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FOCTEN 13795-3—2011

Mpeoucnosue

Llenn, oCHOBHbIE NPUHLMNBI U NOPSAAOK NPoBeAeHUA paboT No MEXrocyAapCTBEHHOM cTaHaapTM3aUmm
yctaHoBneHbl FOCT 1.0—92 «MexrocyaapcrBeHHas cuctema craHaapTusaumn. OCHOBHBIE MONOXEHUS» U
FOCT 1.2—2009 «MexrocyaapcTseHHasa cucteMa cTaHgapTusauni. CTaHaapTbl MEXXrocyjapcTBeHHble, Npa-
BUNa U pekoMeHaaLum Nno MexrocyaapctseHHon ctaHaapTusauunu. Mpasuna paspaboTku, NPUHATUA, NpUMe-
HeHusi, OGHOBNEHWUsI U OTMEHbI»

CBefeHus o cTaHaapTe

1 NOArOTOBIIEH ®epepanbHbIM rocyaapCTBEHHBIM YHUTapHBIM NpeanpusatnemM «Bcepoccuiickuin
Hay4yHo-uccnenoBaTeslbCKUA  MHCTUTYT — cTanHdapTusauum u  ceptuduKauMm B MaLWMHOCTPOEHUUY
(BHNMHMALL)

2 BHECEH ®epaepanbHbIM areHTCTBOM MO TEXHUYECKOMY PerynnpoBaHuio U METPONOrm

3 NPUHAT MexrocyaapcTBeHHBIM COBETOM MO CTaHAapTM3aUun, MeTponorun u ceptudmkauum (npo-
Tokon ot 29 Hos16ps 2011 1. Ne 40)

3a npuHsITUE NporonocoBanu:

KpaTkoe HauMmeHoBaHue CTpaHbl Kop ctpaHbl CoKpaLLEHHOe HAUMEHOBaHME HALIMOHANBHOIO OpraHa
no MK (UCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHpgapTM3aumm
Benapycb BY lNoccTanpapt Pecnybnuku Benapych
KasaxcraH KZ [occranpapt Pecnybnvku Kasaxcran
Kbipreiacran KG KbipreisctaHgapT
Poccuiickas depgepaunsn RU Poccrangapt

4 MMpukasom PepepanbHOro areHTCTBa NO TEXHUYECKOMY perynupoBaHuio U meTpororum oT 13 aekabps
2011 r. Ne 1267-cT MmexrocyaapcteeHHbi cTaHaapT FOCT EN 13795-3—2011 BBeieH B AeCTBUE B Ka4eCcTBe
HauunoHanbHoro ctaHaapta Poccuitckon ®eaepaunmn ¢ 1 aHBapsa 2013 .

5 Hacrtoswuin ctaHaapT naeHTUMEH eBponeinckomy pervoHanbHomy ctaHgapty 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 (Xupyprindeckas ogexaa u 6enbe,
npuMeHsiemMble kak MeAUUMHCKUEe U3Aenus Ans NaumeHToB, XUPYPriudeckoro rnepcoHana u o6opyaoBaHus.
YacTb 3. TpeboBaHMs K UCMIOSTHEHUIO U YPOBHUW UCTIOSNTHEHUS).

CTteneHb cooTBeTCTBUA — UaeHTuYHas (IDT).

CBefieHUsi 0 COOTBETCTBUM MEXTOCYAapCTBEHHbIX CTaHAaPTOB CChINIOYHBLIM MeXAyHapoaHbIM cTaHaap-
TaM npueeaeHbl B AOMONHUTENLHOM npunoxeHun JA.

CtaHgapT nogrotoBneH Ha ocHoBe npuMeHeHust TOCT P EH 13795-3—2008

6 BBEJEH BIMEPBbIE

HHebopmayusi 0 esedeHuu 8 delicmaue (npekpaujeHuu delicmeusi) Hacmosueao cmaHdapma ny6ruKy-
emcs 8 eXXeMeCcsIHHO u30asaeMoM UHOPMaUUOHHOM yKka3amerie «HayuoHarbHbie cmaHdapmbi».

Ungpopmayusi 06 usMeHeHUsIX K HacmosiueMy cmaHdapmy rybrukyemcsl 8 exe2o0Ho usdasaeMom
UHGbOpMayLUOHHOM yKasamerne «HayuoHaibHble crmaH0apmbl», @ mekcm UusMeHeHUL U rornpasok — 8 exxeme-
CSIYHO U30asaeMbix UHGhOPMAaUUOCHHbIX ykasamensx « HayuoHanbHbeie cmaH@apmei». B cnydae nepecmompa
unu omMeHbi Hacmosiuje2o cmaH@apma coomeemcemayiowas uHgopmayusi 6ydem onybnukosaHa 8 exeme-
Cs1YHO U30asaeMoM UHhOPpMaULUOHHOM yKka3amerne «HauyuoHanbHeie cmaHdapmbi»

© CranpapTtuHdgpopm, 2013

B Poccuiickoii ®efiepalin HacTOALWNIA CTaHAaPT He MOXeT 6bITb NOMHOCTBLIO UITM YaCTUYHO BOCMPOU3Be-
O€H, TUPa)XXMPOBaH U pacnpocTpaHeH B kavecTBe ocduumnanbHoro nsgaHus 6es paspelueHus ®egepanbHoro
areHTCcTBa no TeXxHU4eCckoMy perynmpoBaHuio 1 MeTponorun
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BBeneHune

CraHgapTbl cepun EN 13795 cocTosT U3 Tpex yacTteid nog obLWMM HanMeHoBaHueM «Xupypruveckas
ofexaa v 6enbe, NPUMeHsAEMbIe Kak MeaULMHCKUE 3aenna ANs NauMeHTOB, XMpYprveckoro nepcoHana u
obopynoBaHua»:

- vyactb 1 «O6wne TpeboBaHmsA»;

- yactb 2 «MeToabl UCNILITAHUAY;

- yactb 3 «TpeboBaHUS K UCTIOMHEHNIO U YPOBHMU UCMIONHEHNUS» .

B kOHTEKCTe HacTosLWero ctaHgapTa K XMpYpruieckon ogexae 0THOCAT XUpYpruyeckne XxanaThbl v KOCTHO-
Mbl 4718 YACTBIX MOMELLEHWA, a K XMpypriuyeckomy 6ebio — XMpypruvecknil MoKpoBHEIA Matepuan.

X1pypruyecknin NOKPOBHLIA MaTepuar, XMpypruieckue xanaTbl M KOCTIOMbI AN YUCTLIX MOMELLEHWUIA Npu-
MEHSAOT ANA MUHUMU3ALIMIN pacnpocTpaHeHus Bo3byanTenen nHgeKL i Npu nposBeaeHUN MHBa3UBHBIX XMPYpP-
rMYecKux npoueayp.

CraHpapTbl cepun EN 13795, coBmecTHO ¢ [1] 1 [2], 6asupytoTca Ha cyLlecTBEeHHbIX TpeboBaHusX, U3no-
XeHHbIX B Qupektuse 93/42/EEC. MpuBeaeHHble B HUX 0bLyne TpeboBaHWA U pekoMeHaaUmmn npegHasHadveHs
AN OKasaHWsa NMOMOLLW NOMb30BaTeNAM, U3roTOBUTENSIM U UCTbITaTeNbHbIM LIeHTpaM B NPOoeKTUpoBaHuu,
06paboTke, oLeHMBaHUU 1 BbIBOPpEe XMpypruyeckon ogexael 1 6enbs.
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M E X TTOCVYOAPGCTUBEUHHUB # CTAHDAAPT

XUPYPIM'MYECKAA OOEXOA U BENbE, MPUMEHAEMbIE KAK MEOULMHCKUE U3OENUA
anda NAUMEHTOB, XUPYPITMYECKOIO NEPCOHAINA U OBOPYAOBAHUA

YacTtb 3

Tp66OBaHI/IF| K UCMNOJTHEHUIO U YPOBHU UCNONTHEHNA

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

Data BBegeHna — 2013—01—01
1 O6nacTb NpUMeHeHus

HacTosawuii cTaHgapT ycTaHaBnueaeT TpeBoBaHWUS K UCTIONHEHMIO AN XUPYPTUYECKAX XanaTos, XUpyp-
rMYeCcKoro NMOKPOBHOTO MaTepuarna U KOCTIOMOB A1 YACTLIX NMOMELLEHWIA.

MpumedyaHue— Obwme TpeboBaHMS K UCNIONHEHUIO AN Pa3NMYHbIX XapaKTePUCTUK AaHHbIX U3Aenui ycta-
HoBneHbl BTabnuuax 1—3 ctangapta EN 13795-1 1 gonxHbl oueHmBaThes B cooTBeTcTBUM CEN 13795-2, a Takke [11u[2].

2 HopmaTuBHbIe CCbINKH

B HacTosileM cTaHgapTe UCNOoNb30BaHbl HOPMATUBHEIE CChINIKM Ha crieayolime cTaHaapThl:

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
(Xupyprudeckas ogexaa v 6enbe, nprMeHaeMble Kak MEAULMHCKUE M30enva AN NaUnMeHTOB, XUPYPrmdeckoro
nepcoHana n obopyaosaHus. Yactb 1. O6wue TpeboBaHus)

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 (Xupyprudeckan ogexaa v 6enbe, npuMmeHsieMble Kak MeauLnHCKne
n3aenusa Ans naumMeHToB, XMpypruydeckoro nepcoHana n o6opyaosaHus. Yactb 2. MeToab! UCMbITaHWiA)

3 TepMuWHbI M ONpeaeneHns

B HacTosLeM cTaHAapTe NpUMeHeHb! crneaytolMe TEPMUHBI C COOTBETCTBYIOLLMMUA onpeaeneHUsAMU:
3.1 MeHee KpuTUdeckas 3oHa uspgenus (less critical product area): HaumeHee kputudeckas obnacto
“3aenuvs, BOBNeYeHHas B nepeHoc Bo3byauTenei HeKUMOHHbIX 3a6oneBaHuiA B paHy Ui U3 paHbl.

MpumevaHus

1 Onpeaenenne kpUTUYECKOW 30HbI nagenusi cm. EN 13795-1.

2 Ecnn un3rotoBuTENb MPOBOAUT Pa3nNuyma MeXAy KPUTUYECKOW M MEeHee KPUTUYECKOW 30HaMu M3genus, To
EN 13795-1 cogepxunT TpeboBaHne ngeHTUUKaUMM AaHHbIX 30H U, NPU HEOBX0AMMOCTU, 0GOCHOBAHUS 3TOMO Pasnuyus
(cm. EN 13795-1).

3.2 ypoBeHb ucnonHeHus (performance level): OTHOCUTCA K UCMOMHEHUIO U3Aenus U 06o3HavaeTcs
KaK «CTaHAapTHBLINY UK «BLICOKOKAYeCTBEHHBIN» COrNacHo pasaeny 4 HacTosiLero cTaHaapTa.

Mpumeyanune— CBBeaeHnemM AByX YpOBHel UCNONHeHWs1 B cepum cTangaptoB EN 13795 gonyckaetcs ToT
haKT, uTO NPU NPOBEAESHUUN XMPYPIUHECKMX NpoLeayp MOXeT NOTpe6oBaTLCS pasnnyHas cTeneHb UCMONHEHUS U3Aenui B
3aBUCMMOCTU OT ANUTENBHOCTM NPOLEAYPLl, MEXaHUHYECKOrO AABNEHUS U pacxoaa XXUAKOCTU BO BPEMsI XUPYPrU1ecKoii
npoueaypbi.

3.2.1 cTraHpapTHoe ucnonHeHue (standard performance): Knaccudukauus, npeabssnsiolias MUHW-
MarbHble TpeBoBaHUs K UCNOMHEHUIO ANA Pa3NUYHbIX XapakTepUCTUK MeaULIMHCKUX U3aenuid (cMm. pasgen 4),
UCMoMb3yeMbIX NPU NPOBeAEHU HBA3UBHLIX XMPYPruYecknx npoleayp.

U3panne opnynanbHoe
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3.2.2 BblcokokayecTBeHHoe ucnonHeHue (high performance): Knaccudunkaumns, npegbssnsiowas
NoBbILIEeHHbIe TPeBOBaHNS K UCTIONHEHWIO AN PasNNYHbIX XapakTepucTUK MeanLIMHCKAX U3Aennin, UCrnonb3aye-
MbIX MpU NPpOBeAEHUN MHBA3UBHbIX XMPYPruyeckux npoueayp.

MpumedaHue— Knpumepam Xmpypriuieckmx npoueayp, Npy NpoBeAeHNN KOTOPLIX PEKOMEHAYIOT YIyLlLeH-
HbI YPOBEHb MCTMOMHEHW S, MOXXHO OTHECTU TaKMe NpoLeaypbl, Korga oxuaaeTcs Bosgencteme 6onblumx 06 beMOB KuaKkoc-
TH, NOBbILEHHOrO MEXaHNYECKOro AaBneHns nnv 6onbluasn NPOAOCIMKUTENBHOCTb XMPYPrYecKMX npoLeayp.

3.3 npoaykT (product): Xupypruyeckuia xanart, XMPYpriuYecKknii NoKpoBHbIA MaTepuar, a Takke KOCTIOM
ONA YUCTBIX MOMELLEHNIA (B KOHTEKCTE HacTosILLero ctaHgapTa).

4 TpeboBaHUA K UCNONHEHUIO

Ana cooTBeTcTBUA cTaHAapTam cepun EN 13795 nsgenuve gonxkHo otsevaTtb BceM TpeboBaHUsIM, ycTa-
HOBIeHHbIM B Tabnuuax 1—3, Npy yCNnoBumn NpoBeaeHUs UCnbITaHui cornacHo EN 13795-2.

MpnumevaHuns

1 O6wwme TpeboBaHWs 1 pekoMmeHgauum Ansa naroToeutenen, 06paboTUMKOB M 3genuii, OTHOCAWMECA K uHdopma-
LMK MO U3roTOBIEeHMI0, 06paboTke 1 ucnbiTaHusiM, NnpueeaeHsl B EN 13795-1,

2 MeToabl ucnbiTaHW AN OLEHUBaHUA BCEX XapaKTepuCTuK nagenuii ycraHoenensl B EN 13795-2, [1]un [2].

3 TpeboBaHUsi K MCMOMHEHWIO U3AENNS YCTAHOBIIEHbI B 38BUCMMOCTN OT KPUTUYECKOW 30HbI M3AENUS N YPOBHSA
ucnonHeHus. OgHaKko Anst HEKOTOPbIX XapaKTePUCTUK nagenus TpeboBaHus K UCNONHEHWIO AOMKHLI NPUMEHATLCA ANa
Nto6Oro ypoBHsI UCNOSNHEHUS U NI0OOM KPUTUHECKOW 30HBI U3Qenus.

Tabnuuya 1— TpeboBaHUs K NCMOMHEHUIO XUPYPIMHECKMX XanaToB

TpeboBaHue
cTaHAapTHOE UCNONHEeHue BbICOKOKAY€CTBEHHOE UCTIONHEHNUe
Xapakrepuctuka Eavnuvua namepexus
KpUTUYECKAn | MeHee KpuTudec- MeHee KpUTu-
KpUTHdeckas
30Ha usge- Kas 30Ha YyecKan 3oHa
30Ha usgenusi
nuwa usaenus usgenun

MukpobHasi  npoHuLae- Lg He tpeby- <299 He Tpebyertcs <299
MOCTb B CYXOM COCTOSIHUM (CFU) ercst

MukpoBHass  npoHuuae- BI >2.8Y He Tpeby- 6,029 He
MOCTb BO BI&XXHOM COCTOSIHUM eTca Tpebyetcsi

Uncrota MUKpoGHast Lg <29 <29 <29 <29

(CFU/nm?)

YncTtoTa B Hactm nHopoa- IPM <3,5 <35 <35 <3,5
HbIX YacTny,

Mbine-, BOpcooTAENEHME Lg (oT noacuutan- <40 <40 <40 <40

HbIX YacTUL Kopnum)

BogoynopHocTb cm H,O >20 210 > 100 > 10

Mpo4HOCTE Ha paspbiB B klMa > 40 > 40 > 40 > 40
CYXOM COCTOSIHUM

MpoYHOCTL Ha pa3pbiB BO kMa > 40 He > 40 He
BNAXHOM COCTOSIHUM Tpebyetcsa Tpebyetcs

MpoYHOCTE Ha pacTsike- H > 20 > 20 > 20 > 20
HVEe B CYXOM COCTOSIHUM

MpoYHOCTE Ha pacTsixe- H > 20 He > 20 He
HV€e BO BNIAXHOM COCTOSIHUU Tpebyetcs Tpebyetcs

a) YcrnoBws UCnbiTaHuii: KoHLeHTpauus npobel 108 CF/r talc. n Bpemsi BuGpaummn 30 MUH.

5) MunumansHoe sHaunmoe paanuuve (LSD) ans B, npy oueHnBaHum cornacko [1], cocrasnsiet 0,98 npy 95 %-HoM
YPOBHE 3Ha4MMocCTu. [lJaHHOe pasnuumne sBNsieTCS MUHMMAaIbHbIM Pasnuymnem, Heo6Xo0AMMbIM ArA TOro, YTo6 b ABa Ma-
Tepuana cyuTanuce pasnuyHbiMu. Takum obpasom, matepuansi, uMeowme pasnuyre go 0,98 Bl, BeposiTHO, He ABNs-
I0TCA PasnUYHbIMK, MaTepuansl, umerowpme pasnvyue ceoiwe 0,98 Bl, BeposTHo, sBnsitoTcs pa3nuuHbiMn (95 %-Hbil
YPOBEHb 3Ha4YMMOCTV O3Ha4aeT, 4YTo Habnogartens (3KCnepT) AomkeH 6biTb Npas 19 pas us 20 ans Toro, YTo6b! NPUHATD
3TU anbTepHaTUBbI).

©) InfA HacToswero ctangapta Lg CFU < 2 o3HavaeT makcumarbHo 300 CFU.

d) Bl = 6,0 ansa HacTosWero craHaapTa 03Ha4YaeT: NPOHNKHOBEHNe oTcyTCTBYeT. Bl = 6,0 sBNsieTCsi MakcUManbHO
JOCTVXXUMbIM 3HAYEHMEM.




Tabnwnua 2— TpeboBaHusi K UCMOMHEHWIO XMPYPIMYECKOrO NOKPOBHOIO MaTepuana

roCT EN 13795-3—2011

TpebosaHue
CTaHOapTHOE ucnonHeHue BbICOKOKa4eCTBEHHOE ucnonHeHue
XapakTepucTuka EavHuua namepexmns
MeHee KpUTtu- MEeHee KpUTu-
Kputudeckas yeckas 3oHa KpUTUveckas Jeckas 30Ha
30Ha usgenus 30Ha usgenus
n3genus un3genus
Mwkpo6Hast npoHuLae- Lg He Tpeby- <299 He TpebyeT- <289
MOCTb B CYyXOM COCTOSIHUM (CFU) eTcs cs
Mukpo6Has npoHuLae- BI >2,8" He Tpeby- 6,029 He tpebyer-
MOCTb BO BMaXXHOM COCTOSIHUM eTcs cA
Uncrota MukpobHas Lg <29 <29 <29 <29
(CFU/gm?)
YuctoTa B 4actM mMHOpOA- IPM <3,5 <3,5 <3,5 <3,5
HbIX YacTtuy
Mbine-, BOPCOOTAENEHNE Lg (ot noacuntan- <4,0 <4,0 <4,0 <4,0
HbIX YacTunL, KOpnuu)
BopoynopHocTb cm H,O >30 >10 >100 >10
Mpo4HOCTL Ha PaspbiB B Cy- kMa > 40 > 40 > 40 > 40
XOM COCTOSIHUM
Mpo4YHOCTL Ha paspbiB BO kMa > 40 He Tpeby- > 40 He TpebyeT-
BMa)XHOM COCTOSIHUM eTcs csl
MpOYHOCTL Ha pacTsikeHue H > 15 >15 >20 >20
B CyXOM COCTOAHUUN
MpoYHOCTb Ha pacTsikeHne H > 15 He tpeby- > 20 He Tpebyert-
BO BI&XXHOM COCTOSIHUM eTcs csl

3TV anbTepHaTUBHLI).

AOCTXNUMbBIM 3HA4YEHNEM.

©) ina nacToswero craHpapta Lg CFU < 2 osnauaet makcumarnbHo 300 CFU.
d) Bl = 6,0 Ans HaCTOSILLErO CTaHAAPTa O3HAYAET: NPOHUKHOBEHME otcytcrByeT. Bl = 6,0 aBnseTcs makcumaneHo

8) YCnoBsus UCMbITaHMI: KoHLeHTpaums npobel 108 CF/r talc. u Bpemsi BUGpauymm 30 MuH.

b) MuHumansHoe aHaunmoe pasnuumne (LSD) ans B, npu ouenuBanmm cornacto [1], coctaensiet 0,98 npyu 95 %-Hom
ypOBHe 3Ha4MMocTH. [laHHoe pa3nuyme ABNAeTCH MUHMMATBHBIM PasnuunemM, HeobxoauMbIM ANs Toro, YTobbl ABa Ma-
Tepuana cuMTanuch pasnuyHbiMu. Takum o6pasom, matepuarbl, umetowme pasnuumne go 0,98 Bl, BepositHo, He siBNS-
I0TCA PasnUyYHbIMK, Matepuansl, umeowme pasnuyme ceoiwe 0,98 Bl, BeposiTHO, sBNs0OTCA pasnuuHbiMu (95 %-Hbi
YypOBEHb 3HA4YMMOCTU O3Ha4aeT, YTo HabngaTens (3kcnepT) gorkeH 6bITb Npae 19 pa3 us 20 ANs Toro, YTo6bLI NPUHATL

Tabnwuuya 3 — TpeboBaHusi K UCMONMHEHNIO KOCTIOMOB SIS YUCTbIX MOMELLEHWIA

XapakTepucruka EavHuua usmepeHus Tpe6osanue?)
MukpobHas NPOHMLIAEMOCTb B CYXOM COCTOSHUM Lg (CFU) <299
UncToTa MUKpoGHast Lg (CFU/am?) <29
YucroTa B HacTn MHOPOAHLIX YacTuLy IPM <35
Mbine-, BOpcooTaeneHne Lg (oT nogcunTaHHbIX <4,0
YacTuL, Kopnum)
[MpoyHOCTb Ha paspbIB B CyXOM COCTOSIHUM kla >40
MpoYHOCTb Ha pacTsikeHMe B CyXOM COCTOSIHUM H >20

a) YcnoBust MCMbITaHWIA: KOHLLeHTpauust npobbl 108 CF/r talc. n Bpems BuGpaummn 30 MuH.

b) Tpe6GoBaHWs K UCMIONHEHMIO NPUMEHSIIOT AN BCEX 30H KOCTIOMOB [AMNS1 YNCTBIX MOMELLLEHUN, T. K. JaHHble KOCTIOMbI
PEKOMEHAYIOT UCMONb30BaTh B AOMNOMHEHNE K XUPYPIUYECKMM XaraTtam, a He B Ka4YeCcTBe UX 3aMeHUTens.

©) [lnsi HacTosiLLero craHgapTa Lg CFU <2 o3HauvaeT makcumanbsHo 300 CFU.
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MpunoxeHne ZA
(cnpaBo4HoOe)

CBA3b MeXAy HacToALWMUM CTaHAAPTOM U cyLlecTBEHHbIMU TpeGoBaHuaMU OupekTusbl 93/42/EEC

HacTtoswwmi ctangapT NnoaroToeneH No nopyyennto, BoigaHHomy CEN EBponernckoln komuccuen n EBponerickon
accouuaumer ceobogHol TOProenu, u o6ecnevmBaeT NogTBEPKAEHUE COOTBETCTBUS CYLLLECTBEHHBIM TPe6oBaHMAM HOBO-
ro noaxoaa k Qupektuse 93/42/EEC.

Mockonbky B ocmumansHoM xypHane Esponerickoro Coobuwectsa (EC) nmetoTcsi CChINky Ha HACTOSILLMIA CTaHA4apT
kak obecneunBaowmmn TpeboBanus AvpektuBbl 93/42/EEC v oH 6b1n yTBEPXXAEH KaK HaLMOHaNbHbIV CTaHAAPT, NO KpanHewn
mMepe, B 0OHOM rocygapcTee — uneHe EC, To cOOTBETCTBUE NONOXEHUSIM HACTOSILLIENO CTaHAAPTa, NPMBEAEHHbIM B Tab-
nuue ZA, obecneurBaeT COOTBETCTBUE Cyl,eCTBeHHbIM TpeboBaHuam Oupektvebl 93/42/EEC n HOpMaTUBHbBIM JOKYMEH-
Tam EBponerickon accoumaumm ceo6ogHon Toproenu (EFTA).

Tabnwuuya ZA.1 — CooTBeTCTBME MeXAY HACTOAWMM cTaHdapTom u Oupektuson 93/42/EEC

Paspensi/noapasnensi CyuiecTBeHHble TpeboBaHus
HACTORLLIEro CTaHAapTa [upexTuss 93/42/EEC KommenTapuu
4 1,2,3,4,72,7.5,7.6,8.1 HacToswmi ctaHgapT npegHas-

Ha4eH Ans NPUMEHEHNA COBMECTHO C
EN 13795-1 n EN 13795-2

NPEOQYNPEXOEHWUE — Opyrue TpeboBanus n gapyrve AupektuBbl EC MOryT NpUMeHATLCS K M3genuvsm, nonagato-
LWMM nog obrnacTb NPUMEHEHNS HACTOSILLLErO CTaHAapTa.



MpunoxeHne OA
(cnpaBo4Hoe)

rocT EN 13795-3—2011

CBefeHUsA 0 cCOOTBETCTBUU MeXrocygapCctBeHHbIX CTaHOAPTOB
CCbINTOYHbIM eBpOﬂeVICKI/IM permoHanbHbIM CTaHOgapTam

Ta6nwuuya JAA

0O603Ha4YeHne u HaMMeHoBaHue
©BpOMNencKoro craHaapra

CTeneHb COOTBETCTBUSA

0O603Ha4YeHne U HaumeHoBaHue
MEXrocyapcTBEHHOro cTaHaapTa

EN 13795-1:2002 Xwupypruyeckas ogexaa IDT FOCT EN 13795-1—2011 Xupyprvnueckasi
n Genve, NpUMEHsieMble Kak MeaVLUHCKUE U3- ogexaa v Genbe, NpUMEHSIEMblE KaK Meau-
Aenvsa Ans nauueHToB, XMPYPru4eckoro nepco- UVMHCKME U3fenus Ans nauueHToB, XUPYpru-
Hana u obopypoBaHmsa. Yactb 1. O6wme Yeckoro nepcoHana wu  obopygoBaHusi.
TpeGoBaHus Yactb 1. O6wme TpeboBaHusi

EN 13795-2:2004 Xwupypruyeckas ogexaa IDT FOCT EN 13795-2—2011 Xupyprvnueckasi

n benbe, NPUMeEHsIEMble Kak MeaULUHCKNE W3-
Aenvs Ans nauueHToB, XMPYPru4eckoro nepco-
Hana u obopygoBanusi. Yacte 2. MeToabl
MUCNbITAHUK

ogexpa n benbe, NpMMeHsIEMble Kak Meau-
UVMHCKME U3fenus Ans nauueHToB, XUpYpru-
Yeckoro nepcoHana wu  obopygoBaHusi.
YacTb 2. MeToabl ucnbitaHum

MpuMeyaHune— BHacToAwWweM CTaHAAPTE NCMONb30BAHO CriedylowWwee yCrioBHOe 0603HaYeHNe CTENeHn CooT-

BETCTBUS CTaHOAPTOB:
- IDT — ngeHTuuHble CTaHaapThbI.




FOCT EN 13795-3—2011

[1] 1SO 22610:2006

[2] ISO 22612:2005

Bubnuorpadus

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 penetration
(Xvpyprunyeckas ogexaa v 6enbe, NpuMeHsieMbIe Kak MEAULIMHCKUE U3AeNUs ANA NAUNEHTOB,
XUPYpPrudeckoro nepcoHana n obopygosanusi. Meto ucnbitanus ans onpeaeneHns Mnkpo6-
HOWM NMPOHMLIAEMOCTM BO BITAXXHOM COCTOSIHUN)

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

(Oaexaa ansa 3awmTsl oT Bo36yauTenei MHeKLMoHHbIX 3a6oneBaHuii. MeTog ncnbiTaHusi Ha
onpegeneHme MMKPO6HOI NPOHULAEMOCTHN B CYXOM COCTOSIHUM)



roct EN 13795-3—2011

YOK 613.48:006.354 MKC 11.140 M38 IDT

KntouyeBble crioBa: MeauUUHCKNE U3aenus, XVIpprI/ILIeCKI/IIZ NOKPOBHLIN Matepuarn, XVIpprI/ILIeCKI/IIZ Xanart, Koc-
TIOM NS YACTbIX MOMELLEHWN, Tpe6OBaHI/IF| K UCMOJIHEHNIO, YPOBHU UCTMIOJTHEHUA
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