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Mpeaucnosue

Llenn, ocHOBHblE NPUHLMMbI 1 NOPAAOK NPOBeAeHNs paboT Mo MeXrocyfapCTBEHHON CTaHAapTu3aLumum
yctaHoBneHbl FOCT 1.0—92 «MexrocygapcTtseHHasa cuctema craHgaptusaumm. OCHOBHbIE MOSIOXEHUA» U
[OCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTnsaunn. CtaHaapTbl MeXrocyAapCTBEHHbIE, Npa-
BWM1A M peKoMeHJauny no MexrocygapcTBeHHoM cTaHgapTusaummn. Npasuna paspaboTku, NPpUHATUSA, NpuMe-
HeHUsA. 06HOBNEHNSA Y OTMEHbI»

CBejeHusi o cTaHgapTe

1 NMOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM YHUTAPHBIM NpeanpusaTneM «Bcepoccuiickuii
Hay4YHO-UCCnefoBaTeNbCkUii  UHCTUTYT  cTaHAapTv3auMm 1 cepTudukaunum B MalMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perysiupoBaHuio 1 MeTponornm

3 MPUHAT MexrocygapCTBEeHHbIM COBETOM MO CTaHgapTu3aunm, MeTposiormm n ceptudukaumm (npo-
TOKON OT 29 HoA6ps 2011 r. Ne 40)

3a npuHATHE Nporonocosanu:

KpaTtkoe HaumeHoBaHWe cTpaHbl No Kog, cTpaHbl CokpalleHHOe HaMMeHOBaHWe HaLMOHa/IbHOro opraHa
MK(UCO 3166)004-97 no MK (MCO 3166) 004-97 no cTaHgapTM3auum

Benapycb BY FocctaHgapT Pecny6nuku Benapycb

KasaxcTaH Kz FocctaHpgapt Pecny6nukn KasaxctaH

KbiproiactaH KG Kbiprel3actangapTr

Poccuiickas ®epgepauns RU Pocctanpgapt

4 Tpukaszom ®efepanbHOro areHTCTBa No TeXHNYECKOMY peryinpoBaHuio 1 MeTponorumn ot 13 gekabps
2011 r. Ne 1266-cT MexrocyaapcTBeHHbIi ctaHaapT FTOCT EN 13795-2—2011 BBefgeH BAelicTBUE B KayecTBe
HauvoHanbHoro ctaHgapTa Poccuiickoli ®epepauuu c 1 aHBaps 2013 .

5 HacTtosAwwii cTtaHfapT MAEHTMYEH €BPOMNEeinckoMy pervoHasibHoMy cTaHgapTy EN 13795-2:2004
Surgical drapes, gowns and dean air suits, used as medical devices, for patients, clinical staff and
equipment — Part2: Test methods (Xupypruueckas ogexpga v 6enbe, npuMeHsieMble kak MeuunHCKue nsge-
VA NS NaUVeHTOB, XMPYPrMyeckoro nepcoHana n obopynoBaHus. Yactb 2. MeToabl NCNbITaHWi).

CTeneHb COOTBETCTBUA — naeHTu4YHasa (FOT).

CBefleHns1 0 COOTBETCTBUN MEXIOCYAapCTBEHHbIX CTaHAAaPTOB CCbIJIOYHBIM MeXAyHapOo4HbIM CTaHgap-
TaM npvBefeHbl B AONONHUTENLHOM NpunoxeHun JA.

CTtaHAapT NOAroToB/IEH Ha OCHOBe npumeHeHnsa TOCT P EH 13795-2—2008

6 BBEJEH BMNEPBbIE

MHdpopmauus o BBejeHUM B fielicTBUE (MpekpalleHny felicTBIs) HacTosILLero cTaHaapTa ny6nvky-
€T Cs1 B eXeMeCs4HO n3gaBaemMom MHOPMaLMOHHOM yKasaTene «HaunoHanbHble CTaHAapTbi».

MHdopmauua 06 M3MEHEHNSX K HACTOsILLEeMy CTaHaapTy ny6nkyeTCs B eXerofHo u3jaBaemMom
MHOpMaLMOHHOMYKa3aTe e «HauuoHanbHble cTaHAapThi», a TEKCT U3MEHEHU NMONPaBoK — B eXeMe-
CSAYHO U3AaBaeMbIX UH(POPMALMOHHBIX yKasaTensax «HaunoHabHble cCTaHgapThi». B ciyyas nepecMoTpa
WK OTMeHbl HACTOSALLero cTaHAapTa CoOOTBBTCRioyloLas uHdopmalus 6ygeT ony6MKoBaHa B exxeme-
CSIYHO U3aBaeMOM MHGIOPMALMOHHOM YKasaTesne «HaunoHabHble CTaHgapTbi»
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B Poccuiickoii ®efiepanyn HacTosILLMii CTaHAAPT HE MOXET 6bIThb MOTHOCTbLIO UM YACTUYHO BOCMPOU3Be-
[EeH. TPaXVPOBaH 1 pacnpocTpaHeH B kayecTBe oguumanbHOro n3gaHns 6e3 paspelleHns ®egepanbHoro
areHTCTBa No TEXHUYECKOMY pPeryiMmpoBaHuio 1 MeTposiorum
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BBepeHne

CtaHpapTbl cepum EN 13795 coCTOST U3 Tpex vacTeil noj o6LMM HavMeHoBaHUeM «Xupypruyeckas
ofexpaa v 6enbe, NpYMeHsemble Kak MefuLUHCKNe N3fenvsa 415 nauneHToB, XMpYpPruyeckoro nepcoHana un
060pyAoBaHNA»:

-4yactb 1 «O6Lue TpeboBaHUNA»;

-yacTb 2 «MeToabl UCnbITaHW»;

-y4acTb 3 «TpeboBaHMA K UCMOMHEHWIO N YPOBHU UCTMOSTHEHUS.

B KOHTEKCTe HacToALLero cTaHgapTa KXMpypruyeckoi ogexe OTHOCAT XMpYpruyeckme xanatbl M KOCTHo-
Mbl /151 YUCTbIX MOMELLEHWI, @ KXUPYPrnYeckomy 6ebto — XUpYpruyeckuii NOKPOBHbIA MaTepuan.

CraHpgapTbl cepun EN 13795, coBmecTHO co ctaHaapTammn EN 1ISO 22610 n EN ISO 22612, 6a3upytotcs
Ha CyLL,eCTBEHHbIX Tpe60BaHUsAX, U3N0XeHHbIX B [1]. MpuBeAeHHblIe B HUX 06L1e TpeboBaHMsA 1 pekoMeHaaLmmn
npefHasHayeHbl 419 0Ka3aHUs NOMOLLUM NONb30BAaTENAM, U3FOTOBUTENAM U UCMbITATE/IbHLIM LieHTpam B npo-
eKTMpoBaHun. 06paboTke, OLEeHNBaHNM 1 BbIGOpE XMPYPruyeckon ogexasl 1 6enbs.



FOCT EN 13795-2—2011

M E X IO CUY A4 APT CTBETUHHDbB 1 C TAHAOAPT

XUPYPITMYECKAA OAEXAA VN BE/IbE, NPUMEHAEMbBIE KAK MEAVWLUWHCKWE U3OENNA
ANnA NAUMEHTOB. XUPYPITMYECKOIO NMEPCOHANA 1 OBOPYNOBAHNA

YacTb 2

MeToabl UCNbITaHWU

Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical staffand equipment.
Part2. Test methods

fata BBegeHna — 2013—01—01

1 O6nacTb NPUMEHEHMS

HacTosAwwuii ctaHaapT ycTaHaBvMBaeT MeToAbl UCMbITaHUIA ANS OLEHMBAHWA XapakTepUCTUK XUPYpru-
YecKux xanaToB, XMpypruyeckoro NOKPOBHOIO MaTepuana U KOCTHOMOB /151 YUCTbIX MOMELLEHWIA.

MpumeyaHuns

1 MeToabl NCNbITAHU OnpeAeneHbl NOCPEACTBOM CCbIIOK Ha CTaHA4apPTHbIe MeTOAbl UCNbITAHUI CyCTaHOBNEHUEM,
npv Heo6Xxo4MMOCTH, NONPABOK C Le/blo afganTaynm MeToA0B NCNbITAHWIA K LeNsM HacTosILero cTaHaapTa.

2 HacTtoswuii cTaHAapT He pacnpocTpaHAeTCsa Ha MeTo/ UCNbITaHUA NS OLeHNBaHUS aAresnn matepuana npu ero
ukcauum c uenbio OrpaHnYyeHns onepauumoHHOro nons. Ans nonyyeHus 6onee nofpo6Hoi MHpopmauum no agresnu
mMatepuana npu ero ukcaunm ¢ Lenblo orpaHnyeHns onepaumornHoro nons cm. EN 13795-1, npunoxeHue B.

2 HopmaTtuBHbIE CCbINKU

B HacToslWwem cTaHfapTe UCNOIb30BaHbl HOPMATMBHbIE CChIJIKU HAa cneayoLlme 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
(Xupypruyeckas ogexga v 6enbe, npuMeHsemble kak MeAnLMHCK1e U3genus gns nauueHTos, XMpypruyeckoro
nepcoHana v o6opygosanma. Hacts 1. O6ume TpeboBaHuns)

EN 20811:1992 Textiles — Determination of resistance to water penetration — Hydrostatic pressure
test (M3genua TekcTunbHbIe. ONpegeneHHo BOAOYNOPHOCTH. VcnbiTaHne rmapocTaTuieckum gasieHem)

EN 29073-3:1992 Textiles — Test methods for nonwovens — Part 3: Determination of tensile strength
and elongation (M3genvsa TekcTuabHble. MeToabl UCMbITaHW HeTKaHbIX MaTtepranos. YacTb 3. Onpeaenexve
NMPOYHOCTMN Ha paspbIB U PaCTAXKEHNE)

EN ISO 139:2005 Textiles — Standard atmospheres for conditioning and testing (13genuns TekcTuib-
Hble. CTaHAapTHble aTMOCepHble YCI0BUA ANS KOHAULWOHUPOBAHWSA 1 NPOBEAEHNSA UCNbITaHNIA)

EN ISO 11737-1:2006 Sterilization of modical devices — Microbiological methods — Part 1:
Determination of a population of microorganisms on products (CTepunusauus MeguuMHCKNX nsgenuii. Mukpo-
6uonornyeckne metogpl. Hactb 1. OueHka nonynsauMm MMKPOOPraHM3MOB Ha NPOAYKLNN)

EN ISO 13938-1:1999 Textiles — Bursting properties of fabrics — Part 1: Hydraulic method for
determination of bursting strength and bursting distension (/13gennsa TekcTunbHble. CBONCTBA TKaHeW Ha pas-
pbiB. YacTb 1. Fnagpasnuyeckunii meTo onpefeneHns NnpoYHOCTY Ha paspbiB U pacTsXKeHne)

EN ISO 22610:2006 Surgical drapes, gowns and dean air suits, used as medical devices, for patients,
clinical staffand equipment — Test method to determine the resistance to wet bacterial penetration (Xvpypru-
yeckas ogexaa v benbe, NpYMeHseMble Kak MeAuLMHCKME N34enns AN nauneHToB, XMPYpPruyeckoro nepcoHa-
na un obopygoBaHusi. MeTof uChbITaHMS ANA OnNpeAeneHns MUKPOOHOW NPOHMLAEMOCTW BO B@XHOM
COCTOSAHUN)

N3paHne opuynanbHoe
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EN ISO 22612:2005 Clothing for protection against infectious agents — Test method for resistance to
dry microbial penetration (Ogexaa ansa 3awmTbl 0T BO36yAMTeNell MHEKLNOHHbIX 3a601eBaHNiA. MeToA Ucnbl-
TaHua 4na onpegeneHns MMKPO6HON NPOHNLAEMOCTUN B CYXOM COCTOSIHWM)

ISO 9073-10:2003 Textiles — Test methods for nonwovens — Part 10: Lint and other particles
generation inthe dry state (13genus TekcTunbHble. MeToAbl UCNbITAHWIA HETKaHbIX MaTepuanos. YacTb 10. Kop-
nus v apyrve yactuubl, o6pasytoLinecs B CyXxoM COCTOSHUN)

3 TepMuHbI 1 onpeaeneHns

B HacToslem cTaHgapTe npuMeHeHbl TepMuHbl no EN 13795-1. a Takxe cnegytolme TepMUHbI C COOT-
BETCTBYIOLUMY ONpeseneHnsMu:

3.1 konoHmeobpasywuwasn eguHuua (colony forming unit— CFU): EguHuua nsmepeHus, ncnosnbaye-
Mas A1 BblpaXKeHWs ynucna KynbTyp MAKPOOPraHN3MOB.

NMpumevyaHune — Yucno KynbTyp npegcraBnseT co6oii YNCNO MUKPOOPTraHU3MOB, OTAE/MbHbIX KNeTOK Un nux
CKOMMNeHW, cnocobHbIX hOpMUpPOBaTHL KOSIOHUU B TBEPAOM NUTaTeNbHOWN cpefe.

3.2 npopyKT (product): Xupyprudeckuii xanaT, XMpypruyeckuii NOKPoBHbIA MaTepuas, a Takke KOCTIOM
O151 YACTBIX MOMELLEHNI (B KOHTEKCTE HACTOSILLErO CTaHAAPTa).

4 Tpeb6oBaHUs K UCMbITAHUAM

4.1 O6Lwme NoNoXeHNA

Ecnu nsgenue AoMXHO UCMOb30BaTLCA NOC/e CTepUAn3aLmm, To UCMbITaHWs A0/KHbI 6bITh NPOBEAEHbI
Ha U3Jennn nocre CTepUIn3aumnm, 3a UCKoYeHMEM TECTOB Ha MUKPOGHYHO YNACTOTY.
McnbiThiBaTh HEO6XOAMMO NPEXAE BCEro NoTeHUManbHo cnabble MecTa n3genus.

4.2 ATmMOCEepHble yCnoBUsA ANA KOHANLMOHNPOBAaHNSA Y NPOBeAEHUS UCMNbITaHWIA

B Tex cnyyasx, korga B CTaHAapTHbIX MeToAax UcnbiTaHuii He onpeaesneHbl aTMocepHble YyC1oBus Ans
npeaBapuTeNbHOr0 KOHAULMOHWPOBAHUS, KOHAWLWOHUPOBAHUS U NPOBEAEHUS UCMbITaHW, AOMKHbI ObiTb
BbINOJIHEHbI TEXHUYECKNe TpeboBaHusa ctaHgapTa no EN 1S 0 139.

Mepep npoBeeHNEM UCTbITaHW 06pa3Libl ,O/KHbI ObITb BblAEPXaHbl B HEHArpy>XE€HHOM COCTOSHUM.

5 MeTogbl ucnbiTaHuin

5.1 MeToa UCnbITaHWii A4Ns OLeHNBaHUSt MUKPOGHO UNCTOThbI

[ns oLeHnBaHNSA MUKPOBHOW YNCTOTbI U3Ae/Ne [LO/HKHO 6blTb UCMbITAHO B COOTBETCTBUM CO CTAHAAPTOM
EN ISO 11737-1.

MpumevyaHnune — CtaHaapT ENISO 11737-1 He ycTaHaB/IMBaeT KOHKPETHOTO MeToAa UCMbITAHWIA, HO yCTaHaB-
nueaeT Tpeb6oBaHMA K MeTO4aM UCNbITAHUA 1 UcnbiTaTeNbHbIM ycTpoiicTBam. Tpe6oBaHua ctaHgapta EN ISO 11737-1
AOMKHBI 6bITb TAKUMU, YTOGBLI pasnnyHble MeTOAbl UCMbITAHWU, pa3paboTaHHble B COOTBETCTBUN C AAaHHbIM CTaHAapTOM,
AasBanu conoctaBuMblie pe3ynbTaTbl. Pe3ynbTat gonxeH 6b1Tb BbipaxeH B CFU/100 cm2.

5.2 MeTog UcnblTaHWii AN OLEeHMBAHNUS YNCTOTbI B YacTV MHOPOAHbLIX YacTuLy

[ns oueHBaHMA YACTOTbI B YACTU MHOPOAHbIX YaCTUL, U3AeNne A0MKHO ObITb UCMbITAHO B COOTBETCTBUU
co cTaHgapTom ISO 9073-10.

MpumevyaHuns

1 MexayHapoaHblii cTaHgapT ISO 9073-10 npeaycmaTpuBaeT NpoBefeHNE UCNbITAHUA B NaMMHApHOM wkady.
BaxHoO noATBEpPANTb, YTO NaMUHAPHBIVi MOTOK COXpaHAeTCs BTOM ciyyae, korga o6opygoBaHune, Heo6xo4umMoe AN npoBe-
AEHNA UCNbITaHWii, pacnonaraetcs B wkady.

B HacTosAlWweM cTaHAapTe NPUMEHSAIOT HUXeCceyolime cneynanbHble NONPaBky A8 OLEHUBAHWUS YACTOThI B YaCTH
WHOPOAHbBIX YacTUL,.

2 BpaHHOI npouefype He AenaloTpasnnumnsa Mexaydactvuammn vkopnvueii Bnepuos npoBeeHns npouesypbl, Noa-
TOMY OHa Bk/llo4aeT B ce6s 06a KOMNOHEHTA:

- LO/XHbI 6bITb NOACUYMTAHBI YAaCTULbI pa3MepoM oT 3 40 25 MKM.

3 CuuTaeTcH, 4To YacTulbl pasmepom oT 3 40 25 MKM CNOCOGHbLI MEPEHOCUTb MUKPOOPTraHU3Mbl:

- 4NCNO0 YacTul, NoACYNTAHHOE C MowaroBbiM nHTepBanom 30.60 1 90 c.cymmupyeTcs ANa onpegeneHus cogepxa-
Husa vyacTtuy (PM):

PM=c30¢cB)¢Cc.
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PesynbTaT ncnblTaHuii JOMKEH ObITb NMPeACTaBNEH B BUAO MHAEKCA codepxaHuns yacTtuy (IPM). Bbipa-
YXEHHOTO eCATUUHBLIM JIOrapuMom Ig oT cogepxaHus yactul;

IPM = igPM.
5.3 MeTog UcnbITaHWii 4151 OLEHNBAHMSA NblJIEBOPCOOTAENEHUS

[N oLeHnBaHNA NbIIEBOPCOOTAENEHNSA U3AENNE [LO/IKHO 6bITb UCMbITAHO B COOTBETCTBUM CO CTaHAap-
Tom ISO 9073-10.

MpumeyaHune — MexayHapoaHblii ctaHgapTt I1ISO 9073-10 npeagycmatpuBaeT NpoOBEAEHWE WUCMbITaHW B
namuHapHoOM wkady. BaxHo noaTBepANTb, UTO TAMUHAPHbIA NOTOK COXpaHseTcs B TOM cnyvae, korga o6opygoBaHue,
Heo6xoAumMoe ANA NpoBeeHNa NCNbITaHuii, pacnonaraeTcs B Wkady.

Pe3ynbTaT UCMbITaHUs, T. €. KO3 (PULNEHT NbIEBOPCOOTAENEHUS. A0/DKEH GbITb NOACUMTAH A/15 YacTuL,
pasmepom oT 3 0 25 MKM 1 NpeACTaB/ieH B BUAE AECATUYHOIO SlorapucMa oT NoJTyYEHHOTO 3HAYEHUSI.

NMpumeuyaHue — CunTaeTCs, YTO 4aCTULUbl pa3Mepom OT 3 40 25 MKM CMOCO6HbI MEPEeHOCUTbL MUKpoopra-
HU3MBbI.

5.4 MeTog vncnbiTaHW 415 OLeHMBaHUS BO4OYNOPHOCTH

[na oueHnBaHMsA BOAOYNOPHOCTW M3genune [O/MKHO 6biTb UCMbITAHO B COOTBETCTBUM CO CTaHAApPTOM
EN 20811.

MpumeHsT criegylolne cneunanbHble NONpaBku K Npoueaype, N3oxeHHon B cTaHgapTe EN 20811,
[AN5 UCNO/b30BaHWA ee B HACTOSLLEM CTaHaapTe:

a) nsowajb UcnbiTaHuii 4o/mKHa coctaBnATe 100cm2;

b) CKOpPOCTb YBENNYEHMWS faBeHUs BOAbl fo/mkHa cocTanaTk (10,0 £ 0.5) cm/MuH;

C) CTOpOHa U3enus, HaxoAALanACca B KOHTAKTe C UCNbITATeNbHOM XNMAKOCTbI0, A0/MKHA ObiTh BHELIHEN
CTOPOHOIA.

5.5 Metoa McnblTaHWi Ana oueHnBaHMA NPOYHOCTU Ha pa3pbiB B CyXOM U B/TaXXKHOM COCTOAHUN

[nsa oueHnBaHUs NPOYHOCTU Ha pa3pbiB N34enne fOMKHO 6bITh UCMbITAHO B COOTBETCTBUM CO CTaHAap-
ToM EN IS 013938-1. Nogrotoska 06pasL,oB K NPOBEAEHNIO UCMbITAHWIA BO BAIAXXHOM COCTOSIHUM A0/DKHA ObITb
nposefeHa B COOTBETCTBUN cO cTaHaapTom EN 29073-3.

MpumevaHwunsn

1 YcnoBsus, a KOTOPbIX NPOBOAATCA UCNbITAHUA, AO/DKHbI 6bITb NPUBEAEHbLI B NPOTOKOE UCNbITAHWIA.

2 Ecnu cyuwlecTBylOT pasnnyusa B pesynbTaTtax UCNbITaHWIA 4BYX CTOPOH MaTepuana, To JO/XHbl 6biTb NPOBEAEHbI
NCNbITaHNA 06ENX CTOPOH U pe3ynbTaThbl AO/MKHbI 6bITb OTPAXEHbI B NPOTOKONE.

5.6 MeTon wucnbiTaHwii ANs OLEHMBAHUSI MPOYHOCTM Ha PacCTsHXKEHWe B CYXOM U  B/IaXHOM
COCTOSIHUN

[ns oueHnBaHNA NPOYHOCTW Ha PACTSXXEHNO n3fenne o/HKHO ObITb UCMbITAHO B COOTBETCTBUN CO CTaH-
paptom EN 29073-3. B CyXOM U B/I&XXHOM COCTOSIHUM, B NPOA0/ILHOM 1 NONEPEeYHOM HarnpasneHusx.

5.7 MeTopg ncnbiTaHWA AN OLEHUBAHUA BUTbLIBAEMOCTUN

B Tom cnyuyae, ecnu abcopbuma sBnseTcs (PakTopoM, 3asBEHHbIM W3rOTOBUTENEM, PEKOMEHAYIOT
MCMNoMb30BaTh CNeAYIOLLYI0 METOAUKY OLLEHUBAHUSI BNUTbIBAEMOCTU:

a) BKauyecTBe MCMbITaTeIbHON XUAKOCTU UCNONb3YIOT ANCTUNNIMPOBAHHYIO WU AEVNOHN3UPOBAHHYHO BOAY;

b) pes3ynbTaTtbl AO/HKHbI 6bITb BbIpaXXEHbI B MPOLEHTHOM COAEPXaHMM CTeKLWwel xuakoctn (% RO) n npo-
LLEHTHOM COAEPXaHNWN yaepXaHHO xuakocTun (% Retention), BbIYMCNIEHHOW cneaytowmnm 06pasom.

% Retention = 10 - % RO.
rae % Retention — npoueHTHOE codepXXaHne XUAKOCTU, YAePXXaHHOW MaTepuasiom.

NMpumeuvyaHue — OueHUBaHME BNUTLIBAEMOCTU MOXET OCYLLECTBAATLCA HECKONIbKUMU MeToaamu. Mpumepsbl
MeTO/0B UCMbITAHUI NpUBeAeHbl B [3) 1 (4). HO CYMTAETCA HEBO3MOXHbBIM ONpeAeUTb € AMHCTBEHHbI METO/, packpbiBaio-
WMt BCe acnekTbl OL,eHMBAHUS BNUTbIBAEMOCTI U 06ecneynBatoLLnii conocTaBuMble pesynbTaThl.

5.8 MeToA UcnbITaHWUii 4151 OLEeHMBAHMA MUKPOGHO NPOHULLAEMOCTH B CYXOM COCTOSIHUM

[ns oueHnBaHWA MUKPOOHOW NPOHMLLAEMOCTM B CYXOM COCTOSHWUMW U3Aenne J0/MKHO GbiTb UCMbITAHO B
COOTBETCTBUU co cTaHgapToM EN ISO 22612.

5.9 MeTtop MCMNbITaHWN Ana oueHnBaHnA MVIKpO6HOI7I NPoOHNUaeMOCTN BO BJTAXKHOM COCTOAHUN

[nsa oueHrBaHNs MUKPOBHOW MPOHULLAEMOCTM BO B/IXXKHOM COCTOSIHUW U3Aenne AO/HKHO 6bITb UCMbITAHO
B COOTBETCTBMM CO cTaHgapTom EN I1SO 22610.
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MpunoxeHune ZA
(cnpaBoy4HOE)

CBfA3b MeX/Ay HacTOSALWNUM CTaHAAPTOM M Cyl,eCcTBEeHHbIMU TpeboBaHuAMU AupekTusbl 93/42/EEC

HacTtosAwuii ctaHgapT NOATOTOB/AIEH NO MOpyyeHuto, BolgaHHoMy CEN EBponeiickoii komuccueid u EBponeiickoii
accoumnauueli ceo6oaHol ToproBnn, nobecneuynsaeT NOATBEPXAEHNE COOTBETCTBUSA CYLWeCTBEHHbIM TPe60BaHUAM HOBO-
ronoaxoga K (1).

Mockonbky B opuumManbHOM xypHane EBponeiickoro coobuiectBa (EC) eCTb CCbINKM HAa HACTOALWMI cTaHAApPT Kak
obecneunBatownii Tpe6osaHuna (1) u nockonbky OH 6bIN YTBEPXAEH KakK HaLMOHaNbHbLIA cTaHfapT, No kpaliHei mepe, B
ofHOM rocypapcTse — yneHe EC. ToO cOOTBETCTBME MOJIOXKEHUAM HacCTOsiLLero ctaHjapra o6ecneynsaeT COOTBETCTBUE
cyluecTBeHHbIM Tpe6oBaHuAM [1] mHOpMaTUBHbLIM fOoKyMeHTaM EBponelickoii accouynauunmn ceo6oaHoli Toprosnun (EFTA).

Ta6nunya ZA.1 — CooTBETCTBME MeXAY HacToAlWwMUM cTaHgapTom u (1)

Paspgena”™nogpasfesibl HacTosALero
CyujecTBeHHble Tpe6oBaHuA (1) KBanudukalymoHHble 3amMmeyanuns,'koMMmeHTapum
cTaHgapTa
4.1,5.1.5.2. 7.8 HacTodwwuit cTtaHgapT npeagHasHauyeH Ans npu-
5.3.54.57 MeHeHns coBmecTHo ¢ EN 13795-1 un [2]
5.5, 5.6 4.5 —

NMPEAYMNPEXAEHWE — Opyrue Tpe6oBaHus n apyrve Anpektnsbl EC MoryT 6bITb NPUMEHEHbI K MPOAYKTaM, nona-
falWwum noj 061acTb NPUMEHEHNUS HACTOALWETO CTaHgapTa.



Mpunoxenune A
(cnpaBouHoe)
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CBe,quvm O COOTBETCTBUU MeXrocyaapCTBeHHbIX CTaHAAaPTOB CCbI/TOYHbLIM

MeXAyHapoAHbIM cTaHfapTam

Tab6bnunuya [JA1L

O603HauYeHre U HaMEHOBaHVEe MeX/yHapoAHOro cTaHaapTa

£N ISO 139:2005 W3pgenua TekcTunbHble. CTaHapTHble
aTMocepHbie YyCNoBUS ANA KOHAULUOHUPOBAHUSA U NpoBe-
AEHUS ucnbliTaHui

ISO 9073-10:2003 U3penua TekCTUNbHble. MeToabl UCMbI-
TaHWi HeTkaHbIX MaTepuanoB. YacTtb 10. Kopnus n apyrue
yacTuuybl, 06pasyoLiMecs B CyxoM COCTOSIHUM

EN ISO 11737-1:2006 Crtepunusauna mMeguLUHCKUX n3ge-
nuii. Mukpoburnonornyeckne metogbl. Hacte 1. OueHka nony-
NALMN MUKPOOPTraHW3MOB Ha NPoAyKLMK

EN 13795-1:2002 Xupypruyeckas ogexpaa u 6enbe, npume-
HAEMble Kak MeuLNHCKue u3fenna Ans nayueHToB, XMpyp-
rmyeckoro nepcoHana n obopygosaHua. Yactb 1. O6uwue
TpeboBaHus

EN I1SO 13938-1:1999 W3genusa TekcTunbHble. CBoicTBa
TKaHell Ha pa3pbiB. YacTb 1. TmapaBnuyeckuii metToq onpe-
AEeNeHnsa NPOYHOCTU Ha paspbiB U pacTaxeHne

EN 20811:1992 W3genua TekcTunbHble. OnpegeneHne Bo-
[0YNOPHOCTU. McnblTaHne rmapocTaTUyeckuM AaBleHNEM

EN ISO 22610:2006 Xupypruyeckas ogexga u 6enbe, npu-
MeHsieMble Kak MeAULUHCKUME U3AeNnus ANs nayueHToB, XU-
pypruyeckoro nepcoHana u o6opygoBaHus. MeTopg
UCNbITAHUA ANA onpejesieHNs MUKPOGHOW NPOHMLAEMOCTH
BO BNIQXHOM COCTOSHUU

EN 1SO 22612:2005 Opgexpaa Ans 3awuTbl oT BO36GyauTe-
neit UHEKLUMOHHbIX 3a6onesaHnii. MeTof ucnbITaHUs Ans
onpefeneHna MUKPOGHON NPOHML,aeMOCTN B CyXOM COCTOSA-
HUK

EN 29073-3:1992 U3genua TekcTUNbHble. MeToAbl UCnbITa-
HWUIA HeTKaHbIX mMaTepuanos. YacTe 3. OnpejenexHve npou-
HOCTW Ha pas3pbiB 1 pacTaxeHune

CreneHb
COOTBETCTBUS

0T

O603HaveHne N HaumeHoBaHve
MEXrocyapCTBEHHOK CTaHJapTa

FOCT EN 13795-1—2011 Xwupypru-
yeckas ogexga v 6enbe, npumeHse-
Mble Kak MeAUUUHCKMe n3genua ans
nauneHToB, XWPYPruyeckoro nepco-
Hana wu o6opygoBaHua. Yactb 1.
O6wue Tpe6oBaHns

' COOTBETCTBYHLLMA MEXIOCYyAapCTBEHHbIV CTaH[4aPT OTCYTCTBYeT. [0 €10 yTBEPXAEHUS PEKOMEHAYETCS NCMNOMb-
30BaTb NepeBOJ Ha PYCCKWA A3bIK JAaHHOTO MEXAYHApPOAHOro cTaHjapTa. MepeBoy AaHHOTO MeX/AYHapoAHOro CTaH-
fapTta HaxoanTcs B ®efepanbHOM MH(OPMALMOHHOM (DOHAE TEXHUYECKUX PeriaMeHToB U CTaHAapTOoB.

NMpumeuyaHue — BHacTosWwem cTaHAapPTe UCMNONL30BAHO C/leAyloLLee YyCNOBHOE 0603HaUEHWEe CTENEHN COOT-

BETCTBUS cTaHgapTa:
- HOT — nAeHTUYHbIR cTaHgapT.
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[1]
[2]

[3]

[4]

Directive 93/42/EEC
EN 13795-3:2006

1ISO 9073-11:2002

1ISO 9073-12:2002

Bunbnvorpadus

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

Surgical drapes, gowns and clean air suite, used as medical devices, for patients, clinical staff
and equipment — Part3: Performance requirements and performance levels
(Xupyprudeckas ogexga n 6enbe, npuMeHsieMble kKak MeAULUUHCKNE N3Jenna ANa nayneHTos,
XUpypruyeckoro nepcoHana n obopygosaHusa. Hactb 3. Tpe6oBaHUSA K UCNOTHEHUIO N YPOBHMN
NCMNOJTHEeHNA)

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

(U3penunsa TekcTuNbHble. MeToAbl UCNbITAHUA HeTKaHbIX MaTepuanoB. YacTb 11. CTekaHue
XUaKocTun)

Textiles — Test methods fornonwovens — Part 12: Demand absorbency

(N3penna TekcTUNbHbIe. MeToAbl UCNbITAHNI HETKaHbIX MaTepuanos. YacTb 12. Tpe6oBaHus
Kabcopbuun)
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