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MpeoucnoBue

Llenn v npuHuyunel ctaHaapTusauum B Poccunckon Peagepauyuun ycraHoBneHsl degepanbHbiM 3aKOHOM
ot 27 pekabps 2002 r. Ne 184-$3 «O TEXHUYECKOM PErYNIMPOBAHUMY, @ NPaBUINa NPUMEHEHUS HAaLMOHANbHBIX
crangaptos Poccuiickon Peaepauun — NOCT P 1.0—2004 «Crangaptusauua B Poccuickon deaepauuu.
OCHOBHbIE NONOXEHUSI»

CeegeHus o0 cTaHgapre

1 NOANOTOBJIEH O6LecTBOM C OrpaHU4EHHON OTBETCTBEHHOCTbLIO «®apMmcrepy» (OO0 «dapmcrepy)
Ha OCHOBE COBCTBEHHOIO ayTEHTUYHOTO NEPEBOAA HA PYCCKUI A3bIK MEXAYHAPOAHOIO CTaHAApTa, YKAa3aHHOIO
B NyHKTE 4

2 BHECEH TexHuueckum komuteToM no cranaaprusauum TK 383 «Ctepunusaumsa meamuuHCKon npo-
AyKummn»

3 YTBEPXEH 1 BBEJIEH B IENCTBUE Mpukazom deaepanLHOro areHTcTBa N0 TEXHUYECKOMY pe-
rynupoBaHuio nu metposnorum ot 12 uiona 2012 r. Ne 180-ct

4 Hacrosilumi cTaHaapT MAeHTUYeH MexayHapoaHoMy craHaapty UCO 17664:2004 «Crepunusaums
MeauumHckux nsgenuin. Undopmauus, npegocrasnsaemas 3rotoButenem aAna nposeaeHus NOBTOPHOW CTe-
punusaumu meamuuHckux nanenuii» (ISO 17664:2004 «Sterilization of medical devices — Information to be
provided by the manufacturer for the processing of resterilizable medical devices»)

5 BBEJEH BIEPBbIE

Ungpopmayusn 06 UsMeHeHUAX K Hacmosuwemy cmaH0apmy nybnukyemcs 6 exe200H0 u3dasaeMoM UH-
hopmayuoHHOM ykasamene «HayuoHanbHble cmaHdapmbi», @ meKem U3MEeHeHUl U NMonpasoKk — e exeme-
CAYHO u3dasaembix UHGhOPMAUUOHHBIX yKasamensax «HayuoHanbHble cmaHdapmeiy». B criyyae nepecmompa
(3ameHnbi) unu OMmeHbl Hacmosiweeo cmaHdapma coomeemcemeyiowiee yeedomnerHue 6ydem onybnukoeaHo
8 EXXeMeCsaYHO U30asaeMoM UHOPMAaUUOHHOM yKasamene «HayuoHanbHbie cmaHdapmbiy». Coomeemcemey-
owas uHgopmayus, ysedoMIeHUE U MeKCMb! PasMelaromces makke 8 UHghopMauuoHHoOU cucmeme obLezo
nonb308aHuUsi — Ha oguyuansHoM calime ®edepasnibHO20 azeHmemea rno MexXHUYeCcKOMy pe2yriuposaHuUio u
Memporsiozuu 8 cemu VIHmepHem

© CraHgaptuHgopm, 2013

Hacrosiuuii ctaHaapT He MOXET BblTb MNOMIHOCTHIO UMM YACTUYHO BOCMPOU3BEAEH, TUPAXNPOBAH U pac-
NPOCTPaHEH B Ka4ecTee 0pULMaNbHOrO U3aaHus Ges paspeluenus denepansHOro areHTCTBa No TEXHUYECKO-
MY PerynmpoBaHuio u METPONOrH
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BBeneHue

[JeWcTBue HaCTOALLEro CTaHaapTa pacnpoCTPAHSAETCA Ha MEAULMHCKUE M3AENUs, NpedHasHavyeHHble
AN MHOTOKPaTHOro Mcnonb3oBaHusi U Tpebytowme 06paboTku nocne UCMonbL30BaHNUA, ANA TOro YTo6bl BbITh
CTEPUNbHBIMW NPU NOCMEAYIOWEM UCNONb30BaHMK, a TakKe HAa MEAULMHCKME W3AENUs, NOCTaBNAEMbIe He-
CTEPUNbHBIMU, HO NPeAHa3Ha4YeHHbIe ANA UCMONb30BaHUS B CTEPUITEHOM BUAe U TpebyioLme nogobHom 06-
paboTku.
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HAUMOHANBbHBIN CTAHOAPT POCCUNCKON ®EREPAUUMU

CTepunusauusa MeaUUMUHCKUX U3aenu

MHPOPMALIUA, NPEAOCTABNAEMAA M3rOTOBUTENEM ANIA NPOBEAEHANA NOBTOPHOM
CTEPUNU3ALMN MEOVUUNHCKUX U3OENNU

Sterilization of medical devices. Information to be provided by the manufacturer for the processing of resterilizable
medical devices

Dara BBeaenusa — 2013—06—01

1 Obnactb NpMMeHeHun

Hacroswumin ctanaapr yctaHaBnuBaeT TpeboBaHus kK uHopmauum, NpeaocTaBnsieMoin U3roToButTenem
MEAULIMHCKUX M3AENUi, NoANeXaLumx NOBTOPHON CTEPUNM3ALIMK, A TaKKe K OpraHM3auusaM, 3aHMMAaIoLLIMMCS
nx obpaboTkon.

Hacroawmi craHaapt yctaHasnueaet TpeboBaHuA kK MHGOPMaLUMK, KOTOPYIO JOIDKEH NPEfOCTaBUTb U3-
roToBuTenb MEAULIMHCKOIO U3aenua Ana obecneyeHusa 6esonacHomn crepunusaunm 1 COOTBETCTBUA U3AENUA
TpeboBaHuAM, YCTAHOBNEHHbLIM B TEXHUYECKON AOKYMEHTaLUN.

TpeboBaHusa, npeabsiBnsemble kK 00paboTKe, OXBATbLIBAIOT NOMHOCTLIO UM YACTUYHO CreayioLLmMe npo-
Leaypbl:

- NOArOTOBKY Ha MECTE;

- MOArOTOBKY, A€3UHMEKLUMNIO, O4UNCTKY;

= CYLLKY;

- NPOBEpPKY, 06Cea0BaHNe U UCTIbITAHUS;

- YNaKOBbIBaHKE;

- CTepunu3aumio;

- XpaHeHue.

B MHCTpykUMM K AaHHbIM NpoueaypaM U3rotoBUTENb MEAWULMHCKOTO U34eNnusa AOMKEH YyCTaHOBUTb He-
06X0QMMOCTb NpOoBeAEHMs 0BYYEHMS U UHCTPYKTaXKA NUL, OTBETCTBEHHbLIX 3a 06paboTKy, a TaKxKe NPUBECTU
onucaHue npoueayp u o6opyaoBaHus. Hekotopsle npoueaypbl 06paboTku ABNAIOTCA 0BLLENPUHATLIMU U XO-
POLLO U3BECTHLIMU, @ NPUMEHAEMOE 060pya0BaHNe U CPEACTBA COOTBETCTBYIOT TPEGOBAHMAM 4EWCTBYIOLLMX
CTaHaapToB. B 9TOM cnyvyae B MHCTPYKUMM AOMKHBI OblTb YKa3aHbl CCbIKW Ha JaHHble Tpebosanusa. B cny-
Yyae, ecrnim MeaguLMHCKOe U3gernue He YKOMMMEKTOBaHO MHCTPYKUMEN, A0SKHbI BbiTb NMPeayCMOTPEHbI Apyrue
cnocobbl NpeaocTasneHns MHopMaLum, HanpuMep UCMONb30BaHWe nacnopra, CUMBOMOB UMW AuWarpamm,
NpeaocTaBnsaemMble OTAENLHO.

HacroAawmn craHgapTt He pacnpoCTPaHAETCA Ha TEKCTUIbHbIE U3AENUS AN U30NMPOBaHWUA NaLWEHTOB
UMW XUPYPrUYECKYIO O Exay.

MpumedaHune — OCHOBHbIE MOMOXEHWSA HACTOSALLEro cTaHfapTa MOrYT MPUMEHSATLCA MPU PAaCCMOTPEHUN UH-
dopmaLmK, nNpefocTaBnAeMon ¢ MeAULMHCKUMU W3AENUAMU, KOTopble nepefi MOBTOPHBEIM UCMONb30BaHMeM MNoanexar
TOMbBKO Ae3MHMEeKLUN.

2 TepmuHbI 1 onpeaeneHna
B HacToslLeM cTaHaapTe NPUMEHeEHbI CrieayioLmMe TEPMUHbLI C COOTBETCTBYIOLLMMU ONPeseneHNsIMU:
2.1 xummnyeckum peareHT (chemical): CoctaB, npegHasHa4YeHHbIN Ans NOBTOPHON 06patoTKu.

MpumMmedaHune — lMog XMMUYECKUM peareHTOM MOHUMAIOT, HanpUMep, MoLLMe CpeacTBa, ononackveaTeny,
Ae3NHDEKTaHTbI, CTepUNU3yLoLLNe CpeacTBa.

M3pgaHue ocpuumansHoe
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2.2 oumncTka (cleaning): YoaneHue sarpsasHeHun ¢ obbekta ansa ganbHeiwen o6paboTkn MM ncnonb-
30BaHuUA.

2.3 pesuHdekuma (desinfection): Mpouecc yaaneHua psaa XM3HECNOCOBHbLIX MUKPOOPraHNU3MOB C U3-
aenusa ans obecneveHusi yCTaHOBNEHHOTO YPOBHS OYMCTKU NPOAYKTa, NPUeMnemMoro Ans AanbHeiwero o6-
paLLEHMs U NCMONb30BaHUS.

2.4 pyvHasa ouuctka (manual cleaning): Ounctka 6e3 npUMEHeHUs1 YNCTALLErO/AEe3UHULMPYIOLLErO
obopyaoBaHus.

2.5 nsrotoButenk (manufacturer): OpraHu3auus, HecyLlaa OTBETCTBEHHOCTb 3a W3rOTOBMEHUE, yna-
KOBbIBAHME W MapPKUPOBKY U3aenusa 40 MOMEHTa pasMeLLEeHUss ero Ha pblHKe Moj ero HauMeHoBaHUEM Hesa-
BWCMMO OT TOTO, U3rOTOBIEHO OHO UM CaMWUM UMK OT €ro UMEHU TPETbEN CTOPOHON.

2.6 o6paboTka (processing): [encTeus, BKNIOYaOLWME 4E3MHMEKUMNIO, O4MCTKY U CTEPUNNU3aLMIo, Npea-
Ha3Ha4YeHHbIE AN NOATOTOBKM HOBOTO UMM PaHee UCMOSb30BAHHOMO MEAULIMHCKOTO U3AENUS AN NPUMEHEHUS.

2.7 opraHu3auusi, 3aHUMarowWasaca o6paboTkon (processor): OpraHusauusi, OTBETCTBEHHAs 3a Npo-
BeAEeHWe AelCTBUiA, HEOBXOAUMBIX ANsi MOATOTOBKU HOBOFO UMM pPaHee UCMOMNb30BAHHOTO MEAULIMHCKOIO U3-
Jenusa Ans ero npUMeHeHus.

2.8 ctepunusyowee cpenctro (sterilant): Xumuyeckuii peareHt, npeaHa3HAYEHHbIW ANS YHUUTOXe-
HUSI MUKPOOPraHW3MOB, BKMOYas BUPYChl (CNopoBble chOpMbl), UCMOSb3yEMBI B ONpeAenieHHONM KOHLeHTpa-
UUM 1 B TEYEHUE YCTAHOBIIEHHOTO BPEMEHUN BO3AEICTBUS.

2.9 cTtepunbHbIN (sterile): CBoBOAHbIN OT BCEX (DOPM XKM3HECMOCOOHBLIX MUKPOOPraHM3MOB.

2.10 ctepunusaums (sterilization): Npouecc npugaHua usgenuio COCTOAHUA, NPU KOTOPOM OTCYTCTBYIOT
BCE (DOPMbI XKU3HECMOCOOHBIX MUKPOOPraHM3MOB.

MpumevyaHue — lMpu cTepunusalum rubenb MUKPOOPraHU3MOB XapaKTepu3yeTcsl 3KCMOHeHLUarnbHoW 3aBucu-
MocTbto. CriegoBaTenibHO, Hanu4me MUKPOOPraHU3MOB Ha KaXoM KOHKPETHOM 06beKTe MOXET ObiTb BbIpaXeHO Yepes Be-
POSATHOCTb. 3Ha4YeHne BEPOATHOCTU MOXET ObiTb CHKEHO 0 HAUMEHbLLEro 3Ha4eHUs, HO HUKOIZia He MOXET JOCTUrHYTb
Hynesoro 3HadeHus (cM. NCO 11134). [laHHoe 3HaYeHne BepOSTHOCTU HeoBXOANMO ANA NPOBEAEHUS Banuayum.

2.11 Banupauua (validation): JlokymeHTUpOBaHHAA npoLeaypa NONy4YeHUs, NPOTOKONUPOBAHUA U UH-
TepnpeTaumm pe3ynsTaTtoB, HEOOXOANMBIX AN AEMOHCTPALMK TOTO, YTO NPOLECC HEU3MEHHO AaeT NpOAYKT,
COOTBETCTBYIOLUMI NpeABapuTeNnbHO ONpeaeneHHbIM crneuudukaumusam.

2.12 sepudukaums (verification): MNoarsepxaeHne Ha OCHOBE NPeACTaBNEeHHbIX OOLEKTUBHBIX CBUAE-
TENbCTB TOr0, YTO TpeboBaHUA, NpeaHa3HaYEHHbIE ANA KOHKPETHOIO UCMONb30BAHUA UMM NPUMEHEHUS, Bbl-
MOMHEHbI.

2.13 momwouwe-gesuHduumpyomme mawunHbl (washer-disinfectors): ObopyaosaHue, npeaHasHaYeH-
HOe ANsl OYUCTKU W Ae3nHPEKLUU MeAULIMHCKUX U3AENUIA N APYTMX OOBLEKTOB, NPUMEHSIEMbIX B MEAULMHCKON,
CTOMAaTONOrM4ecKon, hapmakonoruiyeckon U BeTepuHapHOW NpakTuKe.

MpumevyaHus

1 O6opynosaHV|e OaHHOro TMNa He BKNOYaeT B cebs MallWHbl, NpeHa3Ha4Ye€HHble ANA CTUPKKU 6enbs unu oaexasbl.
ObBopygoBaHue, nNpefHasHadeHHoe AN CTEPUNU3aLMK UK Ans NPUMEHEHUS B KadecTBe cTepunuayoLlero o6opyaosa-
HWS, onucaHo B Apyrux cTaHgapTax Ha Hero, Hanpumep EH 285.

2 NCO-CEN noarotoBneH npeaBapuTenbHbIA CTaHAapT Ha obopyaoBaHue Ans ouncTku/aesnHdexumn (EH 15883).

3 Undopmauusna, npeaocraBnsiemasl U3roroBUTErieM MEeAULIMHCKOIO nsaenus

3.1 UHCTpyKUMA No nOBTOPHOU 06paGoTke

[na noBTOpHON 06paboTKM AOMKHO ObITh YCTAHOBIEHO HE MEHEE OHOIO BanuaMpoOBaHHOMO MeToAa.

[ns coxpaHeHus PyHKUUIA MEAULIMHCKOTO u3aenusi u obecneyeHns 6e3onacHOCTU NONb30BaTens U na-
uMeHTa aomxkHa ObITb NpeaocTaBneHa cneayiowas uHgopmaums:

- nogpobHoe onucaHue nNpoueayphbl;

- onucaHue cneuuanbLHoro 060pya0BaHMs U/MnNKu NPUCNOcotneHun;

- TEXHUYECKNE XapaKTePUCTUKN NMPOLIECCOB U UX TOYHOCTb.

Mpnmeyvanune — [JononHuternbHas UHMOPMaLUA NpuBeaeHa B NPUNOXEHUN A.

3.2 Cpok cnyX6bl U OrpaHMYeHUA NPU NOBTOPHOU 06paboTke

Ecnn obpaborka B COOTBETCTBUM C MPEAOCTABIIEHHOW WHCTPYKUMElW NO NOBTOPHON obpabotke (aa-
nee — MHCTPYKLMA) MOXET NPUBECTU K YXYALLEHUIO Ka4eCTBa MEANLIMHCKOTO U3AENns, TO U3rOTOBUTESNb A0S1-
JKEH YCTAHOBUTb CPOK CNy>X0bl AAHHOTO MEAULIMHCKOrO M3aenus.

2
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Mpn YyCTaHOBNEHNUU CTEMEHWU CHUXEHUSI KAuyecTBa W3rOTOBWUTENb JOSDKEH yKasaTb JOMYCTUMOE YUCIIO
UMKNoB 06paboTKKU MM YCTAaHOBUTL OKOHYaHMe cpoka Ge3onacHoro UCnonb30BaHMA MeAULMHCKOTO U3AEnus
Mo NpegHasHaYeHuIo.

3.3 MoaroToBka nepen 06paboTKON HA MecTe IKCnsyaTauum

Mo BO3MOXHOCTU, AOMKHbI ObITb YCTAaHOBMEHbI TpeBOBaHWUSA MO NOATOTOBKE MEAMLMHCKOrO U3genus K
o6paboTke Ha MecTe akcnnyartauumn, obecneymBaloLme ero COOTBETCTBME YCTAHOBMNEHHbIM TpeboBaHWUsIM
nocrne noBTOPHOM 06paboTku.

B o6wem cnyyae gomkHa ObITb NPEAOCTaBNEHA cneayoLas nHopmaums:

- 0 KOHTelHepe (Tape) ANa TPaHCNOPTUPOBAHUS;

- onucaHue cuctem obecneveHns LEenoCTHOCTU (COXPaHHOCTH);

- MakcumarbHbI Nepuoa BpEMEHN MEXAY UCNONL30BaHUEM U OYUCTKOW;

- onucaHme TEXHOMOMMKU OYUCTKU, HEOOX0AUMOW ANS AanbHenwen 06paboTku;

- TpeboBaHUsA K TPAHCNOPTUPOBAHMUIO.

3.4 MoaroToBka nepen O4YUCTKOM

Mpn HEOBXOAMMOCTU AOIMKHBI ObITh NPMBEAEHbI CBEAEHUSI O NPOBEAEHUU NPeABapUTENbHOW NOATOTOB-
K1 nepes OYMCTKOW MEAMLUMHCKOTO usaenus. Mo BO3MOKHOCTU, AOMKHbI ObITk AaHbI YKa3aHUS O MPOBEAEHUN
crneayloLwmx npoueayp:

- 3aKynopuBaHWe/0TKynopmBaHue OTBEPCTUN;

- pasbopka usgenui;

- MpOBepKa repMeETUMHOCTN U3genus;

- TpeBOoBaHUS K TEXHUKE MOTPY>KEHUS/YUCTKN U3LENUSA LLETKOW;

- ynbTpa3sBykoBas 06paboTka nsgenus.

B uHCTpyKkuMu aomkHa 6bITb ycTaHOBNEHA HEOBXOAUMOCTb HanNUuMsa cneymanbHbIX UHCTPYMEHTOB Ans
cbopku/pa3bopku nsgenus.

3.5 Ounctka

JomxkeH ObITb YCTAHOBMEH BanMAMPOBAaHHbLIA METOA PYYHOW OYUCTKU. [OrmKkeH BbiTh TaKXKe YCTaHOBIEH
KaKk MUHUMYM OAMH BanuAWPOBAHHbLIN METOA aBTOMATU3MPOBAHHON OYUCTKM C NPUMEHEHMEM 060pya0BaHUSA
AN 04UCTKWU/AE3UHEKLMN, 3a UCKIIOYEHWEM CryYas, Koraa MeauLUMHCKOe N3enne He BblAepXKUBaeT AaHHOW
06paboTku, 0 YeM AOMKHO ObiTb 06A3aTENbHO YKa3aHO B MHCTPYKLUMW.

Mo BO3MOXHOCTH, AOMKHA ObITb NPeOCTaBMNeHa cneayLas MHMOopMaLus:

- ONuUCaHMe NpMcnocobneHnit Ana NPOBEAEHUS OYNCTKH;

- HAUMEHOBAaHNEe U KOHLIEHTpaLUUsa XMMUYECKUX PEAreHTOB, HEOOXOAUMbIX ANt NPOBEAEHUSI OUUCTKY;

- yKasaHue 0 Ka4ecTBe UCMOoNb3yeMOn BOAbI,

- OrpaHWYeHUs1 N0 UCNOMNb30BAHUIO U MHPOPMaLUA O NPOBEAEHUU MPOBEPKU XUMUYECKUX PEAreHToB,
OCTalLLUMXCA Ha U3genuu,

- OrpaHu4eHns nNo TeMmnepartype, KOHLEHTpauua pacTBOPOB, BPEMS UX BO3AEWCTBUS;

- yKasaHue Temneparypbl 04UCTKH;

- NOPSIAOK NPOBEAEHMS, BKMOYasa NPOMbIBaAHUE.

MpumedaHue — OBopyaoBaHWe 4N OUACTKU/LE3UHIEKLMN AOIKHO ObITh aTTECTOBAHO U NPOWTU BanuzaLmto
AN oGecnedeHuss HEOOXOLUMOM CTEMNEHN OYUCTKU.

3.6 [e3sunHdekuus

JomkeH ObITb YCTAHOBNEH BanNnuANPOBAHHbIAN HEABTOMAaTU3UPOBaHHbIN METOA Ae3nHpEKUNN.

JormkeH ObITb TakKke YCTAHOBMNEH Kak MMHUMYM OAWH BanuaMpoBaHHbLIN aBTOMaTU3UPOBAaHHbIN METOA C
npumMeHeHnemM 060pyaAOBaHUA ANS OYUCTKU/AEe3UHAEKUMI, 32 UCKMIOYEHUEM CryYas, KOraa MeaULMHCKOe U3-
Jenue He BblaepK1BaeT 4aHHON 06paboTku.

Mo BO3MOXHOCTH, AOMKHA ObITb NPeOCTaBneHa cneayLas MHMopMaLus:

- onucaHue Tpebyembix BCOMOraTenbHbIX MPUCNOCOONEHit Ana Ae3uHdeKLuH;

- BpeMsi AeNCTBUS Ae3MHMPULUPYIOLLIETO CPEACTBa;

- HAUMEHOBAaHNEe U KOHLIEHTpauust XMMUYECKMX PeareHToB ANsi NpoBeAEeHUsA Ae3uHdeKUmu;

- yKasaHue 0 Ka4ecTBe UCMOoNb3yeMOn BOAbI,



FOCT P UCO 17664—2012

- OrpaHMYeHns No UCMONb30BaHMIO U MHCGOPMAaLIMS O NPOBEAEHUU NPOBEPKN XMMUYECKUX PeareHTos,
OCTaIOLLMXCA Ha U3genuu;

- orpaHMyeHune no Temneparype, KOHLEHTPaLUS pacTBOPOB, BPeMsl UX BO3AENCTBUS;

- yKasaHue Temneparypbl 4€3nHGEKLMN;

- NOPSIAOK MPOBEAEHMS, BKITHOYAS NPOMbIBAHME.

MpumMmevyaHusa

1 B HeKoTOpbIX Crydasix Ae3uH(EeKUUs MeAULMHCKUX W3Aenuid MOXeT 6biTb npoBefeHa OfHOBPEMEHHO ¢
OYNCTKOW.

2 Kak npaBuno, npu 1cronb3oBaHun obopyfoBaHUs ANS 04UCTKU/Ae3nHdeKyun npeanodTeHne otaaeTca TepMu-
YecKon AesnHdeKLuu.

3 OnpegeneHHble KNMMHUYECKUe NpoLeaypel NPUBOASAT K NOBLILLEHWIO BEPOATHOCTUN KOHTAMUHALUN areHTaMmu C Bbl-
COKOM YCTOMYUBOCTLIO K HEKOTOPLIM fe3anHdekTaHTaM (Hanpumep, MUKoGakTepun). 3To AOMKHO BbITh Y4TEHO Npy aHanu-
36 PUCKOB M Npu BLIGOpe pekoMeHAyeMOro cpeAcTBa Ae3nHbeKLuu.

3.7 Cyuwka

Mpu HeoBxoaAMMOCTH AOIMKEH ObiTb YCTAHOBNEH BANUAMPOBAHHLIN METOA CYLIKU. 10 BO3MOXHOCTU,
AomkHa ObITb NpegocTaBneHa cneaytowas nigopmauma:

- onucaHue Tpedyembix NpUCNOCOGNEHUI AN CYLLKU;

- MaKkcMManbHasa Temneparypa u Bpemsi BO34eiCTBUS Ha usgenue;

- yKasaHus No UCMosb3yeMOoMy CPeaCTBY CYLLKU;

- NOPSAAOK NPOBEAEHMA.

MpumevyaHne — B HeKkoTopbix Cny4asx cyllka MOXeT 6biTb 4acTbio aBTOMaTU3UPOBAHHOW OYUCTKU WK
L e3anHpeKLUH.

3.8 OcmoTp, TexHUYeckoe 06CnyXKuBaHue U NpoBepka

B cnydyae, ecnu Ha kakom-TO atane TpebyeTcsi NoATBEPXKAEHUE CTENEHN OYUCTKU UNM CMOCOBHOCTH
OYHKLMOHUPOBAHUSI MEAULIMHCKOTO U3AENUA, UMK U TO U ApYroe, STO AOMMKHO ObiTb YCTAHOBMEHO M YKa3aHo
B MHCTPYKUMU. Takke JomiHa ObITb YCTaHOBNEHA HEOOXOAUMOCTbL NPOBEASHUA cneLmanbHbIX Npoueayp Ans
obecneyeHuss xapakTEPUCTUK U NOAFOTOBKM M 6E€30nacHOCTU MeauuMHCKoro usaenus. Npm HeobxoauMoCcTH
JOMKHbI ObITb NPEAYCMOTPEHbI YKa3aHusi 0 3ameHe W/unu kanubpoBke OTAENbHbLIX AETanen U SNEMEHTOB,
a TaKke BO3BpaTe UX U3rOTOBUTENIO UMW YNONMHOMOYEHHO! OpraHnu3auuu.

Mo BO3MOXXHOCTH, AOMKHA ObITh NpeaocTaBneHa cneaylowas nHgpopmaumsa:

- METOJ PErynupoBKU/KanNMOpoBKN U3AENUS;

- ONUCaHMe UCNOoSb3yeMbIX CMa304YHbIX MaTepUanos;

- kpuTEpUM 6€30MacHOro PyHKLMOHMPOBAHUA U3AENUS;

- yKasaHua no pasbopke usgenus;

- METO/ 3aMeHbl 3rEeMEHTOB;

- onucaHme cneuuanbHOr0 MHCTPYMEeHTa Npu TEXHUYECKOM 0OCMyXMBaHUW U3aenus;

- TpeBGoBaHUA MO BU3yanbHOMY KOHTPOJIHO.

MpumeyvaHue — MNpn ycTaHoBNEHUM TpeGOBaHNS O BO3BPATE U3AENUA U3rOTOBUTENHO UMW YNONTHOMOYEHHOW Ha
TO opraHusauum JOmKHO GbiTh AaHO yKasaHWe O CTENeHN O4UCTKU U/MIU MUKPOBUONOrM4eckoM COCTOSIHUM U3genus.

3.9 YnakoBka

Ecnu npu cTepunusaumm TpeGyeTcs cneunanbHbii METO yNakoBbIBAHUSA UMK Pa3MELLEHUS], STO AOMKHO
ObITb YKA3aHO B UHCTPYKLMK C YYETOM UCMOMb3YEMOro METoaa CTepUnusaLnu.

3.10 Crepunusauma

JomkeH GbITb YCTaHOBNEH BanuaMpPOBaHHbI METOA CTEPUNU3ALNM.

Mo BO3MOXHOCTU, AOIHkHA BbITb NPEAOCTABNEHA CrieaytoLlas UHGOPMaLKS, BKIOYas MECTO CBOPKU U
BEPXHEE U HUXKHEE 3HAYEHUS KPUTUYECKUX MEPEMEHHBIX Npouecca, 0GecnevnBatoLLero Heobxoanmblin ypo-
BEHb CTEPUNKU3aALMM MEAULIMHCKOTO U3OENUSA:

- METOA NPOBEAEHUS CTEPUNN3ALIMN MEAULIMHCKOTO U3AENUS;

- HAUMEHOBAHMWE 1 KOHLIEHTPALMS CPeACTBa AMsi CTEPUNM3ALMOHHOIO NPOLECea;

- MaKCUMarbHOEe COAEeKaHUE 3arpsA3HEHUA B KOHAEHCaTe napa npu 06paboTke BRaXkHbIM TEMMOM, OK-
CUAOM 3TUNEHA U napadopmanbaeruaom;

4



rOCT P UCO 17664—2012

- Heo6x0AUMAsR CTENEHb BRAXHOCTY;

- MMHUMASLHOE BPeMA BO3AENCTBUA CTEPUNU3YIOLLIETO areHTa;

- OMUCAHUA NPOLIEAYPLI/TEXHONOTMK MOCAE CTEPUNU3ALIUM;

- AABIIEHNE NPU CTEPUNU3ALIMK;

- OMUCAHNE NOPAKA NPUMEHEHUS;

- HeoGxoAuMan TemMnepaTypa NPUMEHSEMOTO CTEPUIU3YIOLLIENO areHTa.

MpumevyaHune — o BOIMOXHOCTH, pekoMeHayeTca ctepunusayma Brna)KHbIM TENnom.

3.11 XpaHneHue

,U,OI'I)KHbI ObITh yCTaHOBMNEHbl OrpaHuvYeHna No0 BpeMeHu U yCrnoBuUsaM XpaHeHua 40 ucnonb3oBaHUA no-
BTOPHO 06paboTaHHOro MEAULIMHCKOTO U3aenus.

4 lNpepocTaBneHue uHdopmauun

4.1 Mpu Heobx0AMMOCTH, MHCpOPMALUSA, YKa3aHHAs B padaene 3, AOImKHa NOCTaBMATLCH BMECTE C Me-
OWLIMHCKMM U3aenueM, Hanpumep ObiTb NpeaoCTaBneHa B UHCTPYKLUM, MOCTABNSEMON C MEAULIMHCKUM U3ge-
nueM, Ha Tabnuuke unm ynakoBke.

MpumeyaHue — MNpumep npegocTaBneHns nogpobHoi MHdopMaLIMKM NS MeAMLMHCKOTO U3AeNns NpMBEAEH B
npunoxexHum B.

4.2 WUndopmauusa, npuseaeHHas B pasgene 3, gormkHa ObiTb NpUBEAEHa C yYY4ETOM HasHa4YeHus meau-
LIMHCKOIO U3aenus, NOAroTOBKM M KBanudukaLum nepcoHana, npoogsLLero oo6paborky.

MpumeyvyaHue — WHdopmaLus, ykasaHHas B pasgene 3, MOXET ObiITb NpUBEAEHa B BUAE CCbISKH:

- Ha COOTBETCTBYIOLLME CTaHAapTh;

- 06LUyto UHPOpMaLMio Mo NpoBefeHUto 06paboTKK, NPEAOCTABNAEMYIO U3TOTOBUTENEM;

- 06LLyto MHbOpMaLMIO MO NpoBeAeHU0 06paboTkK, NPeAOCTaBNSAEMYI0 U3rOTOBUTENIEM MaTepuarnos unu o6opyao-
BaHMs, UCMONb3yeMbIX MPU JaHHBIX NpoLeaypax.

4.3 OGopynoBaHue Unu Matepuanbl, UCNONb3yeMble NMPU YKasaHHbIX Npoueaypax, A0SPKHbI ObiTbh MAEH-
TUULMPOBAHBI MYTEM YKa3aHWs OCHOBHOTO HAMMEHOBaHWSA NN TEXHUYECKUX XapaKTepUCTUK. TONbKO B TOM
crnyyae, ecnv 3Toro He JOCTATOYHO, B AONOSIHEHNE MOXXHO NPUBECTM HAMMEHOBAHWNE TOPrOBOW MapKy.

5 lNpepoctaBnsiemas uHdopmauus No BanuaaLmMm npouecca NOBTOPHOMN
o6paboTku

M3roToBuTenb JOMKEH NOATBEPANUTDL, UTO NIOBOI NPOLECC, YKa3aHHbIii B NpeaoCcTaBnsieMoi MHopmaLmu,
obecneynBaeT BOSMOXHOCTb MCMOMNb30BaAHUS MEAMLIMHCKOTO U3AENUA B COOTBETCTBUU C €70 HA3HAUYEHUEM.

MpumevyaHue — ECnM M3roTOBUTENb NMPOWU3BOAUT PAZ PasfMYHBIX MELULMHCKUX WU3LEenuii, KoTopble UMELT
06LLUMe KOHCTPYKTUBHEIE W SKCTNyaTaLMOHHEIe XapaKTepUCTUKL, TO MOXET GbiTh ycTaHoBneHa oblyan npouesypa noa-
TBEPXAEHMUA ANs BCEM rpynnbl KU ceMeiicTBa STUX MEAULIMHCKUX YCTPOMCTB NpU YCIIOBUN, YTO U3rOTOBUTENb MOXET Npo-
LEMOHCTPUPOBaTL BO3MOXHOCTb 0OObeAUHEHUS MEANLIMHCKUX U3Lenuit U NpuMeHeHe JaHHOro MeTofa UCTbITaHUA Kak
HaubGoree CIOXHOro BapuaHTa ANs BCel rpynnbl Uu ceMelicTaa.

6 AHanus cteneHn pUCKoOB

M3rotoBuTENb AOMKEH YETKO ONpeaenuTb Nogpo0HYI0 MHOpMaLMIO AN NPOBEAEHUS aHanu3a pUCKoB,
npu 3TOM HEOOXOAUMO YYECTh CrneayioLlee:

- MPOUCXOXAEHNE MEANLMHCKOTO N3AENUS;

- Ha3Ha4YeHue MeaULUMHCKOTO U3Aenust;

- BO3MOXHbI YPOBEHb NMOArOTOBKM M 3HAHWUI NMEepcoHana opraHusauun, npoeoasiLiei o6paboTky;

- BO3MOXHOE 0060opyAoBaHue, ucnonb3yemoe npu obpaboTke.

MpumeyaHune — PekomeHgauuu npusegeHsl B EH NCO 14937,



rOCT P UCO 17664—2012

MpunoxeHue A
(cnpaBouHoe)

MpumeHseMble MeTOALI NOBTOPHON 06PaGoOTKN

A.1 O6Lme nonoxeHua

Huxe npusefeH npuMep MaTpuLbl, NO3BOMAOLLEH UIrOTOBUTENIO MEAULIMHCKOTO U3Aenua naeHTuduumposaTh Me-
ToAbl 06paboTky, KOTopble MOTYT BbITE PACCMOTPEHbI 1151 BKIIOMEHUA B UHCTPYKLMIO.

B maTpuue ykasaHa obLuas NPUMEHUMOCTb Kaxgoro U3 MeToaos ANs MEAULMHCKUX M3AENUiA pasnuyHbIX KaTero-
pWiA, YTO MOXET MCMONb30BaTLCH Kak pekoMeHAauua npu Boibope aHanornyHoro obopyaosaHus, cnocoba NOAroToBKN U
CPeACTB, AOCTYMHLIX OpraHu3aLusm, 3aHUMatoWMMes oB6paboTkol, a Takke Kak BO3SMOXHOCTb OCyLIeCTBNeHUs Buibopa
Haubonee pacnpocTpaHeHHoro MmeToga o6paboTku.

MonHasa Ae3nHpEKUMS U O4UCTKa NepPes NPOBELEHVNEM CTepunusaLun ocobeHHO BaXHbI AN KOHTPONA Hanmuus
NHDEKLMA.

HaHHaa nHdbopMauma Takke ykasbiBaeT Ha MeToh MOBTOpHOW 06paboTKM HEKOTOpbIX KaTeropuit MeguLMHCKUX
U3fenuii 1 MoxeT ObiTb MPUHATa opraHusauWen, saHMmarowencs obpaboTkoi. Takke oHa MOXET bbiTb MCMOMb3oBaHa
KaK UCXOAHbIA MaTepwan npu aHanuse PUCKOB B COOTBETCTBUM C TpeGOBaHMAMMW HacTosiLero ctaHaapTa (pasgen 6) npu
onpeAeneHnu BHELUHUX ONacHOCTEN ANA NPeAoTBpaLLEeHUs NOBPeXAEeHWA Unu npuMeHeHusi HebeaonacHbIX METOAOB ANs
HEeKOTOPbIX MeNLIMHCKUX U3Lenuid.

MHbopmaLms, npueeaeHHasn B MaTpuLe, ABNSETCA PEKOMEHAYEMON U He MOXET GbITb NPUMEHEHa AJ1sl BCEX KaTero-
puii MegULMHCKUX 3genuin 6e3 yueTa ykasaHuii cneyuanbHOn MHCTPYKLUMK, CONPOBOXAatoLWei nsgenue.

OTBETCTBEHHOCTbL 3A BblBOP N BANMOALMIO OMPEOENEHHOMO CMOCOBA OBPABOTKU ANA KOH-
KPETHOIO MEOMUMHCKOIO U3OENUA HECET M3TrOTOBUTESb.

OPFAHW3ALINSA, SBAHUMAIOLLAACHA OBPABOTKOM, COOTBETCTBEHHO AO/MKHA PYKOBOLACTBOBATLCH
CNEUMANIBHBIMW MHCTPYKUMNAMK NMPOU3BOANTENA MEONLIMHCKOIO U3OENUA B YACTU BbIBOPA OBOPY-
OOBAHNA NN XUMUYECKNX PEATEHTOB.



A.2 Matpuua gnsa uaeHTndukaumm metoqos o6paboTku
Tabnuya A1 — MNMpuMepbl UCNONb3yeMbIX METOA0B 06paboTku

Tun MeaUUUHCKOro nusgenua
A B C D G H | J
MHoropa- | 3Hgockonbl | SHAockonbl | UHCTpy- | MHoropaso- | 3nactud- Bbicoko- | MexaHusu-
O6paboTka 30BbI (Tepmo- (HeycTON- MEHT, BbIiA Hble MaTe- | 4aCTOTHbIN | pOBaHHbIN
XUpyp- cTolikue) yunBble K nuenone- KoHTewHep | puanbi” KaGenb U | UHCTPYMEHT
rmyeckun TennosbiM 3yeMbII71 C HaKOHeYHUK
MHCTPYMEHT Bo3Aem- 3HAOCKO-
CTBUAM) nom
MoaroToBka Bug obpaboTku BnaxHas + + + + + + + +
Ha MecTe Cyxas + + + + + + + +
3Kennyataynm
[JekoHTamMnmHayus MoagroToBka BriGupaeTcs B 3aBUCMMOCTH OT Npoueaypbl Ae3UHMEKLUUU U OUUCTKM
OuuncTka PyuHas®) + + + + + + + +
MalumHHas®) + + + + + + + +
YnerpassykoBas + - - + N.A. - + -
LLIenquoe + + + + -2 + + -
MotoLLiee CpeacTBO
Kucrioe motoLLee cpeacTso - - - - -2 + + -
HeiiTpansHoe MotoLlee + + + + + + + +
CpeacTao
Ononackueanned
XuMunyeckas + + + + + + + +
He3nHekyusn
TepMmuyeckasn + + - + + + + +
Cyluka Tmax
Crepunusauus BnaxHelM Tennom (naposagd + + - + + + + +
cTepunusaumsn)
(NnpegnoYTUTEnbHbLIN METOA)
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©  QOkoHvaHue mabnuubi A.1

Tun MeauUMHCKOro naaenua

A B o D G H I J
Muoropa- | Qngockonkl | BHgockonbl | MHeTpy- | MHoropaso-| Snactuu- Bbicoko- | MexaHusu-
ObpaboTka 30BbIN (Tepmo- (HeycToli- MEHT, BbIN Hble MaTe- | YacTOTHbIA | POBaHHbLIN
Xupyp- CTONKME) ymBbIe K ucnonke- koHTeitHep | puane! Kabenb U | UHCTPYMEHT
rMyYecKunii TennoBbIM | 3yeMblii C HaKOHeYHUK
WHCTPYMEHT BO3aEN- 9HA0CKO-
CTBUAM) nom
Crepunusauus MapadopmansgerngHas + + + + - + + -
Okengom aTuneHa + + + + - + + -
BosgylHas + + + + + + + -
CTepunusaumsa XuaKuMm cTe- + + + + - + + -
puUnusyrLLMMK cpefcTBaMn
Mnasma napoB nepekucu Bo- + + + + + + + +
aopoaa

«—» — Henpuemnemo,

YcenoBHble 0603HaYeHUs:
«+» — MOXET NMPUMEHSITLCS;

N.A. — He pa3speLuaeTcsi.

1) TepmocToitkas pe3uHa unu naTekc (MNK UX codeTaHne), CUNUKOH, NNAcTUK, 3aNONHSIOLLME NONOCTU MEAULIMHCKOTO U3enus.
2) MpuMeHsieTcs TONLKO ANSA anlOMUHNEBLIX CMITABOB.
3) PekomeHzyeTCA NPY OKOHYATENbHOM OMONaCcKMBaHUN [ieMOHU3NPOBaHHOM BOJOM.

MpumMmeyaHune — Matpuua faeTt TUNoBLIE pesynbTaThl. [laHHbIe yKasbiBaroTea B 3aBUCUMOCTU OT KOHCTPYKLMW U3AENNs, UCNoNb3yeMblX MaTepuarnos, usaiiHa

1 METOA10B NOBTOpPHOW 06paboTku.
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Ta6nuuya A2— BnaHk TaGnuLsl No onpeaeneHntio HeoGX0AUMOI NpoLeaypbl NPOBEAEHUs! NoBTOpHON 06paboTku

Tun MeaUUMHCKOTo n3nenus

cTepunusaums)
(NpeanoYTUTENbHLIN METOA)

A B Cc D G H | J
O6paboTka MHoropaso- | SHAOCKONbI | SHAOCKOMLI UHeTpy- MHoro- [ 3mactuy- | Boicoko- | MexaHuau-
Bbli XMpyp- (Tepmo- (HeycToNuM- MEHT, pasoBbili | Hble MaTe- | YacTOTHLIN | pOBaHHLIN
rM4eckun cTolikue) Bble K Tenno- ucnonb- | koHTeiiHep | puanei® kabernb un WHCTPY-
MHCTPYMEHT BbIM Bo3geli- | 3yeMmblii ¢ HaKOHEYHUK MeHT
CTBUAM) 3HAOCKOMOM
MogrotoBka Bua o6pabotku BriaxHas
Ha mecTe Cyxas
akcnnyaTauuu
HekoHTamu- MoarotoBka Bri6upaeTca B 3aBUCUMOCTM OT NPOLIEAYPbl OMUCTKU U fe3HdeKLUM
Hauma

OuuncTka Pyunas®

MawmHHas)

YneTpassykoBas
LLlenoyHoe
MotoLLiee cpefcTBo
Kucnoe motolee cpeactso
He#TpanbHoe motoLee
CpeacTBo
OnonackneaHned
XuMndeckas
HesnHdekuns
Tepmuyeckas
Cywka Timax
CTepunusauus BnaxHblM Tennom (naposas

9921 OO d 1001
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OkoH4aHuUe mabnuupbl A.2

TN MeaNUMHCKOTO N3aenus

A B c D G H | J
O6pa6oTka MHoropaso- | SHAockonb! [ 3HAOCKONLI MHcTpy- MHoro- [ Onactuy- | Bobicoko- | MexaHuau-
BbliA XUpyp- (Tepmo- (HeycToNum- MEHT, pasoBblii | Hble MaTe- | YaCTOTHbIA | pOBaHHbIN
rmyeckuin CTOMKME) Bble K Tenno- ucronb- | kouTeiiHep | puanbl? kabenb n MHCTpPY-
WHCTPYMEHT BbIM BO3AeN- | 3yeMmbli C HaKOHEYHUK MeHT
CTBUAM) 3HAOCKOMNOM
Crepunusauus MapadopmManbgerngHas

OKcuMaOM 3TUNEHa

Bo3gywHas

CTepunusayums XuaKumn cTepusm-
3yIOLWMMK CpeacTBamu

Mnasma napoB Nepekucu Bogopo-
Aa

YcnoBHble 0603HaueHus:
«+» — MOXET NPUMEHATLCS;
«—» — Henpuemnemo;

N.A. — He paspeluaeTcs.

1) TepMocToiKas peanHa Ui NaTekc (MK UX COMETaHMe), CUTMKOH, MAacTUK, 3anorHSAIOLLMe NONOCTU MEAULMHCKOTO U3 enus.
2) MpumeHaeTcs TONBLKO AN aNMUHUEBbIX CrIaBoB.
3) PekoMeHyeTCs NMpK OKOHYATENbHOM OMONacKMBaHNM AeMOHU3NPOBAHHOM BOAO.
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Mpunoxexue B
(cnpaBouHoe)

MpumMep UHCTPYKLMU NO NOBTOPHOWU 06paboTke MeAULIMHCKUX U3aennit MHOropasoBoro
UCNONb30BaHUA

OpraHusauum, saHuMaroLecs o6paboTKoil, MOryT NpoBoANTE 06paboTKy MEeAULIMHCKUX U3AENUiA PasnUYHbIX 13-
roToBWTEnein, NosToMy Heobxogumo, YTo6kl M3rOTOBUTENU NPUHUMANK efuHyo opMy NPEACTABNEHUA MHCTPYKUMIA No
NoBTOPHON 06paboTke. NHCTPYKLMA MOXET ObITb NpeAcTaBneHa B hopMe, NpUBELEHHOW Ha pucyHke B.1. UsrotoButens
[OMKeH rapaHTUpoBaTb NpeAocTaBlieHne Beell HeoBxogMMoi MHDopMaLIMK, KOTOPYHO MOXHO NIEerko CKOMMNOHOBaTL W Bbl-
AenuTb B pasnuyHele pasgensl. ®opma, npuseeHHan Ha pucyHke B.1, u npumep, npuBedeHHbIA Ha pucyHke B.2, MoryT
6bITb MCNOMBL30BaHbLI M3roTOBUTENEM ANA GOMLLUIMHCTBA MEAULIMHCKUX U3AENUNA.

MpumMevaHue — MNpuBegeHHasi opMa SBIAETCS O4HUM U3 BapUaHToB. MHopMaLWsi MOXeT GbiTb NpeacTaB-
neHa W pS[oM pasnnyHbIX (opM, HeoBXOAUMBIX ANS NPEACTaBNEHNS MHOPMaLMK.

MaroTtoBuTEnb: MeToa: CumMBon:
HaumeHoBaHuWe 1srotoBuTENs Homep

Msgenune(s):

I'Iepequb KaTanoXHbIX HOMePOB WU onNucaHne nsgenna unm Tnn

BHUMAHWE OrpaHu4eHnsa No NPUMEHEHUI0 XUMUYECKUX peareHToB, NapameTpoB, MecTa ocoboi
OCTOPOXHOCTU

OrpaHunyeHnst npu npoeeAeHnn | Yncno BO3MOXHbIX LiMKNoB 06paboTkm UK ykasaHue cpoka cryxobl
noBTOPHON 06paboTku

MHCTPYKLUMA

MecTo 1cronb3oBaHus WMHcTpykumu/npegynpexaeHus

MoproToBKa K AeKOHTamMuHauumn | UHCTpyKuuu/npesynpexaeHus

OuuncTtka aBTOMaTUYECKas HcTpykumu/npeaynpexaenus, Bkitovas obopyaosaHue / MaTepuansl / napameTpel
OuuncTka pyyHas UHeTpykunu/npeaynpexaeHus, Brrovas obopyaoBaHue / Matepuansl / napaMeTphbl
De3nHdekuna UHeTpykunu/npeaynpexaeHus, Bkrovas obopyaoBaHue / Mmatepuansl / napaMeTphbl
Cywka UHeTpykumu/npeaynpexaeHus, Bkroyas obopyaoBaHue / matepuarbl / napaMeTphbl

OcMoTp, TexHuyeckoe obeny- | UHCTpykuuu/npeaynpexaeHus, Bktodas obopyaoBaHue / Mmatepuansl / napameTphbi
XUBaHWE U UCMbITAHUS

YnakoBka UHeTpykumu/npeaynpexaeHus, BKIoYas Matepuansl / Metogbl
Crepunusayus UHeTpykumu/npeaynpexaenus, Bkrtodas obopyaosarue / matepuarnsl / napameTphbl
XpaHeHue MHCTpyKuumn/npeaynpexaeHus

DononHutensHan uigopmauus | Miobas fgononHuTensHan UHpopMaLms, Coaepxallas pekoMmeHaaLumu

PexBusutebl usrotosutens UHdopmaLums o6 narotoBuTene

WMHCTpyKLMS, npuBeaeHHas Bhile, Obina BanuanpoBaHa Na3rotosuTenemM MeguLMHCKUX U3Lenuit kak npuemnemas
ANSA NOArOTOBKW MeAMLMHCKOro U3genus Ans NoBTOPHOro ucnonbaosaHus. OpraHusauus, nposoasilian obpaboTky, HeceT
OTBETCTBEHHOCTbL 3a NpoBefeHne NOBTOPHOK 06paboTkn 1 Ucnonb3oBaHne obopy[oBaHUA, MaTeEPUarioB U NpuBneYeHne
nepcoxana, obecnevnsaroLero HeobxoAUMBbIN pesyneraT. MNpoLece AomkeH GbiTh BaNTMAUPOBaH U MPOBEPeH.

[ata npoBegeHus: <[dara>

PucyHok B.1 — ®opma MHCTpyKLMK no o6paboTke (MEAULIMHCKOTO N3fenis MHOFOPa3oBOoro UCMoMb3oBaHmus)

1
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YKazaHusa no NPUMEHeHWo:

1) MHCTPYKLUMU AOMKHBI BbITE YETKMMU U KPATKAMMU;

2) ykasaHHble MaTepuansl 1 06opyaoBaHe fomKHbl ObITs 06LWEA0CTYMHEIMY,

3) UHCTpyKUMK no cbopke/pazbopke, TEXHUYECKOMY OBCIyXMBaHUIO U NPOBEPKe/UCTBITAHUAM MOryT ObiTh Npes-
CTaBneHbl OTAENbHLIM JOKYMEHTOM (faHHbIe MHCTPYKLUK sensatoTesa 6onee cneymduyeckumm ANs KOHKPETHOrO MeAULMH-
CKOro U3Aenus B OTNUYME OT APYrUX MHCTPYKLMIA, KOTOPbIE MOTYT MPUMEHSATBECA 4115 BCe rpynnbl MEAULMHCKAX U3 ENUiA);

4) Bce pasgensl Tabnuusl AoMmKHbI ObITb 3aNofHeHb!. [10 BO3MOXHOCTU cnefyeT UCMonb3oBaTh (paskl: «HET cneLu-
anbHbIX Tpe6oBaHUIRY, «HE MPUMEHSAETCA B JaHHOM Cry4aey.

Mone «cumBON» ABNAETCA Heobs3aTenNbHBIM, MPUMEHSAETCA ANA YKa3aHUs CCbINKM Ha WHCTPYKLUMIO, NPUBEAEHHYIO
npW MapKUPOBKE MEAWNLIMHCKOrO M3Lenns MW Ha ynakoBKe.

NaroToBuTenb: I MeToa: CumBon:

Mspenue(s): Becb Xupypru4ecknii UHCTPYMEHT MHOropasoBoro NpUMeHeHNUs, NocTaBnsieMblii , UIMEIOLLINiA XecCT-
KO 3adpmKeUpOBaHHbIE SNeMeHThl (HEMOABWKHBIE YacTW) U NPOCTLIE LWapHUPHbLIE COEAUHEHUS], 3@ UCKITIOUYEHUEM CofiepXKa-
LMX antoMUHUEBLIE CnnaBbl

BHUMAHWNE WHCTPYMEHT 13 antoMUHUA MOXET ObITb NOBPEXAEH NPU MPUMEHEHUM LLENOYHBIX (pH > 7)
W KUCIbIX MOIOLMX cpeacTB. Heobxogumo yaenutb ocoboe BHUMAHUE MpU OYUCTKE AFTMHHBIX
Y3KMUX KaTeTepoB U rMyxmx oTBepcTHiAi. He npeBbiwatsy _ °C
OrpaHuyeHna npu MoBTopHaa obpaboTka He yxXyAllaeT CBOWCTB MHCTpyMeHTa. OKOHYaHWE cpoka cryXObl
npoBeAeHnn no- | onpeaenseTcs U3HOCOM U NOBPEXAEHUAMMU NPU UCNONBL3OBaAHUN
BTOpHOI 06paboTku
NHCTPYKLNA
MecTo  ucnonb3o- YaanuTb U3NULLKK 3arpsasHEHNA O4HOPa3oBON TkaHeBOW/GymaxHoU candeTkon
BaHUs
3awmTta M TpaHc- Het cneumnanbHbix TpeboBaHWii. IHCTPYMEHT peKOMEeHAYEeTCs UCMoNb30BaTh Kak MOXHO Bbl-
nopTMpoBaHue CTpee nocre nposefeHnsi NOBTOPHOK 06paboTku
MoaroToBka HeT cneyuansHbix TpeboBaHuii. PasGopka He Tpebyetca
OumncTka aBTOMaTU- ObopygoBaHue: YnCTALee/feanHpuLmpytolee obopyaoBaHWe, MoloLlee CPeacTBoO (HauMe-
Yeckas HoBaHwue).
1 lMpwu 3arpy3ke WHCTPYMEHT JOMmKeH ObiTb CHabxeH YyCTPOWCTBaMM KaHIONALWW, LWapHUPLI
OTKPbITHI, @ OTBEPCTUS MPOYULLEHBI.
2 Ljukn NnpoBOAUTCH: MUHUMYM MWH MbITbE 1 MWH ornonackusaHue.
3 [MNocne pa3rpyskv NpoBepsIoT MNONOCTU, OTBEPCTUA U T. . Ha OTCYTCTBME CNEAOB 3arpsasHe-
HWiA. Tpyn HeoBxoAaMMOCTU NpoLesypy NOBTOPWUTL UNU NPOBECTU PYHHYHO OYUCTKY
OuuncTka pydHas O6opygosaHue: MotoLliee cpefcTBo (MpUMep), LWeTka, NpoTovHas Boaa.
MeTona:
1 IHCTpYMeEHT cnonackuBaroT ANs yAaneHusi CriefoB 3arpAsHeHns.
2 Bce noBepxHOCTU O4ULLIAIOT € MOMOLLILIO LLETKW M pacTBOpa MOIOLLIEro CPeACcTBa, MPU STOM He-
06Xx04MMO MPOBEPUTL YUCTOTY LLUIAPHUPHBLIX COEAMHEHWIA B OTKPLITOM U 3aKPLITOM MOMOXEHUSX.
MpumevyaHune — [na obecneyeHns YUCTOTLI MOMOCTEW M OTBEPCTUIA CriegyeT Ucnosb-
30BaTh cneyuyanbcHyto LWeTKy.
3 BaTtem ononack1BatoT YMCTON NPOTOYHON BOA OV B TedeHne __ MuH. [pu sTom Heobxogumo
NPOBEpPUTE MPOTEKaHWe BOALI Yepes KaTeTepsl, a Taloke B 3anonHeHne u ocBoBoXAeHUe rnyxXux
OTBEpPCTUNA
HesnHdekyma OesnHdunynpyrowuii pactBop (HauMeHoBaHUe) creayeT UCNOoNb30BaTh B COOTBETCTBUM C UH-
CTPYKUMEN MO ero NpUMeHeHMIo

Mpu NPUMEHEHUN aBTOMaTUYEeCKOW OYUCTKM B KayecTBE TEPMUYECKOMN [J,eSVIH(beKLWIVI MOXEeT NCNoNb30BaTbCA OMNO-

nackuBaHue Npu Temneparype B °C B Te4eHue MUH
Cyuika Ecnu cyluKa sSiBNSeTCA YacTbio Lukna Ae3MHpeKLuK, To TeMnepaTypa He 40MKHa NpeBbiaTh
120 °C

12



FOCT P UCO 17664—2012

TexHuU4eckoe
obcnyxuBaHue

CMasaTb LapHUpHblE COeAMHEHUA MacroM, NPUMEHSIEMBIM B XUPYPTUU. YaanuTe 3aTynue-
LUMIACS UM NOBPEXAEHHBIA NHCTPYMEHT

[poBepka U ucnbl-
TaHuA

LLlapHUpHBIA MHCTPYMeHT: MNMpoBepuTb Ha NMaBHOCTL Xofa (6e3 «urpbi») WapHWpa. 3anop-
HbI MEXaHW3M (3aluenka) AormkeH ObiTb NpoBepeH Ha yHKLYMOHUpoBaHUe. Becb MHCTPYMEHT
JOmkeH BbITb NPOBEPEH Ha HanM4ne NOBPEXASHUA U U3Hoca. PexyLime KpOMKU JOMXKHbI BbiTh
HenpepbiBHEIMW, 6e3 3a3y6puH. JNUHHBLIA TOHKWIA MHCTPYMEHT (0COBEHHO Bpallatowuincs) He-
06x0AMMO MPOBEPUTL Ha Hann4me UCKPMBIIEHUIA. B criydae ecnv MHCTPYMEHT SBNSETCH YacTbHo
6onbLuoii c6opoUHOIi eAnHULLI, He0BX0AMMO NPOBEPUTL Ha BO3MOXHOCTb COOPKW comnparaembIx
3reMeHToB

YnakoBKa NuauBmayanbHas: MoxeT Mcnonb3oBaTkCs CTaHAAPTHLIAR MaTepuan. HeobxoauMo ygocTo-
BEPUTLCS, YTO WUCMOMb3yeMbll NakeT UMeeT [OCTaToYHble pasdMepbl, YTOObl ynakoBka He Ha-
pywanacsk. pynnoeas: MHCTPYMEHT MOXET pasMmellaTbes B crelnanbHoM KOHTeRHepe unu B
obLem KoHTeliHepe Ans cTepunusaumn. Heob6xogMMo ya0CTOBEPUTLCS, YTO PEXYLME KPOMKM
3allyuLLeHbl U Macca KoHTeliHepa He npeBblLlaeT K. KoHTeHepbl ynakoBbIBaOT MPUHATLIM
crnoco6om

CTtepunusauus [MapoBoii cTepunuaatop, MUHUMYM MUH MpuW Temneparype °C. Temnepatypa He
[OMKHa npesbllLaTh °C

XpaHeHue HeT cneuuansHbIx TpebosaHui

HononHutensHas Mpu cTepunusauyum pasnu4yHOro UHCTPYMEHTa B OAHOM cTepunusaTope Heobxoaumo ybe-

WHdopmaLms OWTBCH, YTO MaKcuManbeHas 3arpy3ka He Gblna npesebllleHa

PekBnanTbl M3roto-
BUTENA

CM. TenedoHHbI ChpaBOMHUK W afpec pasMelleHWs npeAcTaBUTenss WU TenedoH
(44) 123 456 789

VIHCTpyKUuMS, NpuBefeHHas Bbille, Gbina BannaupoBaHa U3roToBuTeneM MeguLMHCKUIA U3Aenuii kak npuemnemas
ANS MOArOTOBKM MEJULMHCKOTO U3fenus ANns MOBTOPHOMO Mcnonb3oBaHus. OpraHusauus, saHuMatowascs oGpaboTkoi,
HeCeT OTBETCTBEHHOCTb 3a NpoBefeHne NMOBTOPHOW 06paboTKM U Ucronb3oBaHUe 060pyAOBaHMUs, MaTepuanos n Npusne-
YeHue nepcoHarna, obecneynBaroLLMx HEOBXOANUMBIN pesynsTar. MNpolecc JormKeH GbiTb BanaMpoBaH v nposepeH. Nio-
6ble OTKMOHEHWS OT NPOLeaypbl, YCTAHOBMNEHHOM B MHCTPYKLMY, AOMKHBI BbITb OLEHEeHb! C TOYKM 3peHUst 3DEKTUBHOCTI
1 BO3MOXHbIX HEBaronpuaTHLIX NOCMeACTBHIA

PucyHok B.2 — Mpumep
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NCO 11134:1994

1SO 11134:1994

EH 285:1996
EN 285:1996

MCO 11135:1994
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EH NCO 14937:2000
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NCO 15223:2000

ISO 15223:2000

NCO 7000:1989
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Bubnuorpadusa

CTrepunusaumsa MeauLMHCKoi npoaykuun. TpeboBaHus Kk Banuaaummn U TeKyLeMy KOHTPO-
nio. MpomblLneHHan cTepunusaLyms BNaxHbIM TENMom

Sterilization of health care products. Requirements for validation and routine control. Indus-
trial moist heat sterilization

Crepunusartopsl naposbie. bonblune cTepunusaTopsl
Sterilization. Steam sterilizers. Large sterilizers

MeaunuuHckme wusgenuvsa. Banupaauusa u TekylMAd KOHTPOMb CTEpPUNU3aLMU  OKCUAOM
aTuneHa
Medical Devices. Validation and routine control of ethylene oxide sterilization

YnakoBka AN MeAULMHCKMX W3AENUiA, noanexalmx UHUALLHON cTepunusayun. Oblime
TpeboBaHuA
Packaging for terminally sterilized medical devices

Crepunusaums meguumHckoid npoaykuuun. ObLime TpeboBaHWst No onpeaeneHuio Xapakre-
PUCTUK CTEPUIMU3YIOLLIEro CPeACcTBa U NPOEKTUPOBaHUA, BanuaaLmu u TeKyLero KoHTpons
npouecca cTepunu3aLmmn MeguLUmMHcKMx npubopos

Sterilization of health care products. General requirements for characterization of a steri-
lizing agent and the development, validation and routine control of a sterilization process for
medical devices

M3penusa meguumHckne. CUMBOMBI, NPUMEHSAEMbIE Ha MEAULIMHCKAX W3AENNUSX, STUKETKAX U
B CONPOBOAUTENbLHOW JOKYMeHTaLuu

Medical devices. Symbols to be used with medical device labels, labelling and information
to be supplied

O60o3HaqeHns ycrnoBHble rpaduyeckue, HaHocUMbIe Ha obopyaoBaHue. MNepeyeHb U cBoA-
Has Tabnuya
Graphical symbols for use on equipment. Index and synopsis

Medical Devices Agency: Sterilization, Disinfection and Cleaning of Medical Equipment. Guidance on Decontamina-
tion from Microbiology Advisory Committee to the Department of Health, Medical Devices Agency; Part 1: Principles;
Part 2: Protocols; Part 3: Procedures, 1993 — 2000, London
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KnioyeBble croBa: crepunusauus, noBTOpHas cTepunusauns, MeauuuHckue n3aenus
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