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Mpeaucnoewne

Li@nu v NpMHLMNE CTaHaapTAsagun B Foccldckol Penepanmu yocTaHoanaH s GaaapansteiM 3aK0H0M 0T
27 nekabpr 2002 r. Ne 184-03 0 TEXHWYECKOM DENYNMDOBAHMHAY, 3 NPEBWNA NPHUMEHEHWA HALWOHAMEHE X
craHgapToe Pococwickod ©egepagky — NOCT P 1.0—2004 «CrangapTrHaauys B PoccHiickod Deaepauid.
DCHOBHBIE NONOKEHHAD

CerepeHnA o cTaHgapTe

1 NOOrMOTOBRNEH 3akpsiTei akgiodepHsiy obwecTEoM «MequTacT» Ha OCHOBE ayTEHTHYHOND Nepe-
BOOA CTAHOAPTA, YHAIAHHOMD B NYHETE 4

2 BHECEH TexHW4eckuM KOMUTETOM N CcTaHdapTHaauue TK 436 «YNpaenaHue Ka4ecTeoM W COOTEET-
CTEYIOLME ACTIEKTH ANA MEAWLMHCKMX HAO8NHA

3 YTEEPMOEH W BBEOEH B OEWMCTEWE NMpwkaizom DegepansHoOro aredTcTREa N0 TRXHUYECKDMY
PETYNMPOBAHNKD W MaTponoriK oT 11 Hoabpa 2008 r. Ne 288-cT

4 HacToAlWMA cTaugapT WieHTA4ed eBponeickomy crasgapry EH 13795-2:2004 «Xupypriueckan
onena U Bense, NPUMEHASMBLIS KAk MEQWLWHCKWE M3OENKA ONA NALUMENTOR, XHPYDIHYECKOro NepooHana |
obopyaosanvA. HacTe 2. MeToae nenemanuide (EN 13795-2:2004 «Surgical drapes, gowns and clean air suits,
used as medical devices, for patients, clinical staff and equipment — Part 2: Test methodss).

MNP NPUMEHEHKWIA HACTOALWEND CTAHAAPTA PEKOMEHIYETCA MCNONLA0BEATE BMECTO CobLNOYHbIX MEX Oy Ha-
POOHBIX CTAHGAPRTOR COOTEETCTEYIOLLME MM HALMOMANEHEE CTAMOADTE, CEENEHWA O KOTOPLIX NPUBEIEHS B
O0nNONMHETENLHOM NPUNoMEHHW ZB

5 BBEJEH BMNEFPEBIE

Mughopsalua of uIMEMENUAN K HACMOALEMY cmaMdapmy nyGnukyemcs @ exez00H0 uldasacmon
UHbOpMALUOHHOM YRaJamens « HauyuoNambHsie Cmaxdapmb s, 8 MEKCTT UIMeMEHUL U NONDAE0K — 8 BMEME-
CAYHO Uadaaaamblx UHPODMBULONHEX YRa3amenay sHauuodansbsme cmakdapmels. B cnydae nepecymompa
(3amakbl] LU omMets HACMOALWB20 cmaxrdapma coomaamemayiowes yesdownanue Sydem omybaukoaaio
& GREMECAYHO UIdaaaeMoM UHDOpMaLUoHHOM yiadamane nHalyuoxanssse cmandapmis. Coomaamcmay-
Man uhibopMaliua, yeedoMneHUe U MEKCMb! PaIMELWSIOMCR MaKwe @ uHthopMayuoHHod cucmens obuweao
ONLIOEAHUA — HE ouyUaTsHoM calime GedepantHO20 2eHMoMEa 10 MaxHUYScKoM Y DeeyMUpOeanLo U
MEMponosuY & camy HemapHem

B CrangapTiedops, 2008

HacTORWWA CTAHOAPT HE MOMAT BT NONHOCTED MNKH YACTWYHO BOCNPOMABENEH, THDAKWDORAH W pac-
NPOCTPaHEH B KAYECTBE OduUHanLHOro wanadua Gea paapewenva PegepansHoro areHTcTea No TEXHWYECHD-
MY PEMYNHPOBAHHIO 0 METRONOTMM
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Beegenune

CTadnapT ceprin EH 13795 CoCTOMT M3 TREX YacTar nod 0D AR HAWMEH OBIHEM « XHDYDTAYSCHaR 00 2=
0a o Benese, NPUMEHASMBLIE Kak MEJULUWHCHWE HAONWA ANA NaUWeHTOR, XMPYDrYeckoro nepocodana 4 obopy-
OOBAHHA

= 4acTe 1 «0bwme TpeboBaHua;

= 4acTe 2 «MeToas HCNBITaHMAS

= YacTe 3 4 TpeBoBaHHA K MCNONHEHWID W YDOBHW MCNONHEHNAY .

B KoMTEKCTE HACTORLEND CTAMQAPTA K XMPYDTHYECKDA 008X 08 OTHOCAT XMPYDIMYECcKHE XanaThl W KOCTIO-
MEl ANA YACTRIX NOMBIWEHWA, 3 K XHDYDPIAYECKoMY Bankio — XUPYDrMYeckri NOKPOBHLIA MaTapMan.

CraHgapTel cepur EH 13795, coamectHo co ctavgaptraMu EHMCO 22610 EHWCO 22612 GaaupyoTch
HA CYWSCTRSHHEN TREBoEaHMAN, HanoweHHeE B [1]. MNMpruasgeHHeE B HEX 0B We TDEGOBaHMA ¥ DEKDMEHOALIMM
NpanHaIHaYeH=l ANA CEA3aHUA NOMOLWK NONEI0OBATENAM, MATOTORMTANAM M MCNTATENEHRIM LEHTDAM B Npo-
BETHpOoBaHHK, 0bpaboTee, CUEHHMBAHMH M BRIGODE XMPYRIrM4eCcKol ogew Okl M Densa.
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HAUWOHANBHBIW CTAHOAPT POCCHMWUCKOW S©EONOEPAUMM

XHPYPITMYECKAR ONEXOA W BENLE, NPUMEHAEMBIE KAK MEOWUWHCKME W3QENKWA
OnA NAUKEHTOB, XMPYPTHMYECKOID NEPCOHANA W OBOPYQOBAHWA

HYacTte 2
MeTogkl HCNLITaHMA

Surgical drapes, gowns and clean air sulis used as medical devices for patients, clinical staff and equipmeant.
Part 2. Test methods

fata eeepeHds — 20089 —09—01

1 OBbnacTe NpUMeHEeHWUR

HacToAwmi cTaupapT yCTAHARNWBAET METOOL HCNBITAHKA ANR OUEHWEAHWA XAPAKTEDUCTHE XHpYDIi-
YBCKMX XaNnaTos, XMPYPrHYeCckono NoKPoORHOND MaTepUana i KOCTOMOE ONA YHCThX NOMBWLIEHMRA.

MpumeyvaHua

1 MeTogs HENBITAHEA GNpefeneHs NOCRE0CTEOM CORMOK HA CTAHG AP THEE METO4E HCNBETIHEA ¢ YCTIHOBNEHWEM,
Npd HeGBE0QWMOCTE, NENPEECK C LENED 3AANTALWA METOL0E HENE TAHKE ¥ LENAM HACTOALLEMD CTERIAPTA.

2 HacToRwh CcTEHAADRT HE PECAPGCTPAHARTER HA METOS MENETAEHKA ANA OYEHABAHHA SAre3MH METEDHANE NPW 810
fHECEYHN C YENbE OFpEHWYEHHA onepaydodHore nonda. Ana nonyysedss Gonse nogpoSHof AHDOPMaELAE N0 SArS3HE
MATEPHENA NPH &r0 PHECELUHK ¢ US8Nb DFPEHHYEHWA oNepALHOHHGN0 nonda oM. EH 1374951, npinosesde B.

2 HopmaTUBHbIE CCLINKK

E HacToAWEM CTAHGAPTE MCNONEI0BAHL HOPMATHEHLIE CCBIMKK HA GOy Me CTAHGaD Tk .

EH 137T85-1:2002 Xupyprvyecsas ofexaa ¥ Gense, NpUMMeHAEMbIE E3E MeJHULWHCKKME HAOenHMa aAnA
NAaUWEHTOE, XMpYPri4eckoro nepcodana v ofopygoeanka. Yacte 1. Obwwe Tpedopasus (EN 13795-1:2002
surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical staff and
equipment — Part 1: General requirements for manufaciurers, processors and products)

EH 20811:1982 Magenya TEKCTHNEHEE. DNpegengq e BogoynopHacTH. MCneTauue ragpocTaTHYec-
KHM gasneHren (EM 208111992 Textiles — Determination of resistance to water peneiration — Hydrostatic
pressure test)

EH 29073-3:1992 Magenka TeKcTHNeEHBE. MeTogl MCNeETaHWA HETEaHbIX MaTepranoe. HacTe 3. Onpe-
OENEHHe NPoOYHOCTH Ha palpeEB W pacTAmeHre [EN 28073-3:1992 Textiles — Test methods for nonwovens —
Part 3: Determination of tensile strangth and elongation )

EH WCO 139-1994 Magenua TekcTiNeHpE. CTaHAapTHeIe aTMOCHEDHbIS YCNOBWA ONA KOHAWLWOHKPO-
BAHWA W NpopeaeHinA Mcneitakmi (EN 150 139:2005 Textiles — Standard atmospheres for conditioning and
testing)

MCO 9073-10:2003 MagennA TescTNbHBE. MeToOs WCNbiTAHKA HETEAHRIX MaTepwanos. Hacte 10.
Kopnwa u gpyrve 4acTiulbl, obpasyiow Meca B CyxoM CoCToAHMA (|50 B073-10:2003 Textiles — Test methods
for nonwovens — Part 10: Lint and other particles genaration in the dry state)

MO 11737-1:2006 CTepHnyaauMA Med uMHCHMX Magendi. Mukpobionoridecsve MeTodsl. Yacte 1.
OuaHka NomyNALMA MAKPOOPraHWIMOE Ha npoayruMe (150 11737-1:2006 Sterilization of medical devices —
Microbiological methods — Part 1: Determination of a population of microorganizms on products)

HMCO 13835-1:1999 Mapenwa TEECTHNbHBE. CROACTEA TEaHeH Ha paspee. YacTe 1. TMopasnuyeckdi
METOO ONPEaEneHRA NPOYHOCTH Ha paipeIe W pacTasenwe (150 1393811999 Textiles — Bursting properties
of fabrice — Part 1: Hydraulic method for datermination of bursting strength and bursting distension)

MaparHe GPHLMEN LHOE
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MCO 22610:2006 Xupyprydeckad oJexaa ¥ Bence, NpMMeHRSeMEBE KK MeJHUMHCKWE WaOenda ona
NayWeHTos, XMpYpradackoro nepoodana i obopygosanuA. MeTog MCNeiTadkA GNA onpegeneHna MukpobHoR
NPOHKLEEMOCTH BO BNEMHOM cocToRARKK (IS0 2261002006 Surgical drapes. gowns and clean air suits, used as
medical devices, for patients, clinical staff, and equipment — Test method to determine the resistance to wet
bacterial penetration)

MCO 22612:2005 Onewna ANA 3aWKTel 0T BoabyauTenad nHDeKUMORHEX 3aboneaaxui. MeTon uenk-
TAHWA ANA ONpenengHKA MUKDOEHOH NPOHMUAEMOCTH B CyX0M COCTORHKWM (IS0 22612:2005 Clothing for
protection against infectious agents — Tast method for resistance to dry microbial penatration)

3 TepmuHbl W onpegeneHua

B HacToAWweM CTaHdapTe NpHMeHaHs Tepsuie no EH 137951, a Tase cnegyrwme TEQMAHB C COOT=-
BETCTEYIOLWHMMA CNpegeneHnAMA:

3.1 konoHweobpazyviowan aquHKua (colony forming unit — CFU) Eguanua WasmepeHinA, MCnoNbsayve-
MaA ANA BLIPAMEHWA YUCNA KYNETYP MAKPOOPraHH3IMoR.

Mepuwmewas e — Yacno EYNETYR NpeacTaenmer Cofad YMono MHEDIOPraHAIMOE, OTOBNEHEIX KNETOE WNE WX
CEONNeHWA, cRocoBHb X POpMUPORETE KONOHWH B TER p.l'.'l.ﬂi'l MATETENEHIA CRaOe.

3.2 npoaywr (product): Xupyprusgackii xanar, XMpyprayeckii NOKpoBHEIA MaTEDUan, a TAKKE KOCTIOM
ONA YACTRIX NOMELWEHIARN (B KOHTEKCTE HACTOALWEro CTaHgapTa).

4 TpeboBaHWA K MCNLITAHWAM

4.1 OBWwMe NoNoKEHHA

Ecni nagenue QomwHe HeNoNe30BaTRCA NOCNE CTEPHNHIAUMK, TO MCNBTAHKR O0MTHHE BETh NposegeHb
Ha M3genu NOCne CTEPHUNWIALWA 33 NCEMKYSHNEM TECTOR Ha MAEDOEHYIO YHCTOTY.

HMene TeiBaTeE HE0GX0OQHMaM0 Npesae BCand NoOTEHLMANBEHD cnalble MecTa Wagenda.

4.2 AtvmoctepHieia YCNOBWA ANA KOHOAWUWOHWDOBAHKWA W NPOBEO8HAA WCNLITAHWA

B Tax cnyyanx, KOrga B cTadgapTHeX METoOax MCNe TAHKA He onpenenedel aTMocepHbie YCNoBKMA Gna
NpeQeapHTENEHOMD KOHQWUHOHMPOBAHWA, KOHAMUMOHHMPOBAHWMA W NPOEEOEHMA MCNBITAHWA, DoNHHE BelTe
BRINOMHEHL TEXHHYECKUE TpebosanKMA cTadgapTa no EH MO0 138,

MNepad NposagaHHemM MCNETaHKE 0GpaiL bl 0NKHE BbiTh BhlAGDHAHL B HEHAMPYKEHHOM COCTORHHUM.

5 MeToAbl MCNbLITAHWA

51 MeTonMcnbITAHKA ANA OLEHHMBAHWMA MUKPOSHOR YHCTOTEI
Ona cyeHUBaHMA MUKPOGHOR YACTOTE HAOENHEe BOMKHO DeiT MCNTAHO B COOTEETCTENM CO CTAHOADTOM
EHMCO 11737-1.

Mpumesasne — Cradgapr EH MCO 11T737-1 He yoTAHABNHKEA BT KOHEPETHOND METOAE MCNBITEHWA, HO YETAHAB-
nuaaeT TpeloBaHHA K METOOEM HCNEITAHWA W MCNETATENEHEM yoTpodcTEaM. Tpefoeasua cTadaapTa EH MO0 117371
AomeHel GeiTe TAEMMEK, YTOBE PAZNMYHESE METOOS WCNETAEHKA, pa3paboTesHse B COOTEETOTERM © OEHHEIM CTAHAADTOM,
AESENA CONOCTARMMENS pEIVNETATE., FeayneTat gonxeH fsiTe Bmpaxed 8 CFUA 00 ch.

5.2 MeTon MCNLITAHWA ANA OLGHHBAHWA YUCTOTEI B YaACTH MHOPOOHLIX YACTHL
OnA oUeHUBIHNA YWCTOTRI B YACTH MHOPDOOHENX YACTHL H30eNWe LoNKHO BETe HCNLITAHO B COOTBATCTENH
cocTadgapTom MCO 807 3-10.

NMpumevasunn

1 MexgyHapoaued crasgapr WO 90 3-10 npegycuMaTpMeaeT NPOBAOSHWE WENEITAHWA B NAMAHEPHOM WAy,
Ba=HonogTeepaMTe, 4TO NEMAHAPHEIA NOTOK COXPAHARSTCA B TOM cNy«4&2, korga cbopyooeadne, HeoBxogumos oNANpoES-
AEHWR MCNEITAHWE, pacnonarasTcd B Wieady.

B HACTOALLSM CTAHIARTS NPHMEHADT HIMECNSA YW WS CNEUWENEHE & NONPEEKY §NA OUEHUHEIHHA HHCTOTh B 430TH
MHO S HE X 43 CTHL,

2 BpeHHOANpouegype He DEmanT PaIndyin MesLy YECTHUEMK W E0PNMER B NEPACO NPOBS0 MR NPOYedYPLl, NoE-
ToOmY OHE BENKYEaT 8 cebna oba koMnoHeHTA:

- BonwHE S01Th NOGCHMTAEHE HACTHLE PAIMEROM OT 3 0o 25 MEm,

3 CuMTaeTCR, 4TO HACTHUL paimepon oT 3 A0 25 MEM cnocobHel e peHOCHTE MAHPOOPrEHKaME!

- HMCMOYMBCTHUY, NOACHWTAHHGE G NOWaroesmM neTepeanos 30,60 1 80 ¢, cyMMUpyeToR ONA onpaenaH A CO0epHE-
HMA HacTwuy (FM )

2
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FM=C3¢*EE~+EW.

FesyneTET WGNHTEHWA 0NEEH Bu T NpegcTABNEH B BMOS MHOEBECA COABMKaHMA HacTHU {|FM), BHpaEaHHOMDs O8cA-
THHYHEM NOrapHgiMom I OT COOSpHaAHNA YaCTHL,

IPM = IgPM.

5.3 Merog HCNBITAHWA ANA OUBHHBAHKWA NLINEBOPCOOTABNGHHUA
AnA ol HWBAHWA NbINEBORCOOTABNEHHA MIOENWE OONKHD BeTe HCNBITAKO B COOTEETCTEMK CO CTaHgap-
Tom MCO89073-10.

Mpumeadadre—MaxgyHapogHed cTadgapT MCO 907 3-10 npegycMmaTpHEAST NPOBESEHWE WCNBITAHWE B Na-
MEHAPHOM WEahy. BEWHO NOGTESRANTE, YTO NAMHHEPHLIR NOTOE COXPAHRETCA B TOM CNyYas, Koraa ofopynoeaHue, Heob-
X¥OOWMOS QNA NPOBS0eHAA HCNETAHWE, PACNONSraaToR B WHagy.

PaayneTaT MCNBTaHKA, T. 8. Ko3GHPULMEHT NENeBopCooTOENeHNA, AonHeH BslTe NOSCUMTAH ANRYaCTHY
paaMepoM oT 3 40 25 MEM W NPEACTARNEH B BWAE ABCATHYHOMD NOrapudiMa oT NONYYEHHOTD SHAYEHWA.

MpumedaHne— CUMTEETEA, 4TO YACTHUE passepow oT 3 0o 25 e cnocofidel MEepeHoCKTE MEEDOORra-
HH A

5.4 MeTog HENBITAHWA ANA OUEHWBAHWA BOAOYTIOPHOCTH

OnA ougHWBAHKMA BOGOYNORPHOCTH MANENKE OOMKHO BbiTe HCNBITAHO B COOTBETCTEMW OO CTAHAAPTOM
EH 20811.

MprrMesAnT cneaqyolwe cheUWantHse Nonpaesd K npousaype, WanoEedHon B cTadgapte EH 20811,
ANS WCMONeICEAHWA 88 B HACTORLLEM CTAHOAPTE!

a) NNowWads MCNMaHKihE Qon¥Ha cocTaenaTe 100 cm?;

b) CHOpOCTE YBENWYEHWA OEENSHWA BOAL OOMEHa COCTaBNATE (10,0 4 0,5) cauimian;

C) CTOROHA WAGENWA, HAXOOAWAACA B KOHTAKTE C MCNBITATENEHOR MUOKOCTRID, DONHMHE BhiTe BHELLHEH
CTORPOHOH.

5.5 Meroa McnbITaHKWA ANA OUEHHBAHWA NPOYHOCTA HA PA3PLIB B CYXOM M BNAKHOM COCTOAHHA

ANa oueHWUBAHMA NPOYHOCTH HA Da3DBEIE HIOSMNHE JOMKHD BbiTe KCNBTAKD B COOTEETCTEMM CO CTadgap-
ToM EH WMCO 13938-1. NoaroToaxa ofpaiuos KNpoBa 08 I MCNBTAHWA B0 BRaMHOM COCTORAHWA OOMaHa DeiTe
NpoBaneHa B cOOTBRTCTRMKM CO cTaHaapToM EH 29073-3.

MpumeavaHKA

1 ¥onoBwA, 8 KOTOpPEX NPOESOATCA MCNETAHMA, JONMHE SHTs NpHBaeHE B NPOTOEONS HCNBEITHEA.

2 EcnM cylWecTayioT pain#y«a B peayNsTATEY ACNRTEHMA JEYE CTOPOH METEPHANE, TO A0NEHE S5 Te NPOEEOSHE
HCMETEHWA 0feWX CTOPOH W PeayNbTaTel QOMEHs GulTe OTpaMeHE 8 NEOTOKONE.

5.6 Matoa McnkITAHKWA ANA OUEHWBAHWA NPOYHOCTH Ha PACTAMGHWE B CYXOM W BMaXHOM COCTOR-
HHM

AnA oueHWBAHAA NPOYHOCTHA Ha PACTAMEHWE H3INENWe AOMHHO BbiTh HCNLITAHD B COOTESTCTEMM CO CTaM-
paptom EH 28073-3, B cyxoM W BNAMHOM COCTORHWK, B NPOOONLHOM W NONEPEYHM HanpaeneHnAx.

5.7 Metog WCNLITAHWA ANA OLEHWEIHWA BNWTEIB3AGMOCTH

B tom cnysae, ecnd aboopluua ABNAGTCA aKTOpOM, IARBNEHHBIM WITOTOBWMTENEM, PEKOMEHIYIOT
WCNONLA0CEATE CNEOYIHLYID METOOWKY OLUEHWUBAHHA BNUTLIBASMOCTH!

a) B HAYECTBE WCNBITATENLHOW MAQKOCTH WCNONEIYIT QWCTUNNWROBAHHYID WNM O8WOHHIMDOBAHHYIO

Boay.
b} peayneTaTsl BONKHE BbiTe BbipAeHE B NDOLEHTHOM COOSDMaHWK CTEKWER MuaxocTH (3 RO)u npo-

LEHTHOM COOepHaHMi yaepeaHHoR XnaKocTH (% Retention), Beidrcneassol cneqyiowum obpasom:
% Retention = 10 — % RO,
roe % Retention — NpousHTHOE COOBRHAMHME RHOKOCTH, VORDHAHHOA MATEDHANGM.

MpumedaH#e— JUBHWEGHHE BNWTLIBEEEMOCTH MOMAET OCYUWABCTENATECA HECKONEEWMK MaTogamqd. MNpuMepw
METOGOE HONETaH@A NpHEeaeHs & [3] W [4], HO CYMTAETCA HEBOIMOKHEM ONPEOandTe SJRHCTESHHER MaTOn, PRCKPLIE-EH-
WHR BCS ACNAKTH CUSHWBAHWA BENUTEIBASMOCTH W OBECN EYHEEMILHA CONOCTAEMMEIE PEIYNETATE.

5.8 Merog HCNBEITAHKMA ANA OUEHHBAHMA MHEPOBHOH NPOHHMLAEMOCTH B CYXOM COCTOAHMM

OnA oueHHBAHKUA MAEPODHOW NPOHMUUAEBMOCTH B CYXOM COCTORAHKKM H3IOene QoMmsHO BbiTe MCNBITAHO B
COOTEETCTEWM co cTaunapToM EH MCO 22612.

5.9 Merog HCNBITAHWA ANA OUSHHBAHWA MHEPOGHOW NPOHMLABMOCTH BO BNAKHOM COCTOAHMM

Ana ougHWBAHWA MUKPOGHOA NPOHWUAEMOCTH BO BNAMHOM COCTOAHMA MAOENWE J0MKHD BbiTe MCNBITaHD
B COOTBETCTEMM oo cTavgapToM EH MCO 22610,
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Npunaowadwe L4
{cnpaEoYvHOR)

CBAlL MaNAy HACTOALIMM CTAHAAPTOM W CYILACTREHHEIMK TpeGoBaHuAMM JupexTiBsl 93/42/EEC

HecToRW®A cTEHZapT NOOQroTORNEH NO NOPYYEHAD, BedadHomy CEN Esponsickoil koMuccHeld W EBponedcrch
BCCOyMAYMed cEoboqHOR TOProEnK, W oBecnBvMBEaT NOGTESDHQSHHE COOTRETCTEMA CYILACTREHHE M TPEBOEaHHAM HOBO-
ronogxona K [1].

Nockoneky 8 odHuHansHos ¥ypHans Esponedcroro coolwectea (EC) 8CcTe CoRNKW HA HECTOAW WA CTAHOAPT KaK
ofecnevysaanwwd TpedoeaHEa [1] ¥ nockonely oH Gen yTERPHAEH KB HEUWOHANEHEIR CTAHSZAPT, NO KpafHeld Mepe, B
OOHOM rocygapcTee — YneHe EC, To cooTRETCTEME NONOXESHAAM HACTORAWErD CTAHAAPTA obecnesnBasT COOTEETCTRNE
CYWSCTEEHH B TpeBosasnam [1] @ HOpMATHEHE M QO0EYMEHTEM EBpOoneAcEod accoywau«sr cenloaiol Toproend (EFTA).

Tatnwuse ZA1 — CooTRETCTENE MEHOY HACTORAWMM cTaHAapToM W [1]

Paipeneifoapaneim macToauer Cywactpevnue rpabomamen [1] Kpamuta kS Ao HHGE S0y A AR MM H TARN N
LTaHgEpTa
4.1.51,52.53, 54 57 7.8 HecToRWMA CTAHGAPT NPEQHEIHAYEH GNA M-
MEHEHWA coamMecTHD ¢ EH 137051 » [2]
55,568 4.5 --

NMPEAYNPEXAEHWE — Opyrive Tpefosanus w gpyrde Qrpesties EC soryT SeiTe NpAMEHEHE K NPOSYKTEM, NGNE-
Aasugdi Nog oBnacTe NPUMeHEHWRA HECTORW Mo CTEHG3PTA,
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Npunoxenue F8
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CeogaHHAA O COOTEETCTEWH HALWOHANLHLIX cCTaHOapToR PoccHcEon Daaspaunn
CChINOYHEBIM MEMOYHAPOOHLIM CTAHOAPTAM

Ffrefnuwyga Z8B.1

DEoanaysHWE Comnousiars

DEOIHI P EHAE B HAAMEHDBEHEE CO0TEETCTEFOWErD HAUMOHANE G0 CTARLART S
Wi E YHAPODOHOMD CTAHGAPTA

EH MO0 1391994 FoCT P ACO 138—2007 MzpenuA TEKCTUNEHRE. CTAHOQAPTHEE STMOCEEDHE R
YCMNOBWA ANA KOHAWYROHUPOBEIHUR M NPoOBa0EHAA HoNeITAHKA

Moo B073-10:2003 -

MED 11737-1:2006 FrocT P WMCO  MMTAT-1—2000 Crepdnd3suMa MeJduMHCEHEY  M3A8nWA.
Mugpofnonoriyeckse MeTofs. YacTs 1. OUBHKS NONYNALWE MAKPOODraHWIMOE HE
NP EL M

EH 13795-1:2002 FrocT P EH 13705 1—2008 XvpypriYeckan ogexns o Gence, NPEMeHREMEE KAK

MEAMUMHCHEE MANENWA JNA NAYHEHTOR, XHpYDIMHecKans NepooHans M oGopy0oaaHHA.
Yacte 1. Ofwwe TpedosaH«n

MCO 13838-1:1094 .
EH 20811:18692 "
Moo 22610:2005 *
Moo 22612:2005 .
EH 209073-3:100:2 :

* CooTRercTs VDLW HEYWOHENEHEK CTAHASPT OTCYTCTEYET. .q\"_'l Brd YTESpEAeHWA PEKCMEHAYETCR HCARONE30BATE
nepeann He8 pYoCEMA RIBE OBHHOND MENMOVHADOOHOID CTEHOAPTE. HE'FIE'EEI-,EI_ SEHHOMD MeEOYHEPOOAHOMD CTaHZapTa
HEXXAWTCA B PE0epaneHOM HHDOPMAUHOHHOM OHLS TEXHHWYECKEX PBMNaMesTOE W CTAHRAPTOE.
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Eubnuorpacgun

O MEOHURHCEWE @308nHaAx

{Council Dlrective 9342/EEC of 14 June 1993 conceming medcal devices]

Hupypradeckan ogewna o Dsnee, NPpUMEHREMEE HEK MESQUUMHCKWE W3JEN#A 4nNA Na-
YMEHTOE, XNpYPravecEoro nepeoHana w oBopynosasua. Yacte 3. Tpefoeadus ¥ mcnon-
HEHWH W YPOBHK MCNONHEHWA

{Surglcal drapes, gowns and clean air suits, used as medical devices, for patlents, clincal
ataff and equipment — Part 3: Performance requirements and performance laveals)

Ll I0EenNHEH TEECTHNEHEE, M BTOOR MCNE TEAHWAR HETEAHBIX MATERWANDE. Yacte 11. CTexasde
EHWOEOCTH

(Texliles — Test methods for nonwoevens — Part 11: Run-off)

Hagensa TEKCTUMEHRE. MeToOsl WCNEITAHMA HETEBHBIX MaTtepdanos. YacTe 12. Tpebo-
gEHMA ¥ abcoplumnd

iTextiles — Test methods for nonwavens — Part 12: Demand absorbency)



