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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKkOHOM OT
27 pexabpsa 2002 r. Ne 184-93 «O TEXHUYECKOM perysimpoBaHuv», a npaBuia NpYMeEHEHNsS HaunoHasIbHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickoli ®epepavun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOATOTOBJIEH 3akpbITbiM akLMOHEPHbIM 06LLeCcTBOM «MefuTecT» Ha OCHOBE ayTEHTUYHOrO nepe-
BOJa CTaHAapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHunyeckum koMMTeTOM MO CTaHAgapTusaummn TK 436 «YnpaBneHne ka4ecTBOM 1 COOTBET-
CTBYIOLLME aCNeKTbl A8 MEANLUHCKUX U3enii»

3 YTBEPXJEH W BBEAEH B AENCTBWE [Mpukasom ®efepansHOro areHTcTsa No TeXHUYECKOMY
perynupoBaHuio n MeTposnorum oT 11 Hos6ps 2008 r. Ne 299-cT

4 HacTosiwwniA cTaHOapT WAEHTUYEH eBponeiickomy cTaHaapTty EH 13795-1:2002 «Xupypruyeckas
ofexpaa v 6enbe, NpUMEHseMble Kak MeguLNHCKMe n3genus 405 nauveHToB, XMpYpruiyeckoro nepcoHana u
o6opynoBaHus. Yactb 1. O6uwme TpeboBaHma» (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 BBEJEH BINEPBbIE

MHopmMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6ankyeTCsl B eXerofHo n3gaBaemMom
MH(OPMaLMOHHOM YKasaTe e «HaunoHabHble CTaHAapThi». a TEKCT U3MEHEHWI NNONPaBOK — B eXeme-
CAYHO U3AaBaeMbIX MHDOPMALIMOHHbIX YKasaTenax «HaumoHabHble cTaHaapThi». B ciyyas nepecMoTpa
(3aMeHbl) MM 0T MeHbl HACT OSILLENO CTaHAapTa cooTBeTCTBYOLLee yBeJoM/eHue 6ygeT ony6/IMKOBaHO
B @XXeMeCsiYHO M34aBaeMoM MH(POPMAaLMOHHOM yKa3aTesne «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLasn MHpopmaums, yBefoMIeHNe U TeKCTbl pa3MeLaln T csl Takke B UH(OpPMaLMOHHOI cucTeMe 06LLero
Nofb30BaHUs — Ha ohnuManbHOM caiiTe deaepasibHOro areH TCTBa N0 TeXHUYECKOMY PerympoBaHuio u
MeTponoruu B ceTu HTepHeT

© CraHgaptuHdopMm, 2008

HacTosuii cTaHAapT He MOXeT 6bITb NO/IHOCTLIO UK YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B KayecTBe 0huLManbHOro U3gaHus 6e3 paspelleHus ®efepasbHOIO areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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BeBegeHve

CTtaHpapTt cepumn EH 13795 cocTonT U3 Tpex vyacTei nos o6uwmum HaMMeHoBaHUEM «XUpypruyeckas o4ex-
fa n 6enbe, NpMMeHsAeMble Kak MeguLHCKMe N3Aenuns 418 NauneHToB, XMPYPruyeckoro nepcoHana n obopy-
A[OBaHNA»:

- yacTb 1«O6uwme TpeboBaHNA»:

- yacTb 2 «MeTogbl UCnbITaHW»:

- yacTb 3«TpeboBaHUA K UCMIOMTHEHWNIO U YPOBHU UCTIOSTHEHUSA.

B KOHTEKCTe HacTosALLero cTaHgapTa KXMpypruyeckoi ogexe 0THOCAT XMpypruyeckme xanatbl 1 KOCTHo-
Mbl /151 YUCTbIX MOMELLEHWIA, @ KXUPYPruyeckomMy 6ebto — XUpYpPruyeckuii NOKPOBHbI MaTepuarn.

Mpy NpoBefeHNN NHBA3NBHbIX XMPYPrnyecknx npoueayp nepeHoc Bo3byantenei MHGEKLNOHHbIX 3a60-
neBaHnin MOXeT NPONCXOANTb HECKONBKUMW NyTAMYU (CM. npunoxexue C).

Xupypruyecknii NOKPOBHbI MaTepuarsn, Xupypruyeckme xanartbl U KOCTIOMbI 418 YACTbIX MOMELLEHNA npu-
MEHSI0T 4718 NpefoTBpaLLeHns pacnpocTpaHeHns Bo3byguTenei nHeKUMOHHbIX 3a601eBaHNii Mexay nauu-
eHTaMn W XUPYPTrUYECKUM MNEepcoHasIoM C Lefiblo NPOotUIakTUKY MOCeonepaunoHHbIX OCMOXHEHUA 1
BHYTPUrocnuTasbHbIX MHAEeKUuii (cM. npunoxexune C).

YpoBeHb Tpebyemoii 3aLunThl 4158 NAUUEHTOB, XMPYPrMYeckoro nepcoHana n 060pyAoBaHNs pasfinyeH n
3aBUCUT, HanpMmep, OT TuNa u NPOAO/MHKUTENLHOCTM NpoLeayp, B&XHOCTY ONepaLMoHHOr0 Nos, 3Ha4YeHWiA
BE/INYVHbI MEXaHNYECKNX Harpy3oK Ha MaTepuasibl U BOCNPUMMYMBOCTU NauneHTa K MHEeKL N,

Mcnonb3oBaHne XMpypruyeckmx xanatoB, 06/1afalolmnx CTOMKOCTbO K MPOHUKHOBEHWIO XWAKOCTEN,
yMeHbLUaeT pUcKk MHMULMPOBaHUA NepcoHana Bo3byanuTensiMm MHMEKUMOHHbIX 3a60/1eBaHuii, NepeHoCUMbI-
MW C KPOBbHO U/IM BUONOTUYECKUMU XUAKOCTAMU.

CtaHgapThl [1] u [2], BMmecTe co cTaHgapTamu (3] v [4]. 6a3upyloTca Ha CyLeCcTBEeHHbIX TpeboBaHusX,
n3n10xeHHbIX B (5]. MprBeeHHbIe B HUX 06w me TpeboBaHUs U pekoMeHAauun npegHasHadeHbl 415 okasaHus
NMOMOLLY NOSIb30BaTENSAM, U3rOTOBUTENSAM MUCTIbITATE/IbHBIM LIeHTPam B NPOEKTUpoBaHMmn, 06paboTke, OLeHu-
BaHUN 1 BbIBOpE XMPYPruyeckoii oaexabl 1 6enbs.
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HALULMWOHANBHBIN CTAHAOAPT POCCUWNCKOWN GENLEPALUMN

XNPYPITMYECKAA OAEXAA U BEJIBE, MPUMEHAEMbBLIE KAK MEAVNLUVWHCKUWE U3AENNA
AnA NAUMEHTOB, XUPYPTUMYECKOIO NMEPCOHANA 1 OBOPYAOBAHUA

Yactb 1

O6lwwune TpeboBaHuA

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

fataBBegeHns — 2009—09—01

1 O6nacTb NpUMEHEHUSA

HacTosawwuii ctaHaapT ycTaHaBimBaeT TPe60BaHNA K N3roTOB/IEHWIO M 06paboTke XMPYpPrnyeckon ogex-
Obl 1 6enbs, a Takke K nHdopMauum, KOTOPYH U3roTOBUTENb UM 06paboTUMK f0/MKEH NpefoCcTaBUTb NONb30-
BaTeNsAM M UCMbITaTeIbHbIM LieHTpaM B A0MONIHEHNE K 0ObIYHO MapkMpoBke MeAULMHCKNX n3genuii [6] n [7].

HacToawwuii ctaHgapT cofepxuT oblme TpeboBaHWA K XapakTepucTukaMm XUpYpruyeckux xanatos u
XVMPYPrnyeckoro NOKPOBHOrO MaTeprana, a Takke KOCTIOMOB A/18 YUCTbIX NOMELLEeHW 04HOPA30BOro 1 MHOrO-
pa3oBOro NPMMEHEeHWs, NCNOJb3yeMbIX Kak MeguLMHCK1e n3genvsa Ana naymeHToB, XMpypruyeckoro nepcoHa-
na n obopygoBaHus M NpegoTBpallallmnx nepegady Bo3byauteneil MHPEKLMOHHbIX 3a60/1eBaHNn Mexay
nayueHTaMm n XMpypruyeckum nepcoHasnom B Xo4e XMPYPruyecknx n 4pyrux MHBasvuBHbIX Npoueayp.

Tpe6oBaHMA HACTOSALLEro cTaH4apTa He pacnpoCTPaHATCA Ha XMpypruyeckme Macku, Xupypruyeckme
nepyatku (8]. ynakoBouHble maTepuansl [9]. 06yBb 1 FON0OBHbIE YH6OPbI, & TaKKe Ha Xnupypruyeckme candetku.

HacToawwmii ctaHaapT He ycTaHaBnuBaeT TpeboBaHWii K BOCM/IAMEHAEMOCT MeAULMHCKNX M3aenuni
(Danee — n3genuii), NpYMeHAEMbIX B Na3epHOV XMpyprun. MeToAbl UCMbITaHW Ha BOCNJIAMEHSAeMOCTb 1
CTOWKOCTb K NPOHWKHOBEHWIO N1a3€PHOT0 U3/ly4yeHUsi BMecTe C COOTBETCTBYIOLLE CUCTEMOI knaccudhmkanum
13710XeHbI B [10].

2 TepMUHbI U onpepesieHns

B HacTosLWEeM CTaHAApTe NPUMEHSIOT CieAyoLLMe TEPMUHbI C COOTBETCTBYHOLLMMU ONpPeAeEHUAMN:

2.1 KOCTIOM A/19 YMCTbIX NomeLlLeHunit (clean air suit): KocTiom, NnpegHasHaueHHbli 415 MUHUMU3ALMN
puvcka 3arpsi3HeHusi onepayvoHHOTo Mosisi BO36YAUTENsIMU MHIEKLMOHHBIX 3a60/1eBaHnii Mpy nx nepeHoce
YyacTMYKaMUn KOXMW HOCUTENS JaHHOTO KOCTHOMa Yepes BO3AYX OMNepauvoHHON C LeNbio YMEHbLUIEHUST pucka
VH(OMLMPOBAHNS paHbl.

NMpumeuyaHne — B oTAnuMe OT 06bIYHOTO XUPYPrMHECKOTO KOCTIOMA KOCTIOM A1l YNCTbIX NOMELeHNA Cnpoek-
TUPOBAH TaK, YTO6bl YMEHbWUTL 3arpsA3HEHNE XUPYPrUYECKUM NepcoHanoM BO3AyXa onepaunoHHON.

2.2 uyuctoTa (cleanliness): CocTosiHie U3aennsi, Npy KOTOPOM 3arpsi3HEHNE HeXenaTeslbHbIMU NOCTOo-
POHHMMM BK/TIOUEHUSIMW HE NPEBbILLIAET YCTAHOB/IEHHBI B HOPMATUBHbIX [JOKYMEHTax YPOBEHb.

NMpnmeyaHne — TaknMu BKIIOYEHUAMU MOTYT GbiTb MUKPOOPraHU3Mbl, OpraHMYeckne ocTaTku WAU HacTULbl
BEleCTBa «MaTepuana).

221 ynctoTa MukpobHas (cleanliness — microbial): CocTosiHue nsgenus, nNpu KOTOPOM HavasbHas
KOHTamuHauusa n3genns u'mamn ynakoBku MUKPOOpraHn3Mamuy He NpeBbllliaeT YCTaHOB/IEHHbIN B (2) YPOBEHb.

MpumeuyaHune — Hanpaktuke MUKPOBGHAs YMCTOTA 4aCTO KBANNPUUUPYeTCs Kak «MUKpodiopa*.

N3paHne opuymnansHoe
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2.2.2 yncToTa B YactTu MHOPOAHbIX YacTuy (cleanliness — particulate matter): CoctosHue n3genus,
npy KOTOPOM KOJIMYECTBO 3arpsA3HAIOLLMX ero MHOPOAHbIX YacTuL,, KOTOpPble MOTYT ObITb YAaneHbl MexaHuyec-
KMM BO3/eliCTBMEM, He NPeBbILLaeT yCTaHOB/IEHHbI B [2] ypOBEHb.

2.3 kpuTnuyeckas 3o0Ha usgenus (critical product area): O6nacTb nsgenusl, ¢ Hambosblel BeposT-
HOCTbIO BOB/IEKaeMasi BnepeHoc Bo3byauTeneil nHpekLMoHHbIX 3a601eBaHunii B paHy Uam U3 paHbl, HanpuMep,
nepegHsa Nosoyka 1 pykasa Xvpypruyecknx xanatos.

2.4 ppanupyemocTb (drapeability): Cnoco6HOCTb MaTeprana CoOoTBETCTBOBaTbL 3a4aHHON hopme nnm
06BEKTY.

2.5 TekcTunbHoe NosoTHO (fabric): MaTepuan, COTKaHHbIN, CBA3aHHbIA U/ N3TOTOB/IEHHBIA A4pYTUMHA
cnoco6amu.

2.6 dmkcauusa (fixation): 3akpenneHne XmMpypruyeckoro noKPOBHOro Matepuana Ha Tefne nauueHTa c
Lie/iblo orpaHnyeHns onepaLmoHHOro Nons.

MpumeyaHune — CM. npunoxeHune B.

2.7 B0O3byauTenb nHekUunoHHoro 3abonesaHnus (infective agent): MukpoopraHvuam, KOTOpbIiA MOXeT
BbI3BaTb PAHEBYI0 MH(EKLMIO U CTaTb MPUYNHON MHULMPOBAHUS XMPYPrMYecKoro nepcoHana nav nauneHTos.

2.8 nbinesopcooTaenerune (linting): BoicBo60XAEHNE hparMeHTOB BOSIOKOH M APYrMX YacTuy, B Npo-
Liecce 06paboTKM 1 MPUMEHEHUN U3AENUS.

MpumeyvyaHune — flaHHble hparMeHTbl K YacTULbl BblpabaTbiBalOTCSA TEKCTUIbHBIM NOJIOTHOM.

2.9 wnsrotoBuTenb (manufacturer): du3nyeckoe unn lpUgMUEcKoe NNLO, Hecyllee OTBETCTBEHHOCTb
3a NPOeKTNpOBaHne, N3roToBNEHWE, yNaKoBbIBAHNE N MapK/pOBaHWe U3Aenns 40 ero pasMeLleHns Ha pbiHke
noj co6CTBEHHbIM HAMMEHOBaHNEM HE3aBUCKMO OT TOr0, BbIMOIHAKTCA /M AaHHble OnepaLumm BbiLeynoMsAHY-
TbIM /INLOM UAW TPETbeNn CTOPOHOI OT ero UMEHMN.

MpunmeuyaHne — OnpegeneHne npusefeHo B |5).

2.10 ob6paboTuuk (processor): dusnyeckoe Uin Lpunanveckoe nuLo, obpadaTeiBatoLLee N3genus MHo-
ropasoBOro NPUMeHeHNs Tak, YTo6bI UX MCMONIHEHVE COOTBETCTBOBAS10 TPe60BaHUAM HACTOSALLEro cTaHaapTa.

MpumeyvyaHune — O6paboTunk, pasmellanllnii M3genne Ha pbiHke, ABNAETCSA U3rOTOBUTENEM B COOTBETCTBUU C
Tpe6oBaHMSAMYN HaCcTOsALWero cTaHaapTa.

2.11 BopgoynopHocTb (resistance to liquid penetration): Cnoco6HOCTb MaTepuana COnpoTUBAATLCA
NMPOHNKHOBEHMIO CKBO3b HETO XUAKOCTU(EN).

2.12 mukpobHas npoHuuaemocTb (resistance to microbial penetration): Cnoco6HoCcTb MaTepuana
CONPOTMBNAATLCA NPOHVKHOBEHMIO CKBO3b HETO MUKPOOPraHN3MOB.

2.12.1 mMukpobHasa NPoOHMLAOMOCTb B CyXOM COCTOSSHMK (dry penetration): Pe3ynbTat KOMOUHUPO-
BaAHHOTO B/IMSHUA BWXEHNA BO3JyXa U MeXaHU4eckoro Bo3geiicTaus (snbpatm) Ha NPOHMKHOBEHWE MUKPO-
OpraHn3mMoB B CYXOM COCTOSIHWN.

2.12.2 MuKpo6Hasa NPOHMLLAEMOCTb BO BIaXXHOM COCTOAHUY (wet penetration): Pe3ynbTaT KOMOUHN-
POBAHHOrO B/IMSIHUSI BMI&XHOCTW, AaBMeHWA W TPEHUS HA NPOHWKHOBEHWE MUKPOOPraHU3MOB BO B/I&XKHOM
COCTOSIHUW.

2.13 n3genue MHOropasoBoro npumMmeHeHus (reusable product): N3genuve, npegHasHauyeHHOE U3roTo-
BUTENIEM /19 MOBTOPHOI 06paboTKM 1 MOBTOPHOrO UCMO/b30BaHNS.

2.14 n3pgenve ogHOpPa30BOro npumeHeHus (single-use product): Misgenve, npegHasHavyeHHoOe M3ro-
TOBUTENIEM A8 UCNO/b30BaHNA TONbKO B OAHON XMPYPruyeckoin npoueaype u nognexalliee nocnegyoulen
yTunusayumn.

2.15 xupypruyeckuin noOKpOBHbIVi MaTepuan (surgical drape): MofOTHO, KOTOPbIM HaKpbiBalOT
nauueHTa nnv obopyaoBaHue 419 NpefoTBpaLLeHns nepegayn Bo3dyanteneli MHPEKUMOHHbIX 3a60neBaHuni
BO BPEMS XMPYPruyeckoi onepauuv, o6cnefoBaHna uinm MaHunynaymn.

2.16 xmpypruyeckuii xanar (surgical gown): XanaT, KOTopblii HaleBalT NPU NPOBEAEHUN XUPpYpruyec-
KoV onepauuu, o6cnefoBaHnn, MaHUNyNALMU UAK Npoueaypsl 419 NpefoTBpalleHns nepejayn Bo3dygute-
nen NHPEKUNOHHbIX 3a60/1eBaHuiA.

2.17 xupypruyeckas npouepypa (surgical procedure): Xvpypruyeckoe smellaTeNbCTBO, BbINOJHAE-
MO€e XMPYpruyeckMmM MepcoHasioM N CONpOBOXAALeecss NPOHWKHOBEHWEM Yepe3 KOXy WU CAN3UCTYI0
060/104KY.

217.1 ynctaa onepauus (clean operation): Onepauus, BbINOHAEMAass Ha HeWHMULMPOBAHHOW K
HeTpaBMVPOBAaHHOW TKaHW, NPV KOTOPOWA He 3aTparMBaloTCsA AblXaTeNbHbIA, NULeBapUTesbHbIA UM MOYeno-
NIOBOW TPakThl.

2
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2.17.2 onepauus c puckom mHpuunposaHus (infection-prone operation): Onepauus, Npu KOTOpOii
cama CyLHOCTb OnepaT1BHOIO BMeLlaTeNbCTBa UM COCTOAHME 30POBbSA NaLueHTa TakoBbl, YTO MHMEKL WA
MOXET 6bITb 3aHeCeHa NP MUHUMAaNbHOM 3arpsA3HEHNN.

2.17.3 nHBa3MBHasA xmpypruyeckas npouegypa (invasive surgical procedure): MNpouegypa, npy KoTo-
poii NPOHVMKHOBEHME BHYTPb Te/a OCYLLEeCTBASETCS Yepes NOBEPXHOCTb TeNna.

2.18 naponpoHuuaemMocTb (water-vapour resistance): PasHOCTb AaB/ieHUss BOASAHbIX NapoB Mexay
[ByMsi CTOpOHaMu MaTepuana, efleHHas Ha yae bHbIl TEN0BOV NOTOK NPY NCNAapeHUN B HaNpaBieHuy nage-
HUst faBneHns. TenaoBoli NOTOK NPU UCNAPEHNN MOXET COCTOSITb Kak U3 AN Y3HBIX, TaK U U3 KOHBEKTUBHbIX
KOMMOHEHTOB.

3 VHdopMauusi, npegocTaBisieMas U3roToBUTENIEM WM 06PaBoTHMKOM

3.1 WHdopmauus, npegoctasnsemMas B 06s3aTe/ibHOM Nopsigke:

a) ecnn usgenve npefgHasHauyeHO M3roTOBMTENIEM A/11 MHOrOpas3oBOro MpMMEHeHUs, Heobxoguma
MHhbopmauma o npoueccax, NO3BOMASIOLWMX MHOTOKpaTHO UCMO/b30BaTh AaHHOe nsgenue, BkI4as OUUCTKY,
[e3nHdekunio, ynakoBbiBaH/e W. NpyU HEO6XOAUMOCTH, METOAbI CTEpPUIN3aL MU 3LENNS (ECNUN ero Heobxoau-
MO 3aHOBO CTEPW/IN30BATb), YMCMO BO3MOXHbIX NPUMEHEHW 1 Nto6ble orpaHNYeHns AnsS MHOropasoBOro
NpPUMeEHeHNs,

b) ecnuusgenue noctaBnsieTcs ctpeboBaHNeM, UTO JaHHOe n3aenne 4oMKHOOGbITbNPOCTEPUIN30BaHO
nepeg npMMeHeHnem, Heo6xo4MMO NPeAoCTaBUTb MHCTPYKUUKU MO METO4aM CTepuansaLmu;

C) ecnv U3roToBUTENbAENAaEeT passimume Mexay KpUTUYeCKO U MeHee KpUTUYeCKoi 30HaMu 3genus, To
He06Xx0aMMO NAEeHTUMNLMPOBATL 3TU 30HbI.

3.2 WHdopmauus, npegoctasnisemMas rno 3anpocy nosib3oBaTtens:

a) MHdopMaumsa 06 MCNoNb30BaHHbIX METOA4AaX UCMbITAHNIA NN CBeAEeHUS 06 NX UAEHTUYHOCTH;

b) pesynbTaTbl UCMbITAHWIA N0 XapakTepucTukam, npeacTaB/ieHHbIM B Tabnmyax 1—3;

C) MpuW HaJIMYMMN KPUTUUECKO N MEHEE KPUTMUYECKOW 30H N34eNnst U3roTOBUTE b JO/IKEH NpeocTaBUTh
060CHOBaHMe A/19 3TOro pasrpaHnyeHus.

Ta6nuuya 1— MepeyeHb xapakTepucTuK A5 OLEHUBAHUSA XUPYPTMYECKUX XanaTos

XapakTepuctuka

MWuKpoGHas NpoHNLaeMOCTb B CyXOM COCTOSHUMN
MWKpoGHas NPOHNLAEeMOCTb BO BJIAXHOM COCTOSIHUU
Mukpo6Hasa uncrtota

YucTtoTa B 4aCTM UHOPOLHbIX YacTuy
MbineBopcooTaenexHve

BogoynopHocCTb

MpoYHOCTb Ha paspbiB B CYXOM COCTOSIHUU
MpPOYHOCTbL Ha paspbiB BO B/IAXHOM COCTOSIHUU
MPOYHOCTbL Ha pacTsXXeHNe B CYXOM COCTOSIHUM

MpPOYHOCTb Ha pacTsAXeHue BO BJIaXHOM COCTOSAHUN

Ta6nuya 2— MNepeyeHb XapakTEPUCTUK AN OLEHUBAHUS XUPYPIMYECKOrO MOKPOBHOTO MaTepuana

XapakTepuctuka

Mwukpo6Has NpoHNLaeMOoCTb B CyXOM COCTOSHUMN
MuKpo6Has NPOHULLAEMOCTb BO B/IAXXHOM COCTOAHMU
MukpobHas uncrtota

YuctoTa B 4aCTU MHOPOAHBIX HACTUL,

MblnesBopcooTaeneHne
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OkoHuaHue Tabnuubl 2

XapakTepuctuka

BcaoynonHCCTb

MpPOYHOCTb Ha paspbiB B CyXOM COCTOAHUMN

MpPOYHOCTb Ha paspbiB BO BJIAXHOM COCTOSAHWM

MpPOYHOCTb Ha pacTsXEHNE B CYXOM COCTOSIHWM

Apfresus npu uKcaLum ¢ Lenblo orpaHnyeHns onepayMoHHOro nons”

=> CM. npunoxeHue B.

Ta6nuya 3— MNepeyeHb XapakTepUCTUK AN OLEHUBAHUS KOCTIOMOB A/t YUUCTbIX NOMeLLeHNii

XapakTepuctuka

MunKpOoGHasi NPOHNLLAEMOCTb B CYXOM COCTOSIHUMN
Mukpo6Has unctoTa

YucToTa B HACTM MHOPOLHBIX YACTML,
MbinesopcooTaeneHne

MPOYHOCTL HA Pa3pbiB B CYXOM COCTOSIHWAM

[MPOYHOCTL Ha pacTsAXXeHne B CyXOM COCTOAHUU

MpumeyaHne — KOCTIOMbl ANS YACTbIX NOMeELLEHWI NOKa ele He WCNOMb3YT NoBCeMecTHO. OAHaKO OHM
MMEKTCSA B HA/IMYUN HA HEKOTOPbIX pblHKaX, 1 TpeboBaHUA K HUM paccmaTpuMBalTCA B HacTosWeM cTaHgapTe.

4 TpeboBaHUs K N3roTOB/EHUIO N 0OpaboTKe

4.1 WN3roToBUTENbL U 06Pa6OTUMK AO/DKHBI MMETb BO3MOXHOCTb NPOAEMOHCTPUPOBaTbL COOTBETCTBUE
KOHKPETHOro M3Jenns 0f4HOPa30BOro UM MHOTOPa30BOr0 NMPUMEHeHUsI TPE6GOBaHUAM, U3NOXEHHbIM B [11] 1
[12]. a Takke ero COOTBETCTBUE HA3HAYEHWIO.

MpumeyaHune— PekomeHAyeTCA NpMMEHeHUe cucTeMbl kayectBa no [11] B COOTBETCTBMM C TpeboBaHUA-
Mu [12].

4.2 Heobxoanmoucnosnb3oBaTh ceayoLne BannanpoBaHHble Npoueaypbl U3roTOB/IEHNS N06paboTkm
nsgenvs.

4.2.1 [Nns Kax[oro n3genus gomkHbl 6bITb paspaboTaHbl U BaIMAMpoBaHbl cneundmnkaLmm Ha U3rotos-
neHuve nobpaboTky, BKIOYasA creundmkalm Ha BU3yasbHY0 U CAaHUTaPHYH0 YACTOTY.

4.2.2 Banugauus 0o/hKHa BKOYaTb B ce6s BCe cTafMM U3rOTOB/IEHNS 1 06paboTkun n3genms.

4.2.3 B npouecce Banugauny Heo6xo4MMo onpeaenuTb CPOKM NPOBEAEHNS MOBTOPHOW Banuauum un
nepecmaTtpuBarthb UX nocsie N160ro N3MeHeHs B Npoueccax U3roToBAeHns UM 06paboTkm, KOToOpoe MOXeT
OKasaTb cyuiectBeHHoe BO3,IJ.ef7ICTBVIe Ha nsagenve.

4.2.4 HeobxoaMMo naeHTuUUnpoBaTb, KOHTPOIMPOBAaTL U PErMcTpPUpPoBaTb OCHOBHbIE MEepeMEHHbIe
(baKTOpr npoueccoB N3rotoB/1IEHNA N 06pa60TKVI n3genunsa. Bugn nepnoanyHOCTb NOCTOAHHOIO MOHUTOPUHIA
HeobXxoAVMMO AOKYMEHTUPOBATb.

4.2.5 Heob6xo4MMO perncTpupoBath U COXPaHATb pe3y/ibTaTbl BaiMaaun 1 NOCTOAHHOIO MOHUTOPUHTa
n3poenna.

MpumeuvaHune — [ina npoueccos Banangaunn MU MOHUTOPUHIA M3genns npeanoyTuTeNbHee NPUMeEHATb KOMU-
YecTBEHHble 6M0N0TUYECKME, XUMUYECKNEe /MK hu3nyeckne MeToAbl NCMbITAHWIA.

4.3 Tpwv nsrotosneHnn 1 ob6paboTke U3genus Heob6xoAMmMo nogaepxnsaTtb B paboyemM COCTOSHUM NPO-
uenypsbl o6e33apa>KMBava VI,qe3VIHCbeKLI,I/IVI, a TakXXe OCylecCTB/IATbL NpocaiexmnBaHne 3a npouenypamum ctepu-
nusauuu.

4.4 CgoiicTBa MaTepuanoB A0/HKHbI COXPaHATLCA NPU U3roTOB/IEHNN N 06paboTke n3aenus.
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5 TpeboBaHUs K NCMbITaAHUSM

5.1 Pe3synbTatbl UCMbITAHUIA AO/MKHBI COOTBETCTBOBaTL TPe6OBaHMAM, U3/I0XEHHbIM B [1]—{4]. Bce
pesynbTaTbl UCMbITAHWUA A0/MKHbI 6bITb 3apErMcTPUPOBaHbI Y COXPaHEHbI.

5.2 FoToBOE U3Adenue [0/MHKHO NPONTK UCNbITAHUS A0 NEPBOro pasmeLleHuns Ha pbiHke. Ecnn nsgenuve
[OO/MKHbI UCNO/b30BaTh NOC/e cTepuansaLnu, To UCMbITaHus u3genma Heobxo4MMo NPoOBOAUTL NOCe CTepu-
nn3auun. UCKNYas UCMbITaHUS HAa MUKPOGHYHK YnCTOTy. McnbiTbiBaTb HEOOXOAMMO Mpexae BCero noTeH-
LumanbHo cnabble MecTa usgenus.

MpumeyvaHnwnsa

1 Tpe6oBaHUs K UCNONHEHWNIO 34NN MOTYT MEHSAATLCS B 3aBUCHMOCTU OT pacCcMaTpuBaeMblX 30H U3AENUA U pUucka
X BOB/leYeHUs B nepeHoc Bo36yaunTeneit MHM eKLMOoHHbIX 3a60neBaHnit. MMHUManbHble Tpe60BaHUSA KUCNONHEHWIO N3ge-
NS AN KPUTUYECKNX U MEHee KPUTUYECKUX 30H u3genus npusefeHrsl B (2J. MeToAbl ncnbiTaHuii npegctasnexsl B [1). |3)
n@4L

2 [nA Toro 4To6bl rapaHTUpOBaTb HaA/exaliee UCNO/THEHUE U3eNns, [oNyckaeTca NCNONb30BaTh KOMGUHAL N
mMaTepuanos UM o6begnHeHne N3gennii B cuctemsl

3 Mpu HaNUYUU NHANBUAYANBHBIX YNAKOBOK KaXXAblA XMPYPIMUYeCKUil xanat, Xupypruyeckunii NOKPOBHbI maTepman
VNN KOCTIOM AN1A YNCTbIX NOMELLEHNI paccMaTpuBaloT Kak oTAeNbHOe usgenve.

5.3 TMpw nsrotoBneHny nnm obpaboTke N3fennsa NCnbiTaHNsa NPOBOAAT B COOTBETCTBUN C Tpe6OBaHNAMM
CMCTEMbI KaYecTBa N3roToBUTENSA UM 0bpaboTumnka.

5.4 Tpv OTCYTCTBUM CTaHAaPTU3NPOBAHHbIX UIN OOLWENPUHATBIX BATMANPOBAHHbLIX METOA0B UCMbITa-
HWI, NPUMEHAEMble MeTOoAbl UCMbITAHUA AO/KHbI 6bITb aaMANPOBaHbI Y AOKYMEHTUPOBAHbI.

5.5 [lonyckaeTcs UCNOMNb30BaTh aflbTepHATUBHbIE METOAbI UCNbITaHWNIA AN MOHMUTOPUHTa (cM. 4.2) npu
YC/I0BWM, YTO OHW MPUMEHEHBI K TEM Xe XapaKTepucTukam 1 nosyyeHHble nNpu nx NpUMEHeHUn pesynbTaThbl
COOTBETCTBYHT pe3y/ibTataM, NoSy4YeHHbIM C MOMOLLbI0 METOA0B UcnbiTaHuii no (1]. [3] n (4). cM. 5.2. npumeya-
Hue 1.
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MpunoxeHune A
(cnpaBoyHOe)

KomdhopTt

A.l O6wure nonoxeHns

KoHuenuus komopta ocHOBaHa Ha HECKO/IbKMUX chakTopax: husnonornyeckunit KomgopT, yA06CTBO NnepeaBuxKeHns
unu hakTopax, BANAKLWMNX Ha YA0BIETBOPEHHOCTb N34ENMeM KOHKPETHOro nuua.

OnTUManbHbIM ABNAETCA Takoe CoYeTaHMe MmaTepuanos nansaiHa ofexabl, 0CO6EHHO YacTo NnogBepraeMblX HNCT-
K& XMPYPrnyeckmx KOCTIOMOB U XanaToB, KOTOPOe MUHUMU3NUPYET (DU3MOOTMUECKYI0 Harpy3Kky B npouecce pa6oThbl.

Tepmodunsnonornyecknii KOMGOpPT 04eX bl 3aBUCUT OT TENIOCTONKOCTH, BO3AYXONPOHULLAEMOCTH, BOAOYNOPHOC-
TV U ApanupyeMocTu matepuana, U3 KOTOporo oHa U3roToB/eHa.

OpraHonenTuyecknii komgopT B Hanbonblwell CTeneHn 3aBUCUT OT Takux CBOWCTB MaTepuana, kak 3anacTUuYHOCTb,
ApanupyemocTb M CTPYKTypa MOBEPXHOCTU, a Takke OT Beca OfexAbl, ee pa3Mmepa, U3rOTOBMEHUS U TOT0, HACKO/bKO
KOHCTPYKLMOHHbIE 0COGEHHOCTH ee KpOsi COOTBETCTBYIOT Ha3HaUYEHUIO.

Takve cBoiicTBa MaTepuasna, U3 KOTOPOro U3roTOB/IEHA XUPYypruyeckas oaexaa, Kak WypluaHme, MArkocTb MCNoco6-
HOCTb Bbl3blBaTb pasfpaxeHune KoXu, TPYAHO N3MepuTb. OueHnBaHWe J0MXHO GbiTb OCHOBAHO Ha HATYPHbIX NCMbITAHNAX
n3genuii UNU onNbITe UX AKCNyaTayum.

A.2 Xupypruyeckne xanaTbl M KOCTIOMbI 418 YACTbIX MOMELLEHUI

Ha KoM opT XMpypruyecknx xanaTosB 1 KOCTIOMOB A1 YACTbIX NOMeELLEHNI A MOXeT BNUATb psAj hakTopoB, MOKPOIA,
NoAroHKa, BO34yXONpoOHMLaeMoCTb, BeC. TOMWMHA MaTepuana, afekTpoctaTuyeckme CBONCTBA, LBET, KOI(MPULMEHT
oTpaxeHus cBeTa, 3anax u UHAMBUAyanbHas YyBCTBUTENIbHOCTb KOXW.

K ApPYrMM BaXHbIM NepeMeHHbIM hakTopaM, KOTopble MOTYT BAUATb Ha KOMMOPT XMPYPruyeckoin oaexabl, OTHOCAT
Hanuune HUXHero 6enbs, COCTOAHNE 3[0POBbLA XUPYPrUUeckoro nepcoHana, paboyne Harpy3km Ha xupypruyeckuii nepco-
Han. yMCTBEHHOE HanpsXeHue 1 ycnoBus okpyxalwwei cpeabl (TemnepaTtypa, OTHOCUTENbHAA BNAXHOCTb U U3MEHEHNEe
cocTaBa BO3/yXxa B OnepaLWOHHOI Nocne ee NpoBeTPUBAHUSA).

KomgopT siBnsieTcA cy6beKTUBHbIM (haKTOPOM, U HA HEFr0 MOXET BAUATb OAUH UK KOMBUHALMS HECKONbKUX Bbllle-
yKka3aHHbIX (hakTopoB.

A.3 Xupypruyecknii NnoKpoBHbIA MaTepuan

Xvpypruyeckuii NOKPOBHbI MaTepuan foXeH 6blTb 31aCTUYHBIM, MJIOTHO U MATKO 061eraTb TeN0 NauneHTa, aTak-
e HakpblBaTb Apyroe 3afeiicTBOBaHHOe BO BpeMs onepauumn o6opysoBaHue, no3Bonssa Npu aTomM nepemeliatb Xupypru-
yeckMe WHCTPYMEHTbl W MaHWNynupoBaTb WMW. XUPYPruyeckuii NOKPOBHbIA MaTepuan p[oxeH o6GecneymBaTb
cdunsnonornyecknii KomopT, HEO6XOAUMBIN AN NOALEPXKAHNSA COCTOAHUA 340POBbA NaLueHTa.
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MpunoxexHne B
(cnpaBouHoe)

Apresva martepuana npu ero C*)VIKCGLI,I/IVI C Lenbl orpaHnyeHunda onepaymoHHOro nosns

AfresnBbl NCNONbL3YIOT 418 06ecneyeHns NpUAMNaHnsa TeKCTUILHOTO NON0THA BO BPeMA NOATOTOBKM Konepauun u
npuUANNaHns XUpypruyeckoro NOKPOBHOTO mMaTepuana kK nayMeHTy Ha onepauuoHHOM cTone. [Ns pasfuyHbIX Lenei,
Hanpumep, ANA NPpUAUNaHNA Matepuana K matepuany uam matepuana K Koxe, Bbi6npatT pasHble afre3nsbl.

Mpwn BbIGOpe are3snBoB HEO6XOANMO yUUTLIBATh:

a) ajresnBbl He [O/KHbI Bbi3biBATb NOBPEXAEHNA KOXN.

b) NPV UCNONL30BaHUN MaTepnanoB MHOropa3oBoro NPUMeHeHNs A0XHa 6bITb BO3MOXHOCTb yaaneHunsa aaresu-
BOB B npouecce 06paboTkn 63 NoOBpeXAeHNA TEKCTUILHOTO NOMOTHA.
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Mpunoxenune C
(cnpaBoyHOe)

MpepoTBpalieHne MHPULMPOBAHUSA ONepaLMoHHbIX

BONbLWMWHCTBO NOCNeoNepaLMoOHHbIX XUPYPruieckux HekLnii BO3HNKaET BO BpEMSA onepaLmum, korga uMeeTcs Bo3-
MOXHOCTb MPOHUKHOBEHUA MUKPOOPTraHW3MOB BOTKPbITY0 paHy. ICTOYHUKOM MUKPOOPraHW3MOB SAB/ISIETCA NGO 3K30TEH-
Hbll hbakTop, T.e. XUPYpruyeckuin nepcoHan, noceTuTenu, HeojyleBfeHHble nNpeameTbl (Meb6enb, o6opyaoBaHue,
MeaULUHCKUE n3genus), Nu6o aHA0TeHHbIN, T. €. caM nayueHT. Mpu YUCTbIX onepaymnsax, T. €. onepaynsix Ha CTePUNbHbIX
TKaHAX Tena n 0TCYTCTBUU NMPOHUKHOBEHUSA B NOJIOCTb BHYTPEHHETO OpraHa, koxa XMpypruyeckoro nepcoHana nnaymeHTa
SAAIBNSIETCS OCHOBHbIM UCTOYHUKOM MUKPOOPTraHM3MOoB. Mpu onepauuax c puckoM MHPULUPOBAHUS, HANPUMEpP, BOpTOoneaun-
YeCKOW N COCYANCTON UMNAaHTaLNOHHOI Xupyprum, oco6oe 3HauyeHne npuobpetaetT MUKpPodiopa KOXW. T. K. OHA MOXeT
cTaTb NPUYNHON BO3HUKHOBEHUS XMPYPrMUYecKoi nHdekuun.

NHekyma moxeT nepeAaBaTbCsa KOHTAKTHLIM NyTeM UK No BO3ayXy. BnocnegHem cnyvyaB HOCUTENAMUW UH eKLUN
4acTo ABNAKTCA paccemBaemMble HaCTUYKM Yenl0BeYeCKo KoxXu. HekoTopble BUAbLI 6apbepoB, UCMONb3YEMbIX AN1S MUHU-
MU3auun XMpYpruyecknx MH ekynii, onucaHbl B HaCToALWEM cTaHaapTe, a Takke B (1) u [2].

3/40p0BbIi HeNOBEK MOXET BblGpachbiBaTb B BO34AYX Npu Xo4b6e npn6an3ntenbHo 60004acTUHEKKOXN. ABNAIOLWNXCSA
HOoCMTenAaMu 6GakTepuin, B MUHYTY. Pasamep aTux yacTuyek coctaBnaeT oT 540 60 MKM. a cpefjHee Yncn0 aapoBHbIX N aHad-
po6HbIX GaKTepuit, NEPEHOCUMbIX UMU. — OKOJIO 5 HA OAHY YaCTMUUKY KOXU. YacTUUYKN, NepeHOCHMble BO3AYLWHbIM NyTEM,
3apaXxaloT paHy Henocpe/CTBEHHO OCaX/JeHWEM B Hee NN ONoCpe0BaHHO, CHaYana nonajas Ha MHCTPYMEHTbl UKW Apy-
rme npeAmMeThl. KOTOPble 3aTeM KOHTAKTUPYIOT CPaHON. PaccToAHMA MeXAY HATAMU TKaHU pasmepom 6osiee 80 MKM N10X0
npefoTBpalalT paccenBaHne YacTUUek KOXK.

KOCTIOMbI f151 YACTbIX NOMEL,eHNA NOMOTAT YMEHbLWUTbL paccenBaHne 4YacTU4ek KOXu, ABASIOLWUXCA HOCUTENAMIN
6aKTepuii, c 4HenoBevecKoro Tena B BO3AyX onepaymoHHOi. KocTIoMbl AN YNCTbIX NOMELLeHN i HE06X0AMMO UCNONb30BaTb
KaK AONO/ITHEHWNE K XUPYPTMYECKNM XanaTaMm, a He B KaYecTBe 3aMeHbl UM.

Xvpypruyeckue xanaTbl UCNONb3YIOT ANA NpefOTBPALLeHUA nepefayn NHGEKLUM KOHTAKTHbIM NyTeM OT XUpypru-
4ecKoro nepcoHasna B onepaLnuoHHy0 paHy n Hao60poT. Xnpypruyeckme xanaTbl NpefoTBPaLLal0T paccenBaHne 4yactuuek
KOXW B BO3JYyX ONepaLnoHHbIX TONIbKO B C/lyyae, eC/M OHU U3TOTOBMEHbI N3 HaANeXallero matepuana n UCNonb3ylTcs B
coyeTaHWU c cUCTeMaMu yNbTPaynucToli OYMCTKN BO3yXa B ONEPALMOHHON.

Xupypruyeckuii NOKpOBHbI MaTepman NpUMEHSAIOT A4NA o6ecneyeHns Mukpobuonornyeckn ynctoli paboyeit nosep-
XHOCTW BOKPYr onepayunoHHOro nons. Ecnv xmpypruyeckuii NOKpOBHbIN MaTepuan NI0THO OKpyXaeT onepayvoHHoe none n
(hUKCUpyeTCca Ha KOXe, TO OH TaKXe yMeHbllaeT NepeHoCc MUKPOMIOPbI C KOXU NauMeHTa BonepaLumoHHoe nose. Xupypru-
YecKunii NOKPOBHLI MaTepuan n/mnu noAgcoefnHeHHble n3genns ans céopa rMsnonornyecknx XuaKocTel Takxke NpuMeHs-
10T ANA ynpaBneHUs pacnpocTpaHeHWeM NOTeHUWaNbHO 3arpsi3HeHHbIX 6GMONOrMYECKUX XWAKOCTEl opraHnsma wu3
onepayMoHHOro nons.
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MpunoxexHune ZA
(cnpaBouHoe)

Pasfenbl HacToslero ctaHgapTa, noAggepxusanlimne cylecTBeHHble TpeboBaHus
nnu gpyrve nonoxexnna Aunpexktus EC

HacTosiwunii ctaHfapT NOAFOTOB/IEH MO MOPYyYeHUt, BblgaHHOMY CEN EBponeiickoli komuccueid n EBponeiickoii
accouunauymeil ceo604HON TOProBAU, N NOAAEPXKUBAET CyLWeCTBEHHbIe Tpe6oBaHusa J5J.

Tpeb6oBaHusa gpyrux Aupektus EC MoryT 6bITb Takke NPUMMeHUMbI K n3genuto(am). nonagatwowemy(nm) nog o6nactb
NpUMeHeHNs HacTosAWero cTaHgapra.

CooTBeTCTBYWOLWME pasfenbl HacToAWEro cTaHAapTa nogaepxusaT Tpe6oaHus (5).

CooTBETCTBME pa3fefiaM HacToslWero crtaHgapra siBNseTcA O4HUM U3 CPeAcTB YA0BNETBOPEHUS KOHKPETHbIX
CylWwecTBeHHbIX Tpe6oBaHuit (5] HOPMaATUBHbIX JOKYyMeHTOB EBponelickoii accoumaymm cBO604HON TOProBN.

Tab6bnunuya ZA.1l — CooTBeTCTBME MEXAY HACTOAWMM cTaHgapTom u (5)

COOTBETCTBYIOLME CYLLECTBEHHbIE

Pasgenbl HacTosALero ctaHgapTa TpEﬁOBaHVIﬂ |5)

KommeHTapun

3 1,3.4.5.11 —
4 1.2.3.4.5.7.8 —
5 3 -
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[1) EH 13795-2:2004

(EN 13795-2:2004)

[2) EH 13795-3:2006

(EN 13795-3:2006)

[3) WCO 22610:2006

(ISO 22610:2006)

(4) WNCO 22612:2005

(ISO 22612:2005)

[5) QAOwpextusa 93/42/EEC
oT 14 nioHa 1993 1.

(Directive 93/42/EEC)
[6) EH 980:2003
(EN 980:2003)
(7) EH 1041:1998
(EN 1041:1998)
(8) EH 455 (Bce uacTn)
(EN 455 — all parts)

(9) EH 868 (Bce uacTtn)

(EN 868 — all parts)

(10) EH 11810 (Bce 4actu)

(EN 11810 — all parts)

(11) EH NCO 13485:2003

(EN 1SO 13485:2003)

(12) EH 14065:2002

(EN 14065:2002)

Bubnuorpadusa

Xupypruyeckas ogexaa v 6enbe, NpUMeHsieMble Kak MeAULNHCKUE u3henus ANs na-
LMEHTOB. XMPYPIMYECKOro nepcoHana u o6opyfoBaHus. Yactb 2. MeTofbl UCNbITAHWIA

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

Xupypruyeckas ogexaa v 6ebe, NpUMeHseMble Kak MeguLUHCKUEe u3fenus Ans na-
LMEHTOB. XMPYPr1M4eckoro nepcoHana v o6opygosanHus. Yacts 3. Tpe6oBaHus K Ucnon-
HEHWIO 1 YPOBHU UCMOJTHEHUS

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

Xupypruyeckas ogexpa n 6enbe, npyuMeHseMble Kak MeAULWHCKUE u3fenus ANs na-
LUMEeHTOB. MeANLWHCKOTO nepcoHana u o6opyaoBaHus. MeToA UCNbiTaHUA Ha onpege-
neHne MUKPOGHON NPOHMLAEMOCTU BO BIAXHOM COCTOAHUU

(Surgical drapes, gowns and clean air suits, used as medical devices, for patients, cfemcal
staff and equipment — Test method to determine the resistance to wet microbial penet-
ration)

Opexpa Ana 3awutsl oT Bo36yauTeneih nHeKUMOHHbIX 3a6oneBaHnini. MeTtoa ncneita-
HWA Ha onpejeneHne MUKPOGHOW NPOHULAEMOCTU B CYXOM COCTOSHUMN

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

O MeguLMNHCKUX U3[ennsax

(Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)
pachuyeckne cMBOSIbI, NCNONb3YeMble 418 MAPKUPOBAHUA MeANLUHCKAX U3Aennii
(Graphical symbols for use in the labelling of medical devices)

WNHopmauns, npegoctaBnaemMan U3rotoBuTeneM MeAuLUHCKUX n3gennii

(Information supplied by the manufacturer with medical devices)

MepauLUmMHCKMe nepyaTku 04HOPA30BOro NPUMeEHEeHNS

(Medical gloves for single use)

YnakoBOYHble MaTepuasbl U CUCTEMbI ANA MEAULUHCKUX U3[eNnii, nognexatwmnx ctepu-
EETY

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

OnTuka u onTuyeckre npuGopsbl. Jlazepbl U 060pyfOBaHUE, OTHOCSLLEECs K asepam.
Xupypruyeckuii NOKPOBHbI/E MaTepuan v 3awnTHbie NOKPbITUA A5 NALUEHTOB, NPUroa-
Hble NPV MCMNONb30BaHUN Na3epoB

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

Cuctembl kavecTBa. M3genuns mepuumnHckme. CneuymanbHble TpeGoBaHWs K NpuMeHe-
Huio EH NCO 9001 (nepecmoTp EH 46001:1996)

(Quality systems — Medical devices — Particular requirements for the application of
EN 1SO 9001 — Revision of EN 46001.1996)

M3penna TekcTunbHble. CTUPKA TEKCTUNbHbIX n3Aennii. Cuctema ynpasneHns 61ono-
TMYECKUM 3arps3HeHnem

(Textiles — Laundry processed textiles — Biocontamination control system)
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