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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.

OCHOBHbIE MNONOXEeHUa»

CBeneHNnAa o ctaHaapTe

1 NOANrOTOBJIEH 3akpbITbiM akLuMoOHepHEIM 00LecTBOM «MeanTecT» Ha OCHOBE ayTEHTUYHOIO Nepe-
BOoda cTaHAapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHunyeckum kommuteToM No cTaHaapTusaunm TK 436 «YnpaBneHne Ka4eCcTBOM U COOTBET-
CTBYIOLLME acneKTbl ANa MeAULUUHCKUX N3ae Ty

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MmeTtponiorn ot 11 Hoadpsa 2008 r. Ne 298-cT

4 HacTtoawmn ctaHgapT naeHTudeH eBponenckomMy ctaHgapty EH 13795-2:2004 «Xupyprudeckas
ogexaa un benbe, NpUMeHAeMble Kak MeguLUUHCKUe ngenna ang nayumMeHToB, XMpypriryeckoro nepcoHana u
obopynoBaHma. Hacte 2. MeTtoabl ucneitaHun» (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»).

[Tpyn NpUMeHeHNN HaCTOoALLEro cTaHaapTa pekoMeHayeTcsl UICNONb30BaTb BMECTO CChINMOYHbIX MeXayHa-
POAHLIX CTAHOAPTOB COOTBETCTBYIOLWME UM HalUUOHaNnbHble cTaHA4apThl, CBeAeHUs1 O KOTOPbLIX NpuBedeHbl B
OONONMHUTENbHOM NPUNOXeHnn ZB

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUlUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a mekcem U3MeHeHUU U rMorpagoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX YKa3amernsx « HauuoHanbHblie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmebil»y. Coomeemcemaey-
rowas UHopmMauus, yeeooMrieHuUe U meKcmsbi pa3Melwaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

CtaHaapTcepunEH 13795 cocTont 3 Tpexyvacter nog obLmmm HanmMeHoBaHUEM « XUPYpruieckas oaex-
na un éenee, NpUMMeHsieMble Kak MeguLMHCKUE U3aenus Anst NaunMeHToB, XMPYPrmdyeckoro nepcoHana n obopy-
OOBaHUAR:

- yacTb 1 «ObLwme TpedboBaHUAN;

- yacTb 2 «kMeToabl UCNBITAHUN®

- 4yacTb 3 « TpeboBaHUA K UCTIONHEHUIO N YPOBHU NCTIONTHEHUSI» .

B KOHTEKCTE HAaCTOoALEro ctaHaapTa KXMpypruieckon oaexae oOTHOCAT XUpYprudeckne XxanaTbl U KOCTHO-
Mbl A1 YACTBIX MOMELLUEHUN, a K XUPpYprudeckomy 6enbio — Xnpyprisvecknii NoKpOBHbIN MaTepuan.

CtaHpgapTbl cepunEH 13795, coBmecTHo cocTaHgapTaMMEHWNCO 22610 MEHINCO 22612, 6a3npytoTcs
Ha CyLWeCTBEHHBLIX TPEDOBaHUSIX, N3NoXeHHbIXB[1]. MpuBeaeHHbIe B HUX 0bLLKMe TpeboBaHUS M pekoMeHaaUnn
npegHasHa4veHbl 45 okasaHus MoOMOLLM NONb30oBaTeNsIM, U3rOTOBUTENSAM U UCMbITaATEeNbHbIM LIeHTpaM B Mpo-
eKTUpoBaHUK, 0bpaboTke, oLUEeHUBAHNN U BLIBOpE XNPYPruieckon oaexabl n 6enbs.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

XUPYPIMHECKAA OOEXOA U BEJIBE, NIPUMERHAEMbBIE KAK MEOULUWHCKUE U3OEJINA
ANA NAUAMEATOB, XUPYPITMYECKOI'O NEPCOHAIJIA U OBOPYOOBAHUA

YacThb 2
MeToabl UCNbITAHUK

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

[laTta BBegeHna — 2009—09—01

1 Obnactb NpMeHeHUA

HacTtoawunin ctaHgapT ycTaHaBNMBaeT MeTo4bl UCMbITAHWUA AN OUEHUBAHUA XapakTepucTuK XmMpyprm-
YeCcKUX XanaToB, XMPYypru4eckoro nOKPOBHOMO MaTepurarna v KOCTIOMOB A5 YACTbIX MOMELLeHNHA.

[TpumevyaHwms

1 MeToabl ncnbiTaHMW onpeaeneHbl NOCPeaACTBOM CChINOK HA CTaHAAPTHbIE METOAbI UCMbITAHWUW C YCTAHOBITEHUEM,
npu Heo6Xo0AMMOCTU, NONPAaBOK C Lenbio agantaumm MeToaoB NCNbITAHUN K LLENSAM HACTOALWLEro ctaHgapTa.

Z2 Hacrtosiwmm ctaHgapT HE pacnpoCTPaHAETCHA HA MeTOo4 UCNbITAHUW ANS OUEHVUBAHWUSA aare3nm martepuananpm ero
domnkcaumm ¢ Uenblo orpaHuyenHns onepaunoHHoro nonsd. Ansa nonyvennsa bonee nogpodbHoOM nHpopmaunm no agre3nn
MaTtepuana npum ero ukcauum ¢ Uenbto orpaHnveHnst onepaunodyoro nons cm. EH 13795-1, npunoxeHune B.

2 HopMaTuBHbIE CCbINKN

B HacTosLeMm CraHAdapT1e UCMNOoJIb30BaHbl HOPpMAaTWMBHBIE CCBIJTKA Ha ClleaAyioLlne CTanAadpThl.

EH 13795-1:2002 Xupyprudeckasa ogexga U denbe, NpuMeHsieMmble Kak MeguLuuHCKUe mnsgenusa ans
nayuMeHToB, XUpypriudeckoro nepcoHana n obopyaosaHud. Hactb 1. Obwme tpedboBaHmns (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 N3penua tTekctunbHble. OnpegeneHne BoaoynopHOCTU. McnbiTaHue rngpoctaTtudec-
knm gasneHmem (EN 20811:1992 Textiles — Determination of resistance to water penetration — Hydrostatic
pressure test)

EH 29073-3:1992 N3genua tekctunbHble. MeToabl UCNbITAHUA HETKaHbIX MaTepuanoB. HacTtb 3. Onpe-
aeneHue NpoYHOCTM Ha paspbiB U pacTaxeHUe (EN 29073-3:1992 Textiles — Test methods for nonwovens —
Part 3: Determination of tensile strength and elongation)

EH NCO 139-1994 U3sgenua TekctunbHble. CTaHgapTHLIE aTMOCdepHbIe yCnoBua ANa KOHAULMOHUPO-
BaHUA U nposedeHnsa ucnoltadnt (EN SO 139:2005 Textiles — Standard atmospheres for conditioning and
testing)

NCO 9073-10:2003 UNagenua TekctunbHble. MeToabl UcnblTaHUMN HeTKaHbIX MaTepuanoB. Yacts 10.
Kopnua u gpyriue yactuubl, obpasyrowmecs B cyxom coctodaHuu (ISO 9073-10:2003 Textiles — Test methods
for nonwovens — Part 10: Lint and other particles generation in the dry state)

NCO 11737-1:2006 Ctepunmaaunsa megnuumHcknx nsgenun. Mmukpobunonormndyeckme metoabl. Hactb 1.
OueHka nonynaunm MmukpoopraHnamoB Ha npoaykunm (1ISO 11737-1:2006 Sterilization of medical devices —
Microbiological methods — Part 1: Determination of a population of microorganisms on products)

MCO 13938-1:1999 N3pnenua TekctuneHble. CBOUCTBA TKaHeW Ha paspbiB. HacTtb 1. [ngpasnmuieckni
MeTond onpeaeneHnsa NpoYHOCTU Ha pa3pbliB U pacTskeHUe (1ISO 13938-1:1999 Textiles — Bursting properties
of fabrics — Part 1: Hydraulic method for determination of bursting strength and bursting distension)

U3paHune odbmumanbHoe
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NMCO 22610:2006 Xupyprudeckasi ogexaga n benbe, NpuUMeHsieMble Kak MeauLUHCKMe nsgenust ans
naLueHTOB, XUPYpruieckoro nepcoHana n obopyaosaHua. Metoa ncnolTaHna anga onpeaeneHnst MUKpobHON
npoHULaemMocTu BO BrnaxkHoM cocTodaHMU (1ISO 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)

NMCO 22612:2005 Oaexna ans 3awnTtel 0T BO3byauTenen MHPeKUMOHHBbIX 3abonesaHnin. Metoa Ucnbl-
TaHWS ANa onpegeneHnus MUKPOOHOMN NPoHULAaeMOoCTU B cyxXxoM coctodHun (ISO 22612:2005 Clothing for
protection against infectious agents — Test method for resistance to dry microbial penetration)

3 TepMuUHbLI N onpegeneHus

B HacTodawem cTaHaapTe npumMeHeHbl TepMuHbl no EH 13795-1, a Takke cneayrowme TePMmMHBI C COOT-
BETCTBYOLWMMM onpeaeneHUsIMu:

3.1 KonoHueoObpasywwan eguHuya (colony forming unit — CFU): EanHuua namepeHuns, ncnonbaye-
Mas 44 BblpaXeHUs Ynucna KynbTyp MUKPOOPraHU3MOB.

[TpumeyaHwme—Yucno Kynetyp Npeacrasnser cobon Yncno MUKPOOPraHM3MOB, OTAENbHLIX KNETOK UNN UX
CKONNEHUN, CNOCOBHbBIX HhopMUPOBaTL KONMOHUM B TBEPAOW NUTATENbHOWU cpeae.

3.2 npoAyKT (product): Xrupypruiecknn xanat, XMpypruieckm noKPoBHLIM MaTepuan, a Takke KOCTIOM
ONdA YNCTBIX NOMeLLeHUA (B KOHTEKCTe HacTodLWero ctaHgapTa).

4 TpeboBaHUA K NUCNbITAHNUAM

4.1 O6wme nonoxeHus

Ecnnunsgenune AomKHO UCNONb30BATbLCA MOCNE CTEPUNMU3ALIUN, TO UCNbITAHUA A0KHBI ObITb NPOBEAEHDI
Ha U34ennm nocne ctepunnsaunm 3a UCKNIYeHNeM TECTOB Ha MUKPOBDHYHO YACTOTY.

McnbiTeiBaTb HEOOX0OAUMO NpeXae Bcero NoTeHumnansHo cnabble Mecta U3genus.

4.2 ATMocdepHble ycnoBua AnAa KOHAULMOHUPOBaAHUA U NpoBeAEeHUA UCNbITAHUN

B Tex cnyyasax, korga B cTaHAapTHLIX MeTodaxX UCNbiTaHUW He onpeaeneHbl aTMocgepHble yCnoBuda ANgd
npeaBapuUTenbHOre KOHANMLMOHUPOBAHUA, KOHAUUMOHUPOBAHUA U NpoBeAEHUA UCNbITaHWUA, AOMKHbI BbITb
BbINONHEHbI TeEXHUYecKUe TpeboraHusa ctaHgapTa no EHNCO 139.

[lepen npoBeaeHnem ncnbiTaHA 0bpasLbl AOTKHbI ObITh BblAepXaHbl B HEHATPYKEHHOM COCTOSIHUN.

5 MeTtoabl nCnbiTaHNA

5.1 MeToa ucnbiTaHun gnga oueHUBaHUA MUKPOOHOMN YUCTOTHI

[na oueHUBaHUA MUKPOBHOM YNCTOThI U3aeNne AOMKHO BbITb MCNbITAHO B COOTBETCTBUM CO CTaHAapTOM
EHINCO 11737-1.

[TpumedvaHnune— Crangapt EHWCO 11737-1 He ycTaHaBnmBaeT KOHKPETHOIO MeTo4a UCrbliTaHUN, HO YCTaHaB-
nueBaet TpeboBaHMA K METOAAM UCTbITAHMM N UCTIbITATENBHLIM yCTpoucTeam. TpeboBanus ctaHgapta EH NCO 11737-1

AOOJTXKHbI ObITb TAKUMMW, YTOOBbI pa3lfinyHble MEeTOAbI HCI’IbITaHHF‘I, p83pa6OTaHHble B COOTBETCTBUN C AaHHBIM CTaHAOAPTOM,

2
aBanu conoctaBuMble peaynbrartbl. PesynbsraT AomKkeH bbiTb BelpaxkeH B CFU/100 cv™.

5.2 MeToa ucnbitTaHn and oueHMBaHUA YUMCTOTbI B YaCcTU MHOPOAHbLIX YacTUL,

[1na oueHBaHUA YNCTOTLI B YaCTU MHOPOAHLIX YacTUL, n3genne AoMKHO ObITb UCMbITAHO B COOTBETCTBUM
co ctaHpgaptom NCO 9073-10.

[TpyumevyaHNHs

1 MexayHapogHbin ctangapt NCO 9073-10 npeaycmatpmBaeT NnpoBegeHNE NCMNbITAHUN B NaMUHAPHOM WKagy.
BaxHo noaTBEPAUTDL, UTO NAMUHAPHBLIN MOTOK COXPAaHSETCS B TOM Cny4ae, korga obopyaoBaHue, Heobxoanmoe ans npoBe-
OEHUSA CNbITAHUW, pacnonaraeTtcs B LLKagy.

B HacTosawemM cTaHaapTe NPUMEHSIOT HMUXKeCneaywme cneunanbHble NonpaBkn A OUeHUBAHUA YNCTOThI B HACTU
MHOPOAHbIX YacTul,

2 B paHHOM npoueaype He AgenatoT pasnnynsa Mexay YactuuamMmm u Kopnmew B nepnog nposeaeHus npoueaypbl, Nos-
TOMY OHa BKNOYaeT B cebs 0ba KOMMOHEHTA:

- JOJKHbI ObITb NOACHUTAHbI HacTUL bl pa3aMepom OT 3 40 25 MKM.

3 CuuTtaercs, UTo HacTULbl pasmMepom oT 3 40 25 MKM CNOCODBHbI NEPEHOCUTb MUKPOOPraHU3Mbi:

- yucnodacrtuu, nogcymtadHHoe ¢ nowarosbiMm HTepBanom 30, 60 n 90 ¢, cymmunpyeTca gnsonpeaeneHns cogepxa-
HUA Yactuy (PM):

2
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PM = ng + CGG + ng.

Pe3ynbTaT UCMbITAHUKW AOIKEH ObITh NpeAcTaBneH B BUAe niaekca cogepxanmsvactuy (IPM), BeipaxeHHoro gecs-
TUYHbIM norapndpmom lg ot cogepkxaHns YacTmu;

IPM = IgPM.

5.3 MeToa ucnbeiTaHnn Ana oueHNBaHUA NbineBopcooTAeNeHNUNA

Ana oueHMBaHNA NblINeBoOpPCOOTAENEHUA U3aenne AOMKHO ObITb UCMbITAHO B COOTBETCTBUN CO CTaHAap-
ToMm CO 9073-10.

[TpnmedaHwne—MexagyHapogHbin cTaHgapT MCO 9073-10 npegycmaTtpmBaeT NpoBeAEHNE UCTIBITAHUN B Na-
MUHAPHOM WKady. BaxXHO noaTBEpANTL, YTO NaMUHAPHbIN NOTOK COXPAHSETCSH B TOM Criyvae, korga obopyaoBaHue, Heob-
XoanmMmoe Ansi NpoBeAeHns1 UCMbITaHUN, pacnonaraeTcs B Wkagy.

PesynbTaTtucnbiTaHns, T. €. KO3 dULMEHT NbineBopcooTaeNneHuns, 4omMKeH ObITb NoAcHUTaH AN YacTuL,
pa3mepoM oT 3 0o 25 MKM 1 npeacTaBneH B Buae AeCATUYHOro norapndma ot Nony4YeHHoro aHa4veHus.

[TpnmedyaHune—CyntaeTcs, 4YTO 4YacTuubl pasmepom oT 3 A0 25 MKM CnocobHbl NEPEHOCUTb MUKPOOPra-
HU3MBb.

5.4 MeTtoa ucnbiTaHUU gNAa oueHUBaHUA BOAOYNOPHOCTU

[1na oueHMBaHUA BOAOYNOPHOCTU M3aenne A0MMKHO ObiTb MCNBbITAHO B COOTBETCTBUM CO CTaAHOAPTOM
EH 20811.

[TpUMeHAoT criegyoline cneunanbHble NonpaBkX K Npoueaype, nanoxeHHou B ctaHgapte EH 20811,
08 UCNoNb30BaHUA ee B HAaCTOSILWEM cTaHaapTe:

a) nnowaab NcnblTaHUn aormkHa coctaBnaTb 100 cm?;

D) CKOpPOCTb yBeNUYeHUs AaBneHuns Boabl AomkHa cocTaBnsATh (10,0 £0,5) cM/MUH;

C) CTOpPOHa U3genunsa, HaxoadawWwasiCs B KOHTaKTe C UCNbITaTeNNbHOM XUAKOCTbLIO, A0MKHA ObITb BHELLHEW
CTOPOHOMW.

5.5 MeToa ucnbiTaHU ANA oLeHUBaHUA NPOYHOCTU Ha pa3pbiB B CYXOM U BfTa)kHOM COCTOAHUM

[1Nnsa oueHnBaHMA NPOYHOCT Ha pa3pbIB U34ernne AOMKHO BbITb UCNLITAHO B COOTBETCTBUN CO cTaHOap-
ToM EHIWNCO 13938-1.TloagrotoBka cbpasuoB KNpoBegeHUIO UCNbITAHUN BO BITAXKHOM COCTOAHUN AOIKHA ObITb
npoBeaeHa B COOTBETCTBUK co cTaHagapTom EH 29073-3.

[TpumevyaHwmns
1 YcnoBusi, B KOTOPbIX MPOBOAATCH UCMNbITAHUSA, AONXHbI ObITb NPUBEAEHbI B MPOTOKONE UCMbITAHUMN.

2 Ecnv cywecTByOT pasnnyuns B pe3yrnbTatax UCNblITaHUM ABYX CTOPOH Marepuana, To A0MKHbI ObITb NPOBEAEHb!
NCNbITAHUSA 0DENX CTOPOH U pe3ynbTaTbl AOIMKHbI ObITb OTPaXKeHbl B MPOTOKOINE.

5.6 MeTog ucnbiTaHUU A4NA oLeHUBaHUA NPOYHOCTU Ha pacTAXeHUe B CYXOM U BlTaXXHOM COCTOA-
HUN

[1nsa oueHMBaHUSA NPOYHOCTU Ha pacTsXXeHne nsgenme AoMKHO ObITb UCMbITAHO B COOTBETCTBUU CO CTaH-
naptom EH 2907 3-3, B CyXOoM 1 BNaXHOM COCTOSIHUM, B NPOAOCNBHOM M NMONepeyYHOM HanpaBneHUsIX.

5.7 MeToa ucnbiTaHU ANA oLleHUNBaHUA BNMUTLIBAEMOCTHU

B Tom cny4vae, ecnn abcopbuna asndeTtcsl pakTopoM, 3asiBNEHHLIM U3rOTOBUTENEM, PEKOMEHAYIOT
MCMONb30BaTh CrieayiowWyo METOANKY OLLlEHUBAHUA BMUTLIBAEMOCTN;

a) B KavyecTBe UCMbITaTeNbHOW XNOKOCTU UCNONL3YIOT ANCTUNMUPOBAHHYIO UMW OEUOHU3NPOBAHHYIO
BOAY;

b) pesynbTaThl ACMKHbI ObITh BhIpaXKeHbl B MPOLIEHTHOM coaepKaHu cTekwen xugkoctu (% RO) u npo-
LeHTHOM coaepXXaHun yaepxaHHou xuakocTt (% Retention), BblMMcneHHOU cneayowmm obpasom:

% Retention = 10 — % RO,
rae % Retention — npouUeHTHOe cogepXXaHue XUAKoCTU, yaepXaHHON MaTepuarnom.

[TpnmedaHune— OueHnBaHne BNUTbLIBAEMOCTU MOXET OCYLLUECTBIATBCH HECKONbKUMU MeTogamu. [lpnmepsl
METOA0B UCMbITAHUN NMPpuBeaeHb! B [3] v [4], HO cunTaeTcHd HEBO3MOXHbBIM ONpeaennTb eQUHCTBEHHBIV METO/, PACKPbIBAIO-
LI BCE aCNEKTbl OUEHUBAHUSA BMUTLIBAEMOCTN N 0BecnevnBalo WM CONOCTaBUMbIE PEe3ynbraThl.

5.8 MeTtoa ucnbiTaHu AnNa oueHMBaHMUA MUKPOOHOU NPOHULLAEMOCTU B CYXOM COCTOAHUN

[ns oueHUBaHNS MUKPODOHOW NPOHULLIAEMOCTM B CYXOM COCTOSIHUU n3genue AomKHO ObITb UCMBbITAHO B
cooTBeTCTBUMU co cTaHgapTom EH NCO 22612.

5.9 MeToa ncnbitaHnn gna oueHMBaHUA MUKPOOHOU NPOHULLAEMOCTU BO BNaXHOM COCTOSAHUN

s oueHMnBaHNSA MUKPOBOHOW NPOHNULLAEMOCTU BO BIAaXKHOM COCTOSIHUM U34enne A0MKHO ObITb UCNBbITAHO
B cOOTBeTCTBMM co cTaHaapTom EH NCO 22610.
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[MpunoxeHnvne ZA
(cnpaBo4HoOe€)

CBA3b MeXAy HacToALMM CTaHAApTOM U cyllecTBeHHbIMU TpeboBaHUAMU dupekTtuBbl 93/42/EEC

HacTtosawmn ctaHgapT nogroToBneH no nopy4veHunto, seigaHHomy CEN EBponenckon kommccmnen n EBponenckon
accouunaunen cesoboaHON TOProBnun, n obecnevmBaeT NOATBEPKAEHNE COOTBETCTBUS CYLLLECTBEHHbLIM TPEOOBaAHUAM HOBO-

ronoaxopack[1].

[Tockonbky B othnymanbHOM XypHane Esponenckoro coobwectea (EC) eCTb CCbINKM HA HACTOSAWMN CTAHAAPT KaK
obecnevmnBaowmm TpedboBanms [1] n NOCKONbKY OH ObIN YTBEPXAEH KAK HAUMOHAINbHBLIA CTaHAAPT, NO KPAWHEN Mepe, B
OAHOM rocyaapctee — dneHe EC, To cooTBETCTBUE MNONOXEHUSAM HACTOALLENO cTaHgapTa obecneymBaeT COOTBETCTBUE

CyLWeCTBEHHbIM TpeboBaHusM [1] n HOpMaTUBHBLIM AOKYMeHTam EBponenckon accoumaunm ceobogHom toproenu (EFTA).
Tabnwua ZA.1 — CooTBETCTBME MEXAY HACTOAWMM cTaHaapTom u [1]
PasAenbINoApasaesbl HACTOALLETo CyuiecTBeHHble TpeboBaHus [1] KsanundpukaunoHHble 3amevaHnsa/KOMMEHTapUin
cTaHgapTta
41,51,5.2,5.3,54,5.7 7,8 HacTosawwmmn ctanaapT npeaHasHaveH Ans npu-
MeHeHns coBmecTtHo ¢ EH 13795-1 n [2]
5.5, 5.6 4,5 —

NMPEAYMNPEXOEHUWE — Opyrve tpebosanus n gpyrme Aupektnebl EC MoryT Ob1Tb NPUMEHEHBI K NPOAYKTaM, Mona-

aamowmm nog odbnactb NPUMEHEHUS HACTOALWEro ctaHgapTa.
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[Mpnnoxenvne ZB
(obsizaTenbHOE)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHbLIX cTaHaapToB Poccumnckon ®depepauum
CCbINTOYHbIM MeXAYHapoAHbIM cTaHAapTam

Tadbnnuya ZB.1

OBo3HaYeHne CChITOYHOro

MEXAYyHapPOJHOro cTaHgapTa OBo3HavYeHue 1 HaMMeHOBaHKe COOTBEeTCTBYHLWEro HauynoHanbHONoO CTaHAaapTa

EH NCO 139:1994 [OCT P MCO 139—2007 N3genua TekctunbHble. CTaHgapTHbIE aTMOoCcepHble
YCNOBUS ANA KOHOWMLUMOHMPOBAHUA N NPOBEAEHNA UCTbITAHNY

NCO 9073-10:2003 *

NCO 11737-1:2006 [OCT P WNCO 11737-1—2000 Crepunusaums MeauuMHCKUX  KU3aenun.
Mukpobuonornveckne metogbl. Hacte 1. OueHka nonynsymm MMKPOOPraHM3mMoB Ha
NpPoAYyKUMW

EH 13795-1:2002 [OCT P EH 13795-1—2008 Xupyprudyeckas ogexaa n benbe, npuMeHsieMble Kak

MEANLMHCKUE N3genus Ansa nauymeHToB, XMPYPruyeckoro nepcoHana n obopyaoBaHus.
Yactb 1. Obwme tpeboBaHus

MCO 13938-1:1999 ¥
EH 20811:1992 ¥
MCO 22610:2006 ¥
MCO 22612:2005 ¥
EH 29073-3:1992 ¥

* COOTBETCTBYHOWMN HALUMOHAaNBbHbBIN CTAaHAAPT OTCYTCTBYET. 11O ero yrBepxaeHuns pekomeHayeTcs UCnonb3oBaTh
NnepeBoa Ha PYCCKUM A3bIK aHHOIO MeXxgyHapoaHoro craHgapra. [lepeBoa gaHHOro meXXayHapogHoro craHgapra
HaxoauTcsH B PeaepanbHoM MHHOPMALUNOHHOM POHAE TEXHUYECKUX pEernameHToB M CTaHOAPTOB.
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budnuorpadua

[1] Ounpektnea 93/42/EEC O MEANUMHCKNX U3OEernnsax
oT 14 nioHsa 1993 T.

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

[2] EH 13795-3:2006 Xupyprudeckas ogexaga n benbe, npUMeHsiEMble Kak MEAULUMHCKME M3aenust ansa na-
LMEHTOB, XUPYPIrMYECKoro nepconana n obopyaoeanus. Yacte 3. TpeboBaHuA K NCnon-

HEHWNIO N YPOBHWU NCIMOJIHEHUH

(EN 13795-3:2006) (Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical
staff and equipment — Part 3. Performance requirements and performance levels)
[3] NCO 9073-11:2002 N3penusa TekctunbHble. MeToabl ncnbiTaHMW HETKaHbIX matepuanoB. Hactb 11. CTekaHue
XNOKOCTU
(ISO 9073-11:2002) (Textiles — Test methods for nonwovens — Part 11: Run-off)
[4] NCO 9073-12:2002 N3penua TekctuneHble. MeToabl UCNbITAHUWA HETKaHbIX MaTepuanos. Hacte 12. Tpebo-
BaHUs K abcopbumm
(ISO 9073-12:2002) (Textiles — Test methods for nonwovens — Part 12: Demand absorbency)
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YAK 613.48:006.354 OKC 11.140 M38 OKI185 0000

KnoueBble crnoBa: MeauUUHCKME U3gennsa, XMpypruiecknia NOKPOBHLIM MaTepuan, XMpyprudeckmm xanart, Koc-
THOM AN YACTbIX NOMeLleHU, MeToa UCNbITaHUIA
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