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NOCT EN 13795-3—2011

MNpegucnoBue

Llenu, ocHOBHbIE MPUHLUMMLI U NOPAACK NpoBeAeHUs paboT No MEXrocygapCTBEHHOW CTaHAapTU3auum
yctaHoBneHsl TOCT 1.0—92 «MexrocynapcTeseHHas cuctema ctaHgapTusaumm. OCHOBHbIE NOMNOXKEHUA» U
MOCT 1.2—2009 «MexrocynapcTBeHHas cuctemactaHgaptusaunun. CtaHaapTel MEXIOCYAapCTBEHHbIE, Npa-
BUMa U pEKOMEHAALWM MO MEXIOCYAapCTBEHHOW cTaHaapTusauuu. Npaeuna paspaboTku, NpUHATASA, NpUMe-
HeHUs, 0BHOBNEHUS U OTMEHBI»

CeefeHus o cTaHgapTe

1 MOArOTOBJIEH deagepanbHbiM rocyaapCTBEHHLIM YHUTApPHBIM nNpeanpuatueMm «Bcepoccuickuin
Hay4yHO-UCCNEAOoBaTENBCKUA  MHCTUTYT CcTaHAapTu3auMm W cepTudMKauum B MaLUMHOCTPOEHUMU»
(BHUMHMALL)

2 BHECEH ®epgepanbHbIM areHTCTBOM N0 TEXHUYECKOMY PErynUpoBaHUio U METPONOrun

3 NMPUNHAT MexrocyaapcTBEHHLIM COBETOM MO CTaHAapTU3aUMKM, METPONOrMK K cepTuukaunmn (npo-
Tokon oT 29 HosBpsa 2011 . Ne40)

3a npuHATUE NpOronocoBanu:

KpaTtkoe HavmeHoBaHMWe CTpaHbl Kog cTpaHbl CokpalleHHoe HaMMeHOBaHWE HaLMOoHaNbLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapT3aumm
Benapycb BY loccTtanpapT Pecnybnuku Benapyck
KazaxcTtaH KZ loccTtanpapT Pecnybnuku KasaxcraH
KelpreiactaH KG KblprelactaHgapt
Poccuiickan ®epnepauuns RU Pocctanpapt

4 [Mpukazom PegepanbHOro areHTCTBa No TEXHUYECKOMY peryrnupoBaHuto u meTtponorun ot 13 gekabps
2011 r. Ne 1267-ct mexrocygapcteeHHbln ctaHgapT FOCT EN 13795-3—2011 BBeeH B AeCTBME B KAYECTBE
HauuoHanbHoro craHgapTa Poccuiickon ®egepauuu ¢ 1 sHeapa 2013 r.

5 Hacroswwuin ctaHgapT WOEHTUYEH eBPONENCcKoMy peruoHanbHomy 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 (Xupypruyeckas ogexga n 6enbe,
NPUMEHSAEMbIE Kak MEAULMHCKUE U3AENUS ANS NauMEHTOB, XUPYPrMYECKOro nepcoHana u obopygoBaHus.
YacTtb 3. TpeboBaHUsA K MICNONHEHMIO U YPOBHU UCMNONHEHWUS).

CreneHb cooTBeTCTBUA — MaeHTU4HasnA (IDT).

CBefeHuUsi 0 COOTBETCTBUM MEKTOCYAAPCTBEHHBIX CTAHOAPTOB CCLINOYHBIM MEXAYHapOAHLIM cTaHaap-
Tam NpuBeAEHbI B AONONHUTENBHOM NPUNOXEHUU JA.

CraHgapt nogrotosneH Ha ocHoBe npuMmeHeHna TOCT P EH 13795-3—2008

6 BBEOEH BIMEPBLIE

HHebopmauus o seedeHuu 8 delicmaue (nNpekpawieHuu delicmeus) Hacmosiwea2o0 cmaHdapma nybnuky-
emcs 8 exxeMecs4Ho usdasaeMoM UHhopMayUOHHOM yka3amerne «HayuoHarnebHele craHdapmebi».

HHebopmauus o6 usmeHeHUsix K HacmosuwemMy cmaHlapmy nybrukyemcs 8 exe200H0 usdagaeMom
UHhopmayUuoHHOM yKkasamere « HayuoHansHele cmaHGapmebl», a MeKcm usaMeHeHUd U nonpasok — gexeme-
CAYHO u3dasaeMbix UHGhOPMaUUOHHbIX yKkaszamersax « HayuoHnansHele cmaHOapmel». B criyyae nepecmompa
unu omMeHb! Hacmosiueao cmaHOGapma coomeemcemeytoujas uHghopmayusi 6ydem onybnukosaHa 6 exeme-
cA4YHO uzdasaeMoM UHhopMayUOHHOM ykazamerne « HayuoHansHbele cmaHdapmai»

© CraHnpgaptuHdopm, 2013

B Poccuiickoin ®egepauum HacTOAWMIA CTaHAAPT HE MOXKET BbITb NOMHOCTLIO UMW YaCTUYHO BOCNPOU3BE-
OEH, TUPaXXMPOBaH U pacnpocTpaHeH B KayecTBe oduumansHoro nagaHua bes paspeweHua GegepanbHOro
areHTCTBa No TeXHUYECKOMY PeryrnupoBaHUI0 U METPOOrMn
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NOCT EN 13795-3—2011

BBegeHune

Crangaptbl cepuu EN 13795 coctoaT u3 Tpex yactein nog oblwmmM HaumMeHoBaHUEM « XUpypruyeckas
ogexaa u 6enbe, NPUMEHAEMbBIE KaK MEAULMHCKUE U3OeNUsa ANa NauMeHTOB, XMPYPrMYECKOro nepcoHana u
obopygnoBaHusi»:

- yactb 1 «Obwue TpeboBaHUA»;

- Yyactb 2 «MeToabl UCMbITAHUIA Y ;

- yactb 3 «TpeboBaHUA K UCMONHEHUIO U YPOBHU UCTIONHEHUSA .

B KOHTEKCTE HACTOSLLIErO CTaHAapTa K XMpPYPru4yeCcKon 04 eXae OTHOCAT XUPYPruyeckue xanatbl U KOCTHO-
Mbl AN YUCTBIX MOMELLLEHUIA, @ K XUpYpPruveckomy 6enbio — XMpyprideckuii NOKPOBHLIA MaTepuan.

XuUpypruvyeckuii NOKPOBHLIWA MaTtepuan, Xupyprudeckue xanartbl U KOCTIOMbI 41151 YUCTbIX NOMELLEHWUIA NpK-
MEHSIIOT ANS MUHUMUW3aLUKU pacnpocTpaHeHus Bo3byauTenein MHeKuuii npyu NpoBeaeHUN MHBA3UBHbIX XUPYp-
rMYecKux npoueayp.

Crangaptbl cepun EN 13795, coBmecTHo ¢ [1]u [2], 6a3upyroTcH Ha CyWecTBEHHbIX TpeboBaHUAX, N3MN0-
»eHHbIX B dupektnee 93/42/EEC. NMpueeaeHHble B HUX 06wWmne TpeboBaHna M pekoMeHaauum npegHasHayeHb!
ONsl OKa3zaHus NOMOLUW NOMNb30BaTENAM, U3rOTOBUTENSIM U UCMLITATENBHBIM LEHTPAM B NPOEKTUPOBaHUM,
obpaboTtke, oueHUBaHUN 1 BbIBOpE XMPYpPrudyeckon ogexabl u Genbs.



