpodocdar kanus 25r

[AexkcTposa 25r

KOHeUHNA RHAURHUA NH (7.3 £ 0.2) npu Temneparype 25 *C

B.2.4 NMenToHHaA Boga

dopmynaln

MenTtoH

Xnopupg, HaTpusa 5t

(72. £ 0.2) npu Temneparype 25 *C

Knuoauuno 2uaucuua nH

B.2.5 KynbTypa 3onotucrtoro cradpunokokka ATCC 6538. pacTyuiasi Ha CKOLLIEHHOM TPUMTMYECKOM COE30M arape
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B.3 O6opyaoBaHue

B.3.1 LlecructyneHyarbiii KACKaAHbI UMNAKTOP.

B.3J Pacnbiiutenb, CNOCOGHbI AOCTaBNATbL YacTulbl cpegHero pasmepa (3.0 + 0.3) MKM MpU KOHTaKTe C MMMNaK-
TOpOM.

B.3.3 A3po3o/ibHasi Kamepa, CTeK/10, A/IMHa 600 MM. BHeWwHuii guameTtp 80 MM.

B.3.4 Pacxogomep, CNOCOGHLI UsMepATb pacxopd 28.3 n/MuH.

B.3.5 laTuvK faBneHus, CNocoGHbIl U3MepATb AaBneHue 35 kMa ¢ TouHocTbio *+ 1 KMa.

B.3.6 Kon6bl ApneHmeiiepa. 06bem 250 n 500 mn.

B.3.7 MNepuctansbTuyeckuii UAu WNPULEBOii Hacoc NponssoAuTenbHOCTbIo 0.01 mn/MuH.

B.3.8 BakyyMHblIii Hacoc, cnoCcoGHbI nogaepxuBatb pacxog 57 niMuH.

B.4 O6pasubl

AcnbiTyemble o6pasubl fOMKHbI ObiTb Bblpe3aHbl U3 FOTOBOW Macku. Kaxablii o6pasel, fo/mkeH ObiTb pasmMepom He
MeHee 100 x 100 MM u Bk/IOYaTb B cebsi BCe C/IoM Macku 8 TOM nopsiike. 8 KOTOPOM OHUW HaxoAATCA B FOTOBOW Macke.
KonuuectBo 06pa3LoB, KOTOpble AO/MKHbI MPOWTM UCMbLITAaHUS. — He MeHee NATU, HO KOJIMYEeCTBO MOXeT GbiTb Gonblue
npu HeoGXOAUMOCTU yuuUTbIBaTb NMpueMneMblii ypoBeHb KauecTBa 4 %. Bce mcnbiTyema o6pasubl fO/MKHbI GbiTb B3fiTbl U3
penpeseHTaTUBHbIX Yy4YacTKOB A1 BK/OYEHUA Bcex/nioGbiXx BapuaHTOB KOHCTPyKuuwn. Ecnm He ykasaHO MHOe, UCNbITaHUA
AOMKHBbI ObITb NPOBeAEHbl C BHYTPEHHEW CTOPOHbI MeAULMHCKOW Macku, HaxoAsleincs B KOHTaKTe ¢ GakTepuasibHOW Npo-
BOKaLMOHHO NPOGOIA.

Kaxabilii ucnbityembliii o6pasel, BbigepxusatoT npu Ttemneparype (21 * 5) *C 1 OTHOCUTE/NIbHOW BNAXHOCTM BO3gyXxa
(85 * 5) % B TeueHMe BpeMeHM, HEOOGXOAUMOTO ANA NPUBEAEHUSA B paBHOBecue C aTMoc(epHbIMM YC/NOBUAMM A0 Havana
McnbITaHWiA.

B.5 MpurotoBneHne 6akrepnasibHON NPOBOKALMOHHOW NPOGLI

3onotuctblii cTaMNoKoKK (cM. B.2.4) pomkeH GbiTb MHOKYIMpPoBaH B 30 M/1 TPMNTUYECKOTO COEBOro 6ynibOHa B KOJI-
6e dpneHmeiiepa U MHKYGMpOBaH Npu cnaGoMm BCTpsixMBaHUM npu Temnepatype (37 12)°C B TeueHue (24 t 2) u. 3artem
KyNbTypy pasBogAT B NeNTOHHOW Boge 00 KOHUEeHTpauum npumepHo 5 - 10° KOE/mn.

BaktepuanbHas npoGa fo/mkHa nogAepXuBaTb KOHLUEHTpauuto (2200 + 500) KOE Ha TecT. BaktepuasibHyl npooy
onpeAensoT Ha OCHOBe OMbiTa U NpeAbIAYWNX MOMOXUTE/bHbIX Pe3y/NbTaToB KOHTPONbHbIX 4awek (cm. B.6.3) n passe-
AeHVe NPOBOKALMOHHOW CYCNeH3MM KOPPEKTUMPYIOT COOTBETCTBEHHO. CpegHuii pasmep 4yacTuy, B GakTepuasibHOW npoGe
[OMKEH noaaepxusarbcs Ha ypoBHe (3.010.3) mkm (cm. B.6.9).

B.6 Mpoueaypa

B.6.1 CoGupatoT npMGop B COOTBETCTBUUN CO CXEMO, NpUBEAEHHON HAa pucyHke B.1.

B.6.2 MomewjaloT GaKTepua/ibHYI0 MPOBOKALUWOHHYIO NPo6y B pacnblinTesib C NMOMOLLbIO MEPUCTA/ILTUHECKOro uaun
LINPULEBOro Hacoca.

B.6.3 BbINONHAIOT MNOMOXUTENbHbLIA KOHTpPONb Ge3 ucnbiTyemMoro o6pasua. HaumHaloT MogenupoBaHue OGakTepu-
aNbHOro 3apaXXeHus, BK/OUUB BaKyyMHbI Hacoc, PerynvmpyloT pacxoj yepes KackafHbiii umnaktop go 28.3 nimuH. fJo6as-
nAT GakTepuasibHYI0 NpoGy Ha 1 MuH. MoaaepXuBaloT NOTOK BO3AyXa Yyepes MMMAKTOP B Ted4eHWe 2 MUH. 3ateM BblHMMA-
10T YaWKN N3 MMNAaKTopa. YoexaatoTcs B TOM, YTO KaXAas Yallka NPOHyMepoBaHa C yKa3aHMeM NosIoXeHUss B UMNakTope.

B.6.4 MomeLyaloT CBEXMe YAk B MMNAKTOP, (OUKCMPYIOT 0GpaseL, M NOBTOPSAIOT ONMCaHHYI0 ebaune npoueaypy.

B.6.5 MoBTOpAIOT 3Ty NpoLeAypy A1S KOKAOro UCNbITyemMoro oopasia.

B.6.6 Mocne ncnbiTaHusa nocnegHero o6pasua BbiMOMHAIOT AOMNO/HUTE/bHbIA NONOXUTENbHbIA KOHTPO/b.

B.6.7 BbINOnHAKT OoTpuLaTe/lbHbI KOHTPO/Ib C MPOXOXAEHWEM Bo3fAyxa 6e3 foGaBneHUss GaKkTepuasibHOW MpPOGbI
yepe3 KackafHblii UMNaKTOP B TeYEHUE 2 MUH.

B.6.8 IHKyGupytoT BCe yawku npu temneparype (37 + 2) *C B teveHue (48 i 4) u.

B.6.9 [ina kaxpaoro o6pasua M KOHTPONS MOACUMTBLIBAIOT KOJIMYECTBO KOJMIOHWI B KaXAol uvallke U CyMMUPYIOT pe-
3ynbTatbl Ans nonyyeHus o6uero uncna KOE. coGpaHHbIX MMMAKTOPOM C MCMO/Mb30BaHMEM TaGnuubl npeobGpa3oBaHUsA
«positive hole»'* B cOOTBETCTBUU C MHCTPYKUMAMM U3FOTOBUTENIA KacKagHOro umnaktopa (TpM — LlIeCTb CTyneHei). Ans
ABYX MOMOXUTE/NbHbIX KOHTPONIEH MPUHMMAIOT CpefHee 3HayeHue [ABYX CyMM. [lnA 4alleK MNOMOXUTENIbHOro KOHTPONs
BbIYMCNAIOT CPefHUii pasmep 4yacTul, a3po3onsi GakTepuasibHOW MPOOLI C NMOMOLbLIO Tabnuubl Npeobpa3oBaHUA «positive
hole» B cOOTBETCTBUMN C UHCTPYKLUSAMU U3TOTOBUTESIA KACKAZHOTO MMNAaKTOPa.

B.7 PacueT ahheKTMBHOCTU GaKTepuasibHOW hunbTpauumn
Ana kaxpgoro o6pasuya paccuuTbiBaloT 3dheKTUBHOCTL GakTepuarbHoW cunbrpauum B. %. no cnepytouwein cgop-
myne:

B - (C - myc « 100.
rae C — cpefjHee 3HaueHuMe KonMuecTBa 6aKkTepuii ANs BCeX Yallek ANs ABYX NOMOXMUTENIbHbIX KOHTPOseii:

I — o6Lee konvyecTBo GakTepuii Ans o6pasua.

CM. Tabnuuy npeo6pasoBaHua «postlive hole» B pykoBoacTBe nonb3oBaTenisi Npo600T60pHUKA AHAEpPCeHA.
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B.8 MpoTtokon ucnbiTaHuii

B npoTtokone ucnbiTaHus Ao/MKHa GbITb NpeAcTaBieHa cneayowas nHgopmauvs:

a) HoMep U gaTa HacToslero cTaHaapra:

b) Homep WUnu Ko cepum UCNbITYEMbIX MACOK;

C) pasMepbl UCNbITaTeNIbHbIX 06PA3LOB U pasmMep TECTUPYEMOTO YHacTKa;

d) cTopoHa TecTupyemoro o6pasua, o6palieHHas K NPOBOKaLMOHHOMY a3p030/1to:

€) pacxop BO BPeMsi UCTIbITAHUS;

f) cpepHee 3HauYeHUe 06LLEro KonMyecTBa GakTEPUii 4NA ABYX NOMOXUTEbHbIX KOHTPOENA:
A) cpeAHee YNCo XOMOHMIA B YawKax oTpULaTeIbHOro KOHTPONS;

1) achchpekTUBHOCTBL GakTepuasibHOI hunbTpauum AN KaK40ro UCNbITaHHOTO oGpasua.

WO By Buone oy
Fenrpeet r:“.,m AV NN WM A acaaa

il Mpolia
DMARR Lg! Pacriimerimtete] vd HoMuTOp f] Pacymeg 1ge{ DOVAME Lo | ioan surmy

PucyHok B.1 — MpuHuyun pa6oTbl npuéopa ansa ucnbitaHusa 3¢hhpekTMBHOCTU GakTepuasibHOW (hunbTpauumn

P
L1 3
LY

el s 2 2)e

—
3

| — npusogHoii MexaHnsm. 2 — B3Bech GakTepuii; 3 — pacnbinutens. 4 — unbTp. $ — aopomnbHas Kamepa.
B — MUCTOYHUK BO3AyXa BbICOKOIO AaBneHusi; 7 — TeCcTUpyeMblii Matepuas.

0 — MUKPOGUONOrMyecKuii NPoGoOT60PHUK. 9 — BbIXOA ANns pakoBuHbl. 10 — KoHgeHcaTop.
Il — Bxog ans xonogHoit Bogbl. F2— oTkanu6poBaHHbIii pacxogomep; 13 — komnpeccop (BakyymHbIli Hacoc)

PucyHok B.2 — Mpu6op ansa ucnbitTaHuAa adhhpekTMBHOCTU GaKkTepuanbHoii hunbTpaummn
MpunoxeHue C
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(o6sa3aTtenbHoOE)

MeTop onpegeneHns Bo3ayxonpoHuuaemoctu (anddepeHunanbHoe faBneHue)

C.1 MpuHUMN meToaa

MpuGop Ana usmepeHusa pauddepeHLMaNILHOTO AAaBfieHUsA A1 NepemMeleHUsas Bo3JyXa Yepes W3MEepeHHYyH Mio-
wasb MOBEPXHOCTU C MOCTOSHHbLIM PacxofoM BO3fAyXa MCMONbL3YIT ANA U3MepeHUs AaBfeHUs BO3AyXOOOMeHa Mmarepu-
ana MeAMLMHCKOW Macku, Kak moka3aHO Ha pucyHke C.1. [lnA u3mepeHus nepenaga AaB/ieHUA WUCNOMb3YIOT BOAOHaMNOs-
HeHHble MaHoMeTpbl (M1 u M2). Pacxogomep MCNONb3YOT AN U3MEPEHUA pacxofa Bo3fyxa. DNeKTPUYeckuii BaKyyMHbI
Hacoc nepemMellaeT BO3gyX uepes Npuéop, ANns PeryimpoBKu pacxoga Bo3gyxa UCNob3YIOT UTONbIYATLIN KianaH.

( , .

oaooIan

T — BO34yx03a60pHUK. 2 — pbcxogomep. 3 — maHomeTp MT; 4 — cdunbTpylowmii matepuan. 5 — maHomeTp M2,
6 -+ knanaH; 7 — BaKyyMHblIii Hacoc

PucyHok C.1 — MpuGop Ana nsmepeHns CONpPoOTUBNEHUA BO3ayXa

C.2 O6opyaoBaHue

C.2.1 Pacxogomep, CNOCOGHbIi N3MepATb pacxop Bo3ayxa 8 n/MuH.
C.2.2 MaHomeTpbl M1 n M2 nnu gudrdpepeHymanbHblii MaHOMETP.
C.2.3 AneKTpUUECKUii BakyyMHbIii Hacoc.

C.2.4 KnanaH.

C.3 O6pasubl

UcnbiTyemble o6pasubl NpeAcTaB/ieHbl FOTOBbIMU MackaMyW WAW 4YacTAMM, Bbipe3aHHbIMM M3 Macok. Kaxablii obpa-
3el, AO/MKEH MPeACTaBNATb NATb PasNINUHbIX KPYINbIX TECTUPYEMbIX Y4acTKOB guameTrpom 2,5 cm. Ecnu oguH oGpasel, He
MOXeT GbiTb NpeacTaBneH NATbI0 TECTUPYEMbIMM yyacTXaMu AuaMeTpoMm 2.5 CM. KO/MYECTBO MNOMYYEHHbIX TECTUPYEMbIX
Yy4acTKOB [AO/HKHO ObITb penpe3eHTaTMBHbIM AN Bceii Macku. KonuuecTtBo 06pasLioB, KOTOpbie AO/MKHbI MPONTU MChbI-
TaHUA. — He MeHee MATU, HO KO/IMYECTBO MOXET GbiTb GO/blle NpU HEOGXOAUMOCTM YUYUTbIBaTb NPUEM/IEMbI YPOBEHb
kayecTBa 4 %. Bce ucnbiTyemble 06pasiibl AO/MKHbI GbiTh B3ATbl U3 penpeseHTaTUBHbLIX Y4YacTKOB ANA BK/toyeHusa Bcex/
No6GbIX BapUaHTOB KOHCTPYKLMN.

Kaxablii ucnbiTyemblii o6pasel, BbiAepXuBaloT npyu Temnepatype (21 + 5) *C u OTHOCUTENbHOI BNAXHOCTU BO3gyXa
(85 + 5) % B TeueHMe BpeMeHU, HEOGXOAMMOIO ANA NpuBeAeHUs 8 paBHOBecue ¢ aTMOCHIEPHBLIMU YCNIOBUAMM [0 Hayana
MCnbITaHWA.

C.4 NMpoueaypa

C.4.1 UcnbiTyeMblii o6pasel, NomelLaloT Mnonepek oTBepcTus AguameTrpom 2.5 cMm (o6was nnowaab — 4.9 cm?) u
hMKCUpYIOT AN MUHUMM3ALMKN YTEYKU BO3flyXa U oGecreyeHUss COOTBETCTBUSA MOJIOXEHUS UCMbITYeMOro yyactxa o6pasua
Ha OALHOI NNHUN NepPNeHAMNKYIAPHO NOTOKY BO3AyXa.

C.4.2 Mocne 3anycka Hacoca pacxopf Bo3Ayxa perynvpytor go 8 nimuH.
C.4.3 Noka3zaHna maHoMmeTpoB M1 n M2 cunTbIBalOT U PErncTpupyroT.

C.4.4 Mpoueaypy, onucaHHyo B C.4.1—C.4.3, npoBOAAT AHA NATU {U/IN COOTBETCTBYIOLLETO KO/TIMUYECTBA) pasnuy-
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HbIX YYaCTKOB MacKM, pe3y/bTaTbl YCPeAHSIOT.

C.S PacueT gudpchepeHumanbHOTo faBneHus

[Ansa Kaxgoro ucnbiTyemoro o6pasua BbIUMCAIOT Nnepenag, AaBneHus [P cnegylowum o6pasom:
AP = (XT1-X.2Y4.9.

ra6X., — AaeneHue. Ma. maHomeTp M1. cpeHee 3HaYeHUe NATU TECTUPYEMbIX YHAaCTKOB, CTOPOHA MaTepuana ¢ HU3KUM
JaBneHuem;

— fasneHue. MNMa. maHomeTp M2, cpeaHee 3HaYeHne NATU TeCTUpyemMbiX y4aCcTKOB, CTOPOHa Matepuasia ¢ BbiCO-
KUM gaB/ieHuem;

4.9— nfouwaab TECTUPYeMOro matepuana, cm?;

Ni— pasHuua AaBneHUsl Ha KBagpaTHbIii CAaHTUMETP Ucc/iefyeMoro MaTepuana, BbIpaXeHHOro B nackasnsx.

C.6 MNpoTokon ucnbiTaHU

B npoToKorie ucnbiTaHUii AomkHa GbITb NpeAcTaBeHa cnegyowas uHdopMaums:
a) HOMep U gaTa HaCTOSILLEro CTaHJapTa;

b) HoMep UM KOA CEpUU UCMbITYEMbIX MacOK;

C) pacxop BO BpeMmsi UCTIbITAHUS;
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AnddepeHunanbHoe gaBneHne 4s Kaxgoro tTectupyemoro o6pasua.fpunoxenne ZA
(cnpaBouHoe)

B3aumocBssb mexay EH 14683:2014 n o6wmmMu Tpe6oBaHUAMU
AvpekTuBbl EC 93/42/EEC no MegULUHCKUM U3[eNnusm

EH 14683:2014 noprotoB/ieH B COOTBETCTBMM C MaHAATOM, BbinyleHHbIM ans CEN EBponeiickoii komuccueii. ans
obGecneyeHns cpefcTB MOATBEPXKAEHMS COOTBETCTBUA OOLWMM TpebGoBaHMAM HoBoro noaxopa Aupektusbl EC 93/42/EEC
no MeAULUHCKUM U3fenusam.

Mocne ony6nukoBaHuAa ccbinku Ha EH 14683:2014 B ocmumnanbHOM XypHane EBponelickoro corsa B pamMkax faH-
HOI ANPEKTUBLI U NOC/e BHEAPEHUA B KauecTBe HaLMOHa/IbHOIO CTaHAapTa Kak MUHUMYM B OAHOM rocyfapcTBe-y4yacTHU-
Ke cobniogeHune nonoxeHuid EH 14683:2014 cornacHo Ta6nuue ZA.1 npeactaBnseTr B pamkax EH 14683:2014 npesymn-
LMI0 COOTBETCTBUA OGWMM TpeGoBaHWAM f[aHHOW AMPEKTMBbI U CBA3aHHbIM HOPMaTMBHbLIM NoNoXeHusm EBponeiickoii
accoymauum cBOGOA4HOV TOProB/Nn.

Ta6nuua ZA.1 —CooTBeTcTBUE HacTosiwero ctaHaaprta finpektuse EC 93/42/EEC no Me4ULMHCKUM U3genusam

Myw»TtinoanyukT EH 14683:2014 CooTBeTcTBYlOLLee o6uiee TpeGoBaHue AupekTuBbl 93/42/EEC KommeHTapum
5.1.1.5.1.2. 5.2.1. 5.2.2. 5.2.3.6 8.1 —
5.2.2 9.2 —
6 13 —
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MPEAYNPEXAEHUE — K npogyKTy MOryT 6biTb NPMMEHEHbI Npoune TpeGoBaHuA n apyrue gupektusbl EC B pam-
Kax cpepbl npumeHenns EH 14683:2014.MpunoxeHue A
(cnpaBouHoe)

CBefieH1s 0 COOTBETCTBUM CCbI/IOYHbIX MEeXAYHApPOAHOIO 1 éBPONeicKMX CTaHAapToOB
MEeXrocyaapCcTBeHHbIM cTaHAapTam

Ta6nuua AN
0OGOo3Ha4YeHUe CCbIJIOYHOTo CreneH» 0O603Ha4eHNe U HauMeHoBaHue COOTBEeTCTBYHOLWEro
MeXAyHa poAHoro. COOTBETCTBUA MeXrocyjapcTBEHHOro cTaHgapTa
eBponeﬁcxoro CTaHaapTta

EN 1SO 10993-1 IDT FOCT ISO 10993-1—2011 «WU3genua meauuUHCKue. OueHKa 6uonoru-
YecKkoro pAencTBUA MeAUMLMHCKUX u3genuii. Yactb 1. OueHKa U uccie-
AOBaHUA»

EN I1SO 10993-5 IDT FOCT ISO 10993-5—2011 «WU3genua meauuUHCKue. OueHKa 6uonoru-
yecKoro fAeiicTBuMA MeAULMHCKMX usgenuii. Yactb 5. WccnepoBaHus Ha
LUTOTOKCUYHOCTb: MeToAbI in Vitro»

EN ISO 10993-10 oT FOCT ISO 10993-10—2011 «W3pgenua MeguuuHckue. OueHKa G6GMONO-
rMyeckoro fAeincTBUA MeAULMHCKUX usgenuii. Yactb 10. WccnepoBaHus
pasgpaxaroLero 1 CeHCueuIn3unpyioulero AeiicTena»

ENISO 11737-1 T FOCT ISO 11737-1—2012 «Ctepunusaumsa MeAULMHCKUX  U3genunid.

Mukpo6uonoruyeckue metogbl. Yacte 1. OueHKka NOMNynAUUM MUKPOOP-
raHM3MOB Ha NPoAYKLUN»

ISO 22609

BETCTBUA CTaHAApPTOB:

¢ IDT — ngeHTUYHbIE CTaHaapPThbl.

* COOTBETCTBYIOLMIA HAUMOHANBHbIN CTaHAAPT OTCYTCTBYET. [lO ero NPUHATUS PEKOMEHAYETCSA UCNO/Mb30BaTh
nepeBoj Ha PYCCKMii A3bIK JAHHOTO MEXAYHapOoAHOro cTaHAaapTa. OdulmanbHblii NepeBog AaHHOTO MeXAYHapOLHOTo
cTaHAapTa HaxoauTcs B ®efiepaibHOM MHGOPMAaLMOHHOM (hoHAE CTaHAaPTOB.

MpumeyaHne — B HaCTOﬂI.I.I‘eVI TaGane Mncnonb30BaHO criegyroliee ycsioBHoe 0603HaueHne cTeneHun cooT-
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FOCT P 58396—2019
Buénuorpadcusa

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

EN 149. Respiratory protective devices — Fitering 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 15223-1, 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
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ISO 139. Textiles — Standard atmospheres for conditioning and testingYK 614.894.3:006.354 OKC 11.140
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