®ENEPAJIbHOE AFEHTCTBO

No TEXHUWYECKOMY PErYNUPOBAHUIO U METPOJIOMrNUA

HAUUMOHANBbHBLIN rIOCT P EH
CTAHOAPT
POCCUUCKOM 13795-2—
OEOEPALMUMN 2008

XUPYPITMYECKASA OOEXOA U BEJIbE,
NMPUMEHAEMBIE KAK MEAUUUWHCKUE U3OENUA
AnA NAUMEHTOB, XUPYPITMYECKOIO
NEPCOHAIA N OBOPYOOBAHUA

YacTb 2

MeToAabl UCNbITAHUN

EN 13795-2:2004
Surgical drapes, gowns and clean air suits, used as medical devices,
for patients, clinical staff and equipment — Part 2: Test methods
(IDT)

U3paHue obuumnanbHoe

B3 7—2008/192

Mockea
CTtaHpapTUH(opM
2008


https://meganorm.ru/Data2/0/4294851/4294851684.htm

rOCT P EH 13795-2—2008

Mpeancnosue

Lenu v npuHuMnel cTaHgapTusaumm B Poccuiickon ®eaepaumn yctaHoBneHsl deiepanbHbiM 3akOHOM OT
27 nekabps 2002 r. Ne 184-93 «O TexHU4eCKOM perynupoBaHuny», a npasuna npUMeHeHUsi HaLMoHarbHbIX
craHaaptoB Poccuiickon ®eaepaunm — MOCT P 1.0—2004 «Ctangaptusauus B Poccuiickon degepaunn.
OCHOBHbIE NONOXEHUA»

CBepeHus o cTaHpapTe

1 NOArOTOBJIEH 3akpbiTbiM akUMOHEPHbIM 0bLecTBoM «MeauTecT» Ha OCHOBE ayTeHTUYHOro nepe-
BOAa CTaHAapTa, yKas3aHHOro B NyHkTe 4

2 BHECEH TexHunyecknum komMuTeTOM No cTaHgapTusaunmn TK 436 «YnpaBneHue Ka4ecTBOM U COOTBET-
CTBYIOLME acneKTbl 415 MeAULIMHCKAX U3aenninn

3 YTBEP>XOEH W BBEOEH B OEUCTBUE Mpukaszom PegeparbHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHuio U metpororum ot 11 Hosbpsa 2008 r. Ne 298-ct

4 Hactoswmin ctaHpgapT naeHTudeH esponenckomy ctaHgapty EH 13795-2:2004 «Xupyprudeckas
oaexaa v 6enbe, NpUMEHsAEeMble KaKk MeAULMHCKUE U3AeNna ANs NauueHTOB, XMPYPruiyeckoro nepcoHana u
ob6opyaosaHus. YacTb 2. MeTogbl ucnbitaHuin» (EN 13795-2:2004 «Surgical drapes, gowns and clean air suits,
used as medical devices, for patients, clinical staff and equipment — Part 2: Test methods»).

Mpw NpUMeHeHUN HacTosILLEro cTaHAapTa pekoMeHAYeTCA UCNOMb30BaTb BMECTO CCbINTIOYHBLIX MEXAYHa-
POAHBIX CTaHAAPTOB COOTBETCTBYHOLLME UM HaUMoOHarbHbIEe CTaHA4apThl, CBeAeHUs O KOTOPLIX NpuBeaeHbl B
OOMNONHNTENBHOM NpUnoxeHuu ZB

5 BBE[EH BIEPBbIE

UHpopmayusi 06 UMEHeHUAX K HacmosaweMy cmaHoapmy rybrukyemcsi 8 exe2o0Ho uszdasaemMom
UHGhopMayloHHOM yKazamerne «HauyuoHanbHbie cmaHOapmbi», a MeKCM U3MEHEHUU U 11oNpasoK — 6 exxeMe-
CAYHO U30asaeMbIX UHGOPMaUUOHHBIX yKasamensax « HayuoHanbHble cmaHOapmbl». B criydae nepecmompa
(3aMeHbl) Uiy ommMeHbl Hacmosiweao cmaHdapma coomsemcemsyroujee ysedomieHue bydem onybnukosaHo
8 EXXeMECSIYHO U30asaeMoM UHHOpMaUUOHHOM yKasamene «HayuoHaneHbie cmaHGapmbi». Coomeememey-
rowjast UHghopmayus, yeedoMIieHuUe U meKCcmbl pa3Meuaromecs makxke 8 UHGhopMauuoHHoU cucmeme obue2o
ronb308aHuUsi — Ha opuluanbHoM catime PedepalnbHo20 a2eHMCMea 10 MeXHUYECKOMY pe2ynuposaHuio u
mempornoauu e cemu VIHmepHem

© CraHgaptuHdopm, 2008

HacToawuin ctaHgapT He MOXeT GbITb NOMTHOCTLIO UM YaCTUYHO BOCMPOM3BEAEH, TUPaXKMPOBaH U pac-
NpocTpaHeH B kKauecTBe oduLMansHOro n3naHusa 6es paspelueHus deaeparibHOro areHTCTBa o TeXHUYECKo-
MYy perynmpoBaHuio U MEeTPONornu
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BBegeHue

CraHgapT cepumn EH 13795 cocTonT U3 TpexyacTei nog o6LLmMmM HamMmeHoBaHNEM «XMpypryeckas oaex-
Aa v 6enbe, NpuMeHsaeMble Kak MeauLMHCKNe N3genqs Ang naumeHToB, XMpypruyeckoro nepcoHana n obopy-
OOBaHNsA»:

- yactb 1 «O6wue TpeboBaHNA»;

- yacTb 2 «MeToabl UCNbITAHUNAY;

- yacTb 3 « TpeboBaHUSA K ICMIOMHEHUIO U YPOBHU UCTIONTHEHNSI».

B koHTeKcTe HacTosLero ctTaHaapTa K XMpypriniyeckon ogexae OTHOCAT XMpypruyeckme xanatbl U KOCTHo-
Mbl 1151 YACTBIX MOMELLEHNIA, 8 K XMPYPravYeckomy 6enbio — XUpyprimveckuin MoKpOBHLIA MaTepuann.

CtaHgapTel cepum EH 13795, coBmecTHO co ctangapTamm EHNCO 22610 MEH NCO 22612, 6a3npytoTtest
Ha CyLLleCTBEHHbIX TpeboBaHUsX, U3NoxeHHbIX B [1]. MpruBeaeHHbIe B HUX 06LLMe TpeboBaHMA U pekoMeHaaLmMm
npeaHasHaveHbl 4518 OkasaH s NOMOLLM NONb30BAaTENSIM, U3rOTOBUTENSIM U UCTbITATENbHBIM LieHTpam B Npo-
eKTMpoBaHun, 06paboTke, oLleHMBaHUN 1 BbIGOpE XMpyprideckon ogexanl u 6enbs.
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HAUWOHANbHBIA CTAHJDAPT POCCUMWCKOW SGEOEPALMUMNU

XUPYPIM'MYECKASA OOEXOA U BEJbE, MPUMEHAEMbBIE KAK MEOULIMHCKUE U3OENUA
Aand NAUMEHTOB, XUPYPTMYECKOIO NEPCOHAINA 1 OBOPYAOBAHUA

YacTthb 2
MeToAbl UCcNbITAHUNA

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

Data BBeaeHna — 2009—09—01

1 O6nacTb NpMMeHeHus

HacToswwi CTaHOapT yCTaHaBIMBaeT MeTOobl ncnelTaHWi 4na oLeHUBaHWs XapakTepuCTUK Xmupypru-
YeCKMX XanaToB, XMpyprn4eckoro NOKpOBHOIo Mmatepuana n KoCTioMoB A45A YACTbIX NoMeLLEeHWUA.

MpumevaHusn

1 MeToabl UcnbITaHUI ONpeaeneHbl NOCPEeACTBOM CChINOK Ha CTaHAaPTHbIE MeTOAbI UCTbITAHUIA C YCTaHOBINEHUEM,
npu Heo6XxoAMMOCTY, MONPaBOK C LieNbio aganTtauuy MeToA0B UCTbITAHUM K LIeNAM HacTosILero craHgapTa.

2 Hactoswumi cTaHgapT He pacnpocTpaHsie TCA Ha MeTOA UCTIbITAHWI A5 OUEHUBAHUSA aAre3nmn matepuana npv ero
dmkcaumm ¢ Lenblo orpaHMYeHust onepaumoHHoro nonsi. Ans nonyvexnus 6onee nogpo6Hoi MHdopmaumm no agreanmm
marepuana npv ero ukcaumm ¢ Lernbto orpaHnyeHnsi onepaumoHHoro nonsa cM. EH 13795-1, npunoxenwue B.

2 HopmaTuUBHbIe CCbISIKN

B HacTosLWeM cTaHAapTe NCNOb30BaHbl HOPMaTUBHbIE CChISIKU Ha crieaytowue cTaHaapThl:

EH 13795-1:2002 Xupyprudeckaa ogexaa U 6enbe, NpUMeHsAeMble Kak MeguuuHCKue nsgenus ans
nauneHToB, XMpypruveckoro nepcoHana n obopygosaHus. Yactb 1. O6wme Tpebosanua (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 manufacturers, processors and products)

EH 20811:1992 Usgenusa TekcTunbHble. OnpeaeneHne BoAOYNOPHOCTU. McnbiTaHWe rmapoctatnyec-
kum aasneHvem (EN 20811:1992 Textiles — Determination of resistance to water penetration — Hydrostatic
pressure test)

EH 29073-3:1992 Uspenusa TekcTunbHble. MeToabl UCMbITAHUIA HETKaHbIX MaTepuanos. YacTb 3. Onpe-
aeneHune nNpoYHOCTU Ha paspbiB 1 pacTshkeHne (EN 29073-3:1992 Textiles — Test methods for nonwovens —
Part 3: Determination of tensile strength and elongation)

EH WNCO 139-1994 Nagenus TekcTunbHble. CTaHgapTHele aTMocdepHble YCIoBUA A11A KOHAULMOHUPO-
BaHuUs 1 nposegeHns ucneitanmii (EN ISO 139:2005 Textiles — Standard atmospheres for conditioning and
testing)

MCO 9073-10:2003 Nzpenua TekcTurnbHble. MeToabl UCMbITAHWIA HETKaHbLIX MaTepuanos. Yacts 10.
Kopnus 1 gpyrue yactuuel, obpasytowmecs B cyxom coctosiHum (ISO 9073-10:2003 Textiles — Test methods
for nonwovens — Part 10: Lint and other particles generation in the dry state)

MCO 11737-1:2006 Ctepunusaumsa MeamunHcknx nagenuii. Mukpobuonornyeckne metodel. Yactb 1.
OueHka nonynaLMn MUKpoopraHnamos Ha npogykuum (ISO 11737-1:2006 Sterilization of medical devices —
Microbiological methods — Part 1: Determination of a population of microorganisms on products)

MCO 13938-1:1999 UNspenus TekcTunbHble. CBOMCTBA TkaHel Ha paspbiB. YacTb 1. Mngpasnuyecknia
MeToA onpefeneHus NPoYHOCTU Ha paspbIB U pacTskeHne (1ISO 13938-1:1999 Textiles — Bursting properties
of fabrics — Part 1: Hydraulic method for determination of bursting strength and bursting distension)

W3panne ocpmymnansHoe
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NCO 22610:2006 Xupyprudeckasi ogexaa u benbe, NpuMeHsieMble Kak MeauUMHCKWe n3genus ans
nauneHTOB, XMPYpruieckoro nepcoHana u obopyaosanus. Metog ncnbiTaHusa ans onpegeneHns MMKPOGHON
npoHMLaeMocTun Bo BnaxHoM coctosaHun (ISO 22610:2006 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)

NCO 22612:2005 Ogexaa ons sawutel oT Bo36yauTenen nHekUMoHHbIX 3abonesaHuin. Metog ucnbl-
TaHusA ons onpegeneHnss MUKPobHON NpoHULaeMocTn B cyxoMm coctosiHun (ISO 22612:2005 Clothing for
protection against infectious agents — Test method for resistance to dry microbial penetration)

3 TepMuHbI U onpeneneHns

B HacToswWeMm cTaHaapTe npuMeHeHbl TepMuHbl No EH 13795-1, a Takke cneayowne TEPMUHBI C COOT-
BETCTBYOLNMU ONpedeneHUsIMu:

3.1 konoHueo6pasywLwan eauHuua (colony forming unit — CFU): EanHnua namepeHns, ucnonbaye-
Mas ANs1 BblpaXeH sl Yucna KynbTyp MUKPOOPraHU3MOB.

MpwvmeyaHune—Yucno kyneTyp npeactaenser co6oi YMCNO MUKPOOPraHN3MOB, OTAEMbHbBIX KNETOK Uin KX
CKOMNEHMM, CnOCcOOHBIX (HOPMUPOBATE KOMOHUM B TBEPAON NUTATENBHOW cpeae.

3.2 npopaykT (product): Xupyprudeckunia xanat, XMpypruyeckuin NoKpOBHBIN MaTepuari, a Takke KOCTIOM
AN YUCTBIX NOMELLEHWN (B KOHTEKCTe HacTosLLero cTaHgapTa).

4 Tpeb6oBaHUA K UCMbITAHUAM

4.1 O6wue nonoxeHun

Ecnnusgenune omnxHo UCMonb30BaTbLCs NOCNe CTepunuaaLm, To UCnbITaHUs AOSKHBI 6bITb MpoBedeHsbl
Ha u3genuu nocre cTepunnsaLnm 3a UCKMYeHUEM TECTOB Ha MUKPOBHYO YNCTOTY.

WcnbiTbiBaTh HEOBXOAMMO NpeXae Bcero noteHumansHo crabble Mecta usgenusl.

4.2 ATmocdepHble ycnoBus Ansi KOHAULUOHUPOBaHUA U NPOBeAEeHUA UCTIbITAHUNA

B Tex cny4vasix, korga B cTaHaapTHbLIX MeToAax UCTbITaHUI He onpeaeneHbl aTMochepHble YCNoBUs Ans
npeaBapuUTeNbHOro KOHANLMOHUPOBAHUS, KOHONLMOHNPOBaHUSI U NPOBeAEHUA UCTbITAaHWUA, OOMKHbI BbITh
BbIMOTHEHbI TeXHUYeckne TpeboBaHus ctaHaapTa no EHWUCO 139.

Mepen npoBefeHNEM UCTbITaHU 06pasLbl OMKHBI ObITh BbiAepKaHbl B HEHArpy>XeHHOM COCTOSIHUM.

5 MeToabl UCNbITaHUA

5.1 MeTtop UcnbITaHUM ANA OLEHUBAHUA MUKPOOHOMN YACTOTDI
[ na oueHnBaHNA MUKPOOHON YNCTOThI U3AENue A0MKHO ObITb UCMLITAHO B COOTBETCTBUM CO CTAaHAAPTOM
EHWNCO 11737-1.

Mpwumeyanue— Crangapt EHNCO 11737-1 He ycTaHaBNMBaeT KOHKPETHOIO METOAA UCMbITAHUIA, HO YCTaHaB-
nueaet TpeGoBaHMSA K METOAAM UCMLITAHWIA U UCTIbITATENBHLIM YeTpolicTBam. TpeGoBanusi ctaHgapta EH MCO 11737-1
AOMKHbI 6bITb TAKUMMK, UTOOBI Pa3nnyHbIe METOAbLI UCTILITAHUIA, pa3paboTaHHble B COOTBETCTBUM C AAHHLIM CTaHAAPTOM,
Aaeanu conocraBumMble pe3ynsrarbl. Peaynsrar gomxkeH 6biTb BolpaxeH B CFU/100 oM.

5.2 MeTtop UcnbITaHUM ANsi OLeHUBAHUA YUCTOTbI B YaCTU MHOPOAHbIX YacTUL,
[na oueHnBaHNA YACTOThI B YaCTU MHOPOAHBLIX YacTUL, u3aenne AoMKHO ObITb UCTILITAHO B COOTBETCTBUMN
co ctaHgaptom UCO 9073-10.

MpumevaHnunsa

1 MexgyHapogHbin ctangapt WCO 9073-10 npegycmaTtpuBaeT NnpoBeAeHne UCMbITaHUI B TAMUHAPHOM LKadyy.
BaxHo noaTBEpAUTD, HTO TAMUHAPHBIN NOTOK COXPaHSIETCA B TOM cryyae, korga obopyaoBaHue, Heobxoaumoe ans npoee-
OEHUA NCNbITaHWI, pacnonaraertcs B wkady.

B HacTosWem cTaHaapTe NPUMEHSIOT HUXKeCNeaylowme cneumarnbHble NoNPaBKku Ans OLEHUBAHUA YUCTOTbI B HacTn
WHOPOAHBIX HaCTULL.

2 B panHOM Npoueaype He AenaioT pasnuyunsl Mexay YacTuuamm n Koprven B nepmop NnpoeeaeHns npoueaypsl, nos-
TOMY OHa BKNioYaeT B cebs1 06a KOMMNOHeHTa:

- BOMXHbI 6bITb MOACUMTAHBI HacTULbI pa3Mepom oT 3 A0 25 MKM.

3 CuutaeTtcs, 4TO YacTULbl pa3Mepom oT 3 40 25 MKM Croco6HbI NEPEHOCUTH MUKPOOPTraHU3MbI:

- YMCNoYacTUL, NOACUUTaAHHOE C NowaroebiM MHTepearnom 30, 60 u 90 ¢, cymmmpyeTcs AnsionpeaeneHns cogepa-
Hus yacTuy (PM):

2
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PM = Cgo + Ceo + Cgo.

PesynbTaT ucnblTaHuii JorkeH 6biTb NpeacTaBneH B BuAe MHAeKca coaepxanuns vactuu (IPM), oipaxeHHoro gecsi-
TU4YHbIM norapndgmom Ig ot cogepxaHusi yacTUL

IPM = IgPM.

5.3 MeTtoa ucnbITaHMIA ANs OLEHMBAHUA NbINTEBOPCOOTAENEHNA
[na oueHNBaHWA NbINEBOPCOOTASTIEHNSA U3AeNne A0IDKHO 6bITh UCNBITAHO B COOTBETCTBUMN CO CTaHAAp-
Tom UCO 9073-10.

MpumeyaHnue— MexgyHapoagHbii ctangapt MICO 9073-10 npegycmartpuBaeT NnpoeeaeHNe UCTbITaHWI B Na-
MUHapHOM Wkady. BaxHo nogTBepanTh, YTO NaMUHaPHbIV MOTOK COXPaHAETCs B TOM ClyYae, korga obopyaosaHue, Heob-
XOAMMOE AN NPOBEAEHNs UCMbITaHWI, pacnonaraercsi B wkady.

PesynbTaTtncneitaHus, T. e. KO3 ULNEHT NbINEBOPCOOTAENEHUS, A0MKEH ObITb NoacUnTaH ANa YacTul
pasmepom oT 3 40 25 MKM M NpeAcTaBneH B BUAE AeCATUYHOMO norapndma oT NoyHeHHOro s3HaveHNs.

MpumeyaHune— Cuutaetcsi, 4TO YacTmubl pa3MepoM oT 3 40 25 MKM crnocobHbl NepeHoCcHTb MUKpoopra-
HU3Mb.

5.4 MeTtoa ucnbITaHUN ANA OLLEHUBaHUSA BOAOYNOPHOCTU

Ons oueHMBaHUsA BOAOYMOPHOCTU M3fenue ACMMKHO OblTb NCMbITAHO B COOTBETCTBUN CO CTaHAapTOM
EH 20811.

MpuMeHsiloT cneayowne cneunanbHble Nonpaski K Npoueaype, n3noxeHHon B ctaHgapte EH 20811,
015 UICMONb30BaHMA e€ B HAaCcTOSILLEM cTaHaapTe:!

a) nnolyaab UCMbITaHWin gomkHa cocTasnaTe 100 cm2;

b) ckopocTb yBenuyeHus AaBneHns Bogbl 4osmkHa cocTaBnsATs (10,0 £0,5) cM/MuH;

C) CTOpOHa 13aenus, HaxoasLasiCsl B KOHTaKTe ¢ UCMbITaTeNbHOM XNAKOCTbIO, A0MMKHA ObITb BHELLHEN
CTOPOHOMA.

5.5 MeToa ucnbiTaHuin 4NN oLeHUBaHUA MPOYHOCTU Ha pa3pbiB B CYXOM U BNaXXHOM COCTOSIHUU

Ans oLleHnBaHNsi NPOYHOCTU Ha pa3pbIB U34enue AOSPKHO ObITh UCTLITAaHO B COOTBETCTBUM CO cTaHAap-
Tom EHWNCO 13938-1. MNoarotoska 06pasu,os K NpoBEAEHUIO UCTILITAHUIA BO BNAXKHOM COCTOAHUU A0KHA BbIThb
npoeeAeHa B COOTBETCTBUN co cTaHgapTom EH 29073-3.

Mpumedanusn

1 YcnoBus, B KOTOPbLIX NPOBOAATCA NCNbITAHUSA, 4O KHBI 6bITh NPUBEAEHDLI B IPOTOKOIE UCTILITAHUA.

2 Ecnu cywecTtByIOT pasnuyma B pesynbTatax ucnbiTaHui AByX CTOPOH MaTepuana, To A0MKHbl 6bITb NPOBeAEHb!
ncnbiTaHust 06enx CTOPOH M pe3ynbTaThl AOMKHBI GbITh OTPAXXEHbI B NPOTOKONE.

5.6 MeToa ucnbiTaHMN ANA OLEHUBaHUA NPOYHOCTU Ha pacTAXKeHMe B CYXOM U BNaXHOM COCTOS-
HUKM

Ons oueHNBaHWA NPOYHOCTU Ha pacTsHKeHWUe usgenune AoMKHO ObITb UCMILITAHO B COOTBETCTBUN CO CTaH-
Aaptom EH 2907 3-3, B cyxoM 1 BNaXKHOM COCTOSAHUU, B NPOAONBLHOM U NONEPEYHOM HanpaBreHUsIX.

5.7 MeToAa ucnbiTaHMN ANA OLUEHUBAHUA BNUTLIBa@MOCTHU

B Tom cnyvae, ecnu abcopbuua asnsetca akTopom, 3afBfeHHbLIM U3rOTOBUTENEM, PEKOMEHAOYIOT
UCMONb30BaThb CNEeAYOLLYI0 METOAUKY OLeHUBaHWNA BNUTLIBAEMOCTU:

a) B KayecTBe UCMbITAaTENbHON XUAKOCTU UCTIONL3YIOT AUCTUNIMPOBAHHYIO UMW AEUOHU3UPOBAHHYIO
BoAy;

b) pesynbTaThl AOMKHBI ObITL BhIpaXeHb! B NPOLEHTHOM coaepXkaHuuy cTekiuein xxuakocTu (% RO) n npo-
LEHTHOM cofepXXaHun yaepkaHHo xuakoctu (% Retention), BbraucneHHon cneytolumm obpasom:

% Retention = 10 — % RO,
rae % Retention — npoueHTHoe cogepkaHue XUOKOCTU, yaepXaHHOW MaTepuasnom.

Mn punMmedvaHne — OLleHMBaHVIe BMUTHIBEEMOCTN MOXET OCyWecTBNATbCA HECKONIbKUMU MeToh4aMun. I'Ipumepbl
METOA0B UCNbITaHUN NpuBeaeHsb! B [3] U [4], HO cUMTaETCA HEBO3MOXHBIM ONPeaennTb EAUHCTBEHHBIN METOA, PacKpbIBalo-
LI.l,Ml7I BCE acneKkTbl oueHnBaHnA BNNTbIBAEMOCTU U o6ecnequaatou.|.m71 conocTtaeumMble pesynbrartbl.

5.8 MeToa ucnbiTaHMi AN OLleHUBaHMA MUKPOGHON NPOHUL,AEMOCTU B CyXOM COCTOSIHUM

Ina oueHWBaHNS MUKPOGHOW NPOHUMLIAEMOCTU B CYXOM COCTOSHUWN U3denune AOMKHO ObiTb UCNbITaHO B
cooTBeTCTBUU co cTaHaapTom EH NCO 22612.

5.9 MeToa ucnbiTaHui NSt OLLEHMBAHUA MUKPOOHON NPOHULLAE@MOCTU BO BIRXKHOM COCTOSIHUU

[ns oueHMBaHUS MUKPOBGHOM NPOHULLAEMOCTU BO BAAXKHOM COCTOAHUMU U3AeNNe A0SMKHO ObITb UCNbITAHO
B COOTBETCTBUN co cTaHgapTom EH UCO 22610.
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MpunoxeHne ZA
(cnpaBo4HoOe)

CBA3b MeXAy HacTOoSALWMUM CTaHAAPTOM U cyLecTBEeHHbIMU TpeGoBaHuaMu Oupektusbl 93/42/EEC

HacTtosawwi ctangapT nogaroToeneH no nopyyenuio, BoigaHHomy CEN EBponenckon komucenen n EBponerickon
accouunaumer ceobogHol TOProenu, u obecneunBaeT NoaTBEPKAEHUE COOTBETCTBUS CYLLECTBEHHBIM TPeHOBaHNAM HOBO-
ronoaxogak[1].

Mockonbky B odmumansHoOM xypHane EBsponernickoro coobuwecTtBa (EC) eCTb CCbINKM HA HACTOAWMIA CTaHAAPT Kak
obecneunBaowmii TpeboBaHsi [1] M NockonbKy OH ObiN yTBEPXKAEH Kak HaUMOHarbHbLIN CTaHaApT, Mo KparHen Mepe, B
OflHOM rocygapctee — 4neHe EC, To COOTBETCTBME MOMNOXEHNUSIM HACTOSILLLEro cTaHgapTa obecnevmBaeT COOTBETCTBYE
CyLWeCTBeHHbIM TpeboBaHusiM [1] n HOpMaTUBHBLIM AOKYMeHTam EBponelickoi accoumaumm ceobogHow Toproenv (EFTA).

Tabnwnuya ZA.1 — CooTBETCTBME MEXAY HACTOSILLUM CTaHAapTOM U [1]

Pasneneinonpasnese! HacTosero CyuwectBeHHble TpeboBaHus [1] KBanudukaunoHHble 3aMmevaHns/KoMMeHTapum
cTaHgapTa
4.1,51,5.2,53,54,5.7 7,8 HacTtoswwmn ctaHgapT npegHasHaqeH gnsi npu-
MeHeHus coBMmecTHO ¢ EH 13795-1 n [2]
55,56 4,5 —

NPEQYNPEXOEHWE - pyrve tpeboBanus n apyme Oupektuebl EC MoryT 6b1Tb NpUMEHeHb! K NpogyKTam, nona-
Jarowum nog obnacTe NPYMeHeHVs HACcTOSILLEero cTaHaapTa.
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Mpunoxenve ZB
(o6sa3aTtenbHoe)

CBefAeHUA 0 COOTBETCTBMIM HaLUOHaNbHLIX cTaHAapToB Poccuiickoin ®epepanuu

Ta6nwunua ZB.1

CCbITOYHbIM MeXAyHapoAHbLIM CTaHAapTaM

O603Ha4YeHUe CChINOYHOro
MeXOyHapoaHoro ctaHaapTa

0603Ha4YeHre U HaMeHOBaHue COOTBETCTBYIOLLEro HaunoHanbHOro craHgapra

EH MNCO 139:1994

FOCT P NCO 139—2007 N3genusa TekctunbHble. CtaHgapTHele atmocdepHbie
YCrnoBUs A5l KOHAULMOHUPOBAHUST U NPOBEAEHUS UCTIBITAHNIA

NCO 9073-10:2003

*

NCO 11737-1:2006

TOCT P WCO 11737-1—2000 Crepunusaumss MeguUUMHCKUX  U3AENun.
MukpoGuonorndeckue metogsl. Yacts 1. OueHka nonynsuMm MUKPOOPTaHW3MOB Ha

NPOAYKLUM

EH 13795-1:2002

FOCT P EH 13795-1—2008 Xupyprudeckas ogexga n 6enbe, npuMeHsieMbIe Kak
MEAMLMHCKUE N3denvs st nauueHToB, XMPYPrMyeckoro nepcoHana n obopyaoBaHusl.

YacTb 1. O6wme TpeboBaHusi

NCO 13938-1:1999

EH 20811:1992

NCO 22610:2006

NCO 22612:2005

*

EH 29073-3:1992

*

* COOTBETCTBYHOWMIA HauMoHanbHbIA CTaHAapT OTCYTCTBYeT. [10 ero yTeepkaeHns peKkoMeHAyeTca ncnonb3osaTb
nepeBoA Ha PYCcCKUM SI3blK AaHHOrO MexgyHapogHoro cranpgapra. lepesop 4aHHOIO MexayHapogHoro crtaHgapTa
HaxoguTcs B GegepansHOM MHOPMaLMOHHOM (DOHAE TEXHUYECKUX PErNaMEeHTOB U CTaHAapToB.
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[1] Oupektnea 93/42/EEC
oT 14 niona 1993 r.

(Directive 93/42/EEC)
[2] EH 13795-3:2006
(EN 13795-3:2006)

[3] UCO 9073-11:2002

(ISO 9073-11:2002)
[4] NCO 9073-12:2002

(ISO 9073-12:2002)

Bubnuorpaduna

O MeauuMHCKMX n3genusx

{Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)

Xupyprnyeckas oaexzaa n 6enbe, NPUMEHsIEMbIE KaK MEeAULMHCKME u3genust Ans na-
LIMEHTOB, XMPYPIMYeCKoro nepcoHana u obopyaosanumsi. Yacte 3. TpeGoBaHus K ucnon-
HEHWVIO U YPOBHU UCTIONHEHNSA

(Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical
staff and equipment — Part 3: Performance requirements and performance levels)

V3genuvs TekcTunbHble. MeToabl CnbiTaHUI HeTKaHbIX MaTepuanoB. Yacte 11. Ctekanue
XUAKOCTK

(Textiles — Test methods for nonwovens — Part 11: Run-off)

N3gennsa TekctunbHble. MeToabl UCTBITaHUIA HEeTKaHbIX MaTepuanos. Yactb 12. Tpebo-
BaHusi kK abcopbuun

(Textiles — Test methods for nonwovens — Part 12: Demand absorbency)



FOCT P EH 13795-2—2008

YK 613.48:006.354 OKC 11.140 M38 OKIT185 0000

KntoueBble cnosa: MeanuUUHCKUE U3OENUs, XMPYPrvdecknin NOKPOBHLIN MaTepuarn, XMpypruiecknin xanat, Koc-
TIOM NS YACTbIX NOMELLEHWUIA, MeToa UCMbITaHWI
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