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Mpeavcnoeue

1 NOArOTOBJEH OBwecTaom ¢ 0rpaHuueHHoil orseTcreenHocTe aMearexcraspaprs (OO0 «Meg-
TeXCTaHQapT») Ha ocHoBe coBCTBEHHOIO Nepesona Ha PYCCKMil A3LIK HOMEUKDSALIMHOIM BepCt CTaHaapTa,
YKAZAHHOTO B NyHKTa 4

2 BHECEH Texsuyeckm xomuteToMm no crangaptusauun TK 011 «Meguuunckue npubopul. annapatel
v obopyaosanues

3 YTBEPXJEH ¥l BBEQEH B AEVUCTBUE Mpukasom OepepansHoro argHIcraa no TeXHUYeckomy pe-
FYNVpOBaHKIo # MeTpononis ot 28 mapra 2019 r. Ne 115-cr

4 Hacrosiwmit cTaHZapT WOGHTWHOH HAUMOHANLHOMY Hemeuxomy crauwgapty OWH EH 14683:2014
«Macku menuupscie. Tpefopahna W Metodsl ucnuitawnis (DIN EN 14683:2014 «Medizinische Ge-
sichtsmasken — Anforderungen und Priifverfahren; Deutsche Fassung», IDT)

Mpu NpUMEHBHUY HACTORErD CTAHZAPTA PEXOMEHAYETCA WCNONS308aTh BMECTO CCbINIOYHbLIX Maxay-
HAPOAHOND M EBPONENCKUX CTAHAAPTOR COCTSATCTBYIOWHE UM MEXIOCYAAPCTEEHHLIE CTAHGADTSI, CBEASHHA O
KOTOPLIX NPUBEABHL! B ACTIONHATENLHOM NPpUNoXeHu JA

5 BBEfIEH BNEPBbLIE

lpasuna npumenerUs HACMOAWE20 cmandapma ycmanosfiels 8 cmames 26 @edepansiozo 3aKoHa
om 29 wonn 2015 2. Ne 162-03 «O cmandapmusayuyu e Poccuiickol ®Dedepayuur. Unghopmayus of ua-
MEHEHUAX X HaCMOoAWeMy cmandapmy nybnukyemes @ @xez0dHoM (10 COCMOANIIO Ha T ANBAPA MEKYUe20
200a) uHhopMAUYUOHHOM yKalamene «HauuoHanbsHbe Cmandapmesty, 8 oPUULaNsHEIT MEeKCM UIMeHeHul
U MONPABOK — 8 EXEMOTAYHOM UH(OPMAYLOHHOM ykasamene «HayuonansHeie cmandapmery. B cnydae
epecMompa (3amMesl) Uy CMseNHb! HACMoAWE20 cmardapma coomeememayiowee yeedomnerue Gydem
onybnuxoeano 8 BNUXaIWeM EBITYCKEe EXBMECAYHO20 UHEOPMALUCHHO20 yKkazamens «HayuonansHbie
cmandapmiy. COOMBeMEMBYIOUan UHPOPMAYUA, yeeAOMISHUS U MEKCME! PasMeLUIOMCR MaKxe & UN-
hopmayuoHHOU cucmeste oL ea0 NOALIVEAHUA — Ha GhuyuansHoM calme PedepansHozo a2eHmemea no
MOXHUYECKOMY PE2YNuUpOeanUI U MEmpanozuy e cemu Mumepnem (www.gost.ru)

© Cranpaptundopm, ogiopmnenne, 2019

HacTonawuit CTanaapT He MOXET ST NONHOCTLIO N HACTHUHO BOCTIPOM3BEREH, TMPAKMPOBAH U pac-
NPOCTPAHEH B KavecTee opuUMansHoro naganua 6ea paspewenua OenepansHoro areHTcrsa no TeXHUYecko-
MY PErYIMPOBAHWO 1 METPONOTUM
I
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Beepenue

EH 14683:2014 nogrotoanesd TexHwdecknm xomuterom CEN/TC 205 «HeaxtueHbie MeauusHC:me ua-
OeNnuA», CEKPETapUaT KOTOPOTo BeaeT Hemeukuin uHcTUTyT no crangaprusayuu (DIN).

EH 14683:2014 samenner EH 14683:2005.

Mo orsowenwo kK EH 14683:2005 aneceHsl CNagyoLe naMeHeHna.

a) wameHeHue/pacluupese HauMeHoRanKuA ¥ 0bnacTu pacnpocTpasedna ana Bonee YHUBEpCansHoro
W LWKPOKOTD UCNONLI0BAHWA MEWLIWHCKNX MECOK,

b} xoppexTuposxa cornacko UCO 22609 8 OTHOWIEHMK YCTOWRYMBOCTI K BPLI3raM XuaKoCcTH;

c) nobasnexue TpeGoBaHnit K MAKDODWMONOIMMYBCKOR YMCTOTe U 0BLYel BHOCOBMECTUMOCTH,

d) koppexTuposka Tabnuusl 1 Ana TpeboBanui, NPeIbLABRREMbLIX K (DYHKUMOHANLHBIM XapaKTepucTi-
Kar MEQHULIMHCKIX MACOoK;

o) obHoBneHue uHopMalui N5 NONLICBATENA B NPUNOKEHMK A,

f) noNKsIR NepecMoTp NPUAoKEHNA B OTHOCHTENLHO METOAa DNPESENEeHKa in Vilro OCHOBHLIX (DyHKLN-
OHaNbHLIX XapakTepucTnK BakTepuansHoro GUNLTPA, 8 HACTHOCTH YCNOBUA MCMLITAHMI U KOHCTPYXLMM WC-
nbTarensHoro 0GopyaoBaHUA;

Q) PeNaKTOpPCHas NpasKa, BHo4Han 0BHORNEHWE BCEX HOPMATUBHLIX Ceuinox, Bubnuorpadvm ¥ npuno-
*eHun ZA B oTHoweHwt Qupextusst EC 93/42/EEC.

Wndpopmauun o canau ¢ avpertubamu EC npeacrasnexa e npunoxenve ZA KOToOpoe ABNASTCA HEOTb-
EMNEeMON YaCTLIO HACTCRWLRTO CTaHAapTa.
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HAUWOHANBHBIN CTAHOAPT POCCUUCKOW SOEQEPALMUMU

MACKW MEAWUMHCKUE
TpeBoBanka U METOALI HCNILITAHKMA

Medical face masks. Requiraments and test methods

Oara seefenma — 2019—10—01

1 O6nacTb NpUMEHEHUA

HacTosuwuit cTaHgapT onpeaenfer KoHCTPYKUWIO, Audaiy, TpeboBaiua K (hyHKUMOHANLHLIM XapaKTe-
PUCTHEAM A METOOL! MCTIbITAHUA MEAMUMHCKUX MACOK, NPEAHAHAYEHHLIX ANA OFPAHWMYEHUA NePNaqH WH-
(heKUMOHHLIX AFEHTOR OT NEPCOHaNa NaUMeHTaM BO BPEMA XMPYPrM4eCcKMX ONepauuni U B Opyrix MeauUmnH-
CKUX NMOMBLLEHUAX C aHaNOorMYHEIMK Tpedosannamu. MeguuuHcran Macka ¢ COOTBOTCTRYIOWMM MUKPOGHLIM
Bapbepom Tame MoxeT 3PphexTHEHO CNocoBCTBOBATL COKPALUSHKIO BLIX0AA MHMDEKLMOMHbIX Ar@HTOB K3 HO-
COBOW W POTOBOH NONOCTK BECCUMNTAMHOID HOCUTENA MW NALMEHTEA C KNMHNSECKMMKU CHMNTOMAMMN.

HacToRwWwmMiA CTaH[apT He NPUMEHHM K MacKamM, NPeAHAZHAYe HHLIM UCKNIOHWTENBHO ANA MHOUBUAYaNL-
HOW 33aWUTH NepcoHana.

Mpusmeyanne 1 — JOCTynHb CTARASHTH ANS MACOK, NPHMEHASMBIX B KAYBCTHS CPEACTES MHANBNAYAnbHON
AAIUTEL.

NMpumevanne 2 — B npunoxanist A NpeaocTasneHa MHOPMAaUVA ANA NONGIOSATANN MEAMLIMHCKNX MACOK.

2 HopmaTUBHbIE CCbINKK

B HacTOAWEM CTaHAAPTE UCNONLI0RANL HOPMATUBHLIE CChITKK HA CTAaHAAPTLI, XOTOPLe Heobxognmo
Y4UTHIBATL NP €ro Npumesennn. [N\ GaTipoBaHHLIX CCLINCK NPUMEHAIOT TONLKO YKasaHwwe wanauwua. Ans
HEAATUPOBAHHBLIX COBLUNOK — BOCNAAHWUE W3AAHKA (BKNKCHAA NIOGLIe MaMEHeHHA).

EN ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process (ISO 10993-1) (Ouenxa HGUONCTHYECKOTO AEHCTBUA MeOMUMHCKUX uanenui. Yacte 1.
OUBHKE 1t UCCIBROBANUS 8 NPOLIBCCE MEHEBAXMEHTA DUCKOB)

EN ISO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity
(1SO 10993-5) (Buonorudeckan oUeHKa MeguuMHCKnX uagenuit. Yacts 5. Ucnuiranna Ha LUTOTOKCHIHOCT in
vitro)

EN ISO 10993-10, Biological evaluation of medical devices — Part 10: Tests for irritation and skin
sensitization (ISO 10993-10) (Ouexka Buonoruuecxas MegUUMHCKHX 3genwi. HacTe 10. Npobw Ha pasgpa-
JKEHWE W annNepriuyecKyio peaKym:o Koxm}

EN ISO 11737-1, Sterilization of medical devices — Micrabiological methods — Part 1: Determination of
a population of microorganisms on products (ISO 11737-1) (Crepunusaums megmumsickux usgenuit. Mukpo-
Ouonormyeckre Mmetogsl. Hacts 1. Ouekka NonynauMy MMKpOODTaHU3MOR Ha NPOSYKLUMK)

1ISO 22609, Clothing for protection against infectious agents — Medical face masks — Test method for
resistance against penetration by synthetic bloed (fixed velume, horizontaily projected) [Oaexaa ana aawmure
o7 MHbeKUHoHHsIX arenTon. Meguumiekne Macky. MeTog MCNbITAHKR Ha CONPOTUBNEHWE NPOHWUKHOBEHUIO
CHUHTETHUHECKOA KPOBYM (YCTAHOBNEHHLIN 066eM, NOPUA0HTANLHO HaNPABNeH )]

Wapaune opuumansHoe
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3 TepMUHbLI ¥ onpeafeneHns

B HacTORWEM CTAHAAPTS NPUMEHEHbI CAAOYIOWME TePMitHl C COOTBETCTEYIOLIMIN ONPESENEeHHAMM!
3.1 meaunumHckan macka (medical face mask): Meguumncxoe wagenne, 3akpeiBaOLLES HOC U POT ¥

obecneunsaowes Gapbep ANR MUHUMKIAUMKA NDAMON Nepeaaun UHMEeKUROHHLIX areHTos Maxdy nepcoHa-
NOM W NAUKEHTOM.

Mpunedanue 1 — Mepegava ecabyaurensit, NEPEAAKIMXGA YEPES KPOBL, DY NAUMEHTOR NEPCOHANY MOXET
NPOMEXOAMTS 4epes GpsIsn.

3.2 adpdpexrusrocTe GakrepuansHon cmnerpaunn; BFE (bacterial filtration efficiency, BFE): 3d-
MEKTUEHOCTL MATEDUANOB MBAUUMHCKON MACKK KaK BapLepa ANS NPOHUKHOBEHHA BakTepui.

MpumMedanue 1— f1nA uamepenus odHeKTHEHOCTY BArTEPMANLHOR DUNLTPALMN MATEPUANDM MEIHLIMHCKOR
MBCcKK MCNONLAYIOT KETOA UCNLITAHKA HA SthekTMBHOCTL SarTepHansHOR duLTpaLym.

3.3 puddepenumansHoe aasnenue (differential pressure): BoagyxonponuuyaemocTs Mackm, uame-
PEHHAR NYTeM ONPEeASneHns PasHKyLl 8 AABNeHNI BO3AYXA HA BHYTPEHHER W BHEWHEH CTOPOHE Mack1 npu
ONpeensHHLX NapameTpax BO3AYWHOTO NOTOKA, TEMNEPATYPbL! ¥ SNANHOCTY.

Mpurmevanue 1 — QuddeperurancHoe A3ENEHVE RANAETCHR NOKEIATENEM BOANYXONPOHNLBEMOCTI MACKH.

3.4 kononweoSpasyouwan egunnua; KOE (colony forming unit, cfu): Eguvmua uamepenus konuuecraa
KYNBTUSHPYEMBIX MUKDOOPTaHuaMon.

Mpumedanme 1 — KoNUUecTso KyNbTHBUPYEMBLIX MYKPOODIAHWIMOE — 3T0 KOMIHECTBO MUEPOOPraHNanos, or-
AENLHBIX KNETOK it arperartos, cnocobHen: 0BpasnenLieaTh KONOHWH HA TEAP0A NHTATENLHOMN Cpaae.

3.5 umcrora (cleanliness): OTcyTCTS®e HEXENATENLHLIX UHOPOAHLIX BEWECTS.

Mpumevanue 1 — K aTum BALIECTBAM MOTYY OTHOCHTLCR MUKDOODIEHAIME, OPTaHUHECAME OCTATKN WM TBED-
Abla HBCTI L

3.5.1 mukpoGuonoruyeckan uxcrora (cleanliness — microbial): OTcyTCTane NOMYNAUAR XU3HECNO-
COBHBLIX MUKPOCPTAHMIMOB HA NPOAYKTE WK YTIAKOBKE.

Mpumedarue 1 — Ha NPakTHke creneHs MUKDOBHONONMHECKDN YMETOTHI HYACTO HAIMBAIOT BHoHaIpPYxoN.

3.5.2 yucrora no TEepALIM HYacTuuam (cleanliness — particulate matter): OTCyTCTBNE YACTULL. KOTO-
pbl@ 3arpAIHAKT MaTepuan u MOryT BbICBODOKGATLCA, HO HE B PE3YNETATE MEXaHWYECKOTC BO3NENCTBUA.

3.6 wndexumornsin arent (infective agent): Mukpoopramuam, kKOTOpLH BuanBaeT MHpUUKPOBaHKE
XUPYPTHYECKAX paH UNi ABNRETCS 803ByaAUTENeM WHMEeKUMK Y NBUMEHTA, NEPCOHANA MNK UHLIX N,

3.7 xupypruyeckan npoueaypa (surgical procedure). XMpyprideckos BMELLATENLCTEO C NPOHUKHOBE-
HWOM HYepPEea KOXY WK CIMIUCTLIO 0BONOYKK, BLINONHASMOS NPU KOHNTPONUPYEeMBIX YCNROBUAX XWUPYDIwYeckodn
Gpuranoi.

3.8 aaposonb (aerosol): A3poCyCneHIUA TSEPALIX WKNK MUAKKUX HYACTHUL, MMEIOLLWX HUYTOXHO Manywo
CKOPOCTL NAAEHUA.

Mpurevyanune 1 —Cum EH 132
Npumeyanme 2 — Kak Npasiuno, CHTaAIOT, YTO CKOPOCTL — MeHee (.25 i'e.

3.9 cdunutp (filter): Matepuan, ncnonb3yemelil GNA MEXaHWYECKOM ¥ (PHMNHECKOrD Pa3geneHun unu
OCaXOEHHA A3POIONLHBIX HACTHLY (MUOKX MNY TESPALIX) K3 BALXAEGMOTO W BHABIXAGMOrO BO3RYXa.

3.10 BpbiaroycronumBocTe (spiash resistance): CnocoBHOCTs MEAMLMHCKON MACKH NPOTUBOCTORTL
APOHUKHOBEHWIO NOAASaeMoi NPY 3a0aHHCI AABNEHUH CHHTETUHECKON KPOBI.

4 Knaccudpukauma

MegmnuvHciose MacKs, ONUCAHKBIE 8 HACTOAWEM CTAHAAPTe, NOAPAITENAICT Ha ABa Tuna (Tun § v Tun 11}
8 2apucumocTn or adipexTueHocTi GakrepuansHoi dunsTpauMs, Toraa kak Tun [l MoxHO ganee pasgenuTs
Ha ABA TWNA B 3ABUCHMOCTYH OT TOr0, ABMASTCA NK MAcKa YCTORY1BOR K Bpblaram.
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5 Tpebosanusa

5.1 OBwume TpeSonannn

5.1.1 Marepuanb! ¥ KOHCTRYKUMA

Meauusickas macka npeacrasnser cobov MeguuMHCKoe n3genue, Kak npasuno, CocToslee na une-
TPY:OLEr0 CAOSA, NOMELLEHHOTD, CRAZARHOM WK CIPACCOBAHHOID MEXTY CNORMU TkaHn. MearuynHckas macka
HE A0MKHA PaCcCNaMBaTLCA, PACNANATLCA UMM PA3PLIBATLECA BO BPEMA Ucnonsilosadua. [pu suwbope mate-
pHanoB MWNLTPa ¥ cnoes ocoboe BHMMaKKe JONKHO DhiTh YABNEHO CTeNeHN YWCTOTH (OTCYTCTBUE TBBPALIX
HacTdy).

5.1.2 Nuzann

Meauumickan Macia SOMKHA WMETL CPEACTEA (PUKCAUMM. C NOMOLLEIO KOTOPLIX OHA MOXET NNoTHO 06«
neraTs HOC. poT W NOAGOPOACK NONL3BATENA 1 KOTOPLIE 0DECNeYHBAINT NNOTHOE NPUNETaHne Mackn K Ny
no Gokam.

MeauusHCKine Macku MOryT UMETE DAANMUHYI0 (hOPMY M KOHCTRYKUMIO, @ TRIGKE JONONHUTeNLHEe (yHK-
UM, TAKME KaK 3KPaH ANA nuua (AnNA 3awmTel NONL308aTens o1 6puiar 1 kanens) ¢ dyHKyMen nnu 6ea dysx-
LM 33WWTHL OT 3anoTesanns nubo Hocosoi dukcaTop (ANS YNYHWEeHWS NDWNEranus 3a CHeT NoBTOPEeHUA

hopmet HOca).
5.2 TpeGoBanua K DYHKUMOHANLHLIM XAPAKTOPUCTHUKAM

5.2.1 O6uwwe rpeGoBannn

Bee wonsitanus omissl GuiTe NpoBegets! © HCNONbLIOBAHMEM FOTOBLIX M3aenuin unw obpaauos. swipe-
3aMHBIX U3 TOTOBLIX USAENKIA, BCNK ATO NPHMBHKMO B UX CTEPUNBHOM COCTORNHMN.

5.2.2 JdpdpexTvaHOCTL BakTepHansHOW hunbTpaLmMu

Mpw MCNbITaHKW B COOTRETCTBMY C Npunoxenuem B acdpexTuenocTs BakTepiansHoi dunstpaumn me-
LWLMKHCKON MACKOIN QOMKHA COOTBATCTBOBATEL MUHUMAMEHLIM 3HAUEHKAM, NPUBEASHHER ANA COOTBSTCTBYIO-
wero Tvna e Tabnuue 1.

5.2.3 BozayxonpoHMUaemMocTs

Mp#t “CNLITaHKK 8 COOTBETCTEMK C Npunoxennem C quddepenusansHioe AasNeHne MearUUHCKON Ma-
CKM JOMKHO COOTBETCTBOBATL 3HAYEHNAM, NPUBENEHHLIM ANR COOTBETCTEYICLErO Tuna 8 Tabnuue 1.

5.2.4 BpLI3roycTOMYMBOCTE

Mpwt uchsimanuy B cootsercTaun ¢ UCO 22609 ycTolumBOCTL MEAHLMHCKON MAaCI K NPOHUKHOBEHUIO
DPLIA HMAKOCTH [OIDKHE COOTBETCTRBOBATE MUHUMANLHOMY 3HaYveHwo AnA Twna lIR & rabnuue 1.

5.2.5 Mukpobuonoruyeckan yucrora (Guonarpyaka)

Mput ucnbiTanus 8 coorsetcTanu ¢ EH MCO 11737-1 GuoHarpyaxa MeguUuHCKOR Macky QO/MKHa cocTas-
nATe £ 30 KOE!r (oM. Tabnuwuy 1).

Npumedanue — B EH MCO 11737-1 npeacrasnets: TpeGoBaHMA W PYKOBOACTBA ANA ONPEAENEHWA 1 ONHCA-
HUA MBKPOBHOA NONYIAUMA HMIHECNOCODHLEC MUKDOOPTBHUIMOB HE NOBAPXHOTTH MAK BHYTDM MEAMLMHCKOTO MANENA,
KOMNOHEHTOB, CHIPbA WK YNAKOBKIL.

Ana cnpegenenns Guonarpysku mackd B cooteercranu ¢ EH MCO 11737-1 cobnicgaoT cnegylowyio
npouegypy.

Konuuecrso mMacok, KOTOpLIe AGMKHL! NPOATA MCNLITAHWA, — HE MEHee NATH, HO KONWUBCTBO MOXET
OuiTh Gonbiue npy HeobXoauMOoCTH YUUTLIBATL NPUEeMIIeMIR yposest kadecTea 4 %.

Nepea ucnwTanmesm Kaxayio mMacky sasewwsanct. Macky B cbope acenTnyeckd U3BRNeKaoT 13 ynaKkoski
¥ NOMEWAKCT B cTepunbHbii dhnaxkon 500 mn c 300 Mn axkeTpakuroHHon xuarkocti (1 r/n nentona, 5 rin NaCl
u 2 rin NMAB nonicopBara 20 [Hanpumep, Tenx 20, Alkest TW 20]).

NomewaeT hnaxo B OPGUTaNbHbIFK WENKEP W BCTDAXUBAIOT B TEHEHKE S5 MUH CO CROPOCTLIO 250 o6 /MuH.
Mocne atana akcrpakuma 100 20 IKCTPANUPOBAHHON KUAKOCTH hunbTpyioT Yepea dunstp 0.45 Mim 1 nome-
WAIOT B YallKy, COABPKALLYI0 TPUNTHUYECKUA coesblid arap (TCA), ana nogcyera obLWEro KONWMYeCcTEa KUaHe-
cNOcoBHLIX a3podHLX MUKpoDPramuanmon. Opyrue 100 MN anvKBOTLl TON KE IKCTPATMPOBAHHON HMAKOCTM
hUNLTPYIOT TeMm ke cnocobom ¥ CONepHUMOS BHCARAIOT Ha AexcTpoanulit arap Calbypo (OAC) ¢ xnopamdie-
HUKONOM AnA noacyeta rpubos. Yawky uHkybupyloT B TeyeHue Tpex axei npn temneparype 30 °C u cemu
axen npy Temneparype or 20 °C go 25 °C gna TCA u JAC cooTBeTCTBEHHO.

OBwasn Guonarpyssa npeacrasnser cofoi cymmy pesynsraros ana TCA u JAC.

B npotokone yrkaasisalor ofilyio GuoHarpyaky Ha OgHy Macky W B 3aBMCHMOCTW OT Beca Macku obuyo
BHOHArPYaKy Ha rpanMm UCaLITYEMOro Marepuana.

3
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5.2.6 BHOCOBMECTUMOCTL

B cooraercrena ¢ onpefensurenm u knaccuduraunei EH MCO 10993-1 meanuunkekas macxa npeg-
craanser cofoi Higenue KPaTKoOBPEMEHHOIO KOHTaKTa. MaroToBMTent ACMKEH BLIMONHWTL OLEHKY MEau-
UMHCKOR MacKy W ONPegendTh NPUMEHUME!H METOS TOKCMKONOTMYECKMX WCCNSAOBaHNA B COOTRETCTRMM C
EH WUCO 10993-1. Peaynsrars sccnefosanni AomkHel Gt 3ag0KyMEHTHPOBANHK B COOTBATCTEWM C AeH-
cTByIOWMMK YacTamu cepun EH MCO 10993, Peaynurartsl UCCNenoBannin SOMKHL BuiTs AOCTYNHLI N0 3a-
n X

mcyl(ax MUHAMYM, JONKHE GuiTe Npumenens EH UCO 10923-5 u EH MCO 10893-10.
5.2.7 CeoAKa NaHHLIX NO OCHOBHLIM (DYHKUWOHANLHLIM XapaKTEPUCTHKAM

Tatnuya 1 — OckoasHbIe DYHKUMOHANLHEE XAPAKTEDNCTHNA MEANLMHCKAX MBCOK

Menuitanne Tua 131 Tun I Twn IR
BihperBrocTs BarTaprantHok gmnbYpaly, % 295 298 =08
Hudhdbeperumanshoa gasnerse, Nalom? <284 <204 <490
faenetive conporrensemoect Gpoidras, kMa He npunermto | He npimediaw =16.0
Mipoburonormeckan wmcrora, KOE/r <30 <30 %30

) MenuumHeime Macks TUna | 3o BuiTs MENONLIOBAHE TONLXO 4NA NEUMGHTOB M APYTHX MHL ANA CHKEHNS
PUACKA PECNPOCTDAREHWA WHIDEXLIW, OCOBBHHO NPW 3aKABMHRX ¥ Naraemuax. Mackm Timna | He NPEeAHAaHAYEeHL! N5
HENONLI0ORAHUA Npodraccronanany 8 ofNBcTH ANPABOOXPDEHEHNA B ONEPALMOHHLIX MAK B MHBLX IMEANLIMHCKMX NoMe-
WEHKWAX € aHANOIMHHBIM TpeBosa MM,

6 MapkupoBka u npegocragnseman uHdgopmauyus

B paaaene 13 npunoxenun | Jupexruse no megnuuHckums nanenwam (93/42/EEC) npeacrasnesa un-
hopMmayrs, KOTepan AomkHa BuiTh YKa2aHa Ha yNaxoBxke, & KOTOPOR MEQULUMHCKYIO MACKy NOCTaBNRIoT.

JononHuTensHo goniHa OuiTk NPeAOCTABNeHa CReayiowan HdopMaLmMa:

a) Homep HacTOALEeTo CTaHgapTa;

b} Tun macku (cornacko rabnuue 1).

Don#us! BbiTs npunenens EH WCO 15223-1 u EH 1041.
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Mpunoxenue A
{cnpasounoe)

Wudopmauma ann nonsiosarenei

MNpy AxXaHWY, PA30BODE, KALLNGS, YMXAHHK K T. 4. ¥ HanCesKd BhiASNASTCA T0 WK MHOE KOMMHMECTEO KANENLHEIX
HACTIAL M3 CANSUCTLIX OBONONEK POTOBOM K HOCOBOM NONOCTH. BONLWMHCTED YacTuUy imeloT paasep or 0.5 A0 12 Mxu &
AMBMETDE, I OCODEHHO KPYNHEE KANNKM MOMYT COMAPXATL MMKPOORTAHMEMEL WCTO4HMKE. MacTULb BNOCNEACTSAN MOTYT
PAcNpoCTPabATLEH BOAAYWHLIM NYTEM W NONAASTL HE BOCHPUMMBHIBLIE YHaCTKHA, TAXKE KAk OTKDLITHIE ONEPAaUMOHHER
paHel unit cTepsnkHee oBopyaosanve.

MaguuisHckie Mack ApaaHasHaveHs! AN KCNOMBIOBAHKUA B8 ONEPALMOHHLIX 1 MEANLMHCKAX NOMEEHNREX C BHA-
nortuHEiMg TpebosaquAMi AMH NONHOR 3alTel paboven cpenk. B HacToAwen crainapre onycant 184 THRA Medu-
LMHOKMX MACOK © COOTRETCTEYIOWMIY YPOBHAMM 3allMTe. Kax MusihiyM, MEAUUMHCKME MACKM THNa | HCNONLIYIOT ANR
NEUMEHTOR QNS CHIDKEHWUA PUCKA PACNPOCTPAHeHIH rHraKLM, OCOBEHHE NPK SNRABMIAX K naKaersx. Macim Tina I
NPaUKYLLECTBEHHD MCNANL3YT NpodeccHoRant! B 0BNAcTH APABCOXPAHSHNA 8 ONEPELMOHHLIX MMM B WHBIX MEANLItH-
THIX NOMELLEHKAX € aHANOMMUHEIAK TpeBoranAmMM.

Ocobumin YCNOBMAMM, TAIOKR DETYNDYEeMLM B OTHOWEHIH MESMUMHCKIX afenl, ABNABTEA NOTPESHOCTL NoNL-
JOBATENA AUKTHTE CEGR OT BPLIAN NOTEHLHANLHO JANPASHEHHBIX AMAXDCTEN M YACTHL, KOTOPES BOIHHKAKT B XMpyprude-
CHOMR Cpage, HANPHYALeP NYTaM NCNONLIOBAHKA YCTPORCTB ANA 3NEKTpoRayTepHaaumit.

Ecnm npenycaoTpalHbm NPHIMeHEHREM MACKM ABNKATCS 3ALUMTa NONL3OBATENR O MHGEKLMOHHLIX areHTos (Gax-
TEPuit, BAPYCE! MM rpkbsr). CNegyaT paccMoTPaTs HCNONBIOBAHWE PECNUPATOPE. DYHILMOHANBHLIS XAPAKTEPUCTIKM pe-
cnkpatopon npeacraenedsl B EH 149,

Npegnonaraemest yposeks ahhexTHaHOCTY MACcKK JaBHCHT OT PRAA (PAKTOPOR, TaX ¥ak IPakTMBHOCTL dine-
TPALS, KEYECTEO MATEPUANOS | CTENEHE NPVUNSIAHKA MACK K Nty NONLIOBATENS, PAiMmaqHLE KOHCTPYKLMIE NOAXONAT
ANE PAINUUHEIX MPKMERSHL, Y NO3TOMY TIWATeNbHLIA BLBOP MACKN BANEH ZANA [OCTIOKBHWS XENaeuworo pesynuTara.

DUNLTPYOLLAA CAOCOBHOCTE MATENKANDE MACKKM MOXET BADEAPOSATECH B ZABUCUMOCTI OF (DUNETPYIOWErS MaTe-
prana. CreneHs NPUNErBHIA MACKH SHAMNTENLHO PAINHYBETCA ANA MACOK, KOTOPSIO KPRNATCA ¢ NOMOWLK NeTenk 3a
YWANMK DONB30SATENA, 1 MACOK, (DUKCHPYIOWHXCA BOKPYT MON08L! M MMEIOWMX HOCOBOH DUKCATOP, KOTOPLIR MOXET Nno-
BTOp#TL GOpMY HOCa NONb30BATENR. EnMAHKE cTeNeHh NPUNeraHis MmoKar Bums HCNLITAHOo in vive, 8 ahhexTuBHOCTL
HUNETPALMI MOXET BiTh RPOTECTUPOBAHE B XOAE BOCNPOMIBOSMMLI WCNBITAHWA i Vilro.

SHEHUTENBHBIE OTKNOKEHNS B PEIYABTATAX NPY NCNBITAHIAX MACKK in VIVO NPUBOIAT K HEoBX0AMMOCTY NposeasHn
HENLITAHKMI WIPOKOR MPYNNLI MCABITYEMEX 0BRaKTOS ¥ HaGnaeH . Takum 0Bpaiom, (yHXUMOHANLHLE XADAKTAPUCTHIH
MACKH ONPEABNRAOT NP1 NCALITAHWAX MATEPUENOB MBCKW in vitrD. Tem HO MEHS6 BAXHO TWATENLHO YyUUTHIBATL CTENEHDL
NPUNErEHKA MACKA NPk BRIBOpe MACKKM ANS ONPEABNEHROMO Npiedelda. Mons3osareny QOMkHEl 3ANPEWMBATE TAKYW
MHPOPMaUMIo Y NOCTABWLMKOS.

Etye oaHuM yarTeiEaeme (DEKTOPOM RBRABTCA CNOCOBHOCTE MACKK NOMOWATL BNATY W3 ShIGLIXAEMOIO BO3AYXA
W TeM Cambita NOASEPNHMBATE C80M YHKLMOMANLHLE XBPAXTEPUCTHRI B TENeHItE DONae ANUTENLHON NEPHOLA BPEMSH.
YryWuekHsle KORCTPYKLMA NETKe COXPAHAIDT CBOM (yHKLUMOHANLHLIE XADAKTEPHCTHIN B TEHEHKE Naxe O4eHs ANTens-
HEX CNOPAELMA, B TO BIFEMA KAK MEHES YOOBEPWRHCTEOBAHHLIE MIAANIS NPEAHAIHANEHB! TONLKD ARA KOPOTKHX NPOUSRYD.

PHCK 18rPRaHeHMR, BOZHIKSIOWMA 8 PA2yNLTATe KOHTAKIA PYK C MCNONLIOBAHHOM MECKOH, RENASTCA NPUYHKON ObR-
JatenbHoM YTIANHIAUMKN MACKK NOCNE 60 cHaTis. Mpr A0NONHMTENLHOK NOTPEOKROCT B 3aWUTe CNARYAT HARATL HOBYID
macky. KOHTaKT ¢ MCNOMbI0AAKHON MACKOR Ml HAAesakHE HOBOW MACKM BCAIAS AOMKHE CONPOSOXAATECR NPOLEAYDOH
AesrHdekUmK PYK B NONHOM 0GbeMe, 8 KENONBE30BAHHAA MACKE NOMKHA OLTs YTIIIKPOBAHA NOCNE 86 NPMIASHEHUR NH
MaxQy ABYMA NPOLeayDaMI.

Mcnonb3oBanne COOTBETCTEYIOWER MACKH FRMAMETCA hMexTUaHbLIM CPENCTBOM JalykTsl paboush cpeas or xa-
NENLHOMG 3ArPAIHEHMA BLIASNEHUANMK W3 HOCOBOK NONDCT M FOPNA BO BPEMS NPOBSIEHMRA MEQMUHHCKX npougayp. Mpr
3TOM JOCTYMHE MACKK © WHPOKMM ANANAE20HOM DYHKLWOHENEHLD. XapaxTeprcTis. MosToMmy Tarde daxTopsl, KK preK
HHPULUMPOBAHKA 1 CTENSHE NPUNETAHHA MBCKK, CNENYET TIIATENEHO YU THEATE NP Bubope mackn.
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Npunomexne B
(oBazarennHoe)

Metop onpegenenunn adrdexrMBHOCTH GakTepransHOR hunsTpauum in vitro

NPEAYNPEXNEHWME — 3onomcteit cragsnoxork aenneTca BosBynnrencat nkdrokumi. fonkHs Ouith cofimoge-
Hbl COOTRETCTSYIOWME NONOKEHKA HAUMOHANLHOTO JAKOHOAATANLCTEA M MHCTPYHUMK B OBNACTM MEkeHbl Npr oSpawaHui
€ NATONEHHBLIMK MEXPOOPIAHIAIMAMM.

B.1 Npuxyun metona

Ofpasey marepuana Macky NOMELLAKT B WECTMCTYNEHHATLIN KACKAIHbIR MMNARTOP 1 S3D0IONLHYIO KaMepy. Apo-
30Nk ICNOTUCTOND GTaUNOKOKKA BSORAT B @3PO30NLHYIO KBMapY i NPOBOAAT YBPE3 MATEPMAN MACKK 1 MMNAKTOP B yC-
nosuAx eakyyma. IPdertraHocTs DanTepransHon GUNETpauMs Mackn npaacrasnaet cobon uueno KOE, npoxopsiex
UYERea LATOPUAN MOANUMHCKON MECcKY, BLIPAKEHHOS B NpousHTaX or Yuena KOE, npucyTereylouitt B 83p03cne nposo-
KBLUMOHHOI NPoGe:.

B.2 PearenTs! U maTepuans!

B.2.1 OBwmre NnonoxeHna

B B.2.2 1 B.2.3 onitcaksl MMaIOWMEcH B NPOAAKE PACTROPL! TPUNTHYECKOrD COBBONG Arapa it TPWUITHYBCKOMO S0~

68010 Bynsola. Moryt 66iTe MCNONSI0BAHB! APYIWE BADMAHTEL,
B.2.2 Tpuntv4eckuit CoeBbLIR arap

Dopmyna/n

DEPMEHTATHAHLIA NPOAYKT NEDESAPKBAHUA KAENHA iGr

DEPMEHTATHBHLIA NPOAYKTY NEPEBAPKBAHKA COBBOM WpoTa 5r

Xnopua HaTpHs 5r

Arap i5r

Koneunoe aHaveqka pH (7.2 £ 0.2) npu remneparype 25 °C

B.2.3 TprnTH4eckdit cooBbilt DynboK

opmynain

DEPMEHTATHEHBIN NPOAYKT NEPESHPUBAHIA KaIEUHA i7r

DepmMenTaTHEHLIR NPCIYKT NEPESAPKMBAHUA CORMYO WPOTA 3r

Xnopua HaTPHA 5r

Ourinpodhocdar kanism 25r

Hexcrposza 25¢

KOHeMHoe aHavdeHke pH (7.3 £ 0.2) npst Temneparype 25 °C

B.2.4 MenToxHan soga

dopuynain

MNenron i0r

Xnopua HaTpHa 5r

KoHeunoe anaveHke pH (7.2 £ 0,2) npu Temneparyps 25 "C

B.2.5 Kynetypa sonomcroro cradunoxorka ATCC 6538, pacTyian Ha CROWEHHOM TPHNTUHECKOM COeBOM Arape
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B.3 O6opynosanue

B.3.1 Wecruerynen4arsil KACKSAHLIR MMNBKTOP.

B.3.2 Pacnbiniiens, cNocobHbii AOCTABNATL HACTHYL Cpaakaro pazmeps (3.0 £ 0,3) mxm npy KOHTAKTE € MMNAEK-
TOPON.
B.3.3 A3po3onLHas kamepa, crekno, Anua 600 M, sHewHui suametp 80 mm.

B.3.4 Pacxogomep, cnocoBHeln u3mMepaTtk pacxoa 28,3 niwmn.

B.3.5 [arumk A88nenns, chocobHbin MamepaTs gasnedwe 35 kla ¢ rousocToo £ 1 klla.
B.3.6 Konbul 3pnenmelepa, obvem 250 v 500 mn.

B.3.7 NepucTanbivyecaitil wnK WpUUesoR Hacot NPoHMIBGAMTENBHOCTLIO 0,01 Ma/MuH.
B.3.8 BaxyymHeil HACOC, CnocobHbIn Nogaep»ears pacxkos 57 nives.

B.4 O6pasubi

Menbrryemee obpasusl SoeHs OeiTh Rpa3ankl 13 MOT080I Mackk. Kaxdem obpasey nomxeH OeiTh pRIMSPOM He
menee 100 x 100 mm 1 BXNOHATE B celn BCA CIOW MACKM B TOM NOPAJKE, B KOTOPOM OHW HAXOAATCA 8 FOTOBOR MAcke.
Kommsecreo 05pailion, KOTOPEIS A0HE NPOATH MCABITAHMA, — HE MEHSE TTATH, HO KONUYECTBO MokeT Dbite Bonewe
NP HEOBXOAHMOCTY YU THIBETE NPUEMNEMbIlt yPORESHS kawecTsa 4 %. Boa wenuiTyemsie oBpasiis A0rkHb! GelTh B2ATE U3
PENPEsSHTATUEBHLX YHECTKOB ANF BHNONEHNA BCEX/NICDBI BAPHAKRTOB KOHCTPYRLM, ECni HE YHAZARO WHOS, NCNEITEHKA
NonkeHb GelTh NPOSENSHbI C BHYTPEHHEA CTOPOHS! MEQMUNHCKOA MACKA . HAXOAALWLENCR B KOHTaKTe ¢ BaxTepUanbHoR Npo-
SOKBUMOHKOM NPOBON.

Kaxabiit nenetyemsi oBpaiey sbigepadBacr npu Temneparypa (21 £ 5) °C v otHOCUTENLHOH BRAXHOCTH BOARYXa
(85 £ 5) % 8 TevaHs BPEMEHI, HEOTXOAKAMOTD ANA NPHMBEASHWR B PABHOBECHKE © ATMOCHIEPHLIMN YCNOBHRMN 40 HANANa
HCNBITAHWR.

B.5 Npuroroenexne bakrepnansHOl NPoBOKaLUOHHON NPobs!

SonoTMcTeH CTadhnoKokk (M. B.2.4) nonxes BeiTh MEOKYNKpOBaH & 30 MN TPHNTHUHECKOTO Co8B0IN GyNLoHa & kon-
Ge Opnedmenepa t uukyBupoaas npk cnatom BCTpAXHMBAHWK NPy Temneparype (37 £ 2) °C s Tedenna (24 £ 2) 4. 3atem
KYNBYYRY PASBOAAT B NENTOHHON 8O A0 KOHLEHTPALIM NpUMEpHs 5 - 105 KOENan,

Baxtepuanessan Npoba JorkHa NoAAepXKBaTh KoHUerTpauwo (2200 = 500) KOE «a recr. baktepuansiyio npoby
ONPEAENAINY HB CCHOBE OLITA W NPEALISYLIMX NOAOXMUTEEHLIX PE3YNLTATOR ROHTPONLHLX Yawex (cx. B.6.3) u passe-
AOHHE NPOBOXAUMOHHON CYCNEeHIMK KOPPEXTUPYIOT COOTBETOTEaHHO. CpeaHii pasmep wactul B Bakrepransroin npobe
AQIHEH NOANBPAKNBATECS HA yposHe (3.0 + 0,3) uxa (cM. B.B.9).

B.6 Npoueaypa

B.6.1 Cobupasnt npubop 8 COOTBETCTEWM CO CXEMON, MPUBEABHHON HA pucyHKke B.1.

B.6.2 TomewanT BakrepuansHyio NPOBOKALHOHHYIO NPoby 8 PachulfiMTent ¢ NOMOULIO NEPUCTANLT HYACKOrD Wim
LWNPALRBOIO HACOCA.

B.6.3 BuinonHaioT nonoxurénshei ®oHTpons B2 Menbityenoro obpaiua. Hasksakr smogernvposansie Gakrepu-
ANBHOMD JAPEKOHUR, BRMOHNE BAKYYMHLIR HBCOT, PEIYNIRDYIOY PACXO]] YEDES KACKAAHLIM WMNAKTOP A0 28,3 nimun. Jobas-
fAKT axTEpUansHYK npedy Ha 1 muH. MoAAePXUBSIOT NOTOX BO3AYXE HepPed HMNAKTOD B TeYehne 2 MiH. 3aTem BulHMa-
0T Yaluku W3 MNaxTopa. YBeRIAITCA B TOM, YTO KAASA SALIKE NPOHYMBPOSAHE C YXA3aHKeM NONOKEHIA B MMNKTODEe.

B.6.4 Tomewant CRekmne Yallkv B uMnakrop. ikcnpykor 006pased 1 NOBTOPRIOT OMUCAHHYIO Brade NPoUeaypY.

B.6.5 MoaToprioT STy NPOUBAYPY ANR KAKAOID MCNBITYENOro 0Dpasua.

B.6.6 Tloche uthuiTaHia NothagHero obpasila BuiNoNHMOT AONCNHKTENbHLR BON0MUTENbHBIR KOHTPONS.

B.6.7 BuinosHaloT oTphuaTenbhbil KOHTPONbL © NPOXoHAEHMeM Bozayxa Bea pobasneka BakTepuansHon npobu:
SOpa3 KACKASHBIN UMNAKTOP B TaHeHHe 2 MuH.

B.6.8 MuxyBupyior soe sawiit npu Yemnepatype (37 £2) "C B teuenue (48 £ 4) 4.

B.6.9 Qna xakaoro 06pailia v KOHTRONA NOACHUTRBAIOT KONWHACTED KONOHHIE B KEXB0H YALLKE W CYyMMHpYOT pe-
IYNLTATH ANA NONY4eHKA oBwero yucna KOE, cobpanHen MMNAKTopom ¢ nenonsaosadken rabnuusl npeobpazosanua
«positive holes ) 8 COOTBETCTRMI € MHCTPYKUMAMY K3ITOTOBMTENRA KACKAAHOMD HMNAKTOPA (TP — wecTs crynawen). Ann
ABYX NONOMHTENBHLIX KOHTPONER NPUHHUMSICT CPEAHOE 3HAYHWS ABYX Cymi. [NA Yalwek NoNomMTENLHOMD KOHTPONA
BLMHCHAKOT CPEAHMIA paiMep Jacthy asposons GakTepianbioi NPobel ¢ NoMolb Tabhiuel fipecbpasoeakin «positive
hole» B COCTBETCTBUK C MHCTRYKUMAMK NITOTOBUTENA KACKEAHOID MKNABKTOPA.

B.7 Pacuer aphpextnanocTH BakTepuansHoi dwnsrpaunm

lna rawaoro obpaiya paccyuTeiBaoT ahderTHBHOCTL Daxrepuanshon dunstpauwm B, %. no cneayowei dop-
wyne:

B={(C- Nic- 100,
me C — cpennee 3HaveHWe KonvMecTea BaxTepiil AN BCax YLK JNA ABYX NOMOKWTENLHBIX KOHY pOnen;
T — obuyee kondyecteo Bakrepui 4nA obpasta.

1} Cra. rabnvuy npeobpaaceania «positive holer 8 pyrosogeTee nonsaosarens npobootBoprmka Argepcena.
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B.8 MNpotoxkon ucnbiTanuin

B npoToxone neNsITaHUA 405HHA DuiTh NPEACTARNEHE Cnedyiolilan uuhopMmauma:

3} HOMED W NATA HACTORLLEro C1aHABPTA;

b} HOMED MNK KOA CEPMM MCNLITYEMbIX MACOK!

C) pammeps! UCNuITaTensHsX 0DPAsLoRE W paILED TECTUPYEMOID YHaCTRA!

d} croposa rectupyemoro obpasya, obpalyeHHaR K NPOBOKELUMOKHOMY S3D030IMN0;

@) pacxog BO BPEMSA NCNLITAHWA]

) cpennee amaystete 0blero konw=acTea Bakrepuid ANA ABYX NONOKUTENLHLIX ROHTPONEN,
g} cpannes YMENO KONOHWA B HAWKEX OTPHLSTENLHOID KORTROA:

h} adbentieHOCTL GaKTepuansHON HUNSTPaLsie ANA KaXGOI0 MCNBITAHHONO 0bpasua.

Brozye
= ] [epnin B B, Baamn
A ':L-. AN BORW U O AN BOMROE

I ) I | {

el B L B R B e B B I il B PP

Iy X 1
Sk SA8S

ke

o

1 = PHBORMON MEXANWIM, 2 = BIEECE Doxtepudt, 3 — pacnunutein, 4 — @HAutp, § ~ Asposanshpn kamepa,
B = wCTONMMK bomy:a SuCONDD QABNG AN 7 - x&crzp‘;uun,u\ warepnan,
B — surgoBuononevactun npoboatBopmne, & ~ Buxca ann paxcaunsl, 10 « Kongéncarop,
11 — axog AMA XaNoaNon foge; 12— orkanvbposseaad pacrogomep; 13 «— sounpeccop (BaxyyMHull necoc)

Pucyrok B.2 — Mpubop ana ucheitanus sdidektusHocTd GarrepransHon dunstpaums
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Npunoxenue C
(oBbraarensHoe)

Merop onpenenenikn sosgyxenponnuaemocTu (anddeperynansnoe gasnexua)

C.1 NpuHuwn metoaa

Nprbop Ann waneparis AnhGepaHLMaNLHOID JABNEHKR AMA NEPOMBILSHWA BOJAYXE YBPa3 WIMEPEHHYH NNOo-
LB/l NOBEPXHOCTH C NOCTOAHHLIM PACXOAOM BOAAYXA UCHOMLZYIOT ANA BIMEPEHMA SABNeHS BO3gyxoobMera maTepu-
ANa MEAHUMHCKON MBCKN, KBK NOKAaHo Ha prcyrke C.1. fins mamepeHid nepenais AAsNeHrA KCNOML3YIoT BOAOHANRO-
HEHHLIE MaHoMaTPb (M1 1 M2), Pacxanomep MCRonbayior ANA MAMepeHa PACXOAA BOYYXA. SNERTPUUECHAt BRLYYMHEN
HECOC NApeseLasT BO3AYX Yepea Npubop, AN PErynivpeBky PAcXana BoaAYXE NCNONLIYIOT WIONBMATLIA KNANAK,

/ f
f — soogyxosaBaopuns; 2 — pacxogoMep; 3 — manometp M1; 4 — dunwrpycwnh Mmatepnan, 5 — manomerp M2,
6~ wnanan. 7 - sexyysmail nacoc

= =]
= (=
() (2
=] =]
=] =]
[=] (=
[=] [=]

Pucyrok C.1 — MpitBop AN KIMEPEHUA CONPOTHANEHKA BOARYXA

C.2 Obopynosanne
C.2.1 Pacxopomep, cnocobibii HaMepaTe pacxod soadyxa 8 nivan,
C.2.2 Manomerpel M1 1 M2 Wi andiapeHunantHii MaHoMeTp.

C.2.3 OnekTpiecknid BaKyyMHEIN HECOC.
C.2.4 Knanau.

C.3 Obpasubi

Weomryemebie 0Bpasup NPeACTABNEHS FOTOSHLIMK MACKAMIE MM HACTAMY, BLIDEIAHHLIMI W3 MAcoK. Kaxawit obpa-
A1 AOMXEH NPERCTABNATE NRTE PAANMYHBIX KRYINbIX TECTHRYOMEIX YHACTKOE AvamaTpos 2,5 e, Ecni oank oBpazey we
MOKET BEITh NPEACTABNEH NATLIC TECTHOYEMEIMA YHACTKAMM AHAMETPOM 2.5 CM, KONKHECTE0 NOMYUYEHHLIX TECTHPYEMbIX
YMACTKOB ADMKHO BbiTe PenpesaHTaTMBHLIM ON# Bcen mackit. KonwsecTso oBpasuos, KOTOPLIE SOMm&Hb NPORTH MCNL-
TAHUA, — HE MEHBE NATH, HO KOMWYECTBO MOKET GuiTe BONLILE NPK HEOGXGAMKMOCTI YUMTHIBATL NDHEMAEMEIA YPOBEHL
rariecTa 4 %. Bee woiibiTyenbta 0Bpasybl A0MKHb DbiTh BT M3 PENPEEHTATUBHDLIX YHACTKOR ANA BRNIOHEHHA BCERS
MOBbLIX BAPHAHTOR KOHCTYKUMY.

Kaxkabiit ehiuTyesisit 06paoy sLIZep¥nBaloT NPy Tamnepatypa {21 £ 5) C v oTHOCUTENSHOA BAAXHOCTH Boaayxa
(85 = 5} % & Teqerms Bpamany, HeoGLORRMOND AN NPHEEASHNS B DASHOBECKE C ATMOCHEPHLIM YCNOBHAMY A0 Haqana
nenLITakmiz,

C.4 Npoueaypa

C.4.1 Meomryensit ofpasey NOMELEIOT NONEPaK OTBEPCTIts AvameTpom 2.5 o (oBlan nnowans — 4.9 om?) u
HKCHPYIOT ANA MRIMIAALIM YTEW0 BOTYXa W oBaCcneYesia COOTBETCTBUA NONOKEHNA HCNLITYERON yYacTka obfpasua
HE DAHOM NKHILE NEPNEHAVKYNAPHG NOTOKY BORNYXA.

C.4.2 lMocne sanycxa HACOCA PACXOA BOZAYXE PErYNypYIoT A0 § niumK,

C.4.3 Noxazauna uaHoreTpos M1 1 M2 CHUTLIBEHT K PErMCTPIPYIOT.
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C.4.4 MNpousaypy, oniscandyo 8 C.4.1—C.4.3, npososat ANA NATH (MNK COOTSETCTRYIOWEND KONMYECTBA) pasmm-
HbiX YMACTKOB MACKH, POSYNETATLI YEPEAHIMOT.

C.5 Pacuer audhhepesumancHoro faBneHua

fna Kaxaoro ueneiTyesoro ofpasua BLIYHMCImOT Nepenas gaenesA AP cnegyloum ofpasos:

AP= (Xpyq — Xp2)4.9,

rae X, . — pasnenue, Na. Manoserp M1, CP8AHER IHAHEHNE NATH TECTHPYEMBIX YSECTROS. CTOPOHA MATEPHANE C HAIKMI
DABnSHIEM,
X,o— nasnarse, Na, maHoserp M2, cpagHee 3HANEHIe NHTH TECTUPYEMLIX YHACTKOR, CTOPOKA MATePHANA C BLICO-
KM AaBNEHUENE,
4,9 — ArowAah TECTUPYEMOIO MaTepIana, cu’;
AP — paamia SABNEHVA HA KEAAPATHLIA CAHTHIAETD MCONEAYEMOrO MaTeprana, BLIPEKEHHOTO 8 NACKANSX.

C.6 MpoToxon WenbiTaHKE

B npotoxona uensitadkil formyHa SulThk NPEACTABNEHA CNeyLLas uHbopMaLms:
a) HOMED W AaTa HACTOAWETO CTaHAaDTA;

b} HOMEP WM KOA CEPHIM MCNLITYEMLIX MACOK,

¢) packoq 80 BPEMA NONbITAHNR,

d} nuddepenunansoe gasneHwe AMA KGO0 TacTipyemoro obpaaua.
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Mpunomenue ZA
{cnpasoqHos)

Baanmoceaae mexay EH 14683:2014 v oSwmumu TpeGosanmnamm
AOupexruen: EC 93/42/EEC no MeguuuHCKUM H3Aemmam

EH 14683:2014 nogroTosnek B COOTRETCTEIN € MAKAATOM, BunyluEHHbIM Ans CEN Eaponeickoi kommecHan, 3nq
obecnedenns CPEACTR NOATBEPWAGHWA COOTERTCTENR ObLLMM TReGOBAHIAR HOBOIO noaxona [wpestwes EC 93M2/EEC
N0 MOAMLITHEKM MENMFAM.

Mocne onyBnukosanks coukm Ha EH 14683:2014 8 ogmumanckom kypHane EBponedickord co02a B pamrax gaH-
HOWM AMPEKTHBE: 1 NOCHS BHEAPEHNA B KANSCTEE HALMOKANBHOMO CTAHABPETA KAK MUHWMYM 8 OOHOM rOCYAAPCTES-YUaCT Hi-
we cobmonedie nohoweridh EH 14683:2014 comacHo tabnmue ZA.1 npedcrasnaer 8 pamkax EH 14683:2014 npeayn-
UKMIG COOTBETCTBMA OOWMM TPEGOBaHUAM AAHHOR AWPOKTHEE W CEAEHHLIM HOPMATURHLIM Nonaxeritan Esponeickon
accounalm ceabonHon Toproani.

Tabnuua ZA.1 — CoorTRercrame HACcCTOAWEro cranaspra Anpektmee EC 93(42/EEC nNO MeBUAHCKIM KIRENUAN

Nyxrinoanynnr EH 146832044 Cootoatcrayicwes ofuee 1paboranme Aupextnus 03(42/EEC Komumantapii
51.1,512.521,522,523.6 B.1 —
522 9.2 —
B 13 —

NMPEAYNPEXMAEHUE — K npoaykty moryT BuiTe NpyMeHeHs Nposue Tpebosanns ¥ Apyree aupexinii: EC 8 pam-
rax odepb npusmeranns EH 14683:2014.
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fMpunoxenwe DA
{cnpagouroe)

CrefieHWUsl O COOTBETCTEMM CCLINOMHLIX MEXAYHAPOAHOTD W EBPONERCKMX CTAHAApPTOR
MEXrocyAapCTBeHHLIM CTaHAapTaM

TaGnuya QA1
05@;:?-:;::02:::-”:9 Cronens CBoanEeHNe W KM ENCBAHKE COOTIE TCTaYDLW ero
SBPONEACKOND Crangapta COOTRATICTONA MeXrOCYAJPCTECHHOND CTARQAPTA

EN ISO 109893-1 DT MOCT ISO 10993-1—2011 «Mapenwn meamumnciue. Oustxa Bronor-
HECKOID AeRCTAMA MeauUMHCKHX wagenmd. Macts 1. Ouenka v necne-
JSGEETTAE

EN ISO 10993-5 DT 'OCT ISO 10993-5—2011 «Magennn megnuyikcrme. Ouenxa Guonorn-
HECKOIG QERCTEHR MEANLIKHCEMX agemm. HacTs 5. Mocnafosanma Ha
LMTOTORCHHHOCTL. MATOae: int Viltow

EN ISO 10853-10 DT FOCT ISC 10993-10—2011 avizgerss meguummckne. Cuenka Brono-
NMECKOro AeRcTBNR MaguLmHCKMX Kagennii. Yacts 10, Mccnapoeanns
PAAPAXSOLLEID 1 COHCHENNMIIPYIOULEro JerCTBMNRY

EN ISO 11737-1 10T GCT ISC 11737-1—2012 «Crepitimrauitn MegiuckiX Magenisi.
Muxpobronomueckite Metoas:. Hacte 1. CueHKa NOMyNSLMK MUKPOOp-
raHuaMons Ha NpoayKUMt

150 22609 — .

* CoortpetctayioliMi HalMoHaNLHEE CTAHAAPT OTCYTOTEYEY. [lo 8ro NpuHATHA pexoreHayarca WohioN3osals
NePeBoq HA PYCCHIM A36IK AAHHOM MEXAYHApOAHOro ctaHnapTa. Odumuranskbill Nnepeson ASHHOM MEXRYHAPOAHOM
cranpapra waxogutea 8 Pegepanshom HHhOpMaLNOHHOM doHae CTanlapTos.

Npumeuwanne — B uactonwen 7abnuue HCNoNb3osako CReqyiowuee yonosHoe obosHaveHre cTenexn coor-
BETCTEMUA CTaHAapPTOs!

- 10T — uaesTitdHme CTanaapTyd,

12




i1l

13
14

6]

FOCT P 58396—2019

BuSnuorpacuna

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

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

EN 1041, Information supplied by the manufacturer of medical devices
EN 1174 (ail parts). Sterilisation of madical devices — Estimation of the popuiation of microorganisms on product

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

93/42/EEC, Council Directive 93/ 2/EEC of 14 June 1893 concering medical devices as amended by DIRECTIVE
2007/47/EC of the European Parliament and of the Council of 5 September 2007

I1SO 138, Textiles — Standard atmospheres for conditioning and testing
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YOK 614.894.3.006.354 OKC 11.140

Knioyessie cnosa: Macku MeauumHckue, TpeBoRaHNA, MCNBITAMMA, MEAUUMHCKOE M3AENUe. (DYHKLMOHANLHLIG
xXapaxrepucTi, hunsTpauus, obpasey

14



B3 4—2019/52

Pepakrop /1.C. Sumunoss
Texnisoackn pegaxrop MLE Yopenxoss
Koppexvop fI.C. flwicanio
Komnuiorepsan seperka £ A, Kowdpawoeod

Caano o nabop 01.04 2018,  Nagnycano o paunte 03.04.2019 Gopuar 60x84'4 Tapratrypa Apvan
Yén.mew. 0. 232, Yu.vaa n 1,86

TIOAIOTORNENE Ha OEHOBS INAKTHONNON 8Pt HPaY b patpabetneman clangapra

[of o BOMIEIHOM KCNO) ©ryN «CTAHAAPTHUHSOP M»
ANA ROM{NEITOBAIHNA DBAGPANLHOID NHPOPMALUMOHHOID hoNLSs CYanARpTos,
117418 Mocxea, Haxumouckun np-1, 8. 31, k. 2.
wwwagastmio.ru  mlo@gostnfo.ru



https://ohranatruda.of.by/

