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NMpeaucnosue

Llenn, oCHOBHbIE MPUHLMMBI M NOPSAA0K NPpoBeAeHMs paboT No MeXrocynapCTBEHHOW CTaHAapTU3aLmm
yctaHoBneHbl FTOCT 1.0—92 «MexrocygapcTBeHHas cuctema ctaHgaptusaumm. OCHOBHbIE MOMOXEHUSA» U
FOCT 1.2—2009 «MexrocygapcTBeHHas cucteMa ctangaptmsauun. CtaHgapTel MEXIOCY4apCTBEHHbIE, Npa-
BMMa U pekoMeHAaLmMm Mo MeXrocygapCTBEHHON cTaHgapTu3auun. Npasuna pa3paboTku, NPUHATUSA, NpUMe-
HEeHUs, OOHOBNEHUS U OTMEHbI»

CBepeHusA o cTtaHaapTe

1 NOAIrOTOBJIEH ®enepanbHbIM rocygapcTBEHHbIM YHUTapHbIM npeanpuatnem «Bcepoccumnckun
Hay4yHO-UCCNeaoBaTeNbCkMn  MHCTUTYT  CTaHZapTu3auum U cepTudukauMm B MaLUMHOCTPOEHUMW»
(BHUAHMALL)

2 BHECEH ®epgeparnbHbiM areHTCTBOM M0 TEXHUYECKOMY perynmpoBaHuio U METPOSIOrim

3 MPUHAT MexrocyaapCTBeHHLIM COBETOM MO CTaHZapTU3auuun, MeTposiorun n ceptndurkanmm (npo-
ToKOoN OT 29 HoA6pPsA 2011 1. Ne 40)

3a npuHsTME NPOronocoBanu:

KpaTKoe HanmMmeHoBaHWe CTpaHbl No Kog CTpaHbl COKpaLLl,eHHoe HanmeHoBaHMe HauMoHanbHOro opraHa
MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTusaumu

Benapycb BY loccraHpgapt Pecny6nukm benapych

KazaxcTtaH Kz loccraHpgapt Pecnybnukn KazaxctaH

KbipreizctaH KG KblprbiactaHgapT

Poccuiickas ®epepauns RU Poccrangapt

4 Tlpukasom GegeparnbHOro areHTCTBa Mo TEXHNYECKOMY perynupoBaHuio u metponorum ot 13 gekabps
2011 r. Ne 1266-cT mexrocygapcteeHHbir ctaHgapt FOCT EN 13795-2—2011 BBeaeH B AeNCTBUE B KayecTBe
HauuoHanbHoro ctangapTa Poccuickon ®epepaumm ¢ 1 aHBaps 2013 .

5 Hactoawuin ctaHgapT MOeHTUYeH eBpornenckoMy permoHanbHomy ctaHgapty 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 (Xupypruyeckas ogexaa n 6enbe, NpuMeHsieMble Kak MEQULMHCKUE n3ae-
nma ans nauneHToB, XMpYpPryeckoro nepcoHana n obopynoBanud. Yactb 2. MeToabl UCMbITAHUR).

CTteneHb cooTBETCTBUA — naeHTndHas (IDT).

CBefieHns 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTAHAAPTOB CChINIOYHbIM MEXAYHapOAHbIM CTaHaap-
TaMm npuBeaeHbl B JONONHUTENBHOM npunoxxeHun JA.

CtangapT nogrotoBneH Ha ocHoBe npumeHeHns FTOCT P EH 13795-2—2008

6 BBELEH BINEPBbIE

UHopmayus o esedeHuu 8 delicmeue (rpekpauwjeHuu delicmeusi) Hacmosiw,e2o cmaHdapma rybnuky-
emcs 8 exxeMecsiYHO uddasaeMoM UHGhopMayUOHHOM yka3zamerne «HayuoHarnsHbie cmaHOapmbly.

UHopmayusi 06 usMeHeHUsIX K Hacmosuwemy cmaHdapmy nybnukyemcs 8 exe200H0 u3dasaemMom
UHGhopMaUuUOHHOM yKka3amerie «HauyuoHarnbHbie cmaHdapmbl», @ MeKcm U3MeHeHUU U MornpasoK — 8 exxeme-
CSIYHO u30asaeMbix UHGhOpMaUUOHHbIX yKkazamernsx «HayuoHansHbie cmaHdapmaly. B cnyyae nepecmompa
usu ommMeHbl Hacmosiwez2o cmaHdapma coomeemcemeyrowias UHghopmayusi 6ydem onybriukoeaHa 8 exeme-
CAIYHO U30asaeMoM UHGhopMaUUOHHOM yka3amersie «HayuoHansHble cmaHdapmbl»

© CraHgapTuHdgopm, 2013

B Poccuiickon ®egepaumm HaCToSALWNN CTaHAaPT HE MOXET ObITb NOSTHOCTLIO NI YaCTUYHO BOCMPOU3Be-
[JEH, TUpPaXXMpOoBaH 1 pacnpocTpaHeH B kKa4yecTBe odumumManbHOro u3gaHus 6e3 paspelleHns degepansHoro
areHTCTBa No TEXHUYECKOMY peryrnmpoBaHuIo U MeTponornm
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BBepeHue

CtaHgapTtbl cepun EN 13795 coctodAT ns Tpex Yacten nog obwmmMm HaMMmeHoBaHMeM «Xupypruyeckas
ogexpaa u 6enbe, NpUMeEHsieMble Kak MeauLMHCKME U34enus Anst NauMeHToB, XMpypruyeckoro nepcoHana v
obopynoBaHua»:

-vyactb 1 «OOwue TpeboBaHMnAY;

-yactb 2 «MeToObl UCNbITAHUNY;

-yactb 3 «TpeboBaHMsA K UCMONTHEHWNIO Y YPOBHW UCMOMHEHNUS».

B KOHTEKCTE HaCTOsILLEro CTaHaapTa K XMPYPruyecKom ogexae OTHOCAT XMPYpPruyeckme xanaTbl U KOCTHo-
Mbl 4J19 YUCTbIX MOMELLEHWI, a K XMPYPrnYeCcKOMy Benblo — XMPYpPruyeckmii NOKPOBHBIN MaTepurarn.

Ctangaptbl cepumn EN 13795, coBmecTHO co ctaHgaptamm EN ISO 22610 n EN ISO 22612, 6asupytotcs
Ha CyLLeCTBEHHbIX TpeboBaHUAX, n3noxeHHbIX B [1]. MprBeaeHHbIe B HUX 06Lwme TpeboBaHUsA n pekoMmeHaaLumm
npeaHa3HayeHbl AN Oka3aHWs NOMOLLIM MONb30BaTensiM, U3roTOBUTENAM M UCMbITATENbHbIM LIEHTPam B Npo-
eKkTMpoBaHuun, o6paboTke, oLleHMBaHUK 1 BbIBOpE XMpypruyeckomn ogexabl v 6enbs.
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M E X TToOCUY.AAPGCTH BETHHUB # C TAHOAPT

XUPYPI'MYECKAA OOEXOA U BEJNIbE, NIPUMEHAEMbIE KAK MEOULUWHCKUE U3OENUA
and NnAUMEHTOB, XUPYPITMYECKOIO NMEPCOHAJIIA U OBOPYNOBAHUA

YacTtb 2

MeToabl ucnbiTaHUN

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

OaTta BBegeHns — 2013—01—01

1 ObnacTb NpUMeHeHus

HacTtoswumn CTaHOapT yCTaHaBinMBaeT MeTOobl ncnbiTaHUn Ans oueHnBaHNA XapaKTepUucTuk Xxmpyprum-
YEeCKUX XanartoB, XMpyprun4eckoro nokKpoBHOro matepuarna 1 KoCTroMoB Ada YACTbIX NOMELLLEHUNA.

MpnmedvyaHns

1 MeToabl ucnbiTaHWI ONpeaeneHbl NTOCPeACTBOM CCbINIOK HA CTaHAAPTHbIE METOAbI UCTBbITAHWIA C YCTaHOBIIEHNEM,
npv Heo6XxoAMMOCTU, MONPABOK C LieNbo agantauum MeTogoB UCNbITaHWI K LeNsM HacTosILLero ctaHaapTa.

2 HacTtosawui cTaHaapT He pacnpoCcTpaHsaeTCd Ha MeTOA UCTIbITAHWI AN OLLeHUBaHWS aare3ny maTepuana npuy ero
ukcaLmmn ¢ Lenblo orpaHMyeHust onepaumoHHoro nons. Ons nonyyeHus 6onee nogpoGHoW MHdoOpMaLmMmn no agreaum
mMaTtepuana npu ero omkcaLmm ¢ Lesbio orpaHmyeHuns onepawmoHHoro nongd cm. EN 13795-1, npunoxexwue B.

2 HopmaTtuBHbI€e CCbINIKU

B HacTosiLem cTaHgapTe MCNoSb30BaHbl HOPMAaTMBHbIE CChINIKM Ha CrieaytoLme cTaHaapThbl:

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
(Xvpyprudeckas ogexaa v 6ernbe, NnpuMeHsieMble Kak MegULUHCKUE U3OEeNNs 4118 MALNEHTOB, XMPYPrM4eckoro
nepcoHana n obopygoaHus. Yacte 1. O6wme TpeboBaHms)

EN 20811:1992 Textiles — Determination of resistance to water penetration — Hydrostatic pressure
test (Msgenusa TekctunbHble. OnpegeneHne BOAOYNOPHOCTU. MIcnbITaHne rMapocTaTUYECKUM SABIIEHNEM)

EN 29073-3:1992 Textiles — Test methods for nonwovens — Part 3: Determination of tensile strength
and elongation (3genus TekctunbHble. MeToabl UCNbITaHWUIA HETKaHbIX MaTepmanoB. YacTtb 3. OnpegeneHune
MPOYHOCTM Ha Pa3pbIB U PACTSXKEHME)

EN ISO 139:2005 Textiles — Standard atmospheres for conditioning and testing (M3genusa Tekctuns-
Hble. CTaHgapTHblE aTMOCEpPHbIE YCNOBMSA 1151 KOHOMLVOHMPOBAHMWS 1 MPOBEAEHUS UCTBbITAHWIA)

EN ISO 11737-1:2006 Sterilization of medical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products (Ctepunusauus MeamumHcknx nsgenuii. Mmkpo-
6uonornyeckne metogbl. HYacTe 1. OueHka nonynsaumnmM MMKPOOPraHM3MOB Ha MPOAYKLMN)

EN ISO 13938-1:1999 Textiles — Bursting properties of fabrics — Part 1: Hydraulic method for
determination of bursting strength and bursting distension (13genusa TekctuneHble. CBONCTBa TKaHen Ha pas-
pbiB. YacTe 1. M'mapaBnuyeckuin meTog onpegeneHnsi NPOYHOCTU Ha pa3phbliB Y pacTsKeHne)

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-
Yyeckasi ogexaa n bernbe, NpMMeHsIEMbIE Kak MEAVLIMHCKUE U3OEeNnUs AN NauneHToB, XMPYPrnyeckoro nepcoHa-
na u obopygoBaHuda. Metoa ucnblTaHua Onsi onpedeneHns MUKPOOHOM NPOHULAEMOCTU BO BIIAXXHOM
COCTOSIHUN)

U3paHue ochnumanbHoe
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EN ISO 22612:2005 Clothing for protection against infectious agents — Test method for resistance to
dry microbial penetration (Ogexxga ons 3awwmTbl oT BO3byamTeNnen MHeKUNOHHbIX 3abonesaHmin. MeTog ncnbl-
TaHUs Ans onpegeneHns MUKPOOHOM MPOHULLAEMOCTHU B CYXOM COCTOSIHMM)

ISO 9073-10:2003 Textiles — Test methods for nonwovens — Part 10: Lint and other particles
generationinthe dry state (M3genusa TekctunbHble. MeToabl UCMbITAHU HETKaHbIX MaTepuanos. YacTb 10. Kop-
nus 1 gpyrue 4actumubl, 06pasyoLmnecs B CyXom COCTOSHMM)

3 TepmuHbI M onpeaeneHns

B HacTosiwem ctaHgapTe npumeHeHbl TepMuHbl no EN 13795-1, a Takke cnefytolime TepMuHbI C COOT-
BETCTBYHOLLMMYU ONpeaeneHnsamm:

3.1 konoHueob6pa3syLwas egmHuua (colony forming unit — CFU): EamHuua namepeHus, ucrnonbaye-
Mas 4NS BbIpaXXeHUs Yyncra KynbTyp MUKPOOPraHU3MOoB.

MpunMedyaHune—Yucno kynbTyp NnpeacraBnseT cobon YNCNO MUKPOOPraHU3MOB, OTAENbHBLIX KNETOK U NX
CKOMNMeHni, cnocobHbIX OpMUpPOBaTL KONOHMN B TBEPAON NUTATENbLHOW Cpeae.

3.2 npoaykr (product): Xupypruyeckuin xanat, XMpyprisyeckuii NOKPOBHbIA MaTepuar, a Takke KOCTIOM
OJ151 YNCTbIX MOMELLEHUI (B KOHTEKCTE HACTOSILLEro cTaHaapTa).

4 Tpeb6oBaHUA K UCTIbITAHNAM

4.1 OOwWwume nonoxeHus

Ecnu unagenue gomkHO nCnonb3oBaTbCs Nocrne cTrepunmniaunmn, To uCnblTaHNA OOJTXKHbI ObITb npoBeaeHbl
Ha n3gennn nocrne ctepunn3aumn, 3a UCKNno4YeHnem TeCToB Ha MI/IKpOGHle YUCTOTY.
McnbiTbiBaTh HEOOXOANMO npexae Bcero noteHuymanbHO cnabble MmecTa n3genus.

4.2 ATmocdepHble ycroBusA Arns KOHAULMOHMPOBaHUS U NPOBeAeHUS UCTNbITaAHUN

B Tex cnyyasix, korga B cTaHAapTHbIX METOAAX UCMbITaHWI He onpeferneHbl aTMocdepHbIe YCroBUS ANns
NnpeaBapuUTENbHOrO KOHOULMOHMPOBAHUS, KOHAWULMOHNPOBAHUSA U NPOBEAEHMST UCTMbITAHUIA, OOIMKHbI ObITb
BbINOSIHEHbI TEXHUYECKMe TpeboBaHus ctaHgapTa no EN ISO 139.

Mepen npoBeAeHNEM UCNbITaHWI 06pa3sLbl 4OMKHbI ObITh BblAep)KaHbl B HEHArpy>KEHHOM COCTOSIHUN.

5 MeTtoabl ucnbiTaHUN

5.1 MeTop ucnbiTaHW NS OLeHUBAHUS MUKPOGHOM YUCTOTbI

[lns oLleHnBaHNA MUKPOBHOW YNCTOThI M3aenne OMKHO BbITb MCMbITAHO B COOTBETCTBUM CO CTaHAapTOM
ENISO11737-1.

MpumeyaHune—CrangapTENISO 11737-1 He ycTaHaBnuBaeT KOHKPETHOrO MeTo4a UCMbITaHWI, HO yCTaHaB-
nvBaeT TpeboBaHUs K MeTOAaM UCTbITAHUIA U UCMbITaTeNbHbIM ycTpoicTBam. TpeboBaHusa ctaHgapta EN ISO 11737-1
OOIMKHbI ObITb TAKUMU, YTOObI Pa3nnMyYHble METOAbI UCTIbITAHMI, pa3paboTaHHble B COOTBETCTBUN C AaHHBIM CTaHAAPTOM,
Aasanu conoctaBmmble pedynbTaTthl. Pesynbrat gomkeH 6biTb BoipaxeH B8 CFU/100 om2.

5.2 MeTop ucnbITaHWUI ANA OLEeHUBAHUS YNCTOTbI B HaCTU MHOPOAHbIX YacTuUly

[Insi oLeHNBaHUS YACTOTbI B YAaCTU MHOPOAHbIX YacTuL, U3aenne 4OMKHO BbiTb MCNbITAHO B COOTBETCTBUM
co ctangapTtom ISO 9073-10.

MpumedyaHuns

1 MexayHapogHbi ctaHgapT ISO 9073-10 npegycmaTpuBaeT npoBefeHue UCMbITaHUi B TaMUHapHOM LIKady.
BaxxHo noATBEPANTL, YTO NTaMUHAPHbIV MOTOK COXpaHSeTCs B TOM cryyae, korga obopyaoBaHue, HeobxoamMmoe Assi npose-
OeHNsA NCMbITaHniA, pacnonaraeTcs B Wkady.

B HacTosLweM cTaHaapTe NPUMEHSAIOT HUXecneayoLmne cneumarnbHble NoNpaBKku A5 OLLEHNBaHNS YNCTOThI B 4acTu
NHOPOAHBIX YacTuu,.

2 BpaHHOM npoleaype He AienatoT pasnnymsa Mexay YacTuuamMu v Koprnven B nepuos nposeaeHus npoueaypbl, nos-
TOMY OHa BKrtoyaeT B cebs1 06a KOMNOHeHTa:

- AOIMKHbI BbITb MOACHMTaHBI YacTULbl PasMepoMm OT 3 A0 25 MKM.

3 Cuuraetcs, 4TO YacTuLbl pa3mepom oT 3 A0 25 MKM CMOCOOHbI NEPEHOCHTL MUKPOOPraHN3MBbI:

- YMCNOo YacTuUL, NoAcHMTaHHoe ¢ nowarosbiM MHTepBanom 30, 60 1 90 ¢, cymmupyeTcs Ans onpeaeneHus cogepxa-
Hus Yactuy (PM):
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PesynbTaT ncnbiTaHuii 4OMKeH ObITb NpeacTaBneH B BUAE MHAEKCA codepkaHus yacTtuy (IPM), Beipa-
YKEHHOTO AeCATMYHbBIM norapucgmom Ig oT cogepkaHus Yactuu,;

IPM = IgPM.
5.3 MeTtopa ucnbiTaHun ANsi OLeHMBaHUA NbINIEBOPCOOTAENIEHUA

[Ins oLleHMBaHMSA NbINEBOPCOOTAENEHNS 3aeNue AOIMKHO OblTh MCMbITAHO B COOTBETCTBMM CO CTaHaap-
Tom ISO 9073-10.

MpumeyaHune—MexagyHapogHbii ctangapt ISO 9073-10 npegycmatpvBaeT npoBefeHUe UCMbITaHUN B
namuHapHoM Lwkacdpy. BaxHo noaTBepanTb, YTO NaMUHAPHBLIN NOTOK COXpaHsieTCa B TOM cryyae, koraa obopyaosaHue,
HeobxoaMMoe ANng NpoBeAEeHWS UCNbITaHWI, pacnonaraeTcs B LWKagy.

Pe3yanaT NUcnbiTaHuA, T. €. KOS(b(bVIU,I/IGHT nblfieBoOpcooTAENIEHNA, OOJTXEH ObITb NOACYMTaAH ANs YacTumL
pa3mepom oT 30025 MKM M npeacrtasrieH B Buge JecAtTn4Horo norapmcbma OT NOJTy4YEHHOro 3Ha4YeHUA.

MpumedyaHune— Cuntaercs, 4TO YacTulpbl pasmepom OT 3 00 25 MKM CnoCcOOHbI NEPEHOCUTL MUKpPOOpra-
HU3MbI.

5.4 MeTop ucnbiTaHUM oNsi OLeHMBaHUSA BOJOYNOPHOCTH

[na oueHnBaHWUsi BOOOYNOPHOCTU U3fenme AOMKHO 6bITb UCNBbITAHO B COOTBETCTBUM CO CTaHOAPTOM
EN20811.

MpuMeHsaOT cnepytolime cneyunanbHble NONpaBky K npoueaype, uanoxeHHon B ctaHaapte EN 20811,
ONs UICNONb30BaHMs €€ B HACTOSILLLEM CTaHOapTe:

a) nnowanb UCrbITaHUi AoMKHa cocTasnsaTb 100 cm?;

b) ckopocTb yBenuueHmsa gaeneHus Boabl 4osmkHa coctaBnath (10,0 + 0,5) cm/mMuh;

C) CTOpOHa U3[enus, HaxoasLWasacs B KOHTAKTE C UCMbITAaTENbHOW XXUAKOCTLIO, AOSKHA ObITh BHELLHEN
CTOPOHOM.

5.5 MeTop ucnbiTaHUM ONsi OUEHUBaHUA NMPOYHOCTU Ha pa3pbIiB B CyXOM U BJTa)KHOM COCTOAHUN

[ns oueHMBaHMS NPOYHOCTU Ha pa3pbiB U3Aenne AOMKHO ObiTb UCMbITAHO B COOTBETCTBUM CO CTaHAap-
ToMm EN ISO 13938-1. Nogrotoeka 06pasLoB K NpOBEAEHMIO UCMbITAHMI BO BNAXXHOM COCTOAHUM AOSMKHA ObITh
npoBeaeHa B COOTBETCTBMM cO cTaHaapTom EN 29073-3.

MpumeyvyaHns

1 YcnoBusi, B KOTOPbIX NPOBOASATCSA UCMbITAHUS, AOMKHbI ObITb NPUBEAEHbLI B MPOTOKOIE UCMbITAHWUA.

2 Ecnu cywecTByOT pas3nuyns B pedynbTaTax UCMbITaHUIA ABYX CTOPOH MaTtepuana, To A0MKHbl ObiTb NpoBeaeHbl
ucnbiTaHWs 06enx CTOPOH U pe3yrbTaThl AOMKHbI ObITb OTPaXKeHbI B NPOTOKOIE.

5.6 MeToa wucnbiTaHMA ANA OLEHUBAHUA NPOYHOCTM HA pacTsXKeHMe B CYXOM U BIaXXHOM
COCTOSIHUM

[ns oLeHMBaHMA MPOYHOCTM Ha PacTsKEHNE U3Lernmne JOJMKHO ObITh MCMbITAHO B COOTBETCTBUUN CO CTaH-
aaptom EN 29073-3, B CyxOM 1 BNa>XHOM COCTOSIHUW, B MPOAONbHOM U MONepeyHOM HanpaBreHusiX.

5.7 MeTopa ucnbiTaHUM ANS OLleHUBaHUA BNUTbLIBAEMOCTHU

B Tom cnyyae, ecnn abcopbuus aBnsieTca GakTopoM, 3asiBNEHHbIM U3rOoTOBUTENEM, PEKOMEHAYIOT
NCNonb30BaTh CNeayHoLLy0 METOANKY OLlEHNBaHUA BNUTLIBAEMOCTMU:

a) BKa4yecTBe UCMbITaTENbHOM XKXNOKOCTN UCMONb3YT AUCTUNNMPOBAHHYHO U AEVOHU3NPOBaHHY0 BOAY;

b) pesynbTaTbl AOMKHBI ObITb BblpaXXeHbl B MPOLEHTHOM COAEpPXaHUn cTekwwen xugkoctm (% RO) n npo-
LLlEHTHOM coAepxaHun yaepxaHHon xugkoctu (% Retention), BblumcneHHon crnegytowmnm obpasom:

% Retention = 10 — % RO,
roe % Retention — npoueHTHOe coaepXaHne XnakocTu, yaepXaHHOM MaTepuarnom.

MpunmedyaHune— OueHnBaHMe BNMTHIBAEMOCTU MOXET OCYLLECTBNATLCH HECKOMbKMMU MeToAamu. MNpumepsbl
MEeTOA0B UCNbITaHWUM NpuBeAeHsbl B [3] 1 [4], HO cunTaeTCs HEBO3MOXHbIM ONPeAenuTb €AMHCTBEHHBIN METOS, packpbiBato-
LLIMIA BCE acnekTbl OLeHMBaHNS BNUTBIBAEMOCTU 1 06ecneunBatoLLmin conocTaBMmble pe3ynbTaThl.

5.8 MeTop ucnbiTaHM ANS oLeHNBaHUS MUKPOOHOM NPOHMLIAEMOCTU B CYXOM COCTOSAAHUM

[nsa oueHnMBaHUA MUKPOOHOW NPOHMULLAEMOCTN B CyXOM COCTOSIHUM M3Oenue OOMKHO ObiTb UCTMbITAHO B
cooTBeTCTBUM co cTaHaapTom EN ISO 22612.

5.9 MeTop ucnbiTaHUM ANt OleHUBaHUA MUKPOOHOW MPOHNLLaeMOCTU BO BJIAXKHOM COCTOSAHUMN

[ns oueHnBaHUst MUKPOBHOM MPOHMLIAEMOCTU BO BNAXXHOM COCTOSIHUM U3Aenne A0MKHO ObITb UCMbITAaHO
B cooTBeTCTBUM co cTaHgapTom EN ISO 22610.
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MpunoxeHune ZA
(cnpaBo4Hoe)

CBsA3b MeXAy HACTOSILMM CTaHAAPTOM M CcyllecTBEeHHbIMU TpeboBaHuamu Oupektusbl 93/42/EEC

HacTtosiwuin ctaHgapT NnoaroToBrieH Mo nopyyeruto, BbliaaHHoMy CEN EBponerickoin komuccuen n EBponenckon
accouuaumer cBobogHOM TOprosnu, 1 obecneynBaeT NOATBEPXKAEHNE COOTBETCTBMS CYLLECTBEHHbIM TPEOOBaHNSIM HOBO-
ronogxogak[1].

MockonbKy B ochmumanbHoM xypHane EBponerickoro coobuiectsa (EC) ecTb CCbIfkM Ha HACTOALLMIA CTaHAAPT Kak
obecneunBatownii TpebosaHus [1] 1 NOCKONbKY OH BbiN YTBEPXKAEH Kak HaLMoHanbHbIA CTaHaapT, No KpanHen mepe, B
ofHoM rocyaapcTee — urnieHe EC, To COOTBETCTBME NOMNOXEHNAM HAcTosILLEro cTaHaapTa obecrneyBaeT COOTBETCTBUE
CyLLeCcTBEHHbIM TpeboBaHWsAM [1] M HOpMaTUBHBLIM IoKyMeHTam EBponerickor accoumanmm ceoboaHom Toprosnm (EFTA).

Tabnwuuya ZA.1 — CooTBeTCTBNE MEXAY HACTOALMM CTaHAapToM u [1]

Paspenbi/noapasAent! HacToswero CyuecTtBeHHble TpeboBaHus [1] KBanudukaunoHHble 3aMmevaHns/koMmeHTapum
cTaHgapTa

41,51,5.2, 7,8 HacTtosawmin ctangapT npegHasHaveH ans npu-

53,54,57 MeHeHus coBmecTHO ¢ EN 13795-1 u [2]

55,5.6 4,5 —

NPEQYNPEXAEHUE — [Opyrue Tpe6oBaHus n agpyrve Aupektubl EC MoryT 6biTb NpUMeEHeHbI K NpodykTaM, nona-
AatoLwmnm nog obnactb NPUMEHEHNs HAaCTosILLero cTaHaapTa.
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MpunoxeHue JA
(cnpaBo4HoOe)

CBefieHMs1 0 COOTBETCTBUM MEXrocyAapCTBEeHHbIX CTAHAAPTOB CCbINIOYHbIM
MeXAyHapoAHbIM CTaHAapTaMm

Ta6nunua QA1

CTeneHb O603HaveHne n HammeHoBaHue

O60o3Ha4eHne N HanMeHoBaHne MeXayHapoaHoro ctaHgapTa
COOTBETCTBUA MeXrocyaapCTBeHHOro ctaHgapTa

*

EN ISO 139:2005 Wsgenusa TekctunbHble. CTaHOapTHble —
aTMocdepHbIe YCNoBUS AN KOHOAULMOHMPOBAHMUS 1 NpoBe-
[EeHUs UCnbITaHWin

ISO 9073-10:2003 W3penusa TekcTunbHble. MeToabl UCnbI- —
TaHW HeTKaHbix maTtepuanos. Yacts 10. Koprnusa n gpyrue
YacTuubl, obpasyoLMecs B CyXOM COCTOSIHUN

EN ISO 11737-1:2006 Ctepunusauma MEANLMHCKUX M3ae- — *
nuii. Mukpobuonormdeckne metogbl. Yactb 1. OueHka nony-
NAUMM MUKPOOPraHM3MOB Ha NPOAYKLUN

EN 13795-1:2002 Xupyprudeckas ogexga v 6enbe, npume- IDT FOCT EN 13795-1—2011 Xupypru-
HsieMble Kak MegULMHCKUE U3aenus Ans NauneHToB, XMpyp- Yeckas ogexaa u benbe, NpUMeHsie-
rMYeckoro nepcoHana um obopypoBaHus. Yactb 1. O6wme Mble Kak MeauUWHCKUe mu3genus ans
TpeboBaHua NauMeHTOoB, XUPYpPruyeckoro nepco-
Hana u obopypoBaHusa. Yactb 1.
O0bwwue TpeboBaHus

EN ISO 13938-1:1999 Wspenusa TekctunbHble. CBoONCTBaA — *
TKaHew Ha paspbiB. YacTtb 1. [ngpaBnuyecknii meTos onpe-
[eneHnsi NPOYHOCTM Ha pa3spbiB U PacTsKeHNe

EN 20811:1992 W3agenusa TekcTunbHble. OnpeaeneHne Bo- —
poynopHocTu. cnbiTaHne rugpoctaTmyecknm aaBrieHnem

EN ISO 22610:2006 Xupypruyeckas ogexaa v 6envse, npu- — *
MeHsieMble KaK MeAULMHCK1e M3aenns Ans nauneHToB, Xu-
pyprnyeckoro nepcoHana v obopygosaHusa.  Metog
UcnbITaHNs AN onpegeneHnss MMKPOOHOW NPOHMLIAEMOCTM
BO BII@XXHOM COCTOSIHUM

EN ISO 22612:2005 Opexpa ansa 3awuTtbl oT Bo3OyauTe- —
nen MHAEKUMOHHBLIX 3abonesaHnini. MeToa ncnbiTaHusa Ons
onpegeneHnss MMKpoGHOM NPOHMLLIAEMOCTN B CYXOM COCTOS-
HUK

EN 29073-3:1992 W3pgenua TekctunbHble. MeToabl Ucnbita- —
HWUA HeTKaHbIX mMaTepuanoB. Yactb 3. OnpenenexHve npou-
HOCTW Ha pa3pbIB U PaCTSHKEHNE

* COOTBETCTBYHIOLLMIA MEXTOCYAAPCTBEHHbIN CTaHAapT OTCYTCTBYET. [lo ero yTBepXXaeHnsi pekoMeHAyeTCst UCMOorb-
30BaThb NEPEBO/ Ha PYCCKMiA A3bIK 4AHHOTO MEXAyHapoaHOro cTaHaapTa. MNepeBos AaHHOTO MeXAyHapOoAHOro CTaH-
JapTta HaxoauTcs B PefepasibHoM MHPOPMAaLMOHHOM (DOHAE TEXHUYECKMX PErfamMeHTOB 1 CTaHAapToB.

MpumeyaHne— BHacTosLLeM cTaHAapTe UCMONb30BaHO creaytoLLiee yCrnoBHoe 0003Ha4YeHNe CTENEHN CooT-
BETCTBUS CTaHAapTa:
- IDT — naeHTUYHbIN cTaHaapT.
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[1] Directive 93/42/EEC
[2] EN 13795-3:2006

[3] 1ISO9073-11:2002

[4] 1SO9073-12:2002

Bubnuorpadcus

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
(Xnpypruyeckas ogexaa v 6enbe, npuMeHsaeMble Kak MEAULNHCKME N3aenus Ansi NauneHToB,
XUPYPrnuyeckoro nepcoHana u obopynosaHus. Yactb 3. TpeboBaHUSA K UICMOMHEHWUIO U YPOBHU
UCMOMHEHNS)

Textiles — Test methods for nonwovens — Part 11: Run-off
(N3penusa TekcTunbHble. MeToabl UCNbITAHUI HETKaHbIX Matepuanos. Yactb 11. CtekaHne
XWUAKOCTW)

Textiles — Test methods for nonwovens — Part 12: Demand absorbency
(N3penua TekcTunbHblE. MeToAbI UCNbITAHWIA HETKaHbIX MaTepuanos. Yacte 12. TpebosaHus
Kk abcopbuun)
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YOK 613.48:006.354 MKC 11.140 M38 IDT

KntoyeBble cnoBa: MeauuMHCK1e nsgenus, XMpyprMHeCKMVI I'IOKpOBHbIVI maTtepuan, XVIpprVI‘-IeCKVIIZ Xanart, Koc-
TIOM 4151 YUCTbIX NOMELLEHUNIA, METO, UCTbITaHUI
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