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Mpeaucnosuve

Llenn, ocHOBHble NPUHLMMBI 1 NOPAAOK NPOBeAeHNs paboT Mo MeXrocyfapCTBEHHON cTaHAapTU3aLumum
yctaHosneHsl FOCT 1.0—92 «MexrocygapctseHHasa cuctema craHgaptusaumm. OCHOBHbIE MOIOXEHUA» U
[OCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTnsaunn. CtaHaapTbl MeXrocyAapCTBEHHbIE, Npa-
BUA 1 peKoMeHJauMmn No MexXrocyAapcTBEeHHOW cTaHfapTu3auuy. MNpasuna paspaboTku, NpUHATUS, NpuMe-
HeHuA. 06HOBNEHNSA Y OTMEHbI»

CBefleHnsa o cTaHaapTe

1 NOATOTOBJ/IEH depgepanbHbiM rocyfapCcTBEHHbIM YHUTApHbIM NpeanpusaTneM «Bcepoccuiickuii
Hay4YHO-UCCea0BaTeNbCKUA  UHCTUTYT  cTaHgapTv3aumm u  cepTudukaumum B MaLMHOCTPOEHWUU»
(BHUMHMALL)

2 BHECEH ®epgepanbHbIM areHTCTBOM MO TEXHUYECKOMY peryiupoBaHuio U MeTposiorum

3 MPUHAT MexrocyaapCcTBeHHbIM COBETOM MO CTaHAapTusaLuu, MeTponorum n ceptudukanmm (npo-
TOKOJ OT 29 HOA6psA 2011 r. No40)

3a npuHATYE NPOrosIocoBasu:

KpaTkoe HaumeHOBaHWe CTpaHbl Kog, cTpaHbl CokpalleHHOe HauMeHOBaHKe HaLuMoHaIbHOTO opraHa
no MK (MCO 3166) 004-97 no MK </CO 3166) 004-97 no cTaHgapTM3auum
Benapycb BY FocctaHpapT Pecny6nukn benapych
KasaxcTaH Kz FocctaHpapT Pecny6numkn KasaxctaH
KbipreizctaH KG KblpreiactaHgapT
Poccuiickaa depgepauns RU PocctanpgapTt

4 TMpukasom PefepanbHOro areHTCTBa No TEXHMYECKOMY peryinpoBaHuio n MeTponorim ot 13 gekabps
2011 r. Ne 1267-cT MexrocyaapcTBeHHbli ctaHgapT FOCT EN 13795-3—2011 BBefeH BAeliCTBUE B kayecTBe
HaluoHanbHoro ctaHgapTa Poccuiickoli denepauuu c 1 aHBaps 2013 T.

5 HacTosAwuii cTtaHAapT UAEHTUYEH eBpONelickoMy pervoHanbHomy ctaHgapty EN 13795-3:2006
Surgical drapes, gowns and dean air suits, used as medical devices, for patients, clinical staff and
equipment — Part 3: Performance requirements and performance levels (Xupypruyeckas ogexga v 6enbe,
nNpUMeHseMble Kak MeguLMHCKMe n3fgenvsa ANsS nauveHToB, XMPYPruyeckoro nepcoHana n obopyaoBaHus.
YacTb 3. TpeboBaHUS K UCMOSTHEHUIO Y YPOBHU UCNOSTHEHNS).

CTeneHb cOOTBETCTBUA — naeHTuyHasa (FOT).

CBefleHns1 0 COOTBETCTBUWN MEXIOCYAapCTBEHHbIX CTaHAAaPTOB CCbIJIOYHBIM MEXAYyHapO4HbIM CTaHgap-
Tam npvBefeHbl B JONONHUTENBHOM NpunoxexHun JA.

CTaHgapT NoAroToB/EeH Ha OCHOBe npumeHeHusa TOCT P EH 13795-3—2008

6 BBE/JEH BMNEPBbIE

WNHbopmaumsa o BBegeHWM B felicTBUE (NpekpaLleHnn aeiicTBUS) HacToALLero cTaHgapTa nybnmky-
eTCcs B exXemeca4yHo n3fasaeMom NHPOPMaLMOHHOM YKa3aTersie «HaunoHanbHble CTaHaapTbi».

WHpopmauma 06 nameHeHnAX K HacToALeMYy CTaHAapTy Ny6/nkyeTCs B eXerogHo v3gasaemMom
MHopMaLMOHHOMYKa3aTe e «HauvoHanbHble CTaHAapThi», @ TEKCT U3MEHEHUI N NONPaBOK — B eXeMe-
CAYHO M3AaBaeMbIX MHPOPMALMOHHbIX yKasaTensax «HaunoHanbHble cTaHAapThi». B cnyyae nepecmoTpa
UM OTMEHbI HACT OALLLEr0 CTaHAapTa CooTBeTCTBYyLWas nichopmanma 6yaeT onybnvkoBaHa B exeme-
CAYHO n3faBaeMoM MHPOPMaLMOHHOM YKa3aTesne «HaunoHanbHble CTaHaapTbi»

© CraHgapTuHgopm. 2013

B Poccuiickoii ®efiepanum HacTosILMiA CTaHAAPT HEe MOXET 6bIThb MOTHOCTbLIO MM YACTUYHO BOCNPOU3Be-
[EeH. TPAXVPOBaH 1 pacnpocTpaHeH B kayecTBe ouumanbHOro n3gaHnsa 6es3 paspelleHus egepanbHoOro
areHTCTBa Mo TEXHUYECKOMY PeryiMpoBaHuio 1 MeTposiorum
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BeepeHue

CtaHpapTbl cepum EN 13795 coCTOST U3 Tpex vacTeil noj o6LMM HavMeHoBaHUeM «Xupypruyeckas
ofexpaa v 6enbe, NpYMeHsemble Kak MefuLUHCKNe N3fenvsa 415 nauneHToB, XMpYpPruyeckoro nepcoHana un
060pyAoBaHNA»:

- yactb 1 «O6wue TpeboBaHUs»;

- yacTb 2 «MeToAbl UCNbITAHUA;

- 4yacTb 3 «TpeboBaHMsA K UCMOTHEHWNIO U YPOBHU UCNOSTHEHNA».

B KOHTEKCTe HacToALero cTaHgapTa KXMpypruyeckoi ogexge OTHOCAT XMPYPrnyeckme xanartbl 1 KOCTHo-
Mbl /151 YUCTbIX MOMELLEHWI, @ KXUPYPrnyeckomy 6enbto — XUpYpruyecknii NOKPOBHbIA MaTepuan.

Xupypruuecknii NOKPOBHbI MaTepuar, Xmpypruyeckue xanatbl U KOCTIOMbI 419 YACTbIX MOMELLEHNA npu-
MEHSIIOT AN MUHUMM3aLUN pacnpocTpaHeHns Bo3byauTeneli UHeKL Wil Npy NPOBEAEHUN UHBA3VBHbIX XNPYP-
rMyeckux npoueayp.

CtaHpapTbl cepun EN 13795. coBMecTHO ¢ [1J 1 (2). 6a3upyloTcs Ha CyL,eCcTBEHHbIX Tpe60BaHUAX, N3/10-
XeHHbIX BnpekTuse 93/42/EEC. MNpuBefeHHbIe B HUX 06LLme TpeboBaHWsA U pekoMeHgauny npegHasHaueHbl
0N OKasaHWs MOMOLLY NOMb30BaTesNIAM, M3rOTOBUTENAM W UCMbITATE/IbHbIM LLEeHTPaM B NPOeKTUPOBaHuU,
06paboTKe, OL,eHMBaHUN 1 BbIGOPE XNPYPrMyeckomn ogexabl 1 6enbs.
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M E X IO CUY A4 APT CTBETUHHDbB 1 C TAHAOAPT

XUPYPITMYECKAA OAEXAA VN BE/IbE, NPUMEHAEMbBIE KAK MEAVWLUWHCKWE U3OENNA
ANnA NAUMEHTOB. XUPYPITMYECKOIO NMEPCOHANA 1 OBOPYNOBAHNA

YacTtb 3

Tpe6oBaHWS K UCNOJSTHEHUIO Y YPOBHW UCMONTHEHNUS

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

fNaTtaBBegeHna — 2013—01—01
1 O6nacTb NpUMEHEHUs

HaCTOHLLWIVI CTaHAapT yCTaHaB/nBaeT Tpe6OBaHVIFI KNCNOJIHEHUKO ON1A XUPYPrnveCcKnUxX Xxanatos, Xnpyp-
r’MYeCcKoro NnOKpoBHOIo martepunasa N KOCTHOMOB ANA YACTbIX I'IOMELLI,GHI/IVI.

MpumeyaHne — O6wune Tpe6oOBaHUA K UCNOTHEHWIO AN PA3/IUYHbIX XapaKTePUCTUK AaHHbIX NU3Aenunii ycTa-
HOB/MeHbl BTabnuuax 1—3ctangapTta EN 13795-1 n gonkHbI oueHuBaTbCca BcooTBeTcTBUM ¢ EN 13795-2. atakxe W n (2).

2 HopMaTWBHbIE CCbI/IKM

B HacTosLwem cTaHAapTe UCMONb30BaHbl HOPMATUBHbIE CChIIKU Ha CreAyioLine cTaHfapThl:

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
(Xupypruyeckas ogexaa n 6enbe, npuMeHsiemMble kak MegnLMHCKMe U3genus gnsa nauneHToB, XMpYpPruyeckoro
nepcoHana u obopygosaHus. Yactb 1. Obwme TpeboBaHms)

EN 13795-2:2004 Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical
staffand equipment — Part 2: Test methods (Xupypruueckas ogexga v 6enbe, npMeHsieMble Kak MeAuLMHCKMe
n3genus 4nsa naymeHToB, XMPYPruyeckoro nepcoHana n obopygosanHus. Yactb 2. MeToabl UCNbITAHWUIA)

3 TepMuHbI nonpeaeseHus

B HacTosilwem cTaHfgapTe NPpMMeHeHbI crefytoLw e TEpMUHbI C COOTBETCTBYIOLUMMN ONpeaeneHNaMu:
3.1 mMeHee KpuTuUeckasn 3oHa nsgenus (less critical product area): HaumeHee kputuyeckas o61acTb
n3genus, BoBfieYeHHas B nepeHoc Bo3byanTenei MHEKUMOHHbIX 3a60/1eBaHNii B paHy Wan 13 paHbl.

MpumevaHwunsn

1 OnpepgeneHne KpuTmyeckoi 30Hbl n3genma cm. EN 13795-1.

2 Ecnu M3roToBWTENb NPOBOAUT Pa3nMunsi MexAy KpPUTUYEeCKOW U MeHee KpUTUUYecCKoiW 30HamMu nagenus, To
EN 13795-1 cofepxXuTt TpeboBaHne ngeHTudukaumm gaHHbiX 30H U. NpU HE06X0A4MMOCTHN, 060CHOBAHMWS 3TOr0 pasnnyusa
(cm.EN 13795-1).

3.2 ypoBeHb ncnosiHeHus (performance level). OTHOCUTCS K UCMONTHEHUMIO U34ENUs U 0603HaYaeTcs
KaK «CTaHAAPTHbIV» UM «BbICOKOKAYECTBEHHbI» COrMacHo pasaeny 4 HacTosLLero cTaHaapTa.

MpumeyaHune — C BBEAEHUEM ABYX YPOBHEW UCNONHEHUS B cepumn cTtaHgaptoB EN 13795 gonyckaeTtcs ToT
akT, YTO NPV NPOBELEHNN XUPYPTUYECKUX NpoLeyp MOXeT NoTpe6oBaTbCA pa3fiMyHas cTeneHb UCNOTHeHUs u3genuii B
3aBUCUMOCTN OT ANIUTENBHOCTN Npoueypbl, MEXaHUYECKOTo faB/ieHNA W pacxofa XUAKOCTW BO BPeMS XUPYPruyeckoin
npoueaypbl.

3.2.1 cTtaHgapTHOe ucnosiHeHue (standard performance): Knaccudukaums, npegbasnsaoLwas MnuHU-
MasibHble Tpe60oBaHWA K UCMOSIHEHWUIO ANA PA3/INYHbIX XapaKTepPUCTUK MeAULMHCKIX n3genuii (cM. pasaen 4),
MCNOJb3yeMbIX MPW NPOBEAEHNN NHBA3UBHBIX XMPYPTUYECKUX NPOoLEeayp.

N3paHne opuynanbHoe
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3.2.2 BbIcOKOkauecTBeHHOe mcnonHeHue (high performance): Knaccudukauus, npegbasnstowas
NOBbILLEHHbIE TPEOOBAHUS KUCTIONMHEHNIO 4151 Pa3/INYHbIX XapakTepuCcTUK MeAULMHCKUX N34enuii, ucnonb3ye-
MbIX NPY NPOBEAEHUN MHBA3UBHBIX XMPYPI1YeCcKnX npoueayp.

MpumevyaHune — Knpumepam Xupypruyeckux npoueanyp, npu npoBegeHnn KOTOPbIX PEKOMEHAYIOT Yy yUlleH-
Hbli1 YpOBEeHb UCNO/THEHUA, MOXHO OTHECTU Taknue npouenypsbl, Korga oxunaaetcs BO3AeI7]CTBVIe 60NbWNMX06bEMOB Xunakoc-
TN, NOBbILLEHHOTO MexaHN4yecKoro gaBaeHua mnmn 6onbwasn NPOAO/DKNUTENBbHOCTb XMpypruyecknx npoveanyp.

3.3 npoaykT (product): Xupypruyeckuii xanat, XMpypruyecknii MoKpOBHbLIA MaTepra, a Takke KOCTIOM
[NS1 YACTBIX MOMELLEHNi (B KOHTEKCTE HACTOSILLEro CTaHAapTa).

4 TpeboBaHMA KNCNOMHEHUIO

[nsa cooTBeTCcTBMA cTaHgapTam cepun EN 13795 nsgenne gomkHO oTBevaTb BceM TpeboBaHusAM, ycTa-
HOBMIEHHbIM B Tabnmuax 1—3, npy yc10BMM NPOBeEeHNSA UCTbITaHui cornacHo EN 13795-2.

MpumeuvaHuns

1 O6uwue Tpe6oBaHNA N peKOMEHAALUN ANA U3roToBUTENENR, 06pabOTUNKOB N N3AeNNil, OTHOCALWMECA K MHopMa-
LMn No N3roToBneHunto, o6paboTke v nucnbiTaHnsam, npusefeHsol B EN 13795-1.

2 MeTogbl UCNbITAHWI A4NA OLEHUBAHUA BCEX XapakTepucTuk nsgenuit yctaHosnensl B EN 13795-2, (1] m (2J.

3 Tpe60BaHUSA K UCMOJIHEHUIO U3[ENNA YCTAHOB/EHbl B 3aBUCHMOCTU OT KPUTUYECKOIW 30HbI U3[enns U ypoBHS
ncnonHeHnsa. OQHaKo ANA HEKOTOPbIX XapakTepucTuk nagenna Tpe6oBaHMA K UCNOSHEHWUIO AO/KHbI NMPUMEHATLCA ANS
Nt060ro ypoBHA UCNOMHEHNA U 1060 KPUTUYECKON 30HbI U3fenna.

Ta6nuua 1— Tpe6oBaHNUA K UCMIONIHEHNIO XMPYPTUYECKUX XanaToB

Tpe6oBaHue

CTaHAapTHOE ucnosHeHne

BbICOKOKa4eCTBEHHOE UCNOJSTHEHNE

XapakTepuctuka EfvHnua namepexuns
KpuTUyeckass MeHee hutuuec- MeHee KpUTu-
KpuTUyeckasn
30Ha u3ge- Kasa 30Ha Yyeckas 30Ha
30Ha U3genus
s nsgenua nspenusa
Mukpo6Has npoHuuae- Lg He Tpeby- 2 He TpebyeTtcsa s 2'b°
MOCTb B CYXOM COCTOSIHUU (CFU) eTca
Mukpo6Has npoHuuae- 81 r 2,84 He Tpeby- 6.0m d He
MOCTb BO B/I&)XHOM COCTOAHUU ercsa TpebyeTcsa
Yucrtota MUKpo6Has Lg <2¢ < <2° <2d
(CFU/OM2)
Yuctota B YactTm nHopopg- 1P M <35 <3.5 <3.5 <35
HbIX YacTuy,
Mbine-, BopcooTaeneHne Lg (oT noacumTaH- <4.0 <4.0 <4.0 <4.0
HbIX YacTUL, Kopnuu)
BogoynopHocTb cm HMO r 20 r 10 2 100 2 10
MpoyHOCTbL Ha paspbiB B kMa r 40 2 40 r 40 r 40
CYXOM COCTOSIHUU
MpoyYyHOCTb Ha pa3pbiB BO kMa 2 40 He 2 40 He
BNQXXHOM COCTOSHUM TpebyeTcsa TpebyeTca
MpoyHOCTL Ha pacTsaxe- H 2 20 2 20 r 20 2 20
Hne B CyXOM COCTOAHUN
[MpoYHOCTL Ha pacTsaxe- H 2 20 He r 20 He
HWe BO BI&XXHOM COCTOSHUN TpebyeTcsA TpebyeTcsa

n|Ycnoeua ucnbeiTaHunii, KOHUeHTpauua npobel 108 CF/r talc, n Bpems Bubpayuy 30 MUH.
BElMuHumanbHoe 3Hauumoe pasnuuune (LSD)fInfl Bl. npu ouennsaHum cornacHo (1). coctasnsaeT 0.98 npu 95 %-Hom
YypOBHE 3HAUMMOCTW. [laHHOE pa3sinune SBNAETCA MUHUMAbHLIM pasnuynem, Heo6XoANMbIM 415 TOTO, 4TOGLI ABA Ma-
Tepuana cyutanucb pasnnmyHbiMu. Takum o6pas3om, matepuansl, uMewlwmne pasnnume 40 0.98 81. BepoATHO, He ABNA-
I0TCA pPas3NIMYHbLIMU; MaTepuansl, UMetLmne pasnnyve cebilwe 0,98 Bl. BEpOATHO, ABASATCA pas3NnyHbiMU (95 %-Hblii
ypOBeHb 3HAYNMOCTUN O3HaAYaeT, YTo HabgaTeNb (IKCNepT) JO/KeH 6biTb Npas 19 pa3 n3 20 4NA TOro, YTOGbl NPUHATH

3TU anbTepHaTUBbI).

c) Ans HacToAwero ctaHgapTa Lg CFU *

2 o3HavaeT makcumanbHo 300 CFU.

B>Bl = 6,0 AnA HacToAwWero ctaHgaprta o3HavyaeT: MPOHUKHOBEHMe oTcyTcTByeT. Bl = 6.0 siBnseTca mMakcumasibHO

AOCTUXUMbBIM 3HAYEHNEM.
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Ta6nuya 2— Tpe6oBaHWs K NCMOSTHEHWUIO XMPYPrUYECKOTO NMOKPOBHOTO MaTepuana

Tpeb6oBaHne
cTaHAapTHOE UCMoJHeHne BbICOKOKAYECTBEHHOE UCMOMTHEHNE
Xapaktepuctuka EguHuua nsmepeHus
MeHee KpUTu- -
KpuTUueckas p KpuTUYeckas MEHee Kputn
yeckas 30Ha yeckas 30Ha
30Ma n3genus 30Ha n3genus
nsgenus nsgenua
Mwukpo6Has npoxHunuae- «9 He Tpeby- He TpebyeT- £ 25
MOCTb B CYyXOM COCTOAHUU (CFU) eTcs ca
MukpoGHas npoHuuae- BI r 2.8b He Tpe6y- 6.01 d He TpebyeT-
MOCTb BO B/TaXXHOM COCTOSIHUMN eTcs [&]
YuctoTa MukpobHas | <2 <2@¢ <2@¢ <2G
(CFM,D,M )
Yuctota 8 4yactu WMHOPOL- IPM <35 <3.5 <35 <35
HbIX YacTuL,
Mbine-, BOpcooTaeneHne Lg (ot noagcuutaH- <4.0 <4.0 <4.0 <4.0
HbIX YacTuy Kopnuu)
BogoynopHocTb cm H2O 230 210 i 100 rto
MpoyHOCTbL Ha pas3pbiB B CY- KMa 2 40 2 40 2 40 2 40
XOM CcOCTOAHUN
Mpo4YHOCTb Ha paspbiB BO kMa 2 40 He Tpeby- 2 40 He Tpebyert-
B/IQXXHOM COCTOAHUM eTcs cA
MpoYHOCTL Ha pacTaxeHue H >15 >15 >20 > 20
B CYXOM COCTOAHUU
MpoYHOCTL Ha pacTaxeHue H 2 15 He Tpe6y- 2 20 He Tpe6yer-
BO B/IQXXHOM COCTOSHUMN eTcs cA

a) YCnoBua UCNbITaHW: KOHUEeHTpauusa npo6bl 10e CF/r talc, n Bpems BuGpauyum 30 MUH.

B) MuHuUManbHoe 3Hauynmoe pasnnuve (LSD) ansa 81, npu oueHnBannn cornacHo (1). coctasnsaet 0.98 npu 95 %-Hom
YPOBHE 3HAYMMOCTU. [laHHOe pasnnyne ABNSETCA MUHUMaNbHbIM pasnininem, Heo6XoAUMbIM ANA TOro, 4To6bl ABa Ma-
Tepnana cYnTanuch pasnnyHbiMu. Takum o6pasom, maTepuansl, MMewLwme pasnuune o 0,98 Bl. BepoATHO, He ABNA-
I0TCA pas3nMyHbIMUK; MaTepuansl, UMetolwme pasnuuve cebiwe 0.98 Bl, BEpoATHO, ABNATCA pas3nnuyHbiMu (95 %-HbIi
YypOBEHb 3HAYMMOCTN O3Ha4aeT, YTo HabngaTenb (3kCcnepT) A0/KEH 6bITb NpaB 19 pa3 u3 20 4N TOro, YTo6bl NPUHATL
3TV anbTepHaTUBbI).

c| Ans HacTosAwero ctaHgapTa Lg CFU £ 2 o3HavyaeT makcumanbHo 300 CFU.

Bl = 6.0 gna HacTosAwWwero ctaHgaprta o3HavyaeT: NPOHUKHOBeHMe oTcyTcTByeT. Bl = 6.0 ABnseTca MakcMManbHO
AOCTUXUMBIM 3HAYEHUEM.

Ta6nuua 3 — TpeboBaHUA K UCMOHEHWNIO KOCTIOMOB /151 YACTbIX NOMELLEeHW

XapaktepucTtuka EpanHnua nsmepexunsa Tpe6oBaHnedl
MukKpoGHas NPOHULLAEMOCTb B CyXOM COCTOSIHUN Lg (CFU) £ 2%>e>
YuctoTa MUKpobHan Lg (CFU/gm") <2@
Yucrtota a yacTu MHOPOAHbIX YacTul, IPM <35
Mbine-, BopcooTaenexHme Lg (0T noAcYMTaHHbIX <40

yacTuy Kopnuu)
MPOYHOCTb Ha pa3pbiB a CYyXOM COCTOSSHUU kMa 240
MpOYHOCTb Ha pacTAXeHne B CyXOM COCTOSHUMU H 220

a) YcnoBua ucnbiTaHnii: KoHUeHTpauusa npobel 10s CF/r talc, n Bpemsa BuGpauymu 30 MUH.
Tpe60BaHNA K UCMOSTHEHUIO MPUMEHSAIOT A8 BCEX 30H KOCTIOMOB A1 YACTbIX MOMELLEHNNA, T. K. laHHble KOCTIOMbI
pPEeKOMEHAYIOT UCNOJb30BATb B JOMNONHEHNE K XMPYPrNYeCKUM xanatam, a He B KauyecTBe WX 3aMeHUTens.
c| Ans HacTosAwero ctaHgapta Lg CFU £ 2 o3HavaeT makcumanbHo 300 CFU.
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Mpunoxexune ZA
(cnpaBoyHOe)

CBsA3b MeXAy HacToAWMM CTaHA4apPTOM U CyLeCTBEHHbIMWN TpeboBaHnaMN AnpekTmBbl 93/42YEEC

HacTosAwmnii cTaHgapT NOATOTOBMAEH MO Nopy4vyeHuto, BoigaHHomy CEN EBponelickoli komuccuein n EBponeiickoin
accoumaumveii cBO60AHON TOProBaun, no6ecneynBaeT NoATBEPXAEHNE COOTBETCTBUSA CYLLEeCTBEHHbIM TPEe60BaHUAM HOBO-
ronoaxona k mpektuse 93/42/EEC.

Mockonbky B ohuymanbHoM XypHane EBponeiickoro Coo6uiectsa (EC) UMeETCS CCbINIKU HA HACTOALW M cTaHAapT
Kkako6ecneunBawwmnii Tpe6osanna Aupektmnebl 93/42/EEC v oH 6b11 YyTBEPXAEH KaK HALMOHANbHbIN cTaHAapT, No kpaliHein
Mepe, BOAHOM rocygapcTBe — uneHe EC. TO COOTBETCTBME NOTOXEHUSAM HAcTOsIWero ctaHaapTa, NpuBeAeHHbIM B Ta6-
nuue ZA. obecneynBaeT COOTBETCTBUE CYLLECTBEHHbIM Tpe6oBaHuaM AupekTusbl 93/42/EEC 1 HOpMaTUBHbLIM LOKYMEH-
Tam EBponeiickoii accoynauumn ceo6oaHoi Toproenu (EFTA).

Tab6nuya ZA.1l — CooTBeTCTBME MEXAY HACTOALWMM cTaHAapToM u [npekTnsoit 93/42/EEC

Pa3gensl|Yioapa3sgens! CyliecTBeHHble Tpe6oBaHus
HacTosilLEro cTaHaapTa [inpexTuebl 93/42/EEC KommenTapuy
4 1.2.3.4.72.75.76.81 HacTosawuii ctaHgapT npegHas-

HauyeH AN NPUMEHEHUA COBMECTHO C
EN 13795-1 u EN 13795-2

NMPEAYMNPEXAEHWE — fOpyrue Tpe6oBaHuns napyrve upektubl EC MOryT npuMeHATbLCA K U3Aennam, nonagato-
wnm nogo6nacTb NPUMEHEHNA HACTOALWLero cTaHaapTa.



Mpunoxenune A
(cnpaBouHoe)

FOCT EN 13795-3—2011

CBefleHVsi 0 COOTBETCTBMU MEXIoCyAapCTBEHHbIX CTaHAAPTOB
CCbIJIOYHbIM EBPONENCKNM permoHasibHbIM CTaHgapTam

Tab6bnunuya [AL

O603HayYeHe N HaumeHoBaHne
eBponeickoro cTaHgapTa

EN 13795-1:2002 Xupypruyeckasa ofgexnaa
n 6enbe, NpMMeHsieMble Kak MeauLUHCKNe 13-
Aenus ana nauneHToB, XMPYPrnyeckoro nepco-
Hana u o6opygoBaHua. Yactb 1. O6wwe
Tpe6oBaHus

EN 13795-2:2004 Xwupypruyeckas ogexpa
n 6enbe, NpUMeHsAeMble Kak MeULNHCKNne 13-
Aenua ana nayneHToB, XMPYPrunyeckoro nepco-
Hana wn ob6bopyposaHusa. Yactb 2. MeTogbl
ncnbliTaHuia

CTeneHb COOTBETCTBUA

oT

0T

O603HaYeHne 1 HaMMeHoBaHve
MEeXrocyapCcTBeHHOro cTaHaapTa

FOCT EN 13795-1—2011 Xwupypruyeckasa
ofexpa u 6enbe, NpUMEHsieMble Kak megu-
LUHCKUE W3fenusa ANns nayueHToB, XUPYpru-
yeckoro nepcoHana u  o6opyAoBaHuSA.
Yactb 1. O6wue Tpe6oBaHns

FOCT EN 13795-2—2011 Xwupypruueckas
ofexpa un 6enbe, NpUMeHsAeMble Kak mMefu-
LWHCKME u3genua ANA nNauueHToB, XUPYpru-
yeckoro nepcoHana u  o6opyaoBaHus.
YacTb 2. MeToAbl ucnbiTaHuii

MpumeyaHune — BHacToAwWweM cTaHAapTe UCNONb30BAHO Cneaylollee ycNoBHOe 0603HaYeHne cTeneHn cooT-

BETCTBUS CTAHABPTOB.
- lOT — naeHTUYHbIE CTAaHAapThI.



rOCTEN 13795-3—2011

[1] 1SO 22610:2006

(2) 1SO 22612:2005

Bunbnvorpadus

Surgical drapes, gowns and clean air suits, used as medical devices, for patients, clinical staff
and equipment — Testmethod to determine the resistance to wet microbial penetrabon
(Xupypruueckas ogexga n 6enbe, npuMeHsieMble Kak Me UL UHCKNE U3AeNnsa AN NaLMeHTOB,
XUPYPrnyeckoro nepcoHana v obopyaoBaHus. MeTos ncnbiTaHUs AN onpefeneHus Mukpo6-
HO NPOHULLAEMOCTN BO BNIAXXHOM COCTOSIHUWN)

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

(Opexpa ana 3awmnTtel 0T BO36yAnTENel UH EKLMOHHBIX 3a601€eBaHnii. MeToA UCNbITAHUS Ha
onpepjeneHne MUKPOGHON NPOHNLAEMOCTU B CYXOM COCTOSIHUM)



FOCT EN 13795-3—2011

YAK 613.48:006.354 MKC 11.140 M38 0T

KntoueBble cnoBa: MeaULMHCKUE U3AENUS, XMPYPrMYecknii NOKPOBHbIV MaTepuar, Xupypruyeckuii xanar, koc-
TIOM /151 YACTbIX NOMELLEHWIA, TPeBOBaHUA K UCMOSTHEHWIO, YPOBHU UCMOSTHEHUS
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