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MpeaucnoBue

Lenu v npuHumnel ctangapTusaumm B Poccuiickon ®eaepaunm yctaHosneHsl deaepansHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-93 «O TeXHUYECKOM perynmpoBaHuny, a Npasuia NPUMEHEHUs HalMoHabHbIX
craHgaptos Poccuickon ®egepaunm — FOCT P 1.0—2004 «CtaHaapTtusauusa B Poccuitckon ®egepaunn.
OCHOBHbIE NONOXEHNAY

CBegeHun o cTaHAapTe

1 NOArOTOBNEH 3akpbiTbiM akunoHepHbIM 06LWecTBOM «MeauTecT» Ha OCHOBE ayTEHTUYHOTO Nepe-
BOAAa CTaHAapTa, ykazaHHOro B NyHkTe 4

2 BHECEH TexHu4vecknum komuteToM no ctaHgaptusaummn TK 436 «YnpasneHne ka4ecTBOM U COOTBET-
CTBYOLLME acneKTbl AN MEAULMHCKUX U3AENNii»

3 YTBEPXXOEH W BBEAEH B AENCTBUE Mpukasom denepansHOro areHTcTsa no TeXHU4YEeCKOMY
perynupoBaHuto u meTposnorin ot 11 Hosi6pst 2008 r. Ne 299-cT

4 Hacroawwui ctaHaapT naeHTUYeH esporenckoMmy ctaHgapty EH 13795-1:2002 «Xupypruydeckas
oaexaa u 6enbe, NpUMEHAEeMbIe Kak MeMLMHCKUe U3aenna Ana NauneHToB, XMPYPruveckoro nepcoHana u
obopynoBaHus. YacTb 1. O6wume TpebosaHusi» (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 BMNEPBbIE

UHbopMmayusi 06 usMeHeHUsX K HacmosueMy cmaHdapmy nybrnukyemcsi 8 exe2o00Ho u3dasaemMom
UHGOPMaUUOHHOM yKazamerie «HayuoHarnbHbie crnaHOapmbi», @ MeKCm U3MeHeHUU U 1onpasoK — 8 exeMe-
CAYHO u3dasaeMbix UHGhOpMaYUOHHbIX yKasamersax « HauuoHanbHbie cmaHOapmei». B cny4yae nepecmompa
(3aMeHbl) Ul OmMeHb! Hacmosiuleao cma+HOapma coomeemcemeyioujee ysedomnerue 6ydem onybrnukosaHo
8 eXxeMecs4YHO u3dasaeMoM UHOPMAaUUOHHOM yKkasamene «HayuoHansHbie cmaHdapmel». Coomeemcemey-
rowast uHgbopmauusi, yeeOoMIIeHUE U MEeKCMb! pa3Meujaomesi makxe 8 UHhopMayuoHHoU cucmeme obujez2o
rofib308aHusl — Ha oghuyuarbHoM catime PedepalibHO20 a2eHmemea o MexXHUYECKOMY pegyiupo8aHuio u
memposoauu 8 cemu ViHmepHem

© CraHaapTuHdopm, 2008

HacTtosawun CTaHAapT HE MOXeT 6bITb MOMHOCTHIO UMW YaCTUHHO BOCNpoM3BedeH, TUPaXXNPOBaH U pac-
npocTpaHeH B kayecTBe ouLmansHoro usgaHus 6es paspelueHns ¢enepaanoro areHTCcTBa No TeXHN4YeckKo-
MYy perynmpoBaHuioc U MeTpoiormm
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BBegeHue

CraHgapT cepumn EH 13795 cocTonT U3 TpexyacTei nog o6LLmMmM HamMmeHoBaHNEM «XMpypryeckas oaex-
Aa v 6enbe, NpuMeHsaeMble Kak MeauLMHCKNe N3genqs Ang naumeHToB, XMpypruyeckoro nepcoHana n obopy-
OOBaHNsA»:

- yactb 1«O6wWne TpebGoBaHNAY;

- vyacTb 2 «MeToabl UCNbITAHUNAY;

- yactb 3 «TpeboBaHMs K UCMIOMNHEHNIO U YPOBHUN UCTIOTTHEHNSTY.

B koHTeKcTe HacTosLero ctTaHaapTa K XMpypriniyeckon ogexae OTHOCAT XMpypruyeckme xanatbl U KOCTHo-
Mbl 1151 YACTBIX MOMELLEHNIA, 8 K XMPYPravYeckomy 6enbio — XUpyprimveckuin MoKpOBHLIA MaTepuann.

Mpun npoBeaeHUU MHBA3UBHBIX XMPYPrYeckux npoLieayp nepeHoc Bo3dyantenen nHekunoHHbIx 3abo-
neBaHU MOXET MPONCXOAUTb HECKOSbKUMUN NYTAMU (CM. npunoxeHue C).

XMpypruyeckmnin NoKpOBHbIA MaTepuan, XMpypriudeckne xanaTthl U KOCTHOMbI 4151 YACTBIX MOMELLEHWIA Npu-
MEHSIIOT ANs NpeoTBpaLleHnst pacnpocTpaHeHns Bo3byantenen nHpekUMoHHbIX 3abonesaHun mexay naum-
eHTaMn N XUPYPrudeckMM nepcoHanoMm ¢ Uenbio NpodunakTuki nocneonepauuoHHbIX OCMOXHEHUA U
BHYTpUrocnuTanbHbIX UHMeKUMI (CM. npunoxeHue C).

YpoBeHb Tpebyemoi 3aLmThl Anst NaLMeHTOB, XMPYpruieckoro nepcoHarna n ob6opyaoBaHus pasnnyeH n
3aBMWCUT, HaNpumep, oT TUNa 1 NPOACIPKUTENBHOCTM NpoLeayp, BNaXKHOCTN ONepaLMoHHOro Nofsi, 3Ha4eHUi
BEMUYMHbI MEXaHWUYECKMX HAarpy3ok Ha MaTepuarbl 1 BOCTIPUMMYNBOCTY MaLueHTa K MHdeKuun.

Mcnonb3oBaHue XMpypruyeckux xanaTos, obnagatolinx CTOMKOCTbIO K MPOHUKHOBEHWIO XKUAKOCTER,
yMeHbLUaeT pyUck MHULMPOBaHNS NepcoHana Bo3byantensaMm MHeKLMOHHbIX 3aboneBaHni, NnepeHoCUMBbI-
MU C KPOBBHO U B1OMOTNYECKUMU XKNOKOCTAMMN.

CtaHgapTel [1] 1 [2], BMecTe co cTaHaapTamu [3] u [4], 6a3upytoTcsa Ha CyecTBeHHbIX TpeboBaHUsX,
N3NoXeHHbIX B [5]. MpuBeaeHHble B HUX 06Lne TpeboBaHNs 1 pekoMeHaaLun NpegHasHadeH bl A8 oKasaHus
MOMOLLX NOJb30BaTENAM, U3rOTOBUTENSIM U UCMbITaTENbHBIM LIeHTpaM B MPOeKTMpoBaHnn, 06paboTke, oLeHu-
BaHWW 1 BbIBOpE XMpypruyeckon ogexasl 1 6enbs.



roCT P EH 13795-1—2008

HAUUMOHANBbHBIN CTAHAOAPT POCCUUCKOWU SEOEPALUMN

XUPYPIM'MYECKAA OOEXOA U BENbE, MPUMEHAEMbBIE KAK MEAULUWHCKUE U3OENUA
onA NAUMEHTOB, XUPYPITUMYECKOIO NEPCOHANA U OBOPYOOBAHUA

YacTtb 1

O6wue Tpe6oBaHus

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

DaTta BBeaeHna — 2009—09—01

1 O6nacTb NpUMeHeHuns

HacToswuwii ctangapT ycTaHasnneaeT TpeboBaHNst K U3roToBneHuo M 0bpaboTke XMpypruyeckomn ogex-
Abl 1 6enbsl, a Takke K UHpopmaLum, KOTOPYHO U3roTOBUTENMb UMM 06paBboTUYMK AOIIKEH NPEAOCTaBUTb NOMbL30-
BaTeNAM U UCMbITaTeNbHBIM LIeHTpam B 4OMONIHEHWNE K 0ObIYHON MapKUpOBKE MeAULNMHCKNX U3aenunia [6] n [7].

HacToswwin ctaHaapT cogepxuT oblime TpeboBaHUs K XapakTepUCTUKAM XUPYPruvecknx Xanatos 1
XMPYPruyeckoro NOKPOBHOrO MaTepuana, a Takke KoCTHOMOB AJ151 YACTLIX NOMELLEHWUIA OAHOPa30BOro 1 MHOTO-
pPa30BOro NPUMEHEHUs1, UCMOMNb3YeMbIX Kak MeAULIMHCKAE U3Aennsa Ans NaLeHTOB, XUPYPruiyecKkoro nepcoHa-
na n obopygoBaHUs 1 NpeaoTBpaLlarWmnX nepegavy Bo3byauteneil MHEKUMOHHBIX 3abonesannin Mexay
nauneHTaMm 1 XMpypruyeckumM NepcoHanom B Xo4e XMpypruiecknx 1 4pyrux MHBasuMBHbIX Npoueayp.

TpeboBaHWA HacToSLEro cTaHAapTa He pPacrnpoCTPaHAOTCA Ha XUPYPrudeckne Mackun, Xupyprudeckue
nepyatku [8], ynakoBouHble maTepuanbi [9], 06yBb 1 ronoBHbIe y6ophl, a Takke Ha Xupyprudeckune candeTku.

HacToawuin cTaHaapT He ycTaHaBnuBaeT TpeboBaHWi K BOCNNIaMeHAeMOCTU MeAULIMHCKUX U3aenuin
(hanee — usgenuin), NpUMeHsieMbIX B nasepHo xvpyprun. Metoabl UCMbITAHUIA HA BOCNSIaMEHAEMOCTb U
CTOMKOCTb K NPOHUKHOBEHWIO Na3epHOro Usny4yeHust BMECTE C COOTBETCTBYHOLLIE CUCTEMON Knaccudukaumm
usnoxeHsol 8 [10].

2 TepmuHbl M onpeaeneHus

B HacToslweM cTaHAapTe NPUMEHSIIOT cneayoLmMe TEPMUHBI C COOTBETCTBYOLLMMA onpeaenieHNAMN:

2.1 KOCTIOM ANA YUCTbIX NoMeLleHun (clean air suit): KocTiom, npeaHasHayeHHbIN AN MUHUMU3aunn
pucka 3arpsisHeHus onepauuoHHOro nonsi Bo3byautensamm nHeKkUMoHHbIX 3abonesaHnii Npu nx nepeHoce
YacTUYKaMN KOXKU HOCUTENA AaHHOro KOCTIOMa Yepes BO3AyX ONepauuoHHON ¢ Lenblo YMEHbLUEHUA pucka
WUHUUNPOBaHUA paHbl.

NMpumeyaHune—Botnmume ot 06LIMHOMO XMPYPIMHECKOIO KOCTIOMA KOCTIOM /41151 YUUCTBIX MOMELEHUI CNPoeK-
TUPOBaH TaK, YTOGb! YMEHLLWWUTL 3arpASHEHNE XMPYPIMYECKMM MNEPCOHAINOM BO3AYyXa ONnepaunoHHON.

2.2 yvucrorta (cleanliness): CocTosiHue M3genus, Npu KOTOPOM 3arpsisHeHUe HexxenartenbHbeIMU NOCTOo-
POHHUMU BKINIOYEHUAMUN He NpeBbIaeT yCTaHOBNEHHbIN B HOPMAaTUBHbIX AOKYMEHTaX ypoBeHb.

Mpumeyanue—TakmmMn BKINIOYEHUSMU MOTYT GbiTb MUKPOOPraHNM3Mbl, OpraHN4Yeckue OCTaTKU UNv YacTuLbl
BelecTsa (Marepuana).

2.2.1 uucrota MUKpo6Has (cleanliness — microbial): CocTosiHWe U3Oenus, Npyu KOTOPOM HavanbHas
KOHTaMUHaUWA N3genust W/nnm ynakoBkA MUKPOOpraHusMamm He NpeBblLlaeT yCTaHOBMEeHHbIN B [2] ypOBEHb.

MpumeuyaHne— Hanpaktuke MUKpoBHas UMCTOTa HaCTO KBANUPULMPYETCA Kak «MUKpodriopay.

W3paHne ocpmymnansHoe
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2.2.2 yucTtoTa B YacTU UHOpoAHbIX YacTul (cleanliness — particulate matter): CoctosiHue nagenus,
MpY KOTOPOM KONMUYECTBO 3arps3HSIOLLNX €ro MHOPOAHBIX HacTULL, KOTOPble MOryT BbITh YAaneHbl MexaHu4ec-
KM BO3JEACTBUEM, He NPeBbILLaeT YCTaHOBMEHHbIN B [2] ypoBeHb.

2.3 kpuTu4eckas 30Ha usgenus (critical product area): O6nacTtb M3genusi, ¢ HanbornbLlen BepoaT-
HOCTbIO BOBMekaeMasi B nepeHoc Bo3byanTtenen HeKLMOHHBIX 3a60MeBaHniA B paHy Ui U3 paHbl, Hanpuvep,
nepeaHss Nnosioyka 1 pykasa XMpyprmyecknx xanaTos.

2.4 ppanupyemocTsb (drapeability): CnocobHoCTb MaTeprana cooTBeTCTBOBATL 3aAaHHOW hopme Unu
06 beKTy.

2.5 TekcTunbHoe nonoTHo (fabric): MaTepunan, coTKaHHbI, CBA3AHHBIA U/ U N3rOTOBAEHHBLIA APYrMMA
cnocobamu.

2.6 dmkcauums (fixation): 3akpenneHne xMpypruieckoro NOKPOBHOro MaTepuarna Ha Tefe nauueHTa ¢
LeNbHo OrpaHnYeHnst onepaunoHHoro nons.

[MpumeyaHwune— Cwm npunoxexuve B.

2.7 Bo36yauTenb UHdekunoHHoro 3aboneBaHus (infective agent): MukpoopraHuam, KOTOpbIA MOXeT
BbI3BAaTb paHeBYo NHEKLMIO U CTaTb MPUYNHON MHMDULIMPOBAHUSI XMPYPrM4ecKoro nepcoHana uiv nauneHTos.

2.8 nbineBopcooTaeneHue (linting): BeicBoboxaeHne parMeHTOB BOMOKOH U ApYrMX YacTuy, B Npo-
Lecce 06paboTKN U MPUMEHEHWUN N3OENNSA.

MpwnmedaHune— [daHHble hparMeHTbl U HacTULbl BbIpabaTbiBaOTCS TEKCTUMBHBIM MOMOTHOM.

2.9 nsrotoBuUTEnb (manufacturer): dusmyeckoe nnun rpnandeckoe nuuo, Hecylulee OTBETCTBEHHOCTb
3a NpoeKkTnpoBaHue, N3roToBIeHNe, ynakoBbiBaHNE U MapKnpoBaHue n3genna 4o ero pasmeweHna Ha pbiHKe
noa co6CcTBEHHBIM HAMMEHOBaHNEM HE3ABUCUMO OT TOTO, BLIMOSHAITCA MU AaHHbIe onepauun BbllLeynomMsaHy-
TbIM JTULLOM UITA TpeTbeVl CTOpOHOVI OT €r0 UMEHMN.

[MTpwumeyaHune— OnpegeneHne npueeseHo B [5].

2.10 o6paboTuuk (processor): dusndeckoe Unu topuaudeckoe nNuUo, obpabaTbiBarowee U3aennsa MHO-
ropasoBOoro NpUMeHeHUs Tak, YTobbl X UCNONHEHUE COOTBETCTBOBaNO TpeboBaHNAM HacTosALWero cTaHgapTa.

M punmMmevYyaHne — 06p360T‘1VIK, pa3meu.|,a|0u.|,uﬁ usgenue Ha pblHKe, ABNAeTCA U3rotosntTenem B COOTBeTCTBUN C
TpeSOBaHVIﬂMVI HacTosALWero craHgapra.

2.11 BopoynopHocTb (resistance to liquid penetration): CnocobHoCTL MaTepuana conpoTUBAATLCSA
NMPOHUKHOBEHWIO CKBO3b HEro XXNAKOCTU(en).

2.12 Mmukpo6Haa npoHuuaemocTb (resistance to microbial penetration): CnocobHocTb mMaTepuana
COMNPOTUBAATLCA MPOHUKHOBEHWIO CKBO3b HEFO MUKPOOPraHN3MOB.

2.12.1 MuUKpoGHaa NpoHULaeMOCTb B CyXOM cocTosiHuu (dry penetration): Pesynbtat koMmbuHupo-
BaHHOTO BMUSAHUA ABWKEHNA BO3AyXa U MEXaHNYECKOro BO34eNCTBUs (BUDpaLuumn) Ha MPOHUKHOBEHWUE MUKPO-
OpraHU3MoB B CyXOM COCTOSHU.

2.12.2 MUKpOOGHas NpoHULIaeMOCTb BO BNTaXKHOM cocTosiHUM (wet penetration): PeaynbTtat kom6uHK-
pPOBAHHOIO BAUSAHUA BNAXHOCTW, AABNEHUA U TPEHUS Ha MPOHUKHOBEHUE MWKPOOPraHU3MOB BO BSIAXHOM
COCTOSIHUW.

2.13 uspenue MHoropasoBoro npumeHeHus (reusable product): Uspenue, npeagHasHavyeHHOE U3roTo-
BUMTENEeM AN NOBTOPHOI 06paboTkM U MOBTOPHOMO UCMONb30BAHUS.

2.14 uspenue ogHopa3zoBoro NnpuMeHeHusn (single-use product): Nsgenue, npeagHasHavyeHHoe U3ro-
TOBUTENEM AN UCNONb30BaHWUSA TONbKO B OAHOW XMPYpruveckoi npoueaype v nognexaiiee nocneayowein
yTunMsaumn.

2.15 Xupypruveckuii NOKpOBHbIW MaTepuan (surgical drape): MMonoTHO, KOTOPbIM HaKpbiBalOT
nauueHTa unu obopyaoBaHue A4 NpeoTBpalleHUs nepegayn Bo3byaurenei HekUNoHHbIX 3abonesaHnii
BO BPEMSI XMpYpru4eckoil onepauum, 06cneaoBaHna Unu MaHUNynsaLun.

2.16 xupypru4yeckui xanar (surgical gown): Xanar, KoTopbliHageBaloT NPy NPoBeASHUU XUpypruyec-
Kol onepauuu, c6crnegoBaHun, MaHUNYNALUMKA UNKU NpoLieaypbl Ans NpeoTBpalleHus nepeaayn Bo3dyaute-
neit MHEeKLNOHHBIX 3a6oneBaHuiA.

2.17 xupypruuyeckas npoueaypa (surgical procedure): Xupypruieckoe smellaTenbCTBo, BbINOHSAE~
MOE XMPYPrM4eckMM NepcoHanoM U COMNPOBOXAAKLWEEeCA NPOHUKHOBEHUEM Yepes KOXY WU CAUSUCTYIO
060sI0uKYy.

2.17.1 uucTtana onepauusa (clean operation): Onepauus, BbiMoNHAeMaaA Ha HeNH(ULMUPOBAHHOA U
HeTPaBMMPOBAHHOW TKaHU, NPU KOTOPOW He 3aTparMBatoTCA AblxaTenbHbli, MULLEeBapUTENbHbBIN U MoYeno-
NOBOW TPaKTHI.

2
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2.17.2 onepauus ¢ puckom uHcdbuumposaHus (infection-prone operation): Onepauus, npu KoToOpoW
cama CyLLHOCTb OnepaTUBHOIo BMeLlaTenbCTBa U COCTOAIHUE 300POBbs NaLueHTa TakoBbl, 4TO UHdEKLUS
MOXeT ObITb 3aHeceHa NpU MUHUMaILHOM 3arpsi3HEeHUN.

2.17.3 uHBa3suBHaa xupypru4yeckas npoueaypa (invasive surgical procedure): MNpoueaypa, Npu KOTo-
pou NPOHUKHOBEHWUE BHYTPb Tela OCYLLIEeCTBISETCS Yepes NoBepXHOCTb Tena.

2.18 naponpoHuuaeMocTb (water-vapour resistance): PasHocTb AaBneHus BOASIHbIX Mapos Mexay
ABYMA CTOpOHaMU MaTepuana, AeneHHas Ha yaerbHbl TEMNMOBOM NOTOK NP UCMapeHny B HanpaBsreHun nage-
HWUA aasneHua. TennoBon NOTOK NPYU UCNapeHU MOXET COCTOATb Kak U3 Anddy3HbIX, Tak U U3 KOHBEKTUBHbIX
KOMMOHEHTOB.

3 Undopmauun, npeagoctaBnseMmas U3rotoButenem unm ob6paborymkom

3.1 WHdopmauua, npegoctasnsemasn 8 06a3arenbHOM nopsake:

a) ecnu mMsgenue npeaHasHa4YeHO W3roTOBUTENEM ANl MHOTOpa3oBOro MpUMeHeHusa, Heobxoauma
nHdopmaLma o npoueccax, NO3BONALWMX MHOrOKPaTHO UCNOMb30BaTh AaHHOe U3genve, BKAYast OUUCTKY,
AesnHdekuuio, ynakoBbiBaHWe 1, Npu He0BX0AUMMOCTH, METOAbI CTEPUNU3aLMK u3denus (ecnu ero Heobxoau-
MO 3aHOBO CTEPUSIU30BaTb), YNCNO BO3MOXKHBIX NPUMEHEHUA U Ntobble orpaHudeHust 4na MHOropa3oBOro
NPUMEHEHUS;

b) ecnnusgenve noctasnaetcs c TpeboBaHWeM, YTO JaHHOE U3aeNne A0IPKHO ObITb NPOCTEPUNU30BAHO
nepef npMMeHeHneM, HeobXxoaAMMO NpeAoCTaBUTb UHCTPYKLUM MO MeToA4aM CTEpU3aLuu;

C) ecnuMusroToBuUTesNb AenaeT pasnuuve Mexagy KpUTUYECKO U MeHee KPUTUYECKO 30HaMU u3genusa, To
HeobxoaMMOo MAeHTUMULNPOBATL 3TU 30HBI.

3.2 Wndopmaums, npegoctasnsiemas no sanpocy nonb3oBaTens:

a) uHdbopmaums 06 UCNoMb30BaHHbLIX MeTOAaX UCTLITaHUA UK CBeAeHNUs 06 UX MAEHTUYHOCTY;

b) pesynbTaThbl UCNBITAHWIA MO XapakTepucTuKaMm, NpeacTaBeHHbIM B Tabnuuax 1—3;

C) MpW HANUYUN KPUTUHECKOW N MeHee KPUTUYECKON 30H U3AeNnsl U3roTOBUTESb AOMKEH NPeaocTaBUTbL
o6ocHOBaHWe NS 3TOro pasrpaHnyYeHus.

Ta6nwuuya 1— lNepeveHb XapakTePUCTUK AN OLEHNBAHUSI XMPYPIUHECKMX XanaTos

XapakTtepucTuka

Mwukpo6Has NpoHMLaeMOCTb B CyXOM COCTOSIHUM

Mwukpo6Has NpoHMLAeMOCTb BO BIIaXXHOM COCTOSIHUM

Mwukpo6Has uncToTa

YncToTa B HacTu MHOPOAHBIX YacTuLy

[MbineBopcooTaeneHne

BopgoynopHocTtb

MpPOYHOCTb Ha Pa3pbiB B CYXOM COCTOSIHUM

MpoYHOCTb Ha pa3pbiB BO BIAXHOM COCTOAHUM

MpoYHOCTE Ha PacTsKEHNE B CYXOM COCTOSIHUM

MpoyHoCTL Ha pacTsixeHne BO BNaXXHOM COCTOAHUN

Tab6nuua 2—MNepeueHb xapakTEPUCTVK ANs1 OLEHUBAHWS XUPYPrUYECKOro NOKPOBHOTO MaTepuana

Xapakrepuctuka

MwukpobHas NpoHNLAEMOCTb B CYXOM COCTOSHWUU

Mukpo6Hasi MPOHULLAEMOCTb BO BMAXHOM COCTOSIHUM

MwukpobHas uncToTa

YucToTa B 4acT MHOPOAHbIX YacThL

MbineBopcooTAeneHne




rOCT P EH 13795-1—2008

Okonyarue mabnuusi 2

XapaktepucTuka

BogoynopHocTb

MpOYHOCTL Ha Pa3pLIB B CYXOM COCTOSIHUM

npO‘-IHOCTb Ha pa3pbiB BO BNaXXHOM COCTOAHUN

npOHHOCTb Ha pacTsXxeHne B CyXoM COCTOAHUN

Aareansi npy OUKCALMM C LieNbio OrpaHUyeHusi OnepaLmoHHOro nonsi®

3 Cwm. npunoxerue B.

Tabnwnuya 3 — MNepeveHb XxapakTepUCTUK A5l OLEHUBAHNA KOCTIOMOB 11 YNCTbIX MNOMELLEHWUI

Xapaktepuctuka

Mwukpo6Hasi NPOHULAEMOCTb B CYXOM COCTOSIHUM

Mukpo6Has uncToTa

UucTtoTa B HYaCTU MHOPOAHBIX HacTuL

MeineBopcooTaeneHme

MPOYHOCTE Ha pa3pbIB B CyXOM COCTOSHUM

MpOYHOCTE Ha pacTsiKeHne B CYXOM COCTOSIHUM

Mn pumMmevdyaHne — KocTiombl A4nst YMCTbIX MOMELLEHUI MoKa elle He NCNONbL3YIOT NOBCEMECTHO. OaHako OHu
NMEITCH B HaNMM4Yun Ha HEKOTOPbIX PbIHKaX, U TPGGOBaHVIH K HUM paccMaTpuBaloTCA B HacTosWEM CTaHaapTe.

4 Tpe6GoBaHUS K U3rOTOBMEHUIO U 0O6paboTKe

4.1 WNarotoButenb M 0bpaboTunk OOMKHEI UMETb BO3MOXXHOCTb NMPOAEeMOHCTPUPOBaTh COOTBETCTBUE
KOHKPETHOro 1sgenua ogHopasoBoro UM MHOropasoBoro NpUMeHeHns TpeboBaHuaM, U3noXxeHHsIM B [11]
[12], a TakKe ero COOTBETCTBME HA3HAYEHUIO.

[MpunmeyaHune— PekomeHayeTCcss NPMMEHEHWE CUCTEMbI KadecTBa no [11] B cooTBeTcTBUM ¢ TpebGoBaHus-
mMu [12].

4.2 Heobxoammo ncnonb3oBaTh criedytoLlve BarManpoBaHHble NpoLeaypbl M3roToBneHns nobpaboTku
nagenus.

4.2.1 Ansakaxaoro nsaenvsa gorkHbl ObiTb paspaboTaHbl 1 BanuManpoBaHbl cneldukalnm Ha 3roTos-
neHne n o6paboTky, BKOYasA cneundurkaLmn Ha BU3yanbHYH 1 CaHUTAPHYIO YACTOTY.

4.2.2 Banupauus gormkHa BkodaTh B ce6s Bce cTaaum U3roToBeHNs n o6paboTkn nsgenus.

4.2.3 B npouecce BanuaaumMm HeobxoaumMo ornpeaenutb CPoKM NpoBeaeHUs NOBTOPHON BanMaaunmn n
nepecmaTpuBaTh MX Nocre Nboro M3MeHeHWs B NpoLeccax UsroToBneHus unm obpaboTku, KOTopoe MOXeT
okasaTb CYyLLeCTBEHHOe BO3AeNCTBNE Ha u3genue.

4.2.4 HeobxoaMmMo naeHTUdULMpOoBaTb, KOHTPONMPOBaTb U PErMCTPUPOBaTb OCHOBHLIE NepeMeHHbIe
chakTophbI NPoLEccoB U3roToBNEHUNA 1 0BpaboTkn n3genus. Bua 1 nepuognMyHocTb NOCTOAHHOTO MOHUTOPUHTa
HeobxoaMMo JOKYMEHTUPOBATb.

4.2.5 Heobxogumo perncTprpoBaTh U COXpaHsATb pesynbTaThl Banuaaunm n NOCTOSHHOTO MOHUTOPUHa
nsgenus.

MpumeyaHune—[ns NPoLECCOB BanmaaLuum 1 MOHUTOPUHIA U3AENUA NPEANOYTUTENBHES NMPUMEHATb KOMU-
YeCTBEHHbIe BUOMNorn4eckne, XMMMYeckue N/Mnm uanyueckue MeToapl NCMbITaHNA.

4.3 MMpu nsrotosneHun n obpaboTke n3gennsa HeobxoaMmMe NoAAEPKMBATL B paboveM CoCTosiHUN Npo-
Ledypbl 06e3zapaxuBaHns 1 Ae3nHMeKLMN, a Takke OCYLLECTBNATL NPOCNEXMBaHWe 3a npoLeaypamMu cTepu-
nusauuun.

4.4 CaolicTBa MaTepnanos 4OMKHbI COXPaHATLCS NPU N3roTOBeHNN U 06paboTke nsgenns.
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5 TpeboBaHMsA K NCNbITAHNAM

5.1 PesynbTtatbl UCMbITAHUNA AOMXKHBI COOTBETCTBOBATL TpeboBaHUAM, U3NOXeHHbIM B [1]—[4]. Bce
pesynbTaTbl UCNbITAHUA OIKHBI BbITb 3aperncTpupoBaHbl U COXpaHEeHbI.

5.2 ['oToBOE U3Aenue OOMKHO NPONUTU UCMILITAHUA A0 NEPBOro pa3melleHns Ha pbiHke. Ecnv usagenue
AOMKHbI UCMIOMb30BATH MOCIEe CTepUNU3aLLnKn, TO UCNbITaHUS U3genusa Heob6xoaMMo NPoOBoAUTL Nocne cTepu-
AM3aumn, UCKMoYas UCTIbITaHUS Ha MUKPOBHY YncToTy. UcnbiThiBaTb HEOB6X0AMMO NpeXxae Bcero noTeH-
unanbHo cnabble MecTa u3aenusl.

MpumeuvaHnwns

1 TpeboBaHWsi KNCMONHEHWIO N3AENNUA MOTYT MEHATLCS B 3aBUCMMOCTU OT pacCMaTpUBaeMblX 30H U3AENUs U pucka
VX BOBMEYeHUs B nepeHoc Bo3byantenen nHdekumoHHbIx 3abonesaHnin. MuHMmanbHble TpeGoBaHUs KUCTIONHEHNIO n3ae-
NNA Ans KPUTUHECKUX U MEHEE KPUTUHECKUX 30H n3genunsa npuesegeHsl B [2]. MeTogbl ucnsitanum npeacraeneHs B [1], [3]
u[4].

2 [ns Toro 4To6bl rapaHTMPOBaTh HaANEeXawee NCNONMHEHWe N3aenusi, 4oNycKaeTcsl UCMONb30BaTh KOMOUHaLUMK
marepvanoB unu o6beguHeHne n3genun B CUCTEMbI.

3 Mpu Hanuun NHAMBUAYANbHBIX YNAKOBOK KQXAbIN XMPYPrUHECKUI Xanar, XMpypruieckuii NOKPOBHLIN matepuan
WINU KOCTIOM A5 YUCTbIX NOMELLLEHWI PpacCMaTpMBaloT Kak OTAeNbHOe nsaenue.

5.3 MpuusroTosneHnn unu o6paboTke U3aenus UCNLITaHUA NPOBOAAT B COOTBETCTBUM C TpeBoBaHUAMU
CUCTeMbl Ka4ecTBa U3roToBUTENA Unn obpaboTunka.

5.4 Mpu oTCYTCTBUM CTAHAAPTUIMPOBAHHBIX UMK 0BLENPUHATBLIX BanManupoBaHHbLIX METOAOB UCTbITa-
HUI, MTPUMEHsiIeMble MeToAbl UCMbITAHWI AOIMKHBI BbITb BaNnAMpPOBaHbl U AOKYMEHTUPOBaHbI.

5.5 [onyckaeTcsi UICMONb30BaTh aflbTepHaTUBHbIE METOAbI UCNbITAHUI ANst MOHUTOPUHra (cM. 4.2) Npn
YCINOBWUM, YTO OHU MPUMEHEHBI K TeM Xe XapaKTepucTukam 1 nostydeHHbIe NPU UX NPpUMEHEHUN pesynbTaThbl
COOTBETCTBYHOT pe3yribTaTam, Nosly4eHHbIM C MOMOLLbIo MeTOAoB UcnbiTaHui no [1], [3] u [4], cM. 5.2, npumeva-
Hune 1.
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MpunoxeHne A
(cnpaBouHoe)

KomdopT

A1 O6Lwue nonoxeHns

KoHuenuus komopTa 0OCHOBaHa Ha He CKoMNMbKUX dhakTopax: hmanonormyeckuin KomopT, yaobCcTBO NepeaBmKeHUs
unu pakTopax, BI1sIoWUX Ha YAOBNETBOPEHHOCTE U3 ENMEM KOHKPETHOTO Nnuua.

OnTumarnbHbIM SBNSETCS TaKOe CoYeTaHMe MaTepuarnosB U An3anHa oaexabl, 0cOGeHHO 4acTo NoABepraeMbIX YNCT-
K& XUPYPrmYecKnx KOCTIOMOB W XanaTtoB, KOTOPOE MUHUMMN3UPYET (Pr3nonormieckyio Harpysky B npouecce pabotbi.

Tepmodumanonornyeckuii KOMOPT oAexXAbl 3aBUCUT OT TENNOCTOMKOCTU, BO3AYXONPOHULLAEMOCTU, BOAOYNOPHOC-
TV U gpanupyemocTu maTepuana, 3 KOToporo oHa M3roToBreHa.

OpraHonentuyeckuin KOMOPT B HAMBONbLLEN CTENeHN 3aBUCUT OT TaKUX CBOMCTB MaTepuana, Kak 311acTUYHOCTb,
ApanvpyeMocTb U CTPYKTypa MOBEPXHOCTU, @ TakkKe OT Beca odexAabl, ee pasmepa, U3roTOBNEHUA U TOro, HaCKOIbKO
KOHCTPYKUMOHHbIE 0OCOBGEHHOCTU €€ KPOsi COOTBETCTBYIOT Ha3HAYEHWIO.

Takune cBoNCcTBa MaTeprana, 3 KoToporo N3roToBNeHa XMpypru4eckas 0aexaa, Kak WwypwaHue, MArkocTeb 1 crnocob-
HOCTb BbI3bIBATb Pa3gpaXeHne Koxu, TpyAHO nameputs. OueHnBaHWe OMKHO GbITb OCHOBAHO HA HATYPHBLIX MCNbITAHUSIX
M34EenVi UK ONbITE UX SKCTINyaTaLun.

A.2 Xunpypruyeckune xanaTbl U KOCTIOMbI ANA YUCTLIX NOMELEHUN

Ha kompopT XMpyprmieckux xanaToB 1 KOCTIOMOB ANl YUCTLIX NOMELWEHUN MOXET BNUATL pag HDakTOPOB: MOKPOW,
NoAroHKa, BO3AyXOMPOHMLAEeMOCTb, BEC, TOMWUHA MaTtepuana, anekTpocratudeckue CBOMCTBA, UBeT, KoadduumeHT
OTPaXeHWd CBETa, 3anax n UHAVBKUAYanbHas YYBCTBUTENBHOCT KOXN.

K Apyrum BaxkHbIM MepeMeHHbIM (PakTopam, KOTOpPbIE MOTYT BNMATEL HA KOMOPT XMPYPruHeckon ogexasl, OTHOCAT
Hanu4yme HUXKHero benbsi, COCTOsIHUE 340POBbA XMPYPrMYeckoro nepcoHana, paboune Harpy3skm Ha XMpypru4eckui nepco-
Han, YMCTBEHHOE HanpshkeHre 1 yCroBus OKpYKaloWwen cpeapl (TemnepaTypa, OTHOCUTENBHAA BNAXHOCTb U UBMEHEHNE
COCTaea BO3ayxa B ONepaunoHHON NOCMe e NPOBETPVBAHNSA).

KomdbopT siBnsieTcs cybbekTUBHbIM hakTOPOM, U HA HEro MOXET BNUSATL OAUH UMWY KOMBMHALUWNA HECKONBKUX BbilLe-
YKa3aHHbIX (DaKTOPOB.

A.3 Xnpyprnyieckuim nokpoBHbIN MaTepuan

Xvpypruyeckuii NOKPOBHbLIN MaTepuan 4omkeH ObiTb 3NacTUYHBIM, NMOTHO U MSITKO obnerate TENO NauneHTa, a Tak-
e HaKpbIBaTh APYroe 3aeicTBOBaHHOE BO BPeMsi onepauum o6opyaoBaHme, No3Borisisi Ipy 3TOM NepemeLatb Xupypru-
YECKMe WHCTPYMEHTbl U MaHWNyNUpoBaTb WMW. XUPYPryyeckui MOKPOBHLIA marepuan aomkeH obecneuvBarb
hUanonorn4eckmin KoMopT, HEOGXOAUMbIV NSt NOAAE PXKaHWUS COCTOSIHUS 300POBbsi NaLMeHTa.
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MpunoxeHne B
(cnpaBo4Hoe)

Apresnsa MaTepunana npu ero cbvn(cau,vm C Uenbro orpaHnvyeHus onepaumoHHOro nonsa

AJresvBbl UCMONB3YIOT A5t 06ecneveHnst NPUNUNaHUsA TEKCTUIBHOMO NONOTHA BO BPEMS NOArOTOBKU K orepaLun 1
NPUNUNaHUsl XMPYypru4eckoro NOKPOBHOrO Matepuana kK nauueHTy Ha onepauMoHHOM cTone. [Ons pasnuuHbiX Lenen,
Hanpvmep, ansa NpuNuNaHua Matepuana k MaTepuany unvm matepmana K koxe, BblovpatoT pasHble aareavBbl.

Mpw BbIGOpE aAre3aMBoB HEOGXOAUMO YUUTHIBATD:

a) aaresuBbl He AOMKHbLI BbI3bIBATh MOBPEXAEHWS KOXN;

b) mpu ucnone3oBaHUKM MaTepuanoB MHOrOPa3oBOro NPUMEHEHUST AOMKHA BbiTb BO3MOXHOCTE YAaneHus aaream-
BOB B npouecce 06paboTky 6e3 NoBpexXaeHnsi TEKCTUINBHOIO NOMNoTHA.
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MpunoxeHne C
(cnpaBo4Hoe)

I'Ipe,qOTBpameH une I/IHCbI/ILI,I/IpOBaHVIiI onepauuoHHbIX

BonbWHCTBO NocneonepaLMoHHbIX XM pPYPruvecknx MHMEKLUIA BO3HUKAET BO BPEMS ONepaLm, Koraa umeeTcsi BO3-
MOXHOCTb MPOHUKHOBEHUSA MUKPOOPTraHN3MOB B OTKPbITYIO paHy. AICTOYHMKOM MUKPOOPraHU3MOB SIBIsieTCH NMG0 3K30reH-
HbIA haKTOp, T. €. XMPYPrU4eckuii nepcoHar, noceTUTenu, HeoaylweBreHHble npegMetsl (Mebenb, o6opyaoBaHue,
MeanLUHCK1e nagenust), nnbo sHAOreHHbIN, T. €. cam naumeHT. Mpu YMCTLIX onepauusix, T. €. onepauusix Ha CTEPUNbHbIX
TKaHAX Tena n OTCYTCTBUM NPOHVMKHOBEHUS B NMONOCTb BHYTPEHHETO OPraHa, KoXa XMpypruyieckoro nepcoHana v naumeHTa
SABMNSETCA OCHOBHbBIM MCTOYHMKOM MUKPOOpraHuamoB. [pu onepauusix ¢ puckom MHOULIMPOBaHUS1, HAaNpumep, B opToneau-
YECKON 1 COCYAUCTON MMIMIaHTaLNMOHHON XMpyprun, ocoboe 3HaveHne npuobpetaeT MUKpodiopa KOXMU, T. K. OHa MOXeT
cTaTth NPUHYNHON BOZHUKHOBEHWS XUPYPrm4eCcKom MHAEKLN.

WHdpekuns moxeT nepegaBaTbC KOHTaKTHBIM MyTEM UMK No Bo3ayXy. B nocnegHem cnyvae HocutensiMm nHdekuum
4YacTo ABMNAIOTCA paccenBaemble YacTUYKM YeroBeYeckon Koxn. Hekotopbie Buabl 6apbepoB, UCNornb3yeMbIX 4nst MUHK-
MU3aLun XMPYpPru4eckux MHEKUMA, ONMCaHbl B HACTOsILLEM cTaHAapTe, a Tarke B [1] n [2].

300pOoBbIN HeroBEK MOXET BbiGpackiBaTb B BO3AyX Npu xoabbe npubnuantensHo 5000 4acTUuek KOXu, ABMNSIOWNXCA
HocuTenamu 6akTepuii, B MUHYTY. Paamep aTMxyacTuyek coctaensieT ot 5 4o 60 MkM, a cpeaHee YMcro aspoGHbIX U aHas-
po6HbIx 6akTepui, NePeHOCMMbIX UMW, — OKOMO 5 Ha OfHY YaCcTUUKY KOXMW. YacTUukK, NnepeHOCUMbIe BO3AYLWHBIM NYyTEM,
3apaaloT paHy HenocpeacTBEHHO OCaXAEHMEM B HEe UM ONnocpesoBaHHO, cHavana nonagas Ha UHCTPYMeEHTb! Unu apy-
rvwe npeameThbl, KOTOPbIE 3aTeM KOHTaKTUPYIOT C paHOW. PaccTosiHUS MeXy HUTSIMU TKaHu pasmepom 6onee 80 Mkm nnoxo
NpeAoTBPaLLaT pacCemBaHue YacTUHeK KOXM.

KoCTioMBI ANA YUCTBIX MOMELLEHWI MOMOraloT YMEHbLUWTL PACCEUBAHUE YaCTUUEK KOXW, SIBNAIOLLNXCH HOCUTENSAMM
BakTepuii, cHenoBE4eCKOro Tena B BO34yX onepaunoHHOr. KOCTIOMbI ANs UMCTHIX TOMeLLeHUIA He06X0ANMO MCNONb30BaTL
KaK JOMOITHEHWE K XMPYPru4eCknM xanaTam, a He B Ka4eCTBE 3aMEHbI UM.

Xvipypruyeckue xanatbl UCMONb3yOT ANS NPeaoTBpalLeHus nepegaqum MHDEKUNN KOHTAKTHBIM NyTEeM OT XMpypru-
YeCKOro nepcoHana B ornepaunoHHyo paHy u Hao6opoT. XMpypruyeckre xanarbl NpeoTBpaLlaloT paccenBaHme HacTuyek
KOXW B BO3AQYX ONePaLnOHHbIX TONBKO B Clyyae, eCliv OHW U3roTOBMEHbI U3 HAAMeXawWero Matepmana u NCnonb3yloTcs B
CoYeTaHun ¢ CMCTEMamMM yrbTPAYNCTON OUMCTKM BO34yXa B ONepalnoHHON.

Xvpyprudeckmii NOKPOBHLIN MaTepuarn NpMMeHsIloT Ans o6ecrnedeHust MMKpo6Guonomyeckn YncToi pabouen nosep-
XHOCTW BOKPYT ONepauynoHHOro nons. Ecnm xupyprudeckuii NOKPOBHbIN Matepmrar nroTHO OKpY)KaeT onepaLyoHHOE Nore u
OUKCMPYETCSH Ha KOXKE, TO OH TaKOKe YMEHbLUAeT MepeHot MUKPOMNOPbI € KOXM NaLMeHTa B onepaunoHHoe nore. Xupypru-
YeCKUI NOKPOBHbIV MaTepuan wunv nogcoeanHeHHbIe 3genua ans c6opa huanonorMieckux XMaKkocTen Takke NPUMeEHs-
10T ANS YNpaeneHus pacnpocTpaHeHUeM NOTEHUMWANbHO 3arpsa3HeHHbIX BronornyYeckmx XUOKoCcTel opraHuama u3a
onepauuoHHOro Nonsi.



MpunoxeHne ZA
(cnpaBoy4HOe)
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Pasfenbl HacToslero ctaHaapra, noaaepXxuBarwllve cyuecTBeHHbIe TpebGoBaHUA

unu gpyrue nonoxeHus OQupekrus EC

Hacroawwmin ctangapt NnoaroToBneH no nopyyenuio, oigaHHomy CEN EBponerckon komucenen n EBponerickon

accouunaumeii cBo60AHOM TOProBnv, U NOAAEPXKMBAET CyLLeCTBEHHbIe TpeboBaHus [5].

TpeboBanusa gpyrvux Aupektus EC MoryT 6bITb Takke NPUMEHUMbI K M3AENUIo(sM), nonagatwemy(mm) nog oénacte

NnpUMEHEeHUsA HacToALWEero craHaapTa.

CooTBeTCTBYIOWME pasaenbl HACTOSILLEro cTaHAapTa nogaepxusaiot TpeboBanus [5].
CooTBeTCTBME pa3genaM HacTosWero craHgapTa fBMseTcs O4HWM U3 CPeACTB YAOBMNETBOPEHUS KOHKPETHbIX
cylecTBeHHbIX TpeboBaHuii [5] 1 HOpMaTUBHbIX AOKYMEHTOB EBponelickon accoumaumm cBo604HON TOProBnu.

Tabnwuuya ZA.1 — CooTBETCTBUE MEXAY HACTOSALLUM CTAHAAPTOM U [5]

Paspensl HacTosLLero ctaHaapTa

CooTBeTCTBYIOLLME CYLLECTBEHHbIE
TpebosaHus [5]

KommeHTapuun

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

(2]

(3]

(4]

(5]

(6]

(7]

(8]

9]

EH 13795-2:2004
(EN 13795-2:2004)

EH 13795-3:2006

(EN 13795-3:2006)

NCO 22610:2006

(ISO 22610:20086)

NCO 22612:2005
(1SO 22612:2005)

OupektnBa 93/42/EEC
oT 14 niona 1993 r.

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

(EN 980:2003)

EH 1041:1998

(EN 1041:1998)

EH 455 (Bce yacTu)
(EN 455 — all parts)
EH 868 (ce 1acTn)

(EN 868 — all parts)

[10] EH 11810 (Bce wactn)

(EN 11810 — all parts)

[11] EH UCO 13485:2003

(EN 1SO 13485:2003)

[12] EH 14065:2002
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(EN 14065:2002)

Bubnuorpacdun

Xupypmueckas ogexaa u 6enbe, NpUMeHsieMble Kak MEAWUMHCKME M3genust ansi na-
LUMEHTOB, XUPYPruieckoro nepcoHana v obopygosanus. Yacte 2. Metoab! UcnbITaHUi

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

Xupypmmueckas ogexaa u 6enbe, NpUMeHsieMble Kak MEAWUMHCKME M3genust ansi na-
LUMEHTOB, XMPYpPIM4ecKoro nepcoHana u obopyaosanus. Yacte 3. TpeboBaHus K ucrnon-
HEHWIO 1 YPOBHU UCTONHEHWS

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

Xupyprudeckas ogexaa n 6enbe, NPUMEHsIEMbIE KaK MEANLMHCKME M3Oenusa Ans na-
LMEHTOB, MEAULIMHCKOIO NepcoHana u obopyaoeaHus. Metog ucnbiTaHus Ha onpeae-
NeHne MUKPOGHOI NPOHMLAEMOCTH BO BITAXHOM COCTOAHUN

(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)

Opexpa ons 3awmTtel oT BO30yanTenen nHgekUunoHHbIX 3aboneBannii. Metoa ucnbita-
HWA Ha onpeaeneHne MUKPODHOW NPOHULIAEMOCTN B CyXOM COCTOSIHUM

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

O MeguuUMHCKMX n3aenusx

(Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)
pathnyeckue CUMBONbI, UCMONb3yEMbIE ANA MAPKMPOBaHNSA MEAULIMHCKUX U3AEnNni
(Graphical symbols for use in the labelling of medical devices)

Muchopmauus, npegocTaBnNsaemas N3roToBUTENeM MEAVLMHCKNX N3AENnii
(Information supplied by the manufacturer with medical devices)

MeavumHcK1e nepuaTky 0OAHOPA30BOIo NPUMEHEHNS

(Medical gloves for single use)

YnakoBOYHbIe Matepuanbl U CUCTEMbI 411 MEAULIMHCKNX U3AENUNA, NOANEXALWNX CTepU-
nusauum

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

OnTrka n ontnyeckne npuGopsl. Jlaseps n 060pyaQoOBaHNe, OTHOCSLWEECA K Nnasepam.
XVpyprudeckuii MOKPOBHBLIN MaTepuar v 3almTHbIE MOKPLITUA ANA NAUMEHTOB, NPUroa-
HblE MPY UCTIONb30BaHNN NA3EPOB

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

Cucrembl kauectBa. Magenus meagmumHckme. CneumnanesHble TpeGoBaHua K npumeHe-
Huio 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)

Magenusi TekcTunbHble. CTUPKa TEKCTUNBHBIX M3aenuin. Cuctema ynpaeneHus 6uono-
rMYECKUM 3arpsi3HEHUEM

(Textiles — Laundry processed textiles — Biocontamination control system)
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Koppektop M.C. Kabawoea
KomneloTepHan sepcrka U.A. Hanelikurod

Cpano B Habop 26.11.2008.  MognucaHo B nevats 12.12.2008.  dopmat 60 x 84%. Bymara opcetHan.  [apHutypa Apuan.
Mevatb opceTHan. Yen.ned. n. 1,86,  Yu.-uzg. n. 1,10. Tupax 126 sk3.  3ak. 1346.

®ryn « CTAHOAPTUHOOPM», 123995 Mockea, MpaHaTHbI nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo ¢©rYMN «CTAHOAPTUH®OPM» Ha M3BM.
OtnevataHo B ounuane Oryr « CTAHOAPTUHOOPM» — tun. «MockoBckuin nevatHuk», 105062 Mocksa, IsnuH nep., 6.
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