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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 MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

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

2 BHECEH TexHunuyeckum komutetom no ctaHpgaptmusaumm TK 436 «YnpaBreHUe Ka4eCTBOM U COOTBET-
CTBYIOLLME acneKTbl ANa MeAULUUHCKUX N3ae Ty

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio u meTtponiorin ot 11 Hoabdpsa 2008 r. Ne 299-cT

4 HacTtoawmn ctaHgapT naeHTudeH eBponeunckomMy ctaHgapty EH 13795-1:2002 «Xupypruveckas
ogexaa n benbe, NpUMEHAEeMbIe Kak MeauLUHCKUE U3aenusa Ans nauneHToB, XMpypruieckoro nepcoHana v
obopyaoBaHus. Hactb 1. Obwine tpedosaHus» (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»)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mekcm U3MeHeHUU U MorpasoK — 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 cmaHOapmel». Coomeemcmaey-
rowas UHopmMauus, yeeodoMrieHue U meKcmsi pasmMellaromcs 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

CtaHpgapTtcepunEH 13795 cocTonT U3 Tpex4vacten nog odwnMm HanmMmeHoBaHNUEM « XUpYprudeckas oaex-
naun benbe, NPUMEHSIEMbIE KaK MeaULUHCKAE U3aenunusa Ans nauueHToB, XUpyprriyeckoro nepcoHana 1 obopy-
OOBaHUA»:

- yacTtb 1 «Obwue TpeboBaHNA»;

- yactb 2 «MeToabl UCNBITAHUNUY

- yacTb 3 « TpeboBaHUS K UCMONTHEHWUIC U YPOBHU UCMOTTHEHUSI .

B KOHTeKCTe HacTodlero ctaHaapTa KXUpyprudeckon ogexge OTHOCAT XUpypriadeckmne XxanaTbl U KOCTHO-
Mbl A7 YUCTBIX NOMELLEHUIN, a K XUPYpPrniyeckomy 6enbio — XUpypritveckni NoKpoBHLIA MaTepman.

[Tpyn NpoBeAeHUN MHBA3UBHBLIX XMPYpPrirvecknx npoLeayp nepeHoc Bo3byantenen MHPeKUMOHHBbIX 3a00-
nesaHU MOXeT NPOoUCXoanTb HECKONLKUMU NMYyTAMUK (CM. npunoxeHue C).

XUNPYpPrnyeckni NoKPOBHLIM MaTepuan, Xupypriudeckme xanatbl M KOCTIOMbI A9 YACTLIX NOMeLLeHUN NMPKr-
MEHSAIOT ANs NpeaoTBpalleHnsa pacnpocTpaHeHUs Bo3dyanTenen MHQeKUMOHHBIX 3aboneBaHnid Mexay nauum-
eHTaMn N XUPYPrudeckMMm nepcoHanomMm ¢ Uenbio NpounakTUKKM nocneonepauuoHHbIX OCNOXHEHUN Y
BHYTPUrOCNUTaNbHbLIX MHEKUMU (CM. npunoxeHue C).

YpoBeHb TpebyemMoun 3aLnThl AN NaLUEHTOB, XUPYPrMyecKoro nepcoHana n obopyagoBaHna pasnuyeH 1
3aBUCUT, HaNpumMep, oT TUNa U NPOACIMKUTENBLHOCT NpoLeayp, BNaXXHOCTU onepauMoHHOro nongd, 3Ha4yeHUM
BENMNYNHBI MEXaHNYeCKNX Harpy3oK Ha Mmatepuanbl 1 BOCNPUAMYUBOCTU NayueHTa K UHdpeKLunn.

Mcnonb3oBaHUe XUPYPruyecknx xanatoB, obnagarolinx CTOMKOCTbIO K MPOHUKHOBEHUIO KUAOKOCTEMN,
yMeHbLUaeT pUCK MHPULIMPOBaAHUA NepcoHana Bo3dyantTenamMmm MHQeKUNOHHbIX 3aboneBaHni, NnepeHoCUMBbI-
MW C KPOBbLIO TN BUONOTMYECKUMUN X KUOKOCTAMMN.

CtaHgapThl [1] 1 [2], BMecTe co cTaHgapTamu [3] 1 [4], 6asnpyloTca Ha CYLIECTBEHHBLIX TPpebOoBaHUSX,
N3NnoXeHHbIX B [5]. NpuBegeHHbIE B HUX 0bLMe TpeboBaHMSA 1 pekoMeHaaUnun npeaHasHaveHbl Ans okasaHus
MOMOLL M NMOSIb30BaTENSIM, U3TOTOBUTENAM U UCMbITATENbHBIM LEHTPpaM B MPoeKTUpoBaHM, obpaboTKke, oLeHN-
BaHUW U BbIDOPE XNUpypruveckon ogexabl 1 6enbs.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

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

YacTthb 1

O6wue TpedboBaHUA

Surgical drapes, gowns and clean air suits used as medical devices for patients, clinical staff and equipment.
Part 1. General requirements

NaTta BBeaeHna — 2009—09—01

1 O6nactb NpMeHeHUA

HacToswmnn ctaHgapT ycTaHaBNMBaET TPeOOBAHUA K U3rOTOBMEHUIO M 0DpaboTKe XUPYPrnieckon oaex-
Obl N 0enbs, a Takke K MHQOopMaL N, KOTOPYIC U3roTOBUTENb UMK 0DpaboTUMK AOMKEH NpeaocTaBMUTb NOMb30-
BaTENSAM U UCNbITATE IbHLIM LeHTpaM B AoNoNHeHWe K 0ObIMHON MapKUPpOBKE MeANLUUHCKNX n3aeninii [6] u [7].

Hactoawmni ctaHaapT coaepXnT oblume TpeboBaHMA K XapakTepUcTUKamM XUPYPrmyeckux XanaTtoB U
XNPYPriuyeckoro MoKpoOBHOIO MaTepurana, a Takke KoCTHOMOB 419 YACTbIX MOMELLLeHNI 04HOPAa30BOro U MHOIo-
Pa30BOro MPUMEHEeHNS, UCTONb3YEMbIX KakK MeJNLMHCKNE n3aenns Anda nauneHToB, XMPYPryiyeckoro nepcoHa-
na n obopyagoBaHua 1 NpeaoTBpaLlalcLUMX nepeaady Bo3dyautenen MHGeKUMOHHbIX 3aboneBaHnin Mexay
naumMeHTaMm n XMpypruiyeckmm nepcoHanom B Xoae XUpypruyeckux n apyrux MHBasMBHbIX NpoLeayp.

TpeboBaHUA HACTOALLLEro cTaHaapTa He pacnpoCTPaHATCS Ha XUPYPruveckne mMmacku, Xmpyprityeckme
nepyaTku [8], ynakoBouHbIe MaTepuarnsl [9], 00yBb U rONOBHbLIE YOOPLI, a TAKXKE Ha XUpypruieckue candgeTKu.

HacTtoswmnn ctaHgapT He ycTaHaBnmMBaeT TpeboBaHMKA K BOCNNaMEeHSAeMOCTU MeaNLMHCKUX N3aennn
(Qanee — M3genun), NpMMeHdaemMblX B nasepHon xmpyprun. Metogbl UCNBITAHUA Ha BOCMTAMEHAEMOCTbL U
CTOUKOCTb K MPOHUKHOBEHUIO NMa3epHOro U3nyvyeHnd BMecTe ¢ COOTBETCTBYIOLLEN CUCTEMOU Knaccudpukaunm
n3noxeHol B [10].

2 TepMuHbI N onpeaeneHus

B HacToAweM cTaHgapTe NPUMEHSAI0T criegyoLue TEPMUHBbI C COOTBETCTBYIOLLIMMN onpeaeieHUSMU:

2.1 KoCTIOM onfa YUCTbIX NnoMeLweHU (clean air suit): KocTiom, npegHasHa4veHHbIU 4Ng MUHUMU3 LN
PUCKa 3arpsisHeHnUs onepaumMoHHOro Nons Bo3dyanTenamMm MHPEKUMOHHBIX 3aboneBaHnin npu Ux nepeHoce
YacTUYKaMM KOXU HOCUTENda AaHHOIo KoCTioMa 4Yepes BO34yX onepauuoHHOU ¢ Lelnblo YMeHbLUEeHUA pucka
MHPULMPOBAHUSA PaHHbI.

[TpnmeyaHune—B otnnimne ot 0DbIYMHOIO XUPYPIMYECKOTO KOCTIOMA KOCTIOM A5 YUCTbIX NOMELLEHUN CNPOEK-
TUPOBAH TakK, YTOOblI YMEHbLLUUTb 3arpA3HEeHUE XUPYPruieckum nepcoHanomMm Bo3ayxa onepaumnoHHOMN.

2.2 yucTtoTa (cleanliness): CocTosHMe n3genund, rnpu KOTOPOM 3arpsas3HeHne HexxenaTtenbHbIMWU NMOCTO-
POHHUMMW BKITHOYEHUAMWM He NpeBbIlaeT YCTaHOBNEHHLIM B HOPMaTUBHBIX AOKYMEHTaX YPOBEHb.

[TpumMeyvyaHUne— TaknMu BKITIOYEHUSIMU MOTYT OblTb MUKPOOPraHU3Mbl, OPraHNYeCcCKNne OCTaTKU UNK YacTubl
BelwlecTBa (Marepuana).

2.2.1 yncrota MuKpoobHasa (cleanliness — microbial): CocToaHue nsgenusa, Nnpn KOTOPOM HadarnbHas
KOHTaMUHauMs nsgenusa n/nnm ynakoBkn MUKpoOopraHnsaMamMmm He npeBblllaeT yCTaHOBNEHHbIW B [2] YpOBEHb.

[TpunmedyaHune— HanpakTnke MUKPOBHAaA YMCTOTA HaCcTO KBANMMMPUUNPYETCH KakK « MUKpodnopa.

U3paHune odbmumanbHoe
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2.2.2 YUCTOTA B YacTU UHOPOAHbIX YacTuy, (cleanliness — particulate matter): CoctoaHune nsgenus,
MNP KOTOPOM KONMYECTRBO 3arpsA3HAOLLMX ero MHOPOAHLIX YacTuL, KOTOPLIE MOTYT ObITh YAaneHbl MexaHuvec-
KM BO3OENCTBUEM, HE NpeBbILLIAeT YCTaHOBIIEHHLIN B [2] ypOBEHb.

2.3 KpuTu4veckaa 3oHa usgenusa (critical product area): Obnacte nsgenusi, ¢ HaMbonbLIENn BEpPOosIT-
HOCTbO BOBNEKaeMas B nepeHoc Bo3byantenen tHQeKLNOHHbIX 3aboneBaHnin B paHy MNU U3 paHbl, Hanpumep,
nepegHada nonovka U pykaBsa XMpyprmvyeckmx xanaTtos.

2.4 ppanupyemMocTb (drapeability): CnocobHOCTb MaTepmnana cOoOTBETCTBOBATL 3agaHHON bopMe Unn
0D BEeKTY.

2.5 TeKCTUNbHOe NoNnoTHo (fabric): MaTepuan, COTKaHHbIW, CBA3aHHbLIA U/UN U3TOTOBNEHHbLIN APYTMMU
cnocobamu.

2.0 pukcauyuma (fixation): 3akpenneHue XMpyprmieckoro noKPOBHONoC Matepuana Ha Telne nauueHTa ¢
Llenbio orpaHnveHna onepavluoHHOro nong.

[MTpumeyvaHun e— CMm. npunoxenune B.

2.7 Bo3byautenb UHheKUUOHHOro 3aboneBaHua (infective agent): MukpoopraHnam, KOTOPbIA MOXKET
BbI3BaTb PaHEBYHO UHEKLUIO U CTaTb NPUINHON UHPULIMPOBAHUA XUPYPTIMYeckoro nepcoHana unmnauMeHToB.

2.8 nbineBopcooTaeneHue (linting): BeicBoboxkaeHne oparMeHTOB BOTIOKOH U APYrMX YacTuL, B Npo-
Llecce obpaboTkn n NpUMEHEHNN N3aenus.

[TpumeyaHune—[laHHbie parMeHTbl M YacTUL bl BbipabaTbiBalOTCHA TEKCTUITbHBIM MOINOTHOM.

2.9 nsrotoButenb (Manufacturer). ®usmnyeckoe Unu ropmgnveckoe NMLO, Hecyllee OTBETCTBEHHOCTb
3a NpoeKTUupoBaHue, N3roToBneHMe, yrnakoBbiBaHME N MapkupoBaHue nsgenusa go ero pasmelleHua Ha pblHKe
noa codbcTBEHHLIM HAMMEHOBaAHUEM HE3ABUCUMO OT TOTO, BbIMOMHATCA N AaHHbIE onepaLm BblLLEeYNOMSIHY-
TbIM NMTALLOM UNN TRETLEN CTOPOHOM OT €ro UMeHWN.

[TpnmeyaHnune— OnpegeneHne npuBeaeHo B [5].

2.10 obpaboTuuk (processor): Pnsnyeckoe Unu rpugndeckoe nNnuo, obpadartsiBatoLlee U3aenmnst MHO-
ropasoBOro NPMMEHeHUsa Tak, YTODbI UX MCNONHEHUE COOTBETCTBOBAMNO TpebOBaHNAM HACTOALLEro cTaHaapTa.

[TpumeyaHune—0ObpaboTumk, pasmeLlar LM N3genme Ha pblHKe, SBMAETCH N3rOTOBUTENEM B COOTBETCTBUM C
TpeboBaHMAMM HACTOSALLEro cTaHgapTa.

2.11 BopoynopHocTb (resistance to liquid penetration): CnocobHOCTL MaTepmana ConpoTUBIATLCS
MPOHWUKHOBEHWIO CKBO3b HETO XKNOKOCTU(EN).

2.12 MukpobHaa npoHuuaeMocTb (resistance to microbial penetration): CnocobHocTb MaTepuana
CONPOTUBNATLCA NMPOHUKHOBEHUIO CKBO3b HETO MUKPOOPIraHN3MOB.

2.12.1 MUKpOoOHaA NpoHMLaeMoCTb B CYXOM cocToAHUM (dry penetration): PesynbTaTt KOMOUHNPO-
BAHHOMO BNUAHUA ABMXKEHNA BO3AyXa U MeXaHMU4ecKoro Bo3aencTeuns (BMbpavumm) Ha npoHUKHOBEHME MUKPO-
OpPraHM3MOB B CYXOM COCTOAHUN.

2.12.2 MUKpOOHasa NpoOHULaEMOCTb BO BfTaXKHOM coCcTOoAHUM (wet penetration): PesaynbTaT KOMOUHN-
POBAHHOIO BNMUAHUA BINaXXHOCTWU, AaBNEeHUA U TPeHUs Ha NMPOHWUKHOBEHUE MUKPOOPraHM3IMOB BO BNMaXKHOM
COCTOAHUN.

2.13 n3genue MHoropasoBoro npuMmeHeHus (reusable product): Uspenune, npegHasHadveHHOE N3roTO-
BUTENEM ANS NOBTOPHOW 0B6paboTKM M NOBTOPHOMOC UCNOMNb30BAHUS.

2.14 n3pgenue ogHopa3oBOro npumMmeHeHuUsA (single-use product): Usgenune, npegHasHa4vyeHHOe U3ro-
TOBUTENEM ANS NCNONbL30BaHUA TOMNbKO B OAHOU XUPYPruyeckon npouegype 1 nognexatlee nocneayrollein
yTUNn3aLunn.

2.15 Xupypruiyeckum nNOKpPOBHbIK MaTepuan (surgical drape): [lonoOTHO, KOTOPbIM HaKpbIBAOT
nauueHTa unm obopyaoBaHue Ang npeaoTepalleHns nepegadm Bo3dyaurenen MHPEKLUOHHbIX 3aboneBaHnm
BO BPEMS XUPYpPruiyeckon onepauunm, obcneaoBaHust Unm MaHUNynsumnu.

2.16 xupyprudeckum xanar (surgical gown): Xanar, KOTOpblI HageBaoT NpK NPoBedeHUN XMpyprudec-
KoW onepauunn, obcnegoBaHnm, MaHUNyNSLUMKA UK NpoLeaypbl ANd npeaoTepalleHnus nepegadm Bo3doyaurte-
nemn nHheKUMOHHbIX 3aboneBaHun.

2.17 xupyprudeckaa npouegnypa (surgical procedure): Xupypriudyeckoe BMellaTeNbCTBO, BbINOMHAE-
MOE€ XUPYPrUYeckum nepcoHanom U conpoBoXaarwuweecd MPOHUKHOBEHMEM Yepes3 KOXY WA CITUSUCTYIO
0OOMOYKY.

2.17.1 ynctaa onepauuma (clean operation). Onepauunsa, BbINONHAeMad Ha HEUHPUUUPOBAHHOUN W
HeTPaBMUPOBAHHOM TKaHW, MPU KOTOPOW He 3aTparnBatoTcs AblXaTelbHbIU, MALLEBaPUTENBHBINA U MOYEno-
NTOBOW TPaKTHh.

2
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2.17.2 onepauua ¢ puckomMm uHpuuupoBaHua (infection-prone operation): Onepauuns, Npu KOTOPOU
cama CYLHOCTb onepaTUBHOIO BMellaTeNnbCTBa UMM COCTOSAHME 300PO0OBbSA NauMeHTa TakoBbl, UTO MHJYeKU S
MOXeT ObITb 3aHeceHa NPy MUHUMAaIbHOM 3arpsi3HeHUN.

2.17.3 MHBasuBHada Xupyprudeckasa npoueaypa (invasive surgical procedure): [lpoueaypa, Npu KOTO-
POU NPOHUKHOBEHUE BHYTPb Tesa OCyLWeCcTBNAeTCA Yepes NOBepPXHOCTb Tena.

2.18 naponpoHuuaeMocTb (water-vapour resistance). PasHocTb gaBneHUa BOASAHLIX NAPOB MeXAay
OBYMA CTOpOHaMM MaTepuana, geneHHas Ha yaenbHbIM TENNMOBOU NOTOK NPpU UCNapeH B HanpaBneHU1 nage-
HUA gaBneHuda. TennoBou NOToK NPU NCNapeHnn MOXKeT COCTOAThL KaK U3 AN dPY3HbIX, TaKk U U3 KOHBEKTUBHbIX
KOMMOHEHTOB.

3 UHdopmMmauusa, npegoctaBnsemMas U3arotToBuTernemM mnm oopadoTymMkom

3.1 Hdopmauusa, npegoctaBnsiemMas B 0ba3aTeNbHOM rnopsiake:

a) ecnn unsgenue npeaHasHadveHo M3IroTOBUTENEM ANt MHOropasoBOro NpUMeHeHus, Heobxoauma
MHpopMaLns 0 npoLueccax, NO3BONALWNX MHOTOKPaTHO NUCMOMNb30BaTb JaHHOE U3aenune, BKIYas OUUCTKY,
ne3nHgekunto, ynakoBbiBaHUE U, MPU HEOBXOAMMOCTN, MEeTOAblI CTEpUNn3aLnn nsgenus (ecnm ero Heobxoaun-
MO 3aHOBO CTEPUIIN30BATb), YMCIIO BO3MOXKHLIX MPUMEHEHNN N NoBble OrpaHUYeHns Ans MHOropasoBOro
MPUMEHEHUS;

b) ecnumnsgenue noctaBnaeTcsi c TpedoBaHNEM, UTO AaHHOE n3genue AoMKHO ObITb NPOCTEPUNTN3OBAHO
nepen npuMeHeHnem, HeobxoaAMMo NPeaoCTaBUTb MHCTPYKLUMX NO MeToAaM CTEPUNU3ALINN;

C) ecCrMN3roTOBUTENb AefaeT pasnuyne Mexay KpUTU4eCKon U MeHee KpUTU4eCckon 3oHaMn nsgenuns, To
HeobxoanmMo NaeHTUhULNPoBaTh 3TU 30HHbI.

3.2 VNHpopmauuda, npeaocTaBnsgemMad no 3anpocy nofib3oBaTend:

a) nHgopmauns 0b NCNonNb3oBaHHbLIX METOAaX UCMbITaHUA UK CBeAeHUSI 00 UX NOEHTUYHOCTU;

b) pesynbTaThbl UCMIbITAHUNA MO XapakTepucTukam, npeacraBneHHbIM B Tabnuuax 1—3;

C) MpU HaANMUYUN KPUTUYECKOW N MEHEE KPUTUYECKOW 30H U3EeNNA N3rOTOBUTESb ACITKEH NpeaoCcTaBnUTb
obocHoBaHMe ONs 3TOro pasrpaHnyeHuns.

Tabnwuua 1—TllepevyeHb XxapakTeEPUCTUK AN OUEHUBAHUS XUPYPIUYECKNX XanaTos

XapakTepucTtuka

MukpobHasi NPOHMLAEMOCTb B CYXOM COCTOSIHUM

MukpobHasa NpoHMLAeMOCTb BO BIA>XHOM COCTOSHUN

MukpobHas uncToTa

Unctota B YacTn MHOPOAHbIX YacTuu,

[1bineBoOpcooTAENEHNE

BogoynopHoOCTh

[1poYHOCTb Ha pa3pbiB B CYXOM COCTOSIHUM

[TpoYyHOCTb Ha pa3pbiB BO BNaXXHOM COCTOSIHUN

[TpOYHOCTb HaA pacTsXKEHUE B CYXOM COCTOSHUM

npO‘-IHOCTI:: Ha pacTAXeHune BO BI1aXXHOM COCTOAHUN

Tabnwuya 2—llepeyeHb XxapakTEPUCTUK A5 OLEHUBAHUS XUPYPIMYECKOro NOKPOBHONO marepumana

Xapakrepuctuka

MukpobHasa NpoHNLUAEMOCTb B CYXOM COCTOSIHUW

MukpobHasa NnpoHMLAeMOCTb BO BIA>XHOM COCTOSHUN

MukpobHas yncToTa

Unctota B YacTu MHOPOAHbIX YacTul,

[IbineBoOpcooOTAENEHNE
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Okon4yaHue mabnuubi 2

XapakTepucTtuka

BoaoynopHOCTh

[1pOYHOCTb Ha pa3pbiB B CYXOM COCTOSIHUM

[TpoyHOCTb Ha pa3pbiB BO BNaXXHOM COCTOSIHUN

[TpOYHOCTb HaA PaCTSHKEHNE B CYXOM COCTOSIHUM

Aaresusi Npy UKCaLmm ¢ LENbIo OrpaHnYeHnsl OnepaumoHHOro nons®

3 CM. npunoxeHwe B.

Tabnwuya 3 —IllepedveHb XapakTepUCTUK AN OUEeHMBaHUA KOCTIOMOB A YUCTbIX NOMELLLEHUIA

XapakTtepucTtuka

MukpobHasi NPOHMLAEMOCTb B CYXOM COCTOSIHUM

MukpobHas unctoTta

YnctoTta B 4acTm MHOPOAHBIX YacTuL

[IbineBopcooTAENEHNE

[1pOYHOCTb Ha pa3pbiB B CYXOM COCTOSIHUM

[TpOYHOCTL Ha PaCTSHKEHNE B CYXOM COCTOSIHUM

[TpnmeyaHune—KOCTIOMbl AN YUCTbIX NOMELLEHUN MNOKa ele HE UCMOoNb3ylT NnoBcemMecTHo. OgHaKko OHM
NMEIOTCH B HANMM4YMN HA HEKOTOPbLIX PbIHKAX, U TPEDOBAHUSA K HUM pacCMaTPUBAIOTCH B HACTOSLWEM CTaHOApTE.

4 Tpeb6oBaHMA K USFOTOBMNEHUIO N 0OpadoTKe

4.1 N3rotoBUTEnb N 0b6paboTYMK AOIMKHBI UMETb BO3MOXHOCTb NMPOAEMOHCTPUPOBaTh COOTBETCTBUE
KOHKPEeTHOro n3gennusa oaHopasoBoro UM MHOropasoBoro NpUMeHeHusa TpeboBaHuUsIM, U3NoXKeHHbIM B [11] 1
[12], a TakKe ero cCOOTBETCTBUE HA3HAYEHUIO.

[TpumeyaHune—PekoMeHAYETCA NPUMEHEHNE CUCTEMbI KadecTBa no [11] B cooTBeTCTBUM C TPebOBaAHUSA-
vu [12].

4.2 Heobxogmmo ncnonb3oBaTth cneayrowne BanuanpoBaHHble npoueaypbl U3roToBMeHNUA M obpaboTKK
n3agenns.

4.2.1 [Ona kaxgoro nsgenusa AomKHbl ObITb paspaboTaHbl 1 BanMaMpoBaHbl crneundpmnkaumMm Ha N3roToB-
neHue 1 obpaboTKy, BKNoYaa cneyndprkaumm Ha BU3yanbHYHO U CAHUTAPHYHO YACTOTY.

4.2.2 Banungauumsa gofmkHa BKoYaTh B cebs Bce cTagum U3rotoBneHnsa n obpaboTkn nsgenus.

4.2.3 B npouecce Banmgaunm HeobxoanMmo onpeaennTb CpoKU NpoBeaeHUs NOBTOPHOW BanMaaumm u
nepecMaTpuBaTb UX Nocne nNwdoro USMeHeHMs B rnpoLeccax M3roToBMEeHUS UM obpabOoTKN, KOTOPOE MOXKET
OKasaTb CyllecTBeHHOe BO3AeNCTBMe Ha nsgenue.

4.2.4 Heobxognmo naeHTMOULMPOBATb, KOHTPONNMPOBATb U PEMMCTPUPOBATb OCHOBHbIE NEepeMeHHbIe
hakTopbl NPOLECCOB N3roTOBMEHUA 1 0bpaboTkn n3genus. Bug 1 nepnognu4HoCTb NOCTOAHHOMO MOHUTOPUHIA
HeobXoaUMO AOKYMEHTUPOBATD.

4.2.5 Heobxognmo pernctpupoBaTh M COXPaHsTb pe3ynbTaThl Banngaunm n NOCTOSIHHOO MOHUTOPWHTa
n3genns.

[TpumeyaHune—[na npoyeccoB Banuaaymm 1 MOHUTOPUHIa U3aennsa npeanoduTuTerbHeEe NPUMEHATb KONW-
YECTBEHHbIE BMonornyeckne, XMMnYeckmne n/mnu pmnandeckne metoabl NCMbITAHUNA.

4.3 TMpu nsrotoneHum n obpaboTtke nsgenna HeodbxoanMmo nogaepXxneaTb B paboyem cocTosAHUN NPO-
Leaypbl obes3apaknsaHna n aesnHdeKkLnn, a Takke oCyLLIeCTBATL NPOCeXnBaHue 3a npoueaypamum ctepum-
nmsauumn.

4.4 CaolcTBa MaTepranoB AOMKHbI COXPaHATLCA NPU U3roTOBNEHUN U 0bpaboTke nsgenus.
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5 TpeboBaHMA K UCNbITAHUAM

5.1 Pe3ynbTaTbl UCNbITAHUWA OOTPKHBI COOTBETCTBOBATL TpeboBaHUAM, U3NoXeHHbIM B [1]—[4]. Bce
pe3ynbTaThl UCMbITAHUA OAOMKHbI ObITb 3apPerMcTpMpPOoBaHbl U COXPaHEHHI.

5.2 [0TOBOE U3gennMe Ao0MKHO NPOUTU UCNBITAHUA OO0 NePBOro pasMmelleHns Ha pblHKe. Ecnu nsgenue
OOMKHbI UCMOMb30BAaThL NOCNe cTepunmsasnn, To UCNbITaHUS N3genma HeodxoaMMo NPOBOANTL NOCE CTEPU-
nusaunmn, UCKnovasa UCNbITaHMA Ha MUKPOOHYH YUCTOTY. UcnbIThbiBaTh HEODXOAMMO npeXxae BCero noTeH-
LManbHO cnabble mecta nsaenus.

[TpumevyaHwmns

1 TpeboBaHUSA KUCMONHEHUIO U3AENUA MOTYT MEHATBCSH B 3aBUCUMOCTHY OT pacCcMaTPUBAEMbIX 30H U3 ENNA M PUCKA
NX BOBNEYEHUS B NEPEHOC BO3byaAnTENEN MHPEKUMOHHBIX 3aboneBaHnn. MmHnmarnbHble TPEBOBAHUA K MCNONHEHUNIO N3 €-
s ans KPUTUYECKUX 1 MEHEE KPUTUYECKUX 30H n3genuns npueeerHs B [2]. Metoabl ncneitaHmnm npeacrasners! B [1], [3]
n [4].

2 Ons Toro 4tobbl rapaHTUpoOBaTh HaaNexalee NCnofTHeHNe n3genusi, AoNycKkaeTCs NCNonb3oBaTbh KOMBUHaALUN
MaTepnanoB nnm oo beanHEHNE N3AeNnn B CUCTEMBI.

3 [lpu Hann4ynn nHaAMBMAyanbHbIX YNAKOBOK K&XXAbIM XMPYPrUYECKNN XanaTt, XMPYPruveCKnm noKPOBHbLIN MaTepuar
NUIMN KOCTIOM OS5 YACTbIX MOMELLLEHUN pacCMaTPUBAIOT KakK oTAernbHoe nagenuve.

5.3 lpununsrotoBneHnn N odbpaboTke n3gennsa UCnbiTaHUA NPOBOAST B COOTBETCTBUN C TPEDOBaAHUAMMU
CUCTEMbI Ka4eCcTBa N3roTOBUTENS UM obpaboTyuKa.

5.4 [lpn OTCYTCTBUMN CTaHOAPTUINPOBAHHBLIX UMK 0OLWENPUHATBIX BanuaupoBaHHbIX METOOOB UCMbITa-
HAW, NPUMEHSEMbIE METOAbI UCNbITAHWUA A0MKHbI ObITh BanManpoBaHbl U AOKYMEHTUPOBAHHbI.

5.5 [donyckaeTca ncnonb3oBaTb anbTepHaTUBHbIE MeTOoAbl ACMbITaHWUUA O MOHUTOPUHIa (CM. 4.2) npu
YCNOBUWU, YTO OHU NMPUMEHEHBI K TEM XXe XapaKTepUucTtukam 1 nonyyveHHble npu Ux npuMeHeHUn pesynbTtaThl
COOTBETCTBYIOT pesyfbTaTtam, NoslydyeHHbIM C NOMOLL b0 MeToaoB UcnbiTaHM no [1], [3]n[4], cm. 5.2, npumeya-
Hue 1.
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[MpunoxeHune A
(cnpaBo4HoOe€)

KomdpopT

A.1 Obwme nonoXxeHuns

KoHuenumns kompopTa OCHOBAHA Ha HECKONbKUX hakTopax: punanonorniveckmm komgopT, yaobCcTBO nepeaBMKeHNA
nnn pakTopax, BNUAKLWLNX HA yOOBNETBOPEHHOCTb N3aeNIMEM KOHKPETHOro nuua.

OnTumarnbHbIM ABMSETCH TAKOE coveTaHMe MmaTepmanoB U An3anHa oaexgbl, 0COOEHHO 4YacTo NoABEePraeMblX YNCT-
KE XUPYPIrUYECKMUX KOCTIOMOB M XanaToB, KOTOPOE MUHUMU3NPYET (PU3NONMOTNMHYECKYIO HArpy3Ky B npouecce paboTsl.
epMOPUINONOTMYECKNN KOMAOPT 0A4eXabl 3aBUCUT OT TEMSTOCTOUNKOCTU, BO34YXOMNMPOHULAEMOCTN, BOO4OYMNOPHOC-
TV 1 gpanupyemMocTn matepuana, n3 KoToporo oHa n3rotoBrieHa.

OpraHonenTn4ecknm KoMmopT B HAaMBONbLLEn CTENEHN 3aBUCUT OT TAKUX CBOUCTB MaTepuana, Kak 3rnactm4HOCTb,
OpanupyemMocTb U CTPYKTypa NMOBEPXHOCTU, a TaKXKe OT Beca oAeXAbl, ee pa3Mmepa, U3roToBNeHNA U TOro, HACKOIbKO
KOHCTPYKUMNOHHbIE OCODEHHOCTU €€ KPOS COOTBETCTBYIOT HA3HAYEHUIO.

Takne ceBoOnCcTBa MaTepuarna, u3 KoToporo n3roToBIlIeHa XMPYpPrmieckas oaexaa, Kak WypLuaHmne, MSrkocTb 1 crnocob-
HOCTb Bbl3bIBaTb Pa3gpa)KeHne KOXW, TpyaHO nameputb. OueHnBaHmne goMKHO BbITb OCHOBAHO HA HATYPHbLIX UCMNbITAHUAX
N34ennn UNm onbiTe NX 3KCnnyartayun.,

A.2 XupyprmieckKkue xanatbl M KOCTIOMbI ANA YUCTbIX MOMEeLLEeHNN

Ha KOMPopT XMPYyPrmvecknx XxanaTtoB N KOCTIOMOB OS5 HNCTbIX MOMELLEHNN MOXET BIMUATL Psg HhakTopoB: NMOKPOW,
NOAroHKa, BO34yXOMNMpoOHULAEMOCTb, BEC, TOJWMHA MaTepuarna, arekrpocrtatmyeckme CBOUCTBA, UBET, KO3IMPMPUUNEHT
OTPaXeHUs CBETa, 3anax n uHaAnBmnayanbHas YyBCTBUTENBHOCTb KOXW.

K apyrum BaXHbIM NepeMEHHbIM PakTopam, KOTOPbIE MOTYT BNUATb HA KOMPOPT XNPYyprnyeckon ogexabl, OTHOCAT
HanM4ne HMXHeEro Denbsi, COCTOSIHME 340P0BbS XUPYPIrMYecKoro nepconana, pabovme Harpy3km Ha XMpyprumv4eckum nepco-
Han, YyMCTBEHHOE HaNpsiXXeHne N yCIroBUS OKpyXatowWwen cpedbl (Temneparypa, OTHOCUTENbHAS BNAXXHOCTb U U3MEHEHNE
COCTaBa BO3yxa B ornepaunoHHON NOCIe ee NPOBETPUBAHNSA).

KomdpopT siBnsieTcs CyObEKTUBHBLIM (PAKTOPOM, U HA HEIO MOXET BIMUATb OAUH UNN KOMBUHAL NS HECKONBbKUX BblLL -
YKa3aHHbIX PaKTOPOB.

A.3 Xvpyprnyeckmm noKpoBHbIN MaTepmnan

XUPYPrnveCcknm noKPOBHbLIN MaTepuan AonmKeH 6bITb 3NacTUYHbIM, NTOTHO U MANKO 0bneraTtb TENO NauNeHTa, a Tak-
Xe HaKpbIBaTb APYyroe 3aieMCTBOBAHHOE BO BPEMS onepaunm obopyaoBaHue, NO3BONASA MPU 3TOM NeEpEMELLaTb XUPYPIu-
YECKME WHCTPYMEHTbl U MaHUNyNMpoBaTb UMU. XUPYPrUYeCcKMW MNOKPOBHbIM MaTepuan gormkeH obecnevmBaTb
doursnonornyecknin KomgopTt, HeobxoaumMbIn AN NOAAE PXKaHNA COCTOSAHUSA 340POBbSA NaUMeHTa.
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[MpunoxeHve B
(cnpaBo4HOe€)

Apre3na martepuana npum ero pukcaumm ¢ LUenbl orpaHuyeHus onepayLuoHHOro nons

AAre3nBbl UCNONb3YIOT ANA obecneveHns NPUNMNaHnsa TEKCTUNBHOIO NONOTHA BO BPEMS NOATOTOBKM K Onepaunm u
NPUNUNAaHNS XNPYPrm4ecKkoro rnoKPOBHOINO mMartepuana K naunmeHTy Ha onepaumoHHOM ctone. Onsa pasnuyHbiX Uenewn,
HanNnpuMep, 4ns NPUNuNaHns maTepuana K matepuany unvm matepmana K Koxke, BblompatoT pasHble aare3mssl.

[1py BbIGOPE agre3amBoB HEOBXOAMMO YHNTLIBATD:

a) aaresmBbl HE JOIMKHbI Bbi3bIBATb MOBPEXAEHUS KOXMU,;

b) npu ncnonb3oBaHUU MaATEPUANOB MHOITOPA30BOro NPUMEHEHNA A0IMKHA ObITb BO3MOXHOCTb yaaneHus agreau-
BOB B npouecce 0bpaboTkm 6e3 noBpexaeHnsa TEKCTUINbHOMO NONOTHA.
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[MpnnoxeHwne C
(cnpaBo4HoOe€)

[TpepoTBpaLleHUe UHOULUPOBaAHNUA onepaLlMOHHbIX

bonbWMHCTBO NocneonepaynoHHbIX XMPYPruvecknx MHPEKUMN BO3HNKAET BO BPEMS onepaunmn, Korga uMeeTcs BO3-
MOXXHOCTb MPOHUKHOBEHUSA MUKPOOPIraHN3MOB B OTKPLITYIO pany. VICTOYHMKOM MUKPOOPraHU3MoOB SIBNSAETCH MO0 3K30reH-
Hbi PaKTOp, T. €. XUPYPrUYECKMN MepcoHarn, noceTuTenn, HeoayweBneHHble npeameTsl (mebenb, 0bopyaoBaHue,
MeANLMHCKNE nagenust), nnbo sHAOreHHbIN, T. €. cam naymnenT. [1pn YncTbiX onepayunsix, T. €. onepaunsix Ha CTEPUIbHbLIX
TKaHSAX Tena v OTCYyTCTBUU NPOHUKHOBEHWA B NOJNTOCTb BHYTPEHHErO OpraHa, Koxxa Xmpypru4eckoro nepcoHana v naumeHTa
ABISAETCH OCHOBHbIM UCTOYHUKOM MUKPOOPraHnamoB. [ 1pn onepaumnsix ¢ puckom MHOUUMPOBaAHUSA, HAaNpuMep, B opToneaun-
YECKOW N COCYaNCTON UMMMAaHTaAUUOHHOW XNpyprumn, ocoboe 3HaveHne npuobpetaet MUKPOhNopa KOXK, T. K. OHA MOXET
cTatb MPUYNHON BO3HUKHOBEHUA XUPYPIrNHECKON MHADEKLINW.

MHpeKunsa MoXeT nepegaBarTbCH KOHTAKTHBIM MyTEM UMK M0 BO34yXy. B nocneaHem cny4vae HOCUTENAMN MHDEKL NN
YaCTO SBNSAIOTCH PpacCeEMBAEMbIE YACTUYKN HYENOBEYECKON KOXWN. HekoTopblie BUA bl DapbepoB, NCNONb3yEMbIX AN MUHU-
MN3aLNN XNPYPruyecknx MHpeKunn, onmcaHbl B HACTOSAWEM CTaHgapTe, a Takke B [1] n [2].

340POBbIN HENOBEK MOXET BbibpacbiBaTh B BO3AYX Npu Xoabbe npmnbnunantenbHo 5000 yacTUYeK KOXN, ABNSIOWMNXCS
HOCUTENAMN BAKTEPUN, B MUHYTY. Pasmep 3TuxX YacTUYeK cCoCcTaBnsaeT oT 5 o 60 MKMm, a cpegHee Yncno aspobHbIX M aHas-
POBHLIX BAKTEPUN, NEPEHOCUMBIX UMWN, — OKOINO 5 HA O4HY YaCTUYKY KOXW. HaCTUYKK, NEPEHOCUMbIE BO3AYLWHbLIM NYTEM,
3apakalT paHy HENOCPe4CTBEHHO OCaXXAEHUEM B HEE UINN ONOCPEeA0oBaAHHO, cHavarna nonagas Ha UHCTPYMEHTbI NN Apy-
rme NnpegmMeThbl, KOTOPbIE 3aTEM KOHTAKTUPYIOT C paHOW. PacCTosIHUS MeXAY HUTAMMK TKaHu pasmepom 6onee 80 MKM Nnoxo
NnpeaoTBpaLLalnT paccenBaHNE YaCTUYEK KOXN.

KocTioMbl 4NA YUCTbIX NOMELLEHNIN NOMOralT YMEHbLUNTL paCCeENBaAHNE YaCTUYEK KOXWU, ABIAIOLWNXCH HOCUTENAMM
bakTepun, c HENOBEYECKOIo TeNa B BO3ayX onepaunoHHoW. KoCTioMbl A4NSA YNCThIX NOMELLLEHUN HEOBXOANMO NCNONBb30BAaTh
KakK 4OMNONMHEHUE K XMPYPIrMYECKUM Xanartam, a He B Ka4eCTBE 3aMEHbI UM,

Xnpyprnyeckue xanartbl UCNONb3yoT 4NA NpegoTBpawleHns nepegavym MHPEeKUUM KOHTaKTHbIM NYyTEM OT XUPYPIn-
YECKOro nepcoHarna B onepaunoHHyo paHy n HA060poT. XMpypruveckue Xxanartbl NpeaoTBpaLaoT pacCenBaHmne YacTUYEK
KOXW B BO34YyX ONepaunoOHHbIX TONMbKO B Cny4vae, eCrv OHU M3roTOBIMEHbI U3 HAAMEeXalero marepuarna n UCnomnb3yTcsH B
COYETaAHNN C CUCTEMAMMU YNbTPAYNCTON OHYUCTKN BO34yXa B ONepaunoHHOMN.

XUpypruvecknm NoKPOBHLIN MaTepuan NPUMeHsIIoT Anst obecneveHns MMKPOoBMonormyecku YncTon paboven noBep-
XHOCTU BOKPYr onepaunoHHOro nosns. Ecnn xmpyprnyecknm nokKpoBHLIN Marepualr NinoTHO OKPYXXaeT OnepaunoHHOE MNose u
dOUKCUpyeTcH Ha KOXe, TO OH TakKXXe YMeHbLIaeT NepeHoC MUKPOropbl C KOXU MNauneHTa B onepaunoHHoe none. Xnpypru-
YECKUN NOKPOBHbIV Matepunan u/mnv nogcoeanHeHHble nagenuns ans coopa dnsamonormyecknx XNaKkocTen TakKe NPUMeEHSs-
0T ANs ynpaeneHust pacnpocTpaHEeHUEM MOTEHUMANbHO 3arpsi3HEHHbLIX OUOMOrMYEeCcKUX MXUAOKOCTEN OpraHmama u3
onepaunoHHOro rnors.
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MpunoxeHnvne ZA
(cnpaBo4HOe€)

Paszgenbl HacToAWeEro ctaHgapTa, nogaepxuBarwlue cylwecTBeHHble TpeboBaHUA
unu gpyrue nonoxeHua Qupekrtue EC

HacTtosawmn ctaHgapT nogroToeBneH no nopydveHuto, BbigaHHomy CEN EBponenckon kommccnen n EBponenckon
accoumnaumen ceobogHON TOProBNun, N NOAAEPKNBAET CYLWLECTBEHHbIE TPpeboBaHuA [5].

TpeboBanus gpyrux Aupektve EC moryT 66T TaKKe NPUMEHUMbI K N34eNnnia(Am), nonagatwemy(nm) nog obnacrtb
NPUMEHEHUS HACTOSILWLEro ctaHaapTa.

COOTBETCTBYIOLWME pa3saernbl HACTOSALWENO cTaHgapTa noaaepxmeatTt TpeboBaHus [5].

COOTBETCTBME pasgesiaMm HaCTOsWEro craHgapra sABnNseTcd ogHUM U3 CPeacTB yaAOBMETBOPEHUA KOHKPETHbIX
CYLECTBEHHbIX TPeboBaHMN [5] M HOPMATUBHbBIX AOKYMEHTOB EBPONENCcKoOn accoumaymm cBOBOAHON TOProBin.

Tabnwnua ZA.1 — CooTBeTCTBUE MEXAY HACTOAWMM CTAaHAAPTOM U [5]

CooTBETCTBYOLWNE CYLLECTBEHHbIE

Pasnensl HacToALero ctaHgapra TpebosaHus [5]

KomMmmeHTapum

3 1,3, 4, 5, 11 —
4 1,2,3,4,5, 7,8 —
5 3 —




OCT P EH 13795-1—2008

[1]

2]

[3]

[4]

[5]

6]

[7]

[S]

[9]

EH 13795-2:2004

(EN 13795-2:2004)

EH 13795-3:2006

(EN 13795-3:2006)

MCO 22610:2006

(1ISO 22610:2006)

MCO 22612:2005

(1ISO 22612:2005)

HupektnBa 93/42/EEC
oT 14 moHa 1993 r.

(Directive 93/42/EEC)
EH 980:2003

(EN 980:2003)

EH 1041:1998

(EN 1041:1998)

EH 455 (Bce wacTtun)
(EN 455 — all parts)
EH 868 (Bce wacTtun)

(EN 868 — all parts)

10] EH 11810 (8Ce 4acTh)

(EN 11810 — all parts)

[11] EH NCO 13485:2003

(EN 1SO 13485:2003)

[12] EH 14065:2002

10

(EN 14065:2002)

budnuorpadua

Xvpyprmdeckas ogexaa un benbe, NpUMeHssIeMblE KaKk MEANLMHCKME M3Zenusa ans na-
LMEHTOB, XUPYPru4eckoro nepcoHana n obopyaosaHus. Yacte 2. Metogbl UCnbiTaHNN

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

Xvpyprmdeckas ogexaa mn benbe, NPUMeHsseMbIE KaK MEANLMHCKME M3ZENUsa Ans na-
LMEHTOB, XUPYPrn4eckoro nepconana n obopygosanus. Hacte 3. TpeboBaHus K NCNOJT-

HEHWNIO N YPOBHU UCINOJITHEHUHA

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

Xupyprmyeckas ogexga n benbe, npuMeHsieMble Kak MEAULMHCKUE n3genus ansi na-
LMEHTOB, MEAMLMHCKOIO nepcoHana n obopyaosatHus. Metoa nenbiTaHnss Ha onpee-

NeHne MUKPODHOW MPOHULAEMOCTU BO BMa>XHOM COCTOSIHUM

(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 microbial penet-

ration)

Opaexaa ans 3awmuTbel OT Bo3byantTenen nHpeKUMOHHbIX 3aboneBannn. Metog ncnoita-
HUA Ha onpeaeneHne MMKPOBHON NPOHNLAEMOCTU B CYXOM COCTOSIHUM

(Clothing for protection against infectious agent — Test method for resistance to dry
microbial penetration)

O MeanuUMHCKUX N3aenusax

(Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)
[‘padhnyeckmne CMMBOMbI, NCMOSNb3YEMbIE AN MaPKNPOBaHUA MeaULMHCKUX N3genun
(Graphical symbols for use in the labelling of medical devices)

MHopmaumns, npegoctaBnsemMasl MarotToButTenem megnumHCKUX nagenmm
(Information supplied by the manufacturer with medical devices)

MeanumnHckmne nepyaTtkm 0g4HOPAa30BOro NPUMEHEHNA

(Medical gloves for single use)

YNakoBOYHbIE MaTepUanbl U CUCTEMbI ANA MeAULMHCKUX N34enNnn, Noanexalmnux cTepu-
nma3aumu

(Packaging materials and systems for medical devices which are to be sterilized)

OnTtuka n ontnyeckne npubopsl. Jlazepbl 1 0bopyaoBaHme, OTHOCSLLEECS K asepam.
XUpyprmyeckmm noKPOBHbLIM MaTepuan u 3aWwmTHbIE NOKPbLITUS ANs NauneHTOB, MPUroa-

Hbl€ TNPU NCINOJ1Ib30BaHUUN T1a3€pPOB

(Optics and optical instruments — Lasers and laser-related equipment — Surgical
drapes and patient protective covers suitable for use with lasers)

Cuctembl kKadyectBa. N3pgennsa meanumHckmne. CneunanbHble TPebOBaHUsA K NMPUMEHE-
Huto EH NCO 9001 (nepecmotp EH 46001:1996)

(Quality systems — Medical devices — Particular requirements for the application of
EN ISO 9001 — Revision of EN 46001:1996)

N3genna TekcTunbHble. CTUPKa TEKCTUMBHBIX n3genun. Cucrema ynpasneHns Bnono-
TMYECKUM 3arpsi3HEHNEM

(Textiles — Laundry processed textiles — Biocontamination control system)



OCT P EH 13795-1—2008

YAK 613.48:006.354 OKC 11.140 M33 OKI185 0000

KntoueBble crioBa: MeanuLUHCKUE N3aenus, XMpypru4ecknin NoKPOBHLIA MaTtepuan, XMpypruieckuin xanar, Koc-
THOM A9 YUCThIX MOMELLEeHWNA, U3roTOBUTENb, 06paboTUmK
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CnaHo B Habop 26.11.2008.

Penaktop H.O. Ipay
TexHu4veckun pepakrop B.H. lNpycakosa
Koppektop M.C. Kabawosa
KomnetoTepHaa sepctka MM.A. HaneukuHou

[TognucaHo B nevate 12.12.2008.  ®opmart 60 x 84%. bymara opcetHana.  [apHuTypa Apuan.

[levatb odceTHas.

Yen.ney. n. 1,86. Ydv.-uza. n. 1,10. Tupax 126 2ka3. 3ak. 1346.

OTnevaTtaHo B ounuane ¢

OIryn « CTAHAAPTUAR®OPM», 123995 Mockea, ['paHaTHbIn nep., 4.
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www.gostinfo.ru info@gostinfo.ru

HabpaHo Bo ®I'Y[1 « CTAHOAPTNH®OPM» Ha [MTOBM.

«C

AHOAPTNH®OPM» — tun. «Mockosckmn nevatHuk», 105062 Mockea, J1sanuH nep., ©.



