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MpeaucnoBune

Llenn, oCHOBHbIE NPUHLMNBLI U NOPSAOK NPoBeAeHUA paboT No MeXrocyAapCcTBEHHON cTaHAapTU3aLmm
yctaHosneHsl FOCT 1.0—92 «MexrocygapcTBeHHasa cuctema ctaHaaptTusaumn. OCHOBHbIE MONOXEHUA» U
FOCT 1.2—2009 «MexxrocyaapcTBeHHas cucteMma ctaHgapTusauun. CtaHaapTbl MEXrocyapCcTBEHHbIe, Npa-
BUNa U pekoMeHAaLUn No MeXxrocyaapCTBeHHON cTanaapTu3auun. MNpasuna paspaboTku, NpUHSATUSA, NpuMe-
HeHWs, 06HOBNEHNUSI 1 OTMEHBI»

CBepgeHusi 0 cTaHgapTe

1 MNMOArOTOBJIEH ®eaepanbHbiM rocyAapCTBEHHBIM YHUTapHLIM NpeanpusatnemM «Bcepoccuiickuin
Hay4yHo-UccrefoBaTenbCkuA  UHCTUTYT  cTaHgapTusauMM U ceptudukaumm B MalUMHOCTPOEHUU»
(BHNUHMALL)

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErynMpoBaHuio 1 MeTponorum

3 NMPUHAT MexrocyaapcTBeHHBIM COBETOM MO CTaHAapTM3aLUun, MeETPoorum U ceptudmkauum (npo-
Tokon oT 29 Hosbps 2011 r. Ne 40)

3a npuHaTUE NPOronocoBanu:

Kpatkoe HaumeHoBaHUe CTpaHbI No Kon ctpanbl COKpaLLEHHOE HAUMEHOBaHME HALIMOHAMBHOrO OpraHa
MK (MCO 3166) 004—97 no MK (UCO 3166) 004—97 no cTaHaapTuaauum

Benapycb BY loccranpgapt Pecny6nukn Benapych

KazaxcrtaH KZ loccraHpgapt Pecny6nukn Kasaxcran

Kbetprei3cran KG Kbipreiactanaapt

Poccuiickaa depgepauusn RU Poccrangapr

4 [Mpukasom PegepanbHOro areHTCTBa NO TEXHUYECKOMY PerynmpoBaHuio u MeTpororum ot 13 aekabps
2011 r. Ne 1266-cT MmexrocynapcteeHHb ctaHaapT FOCT EN 13795-2—2011 BBeieH B AeCTBUE B Ka4eCTBe
HaunoHanbHoro ctaHgapta Poccuitckon Pegepaumm ¢ 1 aHBapsa 2013 .

5 Hacroswwnid ctaHaapT uaeHTUHeH eBponenckoMy pervoHansHoMy crtaHfapTy 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 (Xupyprudeckas ogexaa n 6enbe, npuMeHsieMble Kak MeauLMHCKHUe usae-
1S Ans nauueHToB, XMPYpruyeckoro nepcoHarna n obopyaosaHus. Yactb 2. MeToabl ucnbiTaHui).

CTeneHb cooTBeTCTBUA — UaeHTUYHasA (IDT).

CBefieHusi 0 COOTBETCTBUM MEXTOCYAapCTBEHHbIX CTaHAapTOB CChINIOYHBIM MeXAyHapoaHbIM cTaHaap-
TaM npuBeaeHbl B 4OMONHUTENbHOM NpunoxxeHun OA.

CTaHgapT noaroTosneH Ha ocHoee npumeHeHust FTOCT P EH 13795-2—2008

6 BBEOEH BINEPBbLIE

Ungpopmayusi o esederuu 8 delicmeue (npekpauieHuu delicmeus) Hacmoswezo cmaHdapma ry6uKy-
emcs1 8 eXXeMeCsIYHO U30agaeMoM UHhOPpMaUUOHHOM yKkasamerne «HayuoHansHbie cmaHdapmely.

UrHpopmayus 06 usMeHeHusx K Hacmosiwemy cmaHOapmy nybnukyemcs 8 exe200Ho usdasaemMom
UHopMayUOHHOM yKa3amere «HayuoHarnbHble crmaH@apmbly, a MeKecm U3MEeHeHUU U onpasoK — 6 exeme-
CAYHO U30asaeMbix UHGHOPMAaUUOHHBIX yka3amensax « HayuoHanbHbie cmaHdapmel». B ciiyyae nepecmMompa
unu ommeHbl Hacmosiwe20 cmaHoapma coomeemcmayouast UHgopmayus 6ydem ornybnukosaHa 8 exeme-
CAYHO U30asaeMOM UHGhOPMAaUUOHHOM yKa3amene «HauyuoHanbHbie cmaHdapmei»

© CrangaptuHdgopm, 2013

B Poccuiickoii ®efepaln HacToALWMIA CTaHAapT He MOXKET BbITb NOMHOCTLIO UM YaCTUYHO BOCMPOU3Be-
O€H, TUPa)XXMPOBaH U pacnpocTpaHeH B kavecTBe ocduumnanbHoro usgaHus 6es paspelleHus ®egepanbHoro
areHTCcTBa Mo TeXHUYECKOMY perynivpoBaHuio 1 MeTPOonorumn
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FOCTEN 13795-2—2011

BBeaeHue

CrarnpapTbl cepun EN 13795 cocToaT U3 Tpex yacteit noa oblLmmM HauMeHoBaHEM «Xupyprideckas
oaexaa u 6enbe, NpUMeHsieMble Kak MeAuUMHCKUE U3aenua ANng NnaumeHToB, XUPYpruveckoro nepcoHana u
obopynoBaHusa»:

-vactb 1 «O6wue TpeboBaHUAY;

-yactb 2 «MeToabl UCNBITAHUAY;

-4yacTb 3 «TpeboBaHWs K UCTIONHEHWNIO M YPOBHU UCTIONTHEHUSI» .

B KOHTEKCTE HacTosLLEero cTaHaapTa K XMpypruieckor ogexae oTHOCAT XUpypradeckue Xanatbl U KOCTHo-
Mbl 4181 YACTbIX TOMELLEHWA, 8 K XMPYpPriieckomy 6enbio — XMpYpruveckuin moKpoBHBIA MaTepuan.

CraHpapTbl cepum EN 13795, coBMecTHO co cTaHaapTamu EN 1ISO 22610 n EN ISO 22612, 6a3unpytotca
Ha cyLLeCTBEHHLIX TpeboBaHusIX, U3noxeHHbIX B [1]. MpuBedeHHbIe B HUX 06LLme TpeboBaHus 1 pekomeHgauun
npeaHasHaveHbl 4N 0KasaHWa MOMOLLM NoNb30BaTeNsAM, U3roToBUTENSM U UCTIbITaTeNbHbLIM LieHTpaM B npo-
eKTUpoBaHuu, obpaboTke, OLLEeHNBaAHMMN U BbIBOPE XMPYPriudeckon oaexasl n 6enbs.
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M E XTFToCcCcyYypapAPC CTUBETUHHUBbB # C TAHQAAPT

XUPYPIM'MYECKAA OOEXOA U BENbE, MNPUMEHAEMbIE KAK MEQULIMHCKUE U3OENUA
OnA NAUMEHTOB, XMPYPITUMYECKOIO NMEPCOHANA U OBOPYAOBAHUA

YacTtb 2

MeToabl UCNbITAHUNA

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

Hata BBegenna — 2013—01—01

1 O6nacTb NnpMMeHeHus

HacTtoswmin ctangapt yCTaHaBnuBaeT MeToAbl UcnbiTaHWA ANs OLEeHWBaHUS XapaKTepucTuk Xunpypru-
YecKnx XanaTtoBs, XMpypruieckoro NnoKpoOBHOIo MaTtepuarna u KoCTIoMOB ANA YNCTbIX nomMeLeHni.

MpumedvaHusn

1 MeToabl UcnbITaHUI ONpeaeneHbl NOCPEACTBOM CChINOK HA CTaHAAPTHLIE METOZbLI UCTIBITAHUIA C YCTaHOBIIEHUEM,
npu He0BX0AMMOCTY, NMOMNPABOK C LieNblo agantTaumm MeTOAOB UCTbITaHUIA K LIeNsiM HacTosILLEero cTanaapra.

2 Hacrosiwwmi cTaHgapT He pacnpocTpaHsae TCA Ha MeTOA UCNbITaHUIA ATs OLLEeHUBaHWA aare3un matepuarna npv ero
hrkcaumm ¢ Lenblo orpaHMyeHnsi onepaumoHHoro nonsi. Ans nony4yexHusi 6onee nogpo6Hoii MHdOpMaumm no aareamm
marepuana npu ero pukcaumm ¢ Lienbio orpadnyeHuns onepaumnonHoro nonsi cm. EN 13795-1, npunoxenve B.

2 HopmaTuBHbIe CCbINKU

B HacTosem cTaHaapTe MCNOoNb30oBaHbl HOPMaTUBHBIE CChINKU Ha cneaytowme CTaHAapTh:

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
(Xvpypruyeckas ogexxaa n 6enbe, NpUMeHAeMble kak MeaULMHCKUE N3aenua ANa NauneHToB, XMPYPruieckoro
nepcoHana u o6opyaoeaHus. Yactb 1. O6wue TpeboBaHUs)

EN 20811:1992 Textiles — Determination of resistance to water penetration — Hydrostatic pressure
test (MUspenua TekctunbHele. OnpeaeneHne BoaoynopHocTU. UcnbiTaHne ruapoctaTtuyeckum aBneHuem)

EN 29073-3:1992 Textiles — Test methods for nonwovens — Part 3: Determination of tensile strength
and elongation (N3nenua TekcTunbHble. MeToAbl UCNbITAHNA HETKaHBLIX MaTepuanos. YacTb 3. OnpegenexHve
NPOYHOCTUN Ha paspbiB U pacTsXKeHne)

EN ISO 139:2005 Textiles — Standard atmospheres for conditioning and testing (U3genusa Tekctunb-
Hble. CTaHaapTHble aTMocdepHbie YCNOoBUA ANA KOHAULMOHUPOBaHUA U NPOBEAEHNA UCNbITaHWIA)

EN ISO 11737-1:2006 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products (Ctepunusauns MeauUUHCKUX n3genuin. Mukpo-
6uonornyeckue metofbl. YacTb 1. OueHka nonynaumMm MUKpOOpraHM3MoB Ha NPOAYKLMA)

EN ISO 13938-1:1999 Textiles — Bursting properties of fabrics — Part 1: Hydraulic method for
determination of bursting strength and bursting distension (Usgenua TekctuneHble. CBONCTBa TKaHel Ha pas-
pbiB. HacTb 1. MMapaBnuyeckuii Metoq onpeaeneHna NPOYHOCTUN Ha PaspbIB U pacTsXeHne)

EN 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 (Xupypru-
yeckasi ogexaa v berbe, NpUMeHsIeMble Kak MeAULIMHCKUE N3Aenus ANs NauueHToB, XUpYpPruiecKoro nepcoHa-
na un obopyaosaHusi. MeToa McnbITaHUs ANs onpeaeneHns MUKPOBHOW NPOHULIAEMOCTU BO BMaXKHOM
COCTOSIHUN)

Uspanne opnuynansHoe
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EN ISO 22612:2005 Clothing for protection against infectious agents — Test method for resistance to
dry microbial penetration (Oagexxaa ons 3awmTbl oT BO36yauTeneit uHeKUMoHHbIX 3a6onesaHnin. Metog ucnbl-
TaHus AN onpeaeneHust MUKPOBHOM NPOHULIAEMOCTU B CYXOM COCTOSIHUA)

ISO 9073-10:2003 Textiles — Test methods for nonwovens — Part 10: Lint and other particles
generation in the dry state (M3aenus TekctunbHble. MeToabl ncnbiTaHWA HETKaHbIX MaTepnanos. YacTs 10. Kop-
nNna 1 apyrue 4actuubl, 06pasyoLMecs B CyXOM COCTOSIHUK)

3 TepMuHbI M onpeaeneHust

B HacTosiliem cTaHgapTe npumeHeHbl TepMuHbl o EN 13795-1, a Takke cnegytowmne TepMUHBI C COOT-
BETCTBYIOLLMMU onpeaesieHUSMA:

3.1 konoHueo6pasylowasn eauHula (colony forming unit — CFU): EanHuua namepexus, ucnonssye-
Masi AN BbipaXKeHUs! YUcra KyJbTyp MUKPOOPraHUM3MOB.

Mpwu™meyaHue—Yucno kynbTyp NpeacTaBnsieT co6on YMCNo MUKPOOPraHU3MOB, OTAEIbHbIX KITETOK UIK UX
CKOMNIeHUI, CrnocobHbIX hOpPMMPOBATL KOITOHMU B TBEPAON NUTaTENbLHOM cpeae.

3.2 npoaykT (product): Xupyprayeckuin xanaTt, XMpyprudeckuii NOKpOBHLIN MaTepurar, a Takke KOCTIOM
ONs1 YACTBIX MOMELLEeHUA (B KOHTEKCTe HacTosLLero ctTaHgapTa).

4 Tpeb6oBaHMNA K UCNbITAHUAM

4.1 O6wue NonoxeHun

Ecnu usgenve gomkHO UCNONb30BaTbCA NOcHe crepunmnsaudumn, To UCNbiTaHUA AOJDKHbI 6bITb npoBeeHbl
Ha nsaenunn nocne crepunusadnn, 3a UCKNno4YeHeM TeCtoB Ha MI/IKpO6HyI0 YUCTOTY.
WUcnbiTbiBaTb HEOOXOAUMO npexge Bcero noTeHuunarnbHoO cnabble mecTa nsgenus.

4.2 AtmocdepHble ycnosusa Ans KOHAMLUOHUPOBaHUA U NPOBeAEHUA UCNbITaAHUIA

B Tex cnyyasix, korga B CTaHAapTHBLIX MeToAax UCnbITaHWI He onpeaerneHbl aTmocdepHble yerosus Ans
npeaBapuTenbHOrO KOHAWUMOHUPOBAHUA, KOHAULMOHUPOBAHUS U NMPOBEAEHUs1 UCTIbITaHUA, OOSPKHBLI ObiTh
BbINOMHEHbl TeXHUYeckre TpeboBaHua ctangapta no EN ISO 139.

Mepep npoBeaeHNEM UCNIbLITAHUIA 06pa3Lbl AOMKHBI ObiTb BbiAepXaHbl B HeHarpy)keHHOM COCTOSIHUN.

5 MeToabl UCcnbITaHUN

5.1 MeTog ucnbITaHUin 4N OLLeHUBAHUA MUKPOGHOW YUCTOThI

Lnsa oleHMBaHNA MUKPOBHON YNCTOThI U3enne OMKHO GbITh UCNBITAaHO B COOTBETCTBUN CO CTaHAAPTOM
ENISO 11737-1.

MpnumedaHune—Crangapt ENISO 11737-1 He ycTaHaBnNnBaeT KOHKPETHOrO METOAA UCTIbITAHWUIA, HO YCTaHaB-
nnBaeT TpeGoBaHMsA K MeTodaM WCMbITaHWI U UchbiTaTenbHbIM yeTpolicTBam. TpeGoeaHus ctaHgapta EN 1ISO 11737-1
OOIMXHbI ObITb TaKMMU, YTOGBI pa3nUYHble MEeTOAbI UCTBITAHWIA, pa3paboTaHHbie B COOTBETCTBMU C JAHHBIM CTaHAAPTOM,
JaBarnu conoctaBnMble pedynbTaTthl. Pedynbtat gorxeH 6biTe BoipaxeH B CFU/100 cm2,

5.2 MeToa ucnbiTaHUiA ANA OLEHUBAHUS YUCTOTbI B YaCTU MUHOPOAHbIX YacTuUl,

,U,J'I;I oueHnBaHUA YACTOTbI BHYaCTU MHOPOAHBbIX YaCTUL n3aenune AomKHO 6bITb UCNbITAHO B COOTBETCTBUMN
co ctaHaapTom ISO 9073-10.

MpumevaHunsn

1 MexagyHapogHbi ctaHgapt 1SO 9073-10 npegycmaTtpvBaeT NpoBedeHUe UCTbITaHui B NamMMHaAPHOM WKady.
BaxxHo noaTBEpPAUTL, YTO NaMUHAPHBIV MOTOK COXPaHSIETCs1 B TOM Chyyae, korga obopyaoBaHue, Heobxoammoe ans npose-
OEHVS UCMbITaHUI, pacnonaraeTcs B Wkady.

B HacTOsIWEeM cTaHaapTe NPUMEHSIIOT HUXKECTeAyoWwme crielyarnbHble NONPaBKu A5l OLLEHUBAHWS YNCTOThI B YacTU
MHOPOAHbIX YacTuL.

2 B paHHOM npouedype He AenatoT pasnuyms Mexay Yactmuamy u Kopnven B nepuog nposegeHunsi npoueaypbl, Nos-
TOMY OHa BKItoYaeT B ce6s1 06a KOMNOHeHTa:

- BOIMXHbI 6bITh NOACYMTAHbI YaCTULbI PA3MePOM OT 3 0 25 MKM.

3 Cuuntaetcs, 4To YacTULbl paaMmepoM oT 3 A0 25 MKM CrocoBHbI NEPEHOCUTE MUKPOOPTaHU3MbI:

- YUCNOo HYacTUL, NoACHMTaHHOE ¢ nowarobiM nHTepanom 30, 60 n 90 ¢, cymmumpyeTcs anst onpeaeneHust cogepxa-
Hus vactuy (PM):

PM = C30 + CGO + Cgo.



MOCT EN 13795-2—2011

PesynbTaTt ucnblTaHWii AomkeH 6biTb NpeAcTaBneH B Buae UHAekca cogepxanusa yactuy (IPM), Boipa-
JKEeHHOro AeCATUYHBIM norapndmMom Ig oT coaepkaHus Yactuuy;:

IPM = IgPM.
5.3 MeToa UcnbITaHUN ANA OLeHUBaHUA NbINEBOPCOOTAENEHUA

[lns oLleHUBaHUA NbINEBOPCOOTAENIEHUS U3Aenne AOHKHO BbITh UCMIBITAHO B COOTBETCTBUM CO CTaHAap-
Tom ISO 9073-10.

Mpumedyanune— MexayHapogHbit ctanaapt 1ISO 9073-10 npeaycmaTtpveaeT nNpoBeeHUE UCMbITAHUA B
nammMHapHoOM wkady. BaxHo noareepguThb, YTO NaMmMHapHbIA NMOTOK COXPaHAETCA B TOM cny4vae, korga o6opyaosaHue,
Heobxoaumoe AN NPOBEAEHNA UCNbITAHWUMI, pacnonaraeTcs B wkady.

PesynbTatucnebitaHua, 7. e. KoathuLMeHT NbireBopcooTAeneHus, AoSMkeH BbITb NOACHNTAH AN YacTUL,
pa3smepom oT 3 oo 25 MKM U NpeacTasneH B Buae AecaTu4Horo siorapudma ot NONy4YeHHOro 3Ha4YeHuA.

MpumeyaHune— Cyntaerca, YTO YacTuubl pasmepom oT 3 A0 25 MKM cnocobHbI NEPEHOCUTB MUKPOOpra-
HU3MbI.

5.4 MeToa UCNbLITaHUN ANS OLEHUBaHUA BOAOYNOPHOCTU

Ina oueHWBaHUA BOAOYNOPHOCTU U3dernue OOJKHO BbiTb UCMbITAaHO B COOTBETCTBUMU CO CTAHAAPTOM
EN20811.

MpumeHsIOT cnegytowne cneunarnsHele Monpasku K npoueaype, usnoxeHHon B ctaHaapte EN 20811,
91 UICTIONb30BaHNSA ee B HAcToAWeM cTaHaapTe:

a) nnowanb UcnbITaHNn AomkHa cocTaenATb 100 cMmZ;

b) ckopocTb yBenuveHua aasneHns soabl 4oskHa coctaBnAtb (10,0 + 0,5) CM/MUH;

C) CTOpOHa U3aenus, HaxoAsLWAACs B KOHTaKTe C UCTIbITaTeNbHOW XUAKOCTbIO, A0SKHA ObiTb BHELWHEN
CTOPOHOMN.

5.5 MeTog ncnbiTaHun ANA OLeHUBAHUA NPOYHOCTU Ha pa3pbiB B CyXOoM U BNaXXHOM COCTOAHUN

[ns oLeHNBaHNA NPOYHOCTU Ha pa3pbIiB U3ene AOIPKHO ObiTb UCMBITAaHO B COOTBETCTBUM CO cTaHAap-
ToMEN ISO 13938-1. MoaroTtoeka 06pasLoB K NpoBeAEHUIO UCTIbITAHUA BO BNIAXXHOM COCTOAHUM A0MKHA ObiTb
npoBeaeHa B COOTBETCTBUN co cTaHgapTom EN 29073-3.

MpumevaHus

1 YcnoBusi, B KOTOPbIX NPOBOASTCS UCTbITAHWUS, AONXHbI 6bITb NPUBEAEHBI B MPOTOKONE UCTIbITAHUIA.

2 Ecnu cyliecTtByloT pa3nvyms B pesynbTaTax UCrnbiTaHui ABYX CTOPOH MaTepuana, TO AOIDKHbl 6bITb NPOBeAeHbI
McnbiTaHusl 06enx CTOPOH U pe3ynbTaTbl 4OMXKHb! ObITb OTPaXXeHb! B NPOTOKONE.

5.6 MeTtoa McnbITaHMA ANS1 OLEHUBaHUA NPOYHOCTU Ha pacTsaXeHue B CYyXOM U BITaAXHOM
COCTOAHUU

[ns oueHNBaHNSA MPOYHOCTU Ha pacTsXKeHUe naaenme AomkHo OblTb UCMBITAHO B COOTBETCTBUM CO CTaH-
naptom EN 29073-3, B cyxoM U BNa)KHOM COCTOSAHU, B MPOAOSIbHOM U NONepeyYHOM HarnpasreHusiX.

5.7 MeToa ucnbiTaHU ANA OLEHUBaHUS BIUTLIBAEMOCTHU

B Ttom cnyuyae, ecnu abcopbuma sBnseTcs pakTopoMm, 3asiBMIEHHbIM U3rOTOBUTENEM, PeKoOMeHAaYHT
MCNoMb30BaTh CNeayoLLyo MeTOAUKY OLeHUBAHUS BNNTLIBAEMOCTU:

a) BKayecTBe UCMbITaTeNbHOMXNAKOCTU NCMONb3YHOT ANCTUNNIMPOBAHHYH NN AEUOHU3NPOBAHHYIO BOAY;

b) pesynbTaTbl 4OMKHBI ObITh BbIpaXKeHbl B NPOLEHTHOM coaepXaHum cTekwwen xxuakoct (% RO) n npo-
LEHTHOM coaepXXaHun yaepXaHHon xuakoct (% Retention), BbiMMcneHHoM cneayowmm obpasom:

% Retention = 10 — % RO,

rae % Retention — npoueHTHOE cogepXaHue XUAKOCTU, yAepKaHHON MaTepnanom.

MpwnmedaHun e — OueHMBaHUE BMMTLIBAEMOCTN MOXET OCYLLECTBINATLCA HECKONBbKMMU MeTogamu. [Mpumepsi
METOZ0B UCTbITaHWUM NpuBeaeHb! B [3] 1 [4], HO CUMTaETCsl HEBO3MOXHbIM ONpeAenvTb eAVHCTBEHHbIV METOA, PacKpbIBato-
LMIA BCE acneKTbl OL&HMBaHWA BIMTLIBAEMOCTU 1 06ecneymBaioLLmil CONOCTaBUMbIe Pe3yrnbTaThl.

5.8 MeToa UcnbITaHUI AN OLeHUBaHUSA MUKPOBHOIM NPOHMULAEMOCTH B CYXOM COCTOSIHUM

Ons oueHUBaHNA MUKPOBHOM MPOHULAEMOCTM B CYXOM COCTOSIHUN U3aenune AOMKHO BbiTb UCMBITaHO B
cooTBeTCTBMU co cTaHaapToM EN I1ISO 22612.

5.9 MeTtoa ucnbiTaHUit NS OLLEHUBAHUA MUKPOGHOM NPOHUL2eMOCTU BO BNaXXHOM COCTOSIHUMN

[ns oueHMBaHUsA MUKPOGHOM NPOHNLAEMOCTM BO BIIaXKHOM COCTOSAAHUM U3AeNine ACIMKHO BblTb UCTbITAHO
B COOTBETCTBUN co cTaHgapToM EN 1ISO 22610.
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Mpunoxenne ZA
(cnpaBo4HOe)

CBsA3b MeXAy HacTosILUM CTaHAAPTOM U cyllecTBeHHbIMU TpeGoBaHuaMu OQupektusbl 93/42/EEC

Hactoawwmi ctangapt nogrotoBneH no nopyyenuio, BoigaHHomy CEN Esponernckon komucenen n EBponerickon
accouuaumei cBo604HON TOProBnuv, U o6ecneunBaeT NOATBEPKAEHUE COOTBETCTBMS CYLLLECTBEHHBIM TPe6OBaHNAM HOBO-
ronogxogak[1].

Mockonbky B ocdmumansHOM xxypHane EBponerickoro coobwectsa (EC) ecTb cebinky Ha HACTOSALLMIA CTaHAAPT Kak
obecneyvBatowmn TpeboBaHma [1] 1 NOckoNbKy OH ObiN YTBEPXKAEH Kak HAaUMOHaNbHbIV CTaHAAPT, No KpanHen Mepe, B
ofHoM rocypgapcTBe — udneHe EC, To COOTBETCTBME MONOXEHUSIM HACTOSILLENO CTaHAapTa obecneumBaeT COOTBETCTBME
cylecTBeHHbIM TpeboBanmsm [1] u HopmaTUBHBIM OKyMeHTam EBponerckon accoumauum ceobogHom Toproenu (EFTA).

Tabnunya ZA.1 — CooTBETCTBME MEXAY HACTOSILLMM cTaHZapTom u [1]

Paspenei/nopasnent! Hacrosuero CywectBeHHble TpebosaHus [1] KeanudukaumoHHble 3aMmevaHna/KOMMeHTapum
cTaHgapTa

4.1,5.1,5.2, 7,8 Hacrosawun crangapT npegHasHayeH ans npu-

5.3,54,57 MeHeHus coBmecTHo ¢ EN 13795-1 un [2]

55,56 4,5 —

NPEOQYNPEXOEHUE — [pyrue Tpe6oBanus n gpyrve Anpektnbl EC MOryT 6bITb NPUMEHEHbI K NPOAyKTam, nona-
Jaiowmm nog o6rnactb NPUMEHEHWsI HACTOSILLEro cTaHgapTa.
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Mpunoxenne OA
(cnpaBouHoe)

CBeaieHUA 0 COOTBETCTBUU MeXrocyaapCTBeHHbIX CTRHAARPTOB CCbINTOYHbLIM
MeXxayHapoaHbIM CTaHOapTaMm

Ta6nunua [OAA

0603Ha4YeHe U HaMEeHOBaHWe MeXayHapOaHOro cTaHaapTa

CreneHb
COOTBETCTBUS

0603Ha4YeHUe U HAaUMeHOBaHWUe
MEXrocyJapCTBEHHOro cTaHaapTa

EN ISO 139:2005 Wagenus TekctunbHble. CTaHgapTHbIe
aTMocdepHble YCNOBWSA Ansi KOHAMLMOHMPOBaHWSA U NPoBe-
OEHUs UCnbITaHUM

*

1ISO 9073-10:2003 WN3genusa TekcTunbHble. MeToab! nenbli-
TaHuM HeTKaHbIX maTepuanoB. Yacte 10. Kopnvsa n gpyrme
YacTuubl, 06pasyioLmecs B CyXoM COCTOSIHUM

EN ISO 11737-1:2006 Crepunuaaunsa meguumMHCKUX mage-
nuii. MukpoGuonormnyeckue metogel. YacTte 1. OueHka nony-
NSILMM MMKPOOPraHW3MOB Ha NpoayKLumm

EN 13795-1:2002 Xupyprudeckas ogexga u 6enbe, npume-
HsieMble Kak MeavUUHCKMe M3genus ans naumeHToB, Xupyp-
rmyeckoro nepcoHana u obopyaoeanus. Yacte 1. Obwue
TpeboBaHusi

IDT

FOCT EN 13795-1—2011 Xupypru-
yeckas ogexaa u 6enbe, npumeHse-
Mble KaK MEAUUMHCKME M3aenus ans
NauWeHTOB, XUPYPrU4ECKoro nepco-
Hana wu obopygosaHuA. Yacte 1.
O6wue TpeboBaHua

EN ISO 13938-1:1999 Wagenus TekcTunbHble. CBONCTBa
TKaHeln Ha paspbiB. YacTb 1. [nagpaBnnyeckMn metog onpe-
OelNeHns NPOYHOCTU Ha PaspbiB U pacTsKEeHne

*

EN 20811:1992 Wsgenus TekcTunbHble. OnpegenexHne Bo-
JOYyNopHOCTU. VcnbiTaHne rmapocTtaTtnyeckum daBneHnem

EN ISO 22610:2006 Xupypruyeckas ogexaa v 6enve, npu-
MEHsieMble KaK MegUUMHCKUE U3aenvs ansi nauneHToB, Xu-
pyprudeckoro nepcoHana wu obopypoBaHus. Mertop
UCMbITaHUS 4ns onpegeneHus MUKpPoOOHON NpoHMLaeMocTu
BO BII2XXHOM COCTOSIHUM

EN ISO 22612:2005 Opexga ans 3awmTtel oT Bo3byaute-
new NHMEKUMOHHBIX 3aboneBaHuin. MeTtog ucnoiTaHust ans
onpegeneHus MMKPOGHON NPOHNMLAEMOCTU B CYXOM COCTOSI-
HUK

EN 29073-3:1992 Wapenus TekcTunbHble. MeToabl UcnbiTa-
HUIM HeTKaHbIX MaTepmanos. Yacte 3. OnpegeneHne npoy-
HOCTU Ha paspbIB 1 pacTsXeHne

* COOTBETCTBYIOLLMI MEXIOCYAAPCTBEHHbIN CTAHAAPT OTCYTCTBYET. [l0 ero yTBepXaeHNn PEKOMEeHAYETCA UCNOorb-
30BaTh MEPEBOA HA PYCCKUI A3bIK AAHHOTO MEXAyHApOAHOro cTaHgapTa. Mepesog AaHHOrO MeXOAyHapoaHOro CTaH-
Japta HaxoguTcst B PegepanbHOM MHOPMALMOHHOM (POHAE TEXHUHECKUX PErnamMmeHTOB U CTaHOapTOoB.

M pnMmevYyaHne — B HacTosiweM cTaHgapTe Ncnonb3oBaHo cnepyouwee ycnoeHoe 0603HauYeHne cTeneHn cooT-

BETCTBUA CTaHAdapTa:
- IDT — naeHTUYHbI cTaHaapT.




FOCT EN 13795-2—2011

[1] Directive 93/42/EEC
[2] EN 13795-3:2006

[3] 1ISO 9073-11:2002

[4] 1SO 9073-12:2002

Bubnuorpadua

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

Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical staff
and equipment — Part 3: Performance requirements and performance levels
(Xupypruyeckas ogexaa u 6enbe, NpMMeHSeMbIe Kak MEAULIMHCKUE U3AENNA ANA NALUWEHTOB,
XUpyprudeckoro nepcoHana n obopygosanus. Hacte 3. TpeboBaHWs K UCMONHEHWIO Y YPOBHM
MCNOMNHEHUs)

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

(N3genus TekcTUnbHbIE. MeToabl UCNBITAHUM HeTKaHbIX MaTepuanos. Yacte 11. Ctekanue
XKNOKOCTH)

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

(U3penua TekcTuNbHbIe. MeToabl UCTbITaHWii HeTKaHbIX MaTepuanos. YacTe 12. TpeGoBaHus
K abcopbuum)
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