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Mpegucrosre

Llerv n npuHuunel ctaHgapTusaumm B Poccuiickon degepaummn ycTaHOBMEHbI
PenepanbHbiM_3akoHoM oT 27 pgekabpsa 2002 r. N 184-®3 "O TexHW4eckom
perynmpoBaHun”, a npaeBuna NnpuMeHeHUs: HaunoHarnbHbIX cTaHgapToB Poccuiickon
®epepauum -[OCT P 1.0-2004 "CrtaHpapTusauua B Poccuiickon Pepepaumn.
OCHOBHbIE NooXeHus"

CBeaeHus o cTaHpapTe

1 TMOAOIOTOBJIEH OO6wectBOM C  OrpaHW4EHHOM OTBETCTBEHHOCTHIO
"®apmcTtep” (OO0 "dapmcTep") Ha ocHOBE COOCTBEHHOMO ayTEHTMYHOIO Nepesoaa
Ha PYCCKUI S3bIK MEXOYHapOAHOro cTaHaapTa, yKa3aHHOro B NyHkTe 4

2 BHECEH TexHunyeckum KomMuteToM Mo cTaHgaptu3aumm TK 383
"CTepunusauusi MEAMLMHCKOWN NpoayKummn”

3 YTBEPXOEH W BBEJEH B [OEWCTBWE Mpukasom PenepansHoro
areHTCTBa Mo TEXHNYECKOMY PEeryrMpoBaHunio 1 metponormn ot 12 wona 2012 r. N
180-ct

4 HacTosumii CcTaHAapT uWAOEHTMYeH MexayHapodHomy cTangapty MCO
17664:2004* "Ctepunmsaums MEeANLIMHCKMX n3genvn. MHdopmaums,
npefocTaBrsieMasi U3roToBUTENeM AJNS NPOBEAEHVS MOBTOPHOW CTepunusauum
mMeamumHckmx umsgemmin” (ISO 17664:2004 "Sterilization of medical devices -
Information to be provided by the manufacturer for the processing of resterilizable
medical devices")

* [ocTyn K MeXayHapoOHbIM U 3apyOexHbIM AOKYMEHTaM, YMNOMSIHYTbIM B

TEeKCTe, MOXHO Mony4uTb, O6paTVIBLIJVICb B Cﬂy@y noanepxKn nonb3oBareneu. -

I'Ipmmeanme nsrotoButenst 6asbl AaHHbIX.

5 BBEJEH BMEPBbIE

UHpopmayusi 06 usmeHeHUsIXx K HacmosiweMy cmaHOapmy nybrnukyemcsi 8
exee200HO  u30asaeMoOM  UHQOpMaUUOHHOM  yKazamene  "HayuoHarnbHble
cma+O0apmebl", @ meKkcm U3MeHEeHUU U MonpasoK - 8 eXeMecsiyHO u3ldasaeMbiX
UHGbOpMaUUOHHbIX  yKkazamensax "HayuoHanbHbie cmaHdapmbl”. B cnydae
nepecmompa (3ameHnbl) unu OMMEHbI Hacmosiue2o cmaHdapma
coomeemcmeywujee ysedomneHue bydem ornybnuKogaHO 8 EXeMeCcsiHHO
u3dasaeMoM UHGOPMAaUUOHHOM ykasamesie "HauyuoHarnbHble cmaHOapmbi”.
Coomeemcmeytowasi uHgopMmayusi, yeedomrieHUe U MeKCmbl pasmMeuwiaromcesi
makxe 8 UHGhopMayUOHHOU cucmeme obuje2o Monb308aHUs - Ha OghuyuaibHOM
calime ®edepanbH020 azeHmMcmea [0 MEXHUYECKOMY pe2ynuposaHuo U
Memporoauu 8 cemu MiHmepHem

BeeneHue

[eicTeBre HacTosILLEro cTaHgapTa pacnpoCTPaHAeTCA Ha  MeauLUHCKue
usgenus, npegHasHadeHHble 4N MHOTOKpPaTHOTO WCMoNb3oBaHus U TpeGytolme
06paboTkM nocrne MCMonb3oBaHus, AN Toro 4Ytobbl GbiTb CTepUnbHBLIMKA NpU
nocreayloweM  UCMofb3oBaHUW, a Takke Ha  MeguUMHCKME — u3penus,
NOCTaBNsIEMblE€ HECTEPWUIbHLIMK, HO NpedHa3Ha4YeHHble AN WUCNOoMNb30BaHUA B
cTepunbHOM BUAae 1 Tpebyroume nogobHon obpaboTku.

1 O6bnacTb NpMMeHeHus
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Hactosumii  cTaHgapT ycTaHaBruBaeT TpeboBaHuWA K MHdopmauuu,
nNpefocTaBnsemMod  U3rOTOBUTENEM  MEAMLMHCKMX — U3Aermi,  nopnexamx
MOBTOPHOW CTepunM3auuy, a TaKke K OpraHu3auvsiv, 3aHMMaloWmMMCs KX
obpaboTkon.

HacTtosumi ctaHgapT ycTtaHaBmmBaeT TpeboBaHus K MHGOpMaumu, KOTopyto
[OOIKeH NPeaoCTaBUTb M3rOTOBUTENb MEAWLMHCKOro udgenus ana obecnedeHust
Oe3onacHo  cTepunmM3aumMM W COOTBETCTBMS  m3dermst  TpebGoBaHusiM,
YCTaHOBIIEHHbIM B TEXHUYECKON AOKYMEHTALUN.

TpeboBaHusa, npeabsiBrsiemble kK 06paboTke, OXBaTbIBAOT MOMHOCTHIO WM
YacTUYHO cregyome nNpoLeaypbl:

- NOArOTOBKY Ha MecCTe;

- NOATOTOBKY, AE3UHMEKLMI0, O4YUCTKY;

- CYLLKY;

- NpoBepKy, obcriefoBaHVe U UCMbITaHWS;

- ynakoBbIBaHWE;

- CTepunmusaumio;

- XpaHeHwe.

B VMHCTPYKUMM K AaHHLIM NpoLeaypam WU3roToBuTenb MeAULIMHCKOTO u3genus
[OIDKEH YCTaHOBUTb HEODXOAMMOCTb NpoBefeHNs 0DyYeHNs N MHCTPYKTaXa muL,
OTBETCTBEHHbIX 3a 00paboTKy, a Takke MpMBECTW OnucaHue npoueayp W
obopynoBaHus. HekoTopble npouenypbl 06paboTku sSiBNATCA OOLIENPUHATHIMU 1
XOPOLLIO M3BECTHbIMW, a NpUMeHsieMoe 060pyAoBaHNe U CPeACcTBa COOTBETCTBYIOT
TpeboBaHWsIM OENCTBYIOLWX CTaHAApToB. B 3TOM cryyae B MHCTPYKLUMW [OSDKHbI
ObITb YyKkasaHbl CChINKM Ha AaHHble TpeboBaHusA. B cnyyae, ecrm meguumHckoe
usgenue He yKOMMIIEKTOBAHO MHCTPYKLMEW, AOMKHbI OblTb MPeayCMOTPeHbI Apyrue
cnocoGbl NpegocTaBneHUst MHGOpPMaUmMK, Harnpumep WCnosfib3oBaHWe MacnopTa,
CVMBOJOB MMM Auarpamm, npeaocTaBnsemble OTAENbHO.

HacTtosiumii ctaHOapT He pacnpocTpaHseTcs Ha TEeKCTUMbHble M3genus Ans
M30NMPOBaHWS MALMEHTOB UM XMPYPIYYECKYI0 oaexay.

MpumeyaHne - OCHOBHblE MOMOXEHUSI HACTOSLEro CTaHgapTa MoryT
NPUMEHSTbCH  MPU  PacCMOTPEHWM  MHGOPMauWW,  NPefoCcTaBfseMon ¢
MEOULIMHCKUMN  U3AENUAMKM, KOTOpble neped MNOBTOPHLIM  UCMOMNb30BaHNEM
noanexart TonbKO Ae3nHGEKLNN.

2 TepMuHbI N onpeaeneHus

B HacTodLleM CTaHgapTe NPUMEHEHbI cnegywowme TepMUHbI C
COOTBETCTBYOLWLMMI onpeaeneHNAaMun:

2 . 1 xummnyeckun peareHT (chemical): CocTtaB, npegHasHa4eHHbI And
NMOBTOPHON 06pPaboTkM.

Mpymevanve - Moa XMMUYECKMM peareHTOM MOHWMMAlOT, Hanpumep, MotoLme
cpencTBa, onornackmeaTernv, Ae3uHGEKTaHTbl, CTEPUNM3ytoLLme CpeacTBa.

2.2 oumctka (cleaning): YaaneHue sarpssHeHuii ¢ obbekTa Ana AanbHemnwen
06paboTKM NN UCMONb30BaHKS.

2.3 pe3nHdekuusa (desinfection): MNpouecc yaaneHus psiga »M3HECNOCOGHbIX
MWKPOOPraHM3MoB C m3aenusi Ans obecnevyeHns yCTaHOBIIEHHOMO YPOBHSA OYMCTKU
npoaykTa, NpUeMnemMoro Ans AanbHemnwero obpaLLeHns U Cnonb30BaHusl.

2 . 4 pydHasa oumctka (manual cleaning): Ouuctka 6€3 npuUMeHeHus
yucTALero/ae3vHULNPYoLLIEro 000opyaoBaHuS.

2.5 nsrotoButenb (manufacturer): OpraHu3auus, Hecyllas OTBETCTBEHHOCTb
3a U3rOTOBMEHVE, YNAKOBbIBaHWNE Y MAPKUPOBKY U3AENUsi O MOMEHTA pa3MeLLeHNst
€r0 Ha pbIHKE Mof ero HAUMEHOBaHMEM HE3aBUCUMO OT TOrO, U3FOTOBNEHO OHO UM
CaMVIM UI1 OT ero UMEeHV TPETbel CTOPOHON.

2.6 obpaboTtka (processing): [encTBus, BKMoYaoLLme Ae3MHGEKLMIO, OYUCTKY
W CcTepunusauuio, npefHa3HaYyeHHble AN NOATOTOBKM HOBOMO WM paHee
UCMOSb30BaHHOrO MEAULIMHCKOIO U3Aenus AN NPUMEHEHUS.

2.7 opraHu3auus, 3aHuMmarowasica obpaboTkon (processor): OpraHusauus,
OTBETCTBEHHas 3a MpoBeAeHue Le/CTBUI, HeoGXoaUMbIX ANs NOAFOTOBKM HOBOMO
Unn paHee UCMosb30BaHHOTO MEAULMHCKOTO U3Aenms AN ero NpUMeHeHsI.

2 . 8crepunusylowiee cpeactBo  (sterilant):  Xumuueckuin  peareHT,
npe,D,HESHaHEHHbIﬁ ANA YHUHTOXEHUA  MUKPOOPraHM3MoB, BKIo4Yasd BUPYCbI
(cnopoBble ¢opMbl), UCMOMb3YEMbIN B ONPEAENIeHHON KOHLIEHTpaUun U B TeYeHne
YCTaHOBIIEHHOTO BPEMEHW BO3AENCTBUS.

2.9 ctepunbHbIn (sterile): CBobogHbIi OT BCeX QOPM KUIHECMOCOOHBLIX
MWKPOOPraHn3mMoB.



2.10 crepunusauua (sterilization): Mpouecc npugaHna usgennio COCTOSHUSA,
npy KOTOPOM OTCYTCTBYIOT BCE hOPMbl XU3HECTIOCOOHBIX MUKPOOPraHN3MOB.

Mpumeyanue - Mpy cTepunmaauum rmberns MUKPOOPraHU3MOB XapaKTepu3yeTcs
3KCMOHEHUMaNbHOM 3aBUCUMOCTbIO. CrieqoBaTtenbHo, Hammyne MUKpoOOpraHM3MoB
Ha Ka)XOOM KOHKPETHOM OOBbeKTe MOXET ObiTb BbIpaXeHO 4epe3 BEepOSiTHOCTb.
3HayeHne BEPOSITHOCTM MOXET OblTb CHWKEHO [0 HaUMEHbLUErO 3HAYEeHUsi, HO
HUKOIA@ He MOXeT AOCTUrHyTb HyneBoro 3HayeHus (cm. MCO 11134). [OaHHoe
3Ha4YeHne BEPOSITHOCTU HEOOXOAMMO A1 NPOBEAEHNS Bannaauum.

2.11 Banupauua (validation): [okymeHTMpoBaHHast mnpoLieaypa nonyveHus,
MPOTOKONMPOBaHWA W WHTeprnpeTauuuM  pe3ynbTatoB, HeoOXoAuMbIX — Ans
AEeMOHCTpaLun TOro, YTO MPOLIECC HEM3MEHHO AaeT NpOoAYyKT, COOTBETCTBYIOLLMIA
npeaBapuTenbHO onpeaenieHHbIM cneundukauusm.

2.12 Bepudrukaums (verification): MNoaTeepxaeHne Ha OCHOBE NpPeACTaBIeHHbIX
OOBEKTVBHBIX CBUOETENBCTB TOMO, YTO TpeboBaHWs, npegHa3HavYeHHble Ansi
KOHKPETHOrO MCMOMNb30BaHUS Ui NPUMEHEHWS], BbIMOIHEHbI.

2 . 1 3 mowwe-ae3vHdumpytowme MaLUUHbI (washer-disinfectors):
O6opynoBaHue, NpefHa3HadyeHHoe ANt OYUCTKM M Ae3VHGEKLMN MEAULIMHCKMX
n3genuin n Apyrmx o6 bekToB, NPUMEHSIEMbIX B MEAMLIMHCKOW, CTOMATOSIOMMY€ECKOMN,
hapMaKkosiorM4ecKkom n BeTepUHapHOM NpakTUKe.

Mpumeyanus

1 OG6GopyooBaHWe [f[aHHOTO TunNa He BKMYaeT B CeOS  MalMHbI,
npegHasHadeHHble ana  ctupkn  Genbs  wnv ogexabl.  OBopynoBaHue,
npegHasHadeHHoe Anst CTepunu3aumum WM Anst NpYMEHeHUst B KavecTse
cTepunuaylolero 0bopynoBaHMsl, ONMCaHO B APYrMX CTaHgapTax Ha  Hero,
Hanpumep EH 285.

2 NCO-CEN nogaroToBrneH npeaBapuTesibHbIA cTaH4apT Ha obopyaoBaHve ans
oyncTkn/aesunHdpekuum (EH 15883).

3 UHcpopmauus, npegocraBnsemas
u3rotoButeneMm MeauLIMHCKOro nsaenvs

3.1 UHCTpyKLMA No NOBTOPHOW o6paboTtke

[na noBTOpHOW 06paboTkM [OMKHO OblTb YCTAHOBMEHO HE MEHee OJHOro
BarMaMpoBaHHOIO MeToaa.

Ona coxpaHeHus yHKUMIA MeguUMHCKOro wm3genus U obecneveHus
6e3onacHoCcTU nomnb3oBaTenss W NauueHTa [orkHa ObiTb npegocTaBneHa
crneayowas nHdopmaums:

- nogpobHoe onucaHwe npoueaypsbl;

- onucaHve cneyuarnbHoro 06opyaoBaHNsa UMM NpucnocobneHui;

- TEXHUYECKME XapaKTEPUCTMKN NPOLLECCOB U UX TOYHOCTb.

Mpumeyanwme - JononHutensHasi nHopmMaLus NpuBeaeHa B NPUOXeHUN A.

3.2 Cpok cnyx0bl U orpaHM4eHUsi Npu NOBTOPHOMN
o6paboTtke

Ecnn obpaboTka B COOTBETCTBMM C MPEAOCTaBIIEHHON WHCTPYKLUMeH Mo
MOBTOPHON 0OpaboTke (Aanee - WMHCTPYKLMA) MOXET MNPUBECTM K YXYALUEHWIO
Ka4yecTBa MEAMLVWHCKOTO W3Aenvsi, TO W3roTOBWTESb [OIDKEH YCTaHOBUTb CPOK
crnyx0bl AaHHOTO MEAULIVHCKOTO N3Lenust.

Mpy yCTaHOBMEHWM CTEMEHU CHWKEHWSI KavyecTBa W3rOTOBUTENb [OIDKEH
yKasaTb [0MyCTUMOE YMCIIO LIMKIIOB 06paboTKN UMK YCTaHOBUTL OKOHYaHWe cpoka
6e30nacHoOro UCNomnb30BaHWst MeAWLIMHCKOTO U3Aenysi Mo NpefHa3HaYeHuIo.

3.3 NogroToBka nepen o6paboTkon Ha mecTte
3aKcnnyarauum

Mo BO3MOXHOCTW, JOIMKHbI ObITb YCTaHOBMEHbl TpeboBaHUS MO MOArOTOBKE
MeaULMHCKOro usgenus k obpaboTke Ha MecTe akcnnyataumu, obecneynBatoLLye
€ro COOTBETCTBME YCTaHOBIEHHLIM TPeboBaHMsIM Nocne NOBTOPHON 06paboTKu.

B o6wem cnyvae gorkHa 6bITe NpefocTaBneHa cneayoLlas MHdopmaums:

- 0 KOHTelHepe (Tape) AN TpaHCNopPTUPOBaHUS;

- onucaHve cuctem obecneyeHust LLenocTHOCTH (COXPaHHOCTN);

- MaKCMMarsbHbIA Neproa BPEMEHN MeXIY UCMONb30BaHNEM U OYUCTKOM;

- OMMCaHre TEXHOMOMMM O4YUCTKU, HeoOXoaMMON AN AanbHenwen o6paboTky;

- TpeboBaHMs K TPaHCTMOPTUPOBAHUIO.

3.4 MoaroTtoBKa nepen 04YNCTKOWM



Mpn HeobGxoaMMOCTU AOSTkHbI OblTb MNpUBEAEHbl CBEOEHWS O MPOBELEHWN
npenBapuTenbHON MOATOTOBKM Nepeq O4YMCTKOM meauumnHckoro wusgenus. [lo
BO3MOXHOCTM, [OMkHbl OblTb [AaHbl yKasaHWsi O MPOBEAEHUM Criedytomx
npoueayp:

- 3aKynopuBaHne/oTKyrnopuBaHue OTBEPCTUN;

- pas3bopka nsgenuis;

- NpoBepKa repMeTUYHOCTU U3LEeNUs;

- TpeboBaHUs K TEXHUKE MOTPY>KEHUA/IUCTKM U3OENUS LLETKOM;

- ynbTpa3sykoBasi 0bpaboTka nsgenusi.

B wHCTpykuuMmM pomkHa ObiTb ycTaHOBfieHA HEOBGXOAMMOCTb — Hanmuus
cneuuarnbHbIX MHCTPYMEHTOB Anst cbopku/pa3bopku nsaenusi.

3.5 Ouyuctka

[orkeH ObITb YCTAHOBMEH BanuMaMpOBaHHbLIA METOA PYYHON OYMCTKMW. [ormkeH
ObiTb Takke YCTaAHOBMEH Kak MWHWMYM OAVH BanvOupOBaHHbIA  MeTos
aBTOMaTU3MPOBAHHOW  OYUCTKM  C  MpuMMeHeHuem  obopyaoBaHus  Ans
OYMCTKW/AEe3NHGEKLMK, 3a UCKITOYEHNEM Cryyas, KOrma MeauLMHCKoe usgenve He
BblAEPXVBAET AaHHON 0bpaboTku, O Yem [OImKHO ObiTb 06A3aTenbHO yKa3aHo B
WHCTPYKLIMWN.

Mo BO3MOXHOCTH, AOMKHA ObITb MPegoCTaBeHa CrieayoLLas UHopMauus:

- onMcaHne NPUCNOCOBNEHNI As NPOBEOEHUS] OYUCTKMY;

- HaUMeHOBaHME U KOHLEHTPaLUs XMMUYECKMX peareHToB, HeobXoauMblX Ans
NpOBeAEHNS OYUCTKY;

- yKa3aHue 0 Ka4yecTBe UCMosb3yemMoi BoAbl;

- OrpaHVMYeHMs1 Mo UCMOSb30BaHMIO U MHGOPMaLMs O MPOBELEHUN MPOBEPKM
XMMWYECKMX PEAreHTOB, OCTALLMXCS Ha U34enuu;

- OfpaHMyeHns no TemnepaTtype, KOHLEHTpauus pacTBOPOB, BpeMs WX
BO34€eNCTBUS;

- yKasaHvie TemnepaTypbl O4YUCTKY;

- NOPAAOK NPOBEAEHUS, BKIOYasi IPOMbIBaHME.

Mpumeyanne - OOGopyaoBaHve Ans OYUCTKW/OE3VH(EKUUM [OIDKHO ObiThb
aTTecToBaHO M NPOATU Banupauuo ans obecrnevyeHuss HeoOXOO4UMOWM CcTeneHu
OYUCTKM.

3.6 Oe3unHdcekuumsa

[ormkeH OblTb YCTaHOBIEH BanMMAMPOBaHHbIN HEABTOMATM3VMPOBaHHbIA METOL,
Oe3nHdeKLmn.

[omkeH ObiTb Takke YCTaHOBMEH KaK MWHUMYM OOWMH BanMaMpPOBaHHbIN
aBTOMaTU3NPOBaHHbI meToq C npuMeHeHnem  obopydoBaHus — Ans
O4UCTKM/AE3NHEKLNM, 3a UCKITIOYEHNEM Clyyasi, KOma MeAULMHCKOE n3genve He
BblAEPXMBAET JaHHON 06paboTku.

Mo BO3MOXHOCTH, AormkHa ObITh NpegocTaBeHa creayoLas nHdopmauus:

- onucaHve Tpebyemblx  BCMOMOraTenbHbIX  nmpucnocobneHuii  ans
Oe3vHgeKLMY;

- Bpems AencTBUs Ae3nHMULMPYIOLLEro CPeacTBa;

- HaVMEHOBaHWE W KOHLIEHTPaUUS XMMWYECKUX peareHToB AN MpoBeAeHus
ne3nHdekunm;

- yKa3aHue 0 Ka4yecTBe UCMob3yemMol BOAbl;

- OrpaHW4eHust No MCMONb30BaHUIO U MHOPMaLUst O NPOBEAEHUM NPOBEPKU
XMMUYECKMX PEAreHTOB, OCTAKLLMXCS Ha U3LENUU;

- OrpaHuM4eHVe MO TemrepaType, KOHLEHTpauusi pacTBOPOB, BpeMsl UX
BO34ENCTBUS;

- yKa3aHue TemnepaTypbl Ae3nHdeKLum;

- NOPAAOK NPOBEAEHUS, BKIOYAsi POMbIBaHE.

MpumeyaHus

1 B HekoTopbiX crnydasx Ae3UHMEKLMs MEeOWUUUHCKUX M34ermiA MoxeT OblTb
npoBeeHa 0qHOBPEMEHHO C O4YUCTKOWA.

2 Kak npaBwuro, npy MCnosnb3oBaHWn 0b6opyaoBaHus Ans o4MCTKW/ Ae3nHdbeKLum
npeanoYTeHne OTAaeTCs TEPMUYECKON OE3MHAEKLMN.

3 OnpegeneHHble KnMHUYECKME Mpouedypbl MPUMBOAST K MOBbILIEHWIO
BEPOATHOCTN KOHTaMUHaL MW areHTamy C BbICOKOW YCTOMYMBOCTBIO K HEKOTOPbIM
Ae3nHdekTaHTam (Hanpumep, MukobakTepum). OTO AOMKHO OblTb Y4TEHO npw
aHanu3e pUCKOB W Npu BbIOOpe peKoMeHAyeMOro cpeacTea Ae3nHGeKLUN.

3.7 Cyuwka

Mpy HeoGxoaAMMOCTM [OIPKeH ObiTb YCTAHOBIEH BanMAWPOBaHHLIM METOf
cyLku. Mo BO3MOXHOCTU, AormkHa ObITb NpefocTaBneHa creayowas nHdopmMawms:

- onucaHue TpebyemMblx NPUCNOCOBNEHNI ANISt CYLLKW;

- MaKcumarbHas TemrepaTtypa U BpeMsi BO3AENCTBUS Ha U3aenue;

- yKasaHusi Mo MUCMosib3yeMOMY CPEACTBY CYLLKM;

- NOPAAOK NPOBEAEHUS.

MpumeyaHne - B HekoTOpbIX crnyyasix cywka MoxeT ObiTb 4YacTblo
aBTOMATU3MPOBAHHOM OYUCTKM UK Ae3UHDEKL N,



3.8 OcMOTp, TexHMUYeckoe oG CryXuBaHue 1 NpoBepkKa

B cnyyae, ecrm Ha kakom-To 3Tane TpebyeTcs noaTBepXaeHWe CTeneHu
OYUCTKM MM CNOCOBHOCTUN (PyHKLIMOHMPOBAHWS MEAMLIMHCKOTO U3LENUS, UM U TO U
Apyroe, 370 JOMKHO GbiTb YCTAHOBIIEHO W YKa3aHO B MHCTPYKUMKW. Takke OorbkHa
ObITb ycTaHOBNeHa HeoOXoAMMOCTb MPOBEAEHUsI cheumanbHbiX npoueayp Ans
obecneyeHnss xapakTepucTMK W MNogrotoBkn M 6e3onacHOCTU  MeAULMHCKOro
nsgerms. Mpn Heob6XoANMOCTM AOIDKHbI ObITb NPEAYCMOTPEHbI YKadaHnsa O 3aMeHe
uvinn kanmbpoBke OTAENbHbIX AeTane WM 3NIEMEHTOB, a Takxe BO3BpaTe WX
U3roTOBUTENIO UMK YNONTHOMOYEHHOMN OpraHm3aLum.

Mo Bo3MOXHOCTH, AormkHa ObITh NpegocTaBeHa creayoLwas nHdopmauus:

- METOZ PErynmMpoBKW/kannbpoBKN U3nenus;

- onucaHve UCnonb3yembiX CMa30o4HbIX MaTepuarnos;

- KpuTepum 6e30nacHoOro hyHKLIMOHMPOBaHNUSA U3aernus;

- ykasaHus no pasbopke n3genvs;

- MeTO[ 3aMeHbl 3NIEMEHTOB;

- ofnucaHve CneLmansHoOro WHCTPYMEHTa Mpyu TEXHUYECKOM OBCIyXMBaHWUn
nspenus;

- TpeboBaHNsA NO BU3yaribHOMY KOHTPOTTHO.

Mpumeyanne - [lpu ycTaHoBneHun TpeboBaHWMA O BO3BpaTe Wusgenus
W3rOTOBUTEMIO UMM YNOMHOMOYEHHOW Ha TO oOpraHu3auuM AOMKHO ObiTb AaHo
yKasaHve 0 CTeneH O4MUCTKM W/Mnm MUKPOBMONOrMYEeCKOM COCTOSIHUM U3Aenus.

3.9 YnakoBKka

Ecrm npu ctepunm3ayuun Tpe6yeTc;| cneuuanbHbI MeToA ynakoBbIBaHMA 1N
pasmelleHna, 3To OOIMKHO ObITb YyKa3aHO B UHCTPYKUMN C y4ETOM MUCMNOJIb3yemMoro
MeToaa ctepunmsauun.

3.10 Crepunusauus

[omkeH 6bITb yCTaHOBMNEH BanvaMPOBaHHbIN METOoL CTEPUNM3aLnui.

Mo BO3MOXHOCTW, AOMkHa OblTb MpeaocTaBrieHa criedyrolwas uHgopmaums,
BKIMOYasi MECTO COOPKM 1 BEPXHEE U HIDKHEE 3HAYEHUSI KPUTUYECKUX MEPEMEHHBIX
npouecca,  OGecrneyMBaloEro  HeoOXoaWMbIA — YPOBEHb  CTepunM3alum
MEeAULUHCKOTO U3Aenms:

- MeTop NpoBeAeHNst CTepUNU3aL M MeAULUHCKOTO U3AEnust;

- HauMMeHOBaHMe W KOHUEHTpauusi CpeacTBa AN  CTepUnM3alUOHHOro
npouecca;

- MakcuMarbHoe CofepXaHue 3arpsisHeHUs B KoHZeHcaTe napa npu obpabotke
BIIaXHbIM TEMIIOM, OKCUMA0M 3TUNeHa 1 napadopmanbieraoM;

- HeoGXxoAMMas cTeneHb BMaxHOCTY;

- MMHVUMarbHOE BpeMsi BO3AENCTBUS CTEPUIU3YIOLLIETO areHTa;

- OMMCaHVsi NpoLieaypbl/TEXHONOMM Nocne CTepunmaaLim;

- A@BrieHne Npu cTepunMaawmm;

- OMu1caHvie Nnopsifika NpYMeHeHNs;

- HeoGxoaMMasi TeMnepaTypa NPUMEHSIEMOTO CTEPUINM3YIOLLIETO areHTa.

MpumeyaHue - Mo BO3MOXHOCTM, PEKOMEHAYETCS CTepunusauust BIaKHbIM
TEensom.

3.11 XpaHeHune

[omkHbl BbITb YCTAHOBMEHb! OrpaHMYEHVst MO BPEMEHU U YCMOBUSIM XpaHeHUs!
[0 UCMOMNb30BaHUs MOBTOPHO 06paboTaHHOro MeANLIMHCKOrO U3aenus.

4 NMpepoctaBneHue nHcpopmauum

4.1 Mpu HeobxoaMMOCTW, MHGOPMaLUMs, yKasaHHas B pasgene 3, OOoibkHa
NMOCTaBMSATbLCA BMECTE C  MEOVMUUHCKMM  U3OEenueMm,  Hanpumep  ObiTb
npegocTaBrieHa B WMHCTPYKLMW, MOCTaBMSIEMOM C MeOWMUMHCKUM M3fenuem, Ha
Tabrnuyke Unn ynakoBske.

Mpumeyanne - T[pumep npepocTaBreHnss nogpobHOM wuHdopmauum And
MeOULMHCKOro U3nenus NpuBeaeH B NpuroxeHum B.

4.2 WNHdopmauus, npuseneHHast B pasgene 3, pomkHa ObiTb npuBegeHa ¢
Y4E€TOM Ha3HaYeHWs MeAMLMHCKOTO u3denus, MOATOTOBKM U KBanudwKauum
nepcoHana, npoBoasLero o6paboTky.

Mpumeyanwme - NHdopMauwms, ykazaHHasi B pasgene 3, MOXeT ObITb NpuBeAeHa
B BMAE CChISIKMU:

- Ha COOTBETCTBYIOLLME CTaHAAPThI;

- obuwyto wuHdopmauuio no npoBeaeHMo 06paboTkM, NpPesoCTaBrsSEMYO
U3roTOBUTENEM;

- obuwyl uvHGopmMaumio Mo npoBedeHuto 06paboTky, NpenoCTaBrsiEMyHO
U3roToBUTENEM MaTepuanoB WnuM o6OpyAOBaHUs, WUCMOMb3yeMbIX MPU OaHHbIX
npoueaypax.



4.3 OGopygoBaHue WM MaTepuarnbl, UCMonb3yemble NpyU  yKasaHHbIX
npoueaypax, AOMkHbl ObiTb MAEHTUMUMPOBAHLI MyTEM YKasaHUs OCHOBHOTO
HaUMEHOBAHUS UNMM TEXHUYECKUX XapakTepPUCTUK. TOrNbKO B TOM CIlydae, ecrm
3TOr0 He JOCTaTOYHO, B [OMOSHEHUE MOXHO MPUBECTU HaVMEHOBaHWE TOPTOBOW
MapKWu.

5 NpepocTaBnsemas uHpopmauums no
Banuaauum npouecca noBTOpHON obpaboTku

M3rotoBuTENb [OOIDKEH MOATBEPAUTL, YTO NOGOW MPOLECC, YKasaHHbIi B
npegocTaBnsieMon uHcopmauum, obecneynBaeT BO3MOXHOCTb MCMOSb30BaHUS
MeOULMHCKOro U3aenus B COOTBETCTBUM C €r0 HAa3HaYeHUEM.

Mpumeyanve - Ecnm n3rotoBuUTENb NPOU3BOAUT PAf PasfMUHbIX MEAMLIMHCKMX
M3genuin, Kotopble WMEIOT OOLME KOHCTPYKTMBHbIE W SKCMIyaTalWOHHble
XapaKTEPUCTUKK, TO MOXeET GblTb ycTaHOBMeHa obLas npoLieaypa NoaTBEPKOEHNS
NS BCEN rpynnbl UM CEMENCTBA 3TUX MEAMULIMHCKMUX YCTPOWUCTB MPU YCMOBUM, YTO
M3roTOBUTENb  MOXET  MPOAEMOHCTPUPOBATbL  BO3MOXHOCTb  0ObeguHEHUs!
MEOULMHCKUX U3OENUA U NPUMEHEHNE AaHHOTO METOAA UCTbITaHUst kak Haubonee
CINOXXHOTO BapuaHTa Anst BCen rpynmnbl Unn cemeiicTaa.

6 AHanu3 cTeneHn pUcKoB

M3rotoButenb [OOMKEH 4YETKO onpedenuTb noapobHylo MHGopMauuio Ans
NPOBEAEHMSI aHanM3a PUCKOB, MpY 3TOM HEOGXOAMMO YYeCTb CrieayroLLee:

- NPOVCXOXOEeHNe MEANLIMHCKOTO U3aenus;

- HasHa4yeHve MeguLLMHCKOro U3nens;

- BO3MOXHbI ypOBEHb MOArOTOBKM M 3HaHUA NepcoHana opraHusauuu,
npoBoasiLLen 06paboTky;

- BO3MOXHOE 060pyaoBaHue, 1cnosb3yemoe npu obpaboTke.

MprmeyaHwue - PekomeHpauum npueegeHsl B EH MCO 14937.

MpunoxeHue A (cnpaBo4yHoe). [pumMmeHseMble
MeToAbl NOBTOPHOW 06paboTkm

MpunoxeHne A
(cnpaBo4Hoe)

A1 O6wue nonoxeHus

Hwke npuBegeH npumep  MaTpuubl,  NO3BOMSIOWEN  WM3FOTOBUTENO
MEOULIMHCKOrO M3aenusi naeHTudmumpoBaTe MeTofbl 06paboTkun, KoTopble MOryT
ObITb PaCCMOTPEHbI ANS BKIOYEHUS B MHCTPYKLMIO.

B wmaTtpuue ykasaHa obuwas NpYMEHMMOCTb KaXOgoro w3 MeTodoB Ans
MEOULMHCKUX U3OENWA pasnnuHbIX KaTeropui, YTo MOXET MCMONb30BaTbCH Kak
pekomeHpaums npy BelGope aHanorMyHoro obopyaoBaHus, cnocoba NogroToBKU U
CPEACTB, AOCTYMHbIX OpraHM3auuaM, 3aHMMmalouyMcs o6paboTKol, a Takke Kak
BO3MOXHOCTb OCYLLECTBIeHusi Bblbopa Hauboree pacnpocTpaHeHHOro meToa
o6paboTku.

MonHas pe3vHdeKkunss M ovucTka nepen  NPOBEAEHWEM  CTepunuMauum
0COBEHHO BaXHb! A1151 KOHTPOMSA HanM4ms MHAEKL A,

[aHHas uvHGopMaLmMs Takke yKasblBaeT Ha MeTon MOBTOPHOM 00paboTku
HEKOTOpbIX KaTeropu MEOMLUHCKMX U3JenMin 1M MOXeT ObiTb MpuHsiTa
opraHusauuen, 3aHumarowencss obpaboTkol. Takke oOHa MoxeT OblTb
MCMonb30BaHa Kak MCXOOHbI MaTepuan npu aHanvM3e puckoB B COOTBETCTBUM C
TpeboBaHMAMM HacTosero ctaHgapTa (pasgen 6) npu onpedeneHWn BHELLHUX
onacHocTeln Ana NpeaoTBpaLLeHVst MOBPEXOEHUIA UM NPUMEHeHUs1 HebGe3onacHbIX
METOOB A1 HEKOTOPbIX MEOULIMHCKUX U3AENUIA.

MHdopmauusa, npusBegeHHass B MaTpuue, SIBMSETCS PEKOMEHOyeMon U He
MOXeT OblTb MpVMMeHeHa AN BCEX KaTeropuin MeouUMHCKMX u3genuin 6e3 yyeta
yKasaHui cneumnansHON MHCTPYKLMK, CONPOBOXOatoLLEen nsaenve.

OTBETCTBEHHOCTb 3A BbIBEOP W BANWOALNIO ONPEQENEHHOIO
CMNOCOBA OBPABOTKM ONA KOHKPETHOIO MEOVNLIMHCKOIO U3OENUA
HECET U3SFOTOBUTEJb.

OPIAHM3ALUMA, 3AHUMAIOLLAACA OBPABEOTKOM, COOTBETCTBEHHO
OOJDKHA  PYKOBOACTBOBATLCA CMEUMAIIbBHBIMA  MHCTPYKUMAMA
NMPON3BOONTENA MEOUVLMHCKOIO W3OENMA B YACTW BbIBOPA
OBOPYJOBAHNA /NN XUMUYECKNX PEATEHTOB.

A2 Matpuua ansa naeHMd Mkauum meToaoB o6paboTku
Tabnmua A.1 - MNpymepbl CNONb3yeMbIX MeTOA0B 06paboTku



O6paboTka

Tvn MeguLMHCKOro usaenus

A B C D G H | J
MHoro- || QHoo- 3OHpo- WHcTpy- || MHo- Onac- || Beicoko- || Mexa-
paso- CKOMbI CKOmMblI MEHT, ropa- TUYHbIE || YacToT- || H13K-
BbI (Tepmoc- || (HeycTOR- || ucnonb- || 30BbIA || MaTe- || HbI poBaH-
XUPYpru- || TOMkKe) ||umBble K || 3yeMblli || KOHTeW- || pyansl || kabenb || Hbin
Yeckui TEnnoBbIM || C 9HAO- || HEp 1 W Hako- || MHCTPY-
WHCTpPY- BO3JeMnc- || ckornom HeY- HUK || MEeHT
MEHT TBUAM)
MogrotoBka  Ha || Bua o6pabotkm || BnaxHas + + + + + + + +
mecTe
aKcnyaTauum
Cyxas + + + + + + + +
LexoHTamunHauus || Mogrotoska BbiGupaeTcs B 3aBUCUMOCTM OT NpOLEAYpPbl Ae3UHAEKLUN U O4UCTKN
YUCTK + + + + + + + +
OuncTa Pyunas )
+ + + + + + + +
MalumHHas 3
YnbTpa3sykoBasi + - - + N.A. - + -
LLlenoyHoe motoLLee || + + + + o3 + + -
CpeacTBo
Kucnoe MotoLgee || - - - - .9 + + -
CpeacTBo
HentpansHoe motoLLee || + + + + + + + +
CpeacTBo
OnonackveaHne
)|
HesunHdekuns Xummndeckas + + + + + + + +
Tepmuyeckas + + - + + + + +
Cywwka T
Crepunusauus BnaxHbim Tensnom || + + - + + + + +
(napoBasi
cTepunnsauns)
(NpeanoyTUTENbHLIN
meTon)
MapadopmansaerngHas || + + + + - + + -
Okcumaom aTuneHa + + + + - + + -
BospgywHas + + + + + + + -




Ctepunusauus + + + + - + +
KUOKAMM
CTEPUNM3YOLLMMMN
cpegcTeamu

Mna3va napos || + + + + + + +
nepekvcu Bogopoaa

13 TepMOCTOVIKaH pe3nHa nnu naTtekc (I/IJ'IVI nx coquaHme), CUNUKOH, NNacTKK, 3anonHawme nosiocTn MeanUnHCKOro nsgenua.
) anIMEHFleTCFI TONbKO And antoMUHUEBLIX CMJ1aBOB.

3) PekomeHayeTcsi Npy OKOHYaTEeNbHOM OMoSiackMBaHUM AeVOHU3MPOBAHHON BOAOM.
YcnoBHble 0603Ha4YeHUsI:
"+" - MOXET NPUMEHATLCS;

- - Henpuemnemo,

N.A. - He pa3peluaeTcs.

Mpumeyanve - Matpyua gaet Tunoeble pesynbtaTthl. [laHHble ykasbiBaoTCs B
3aBUCVYMOCTU OT KOHCTPYKLUW U3[ENUsi, UCMOoSb3yeMblX MaTepuasnos, Au3aviHa u
MEeTO0B MOBTOPHOWN 06paboTKu.

Tabrmua A2 - BnaHk Tabrmubl No onpegeneHuo HeobxoouMmon npouenypsbl
npoBeAeHNs NOBTOPHON 06paboTku




O6paboTka

Tvn MegULIMHCKOro U3aenus

A B C D G
MHoro- || QHao- 3Hpo- WHcTpy- || MHoropa-
pa3oBbIVi || cKonbl CKOMbI MEHT, 30BbIN
xvpypru- || (Tepmoc- || (HeycTol- || ucnornb- || KOHTew-
Yeckuii | Torkme) |[umBble K|l 3yemblnn || Hep
WHCTPY- TenmnoBbIM || C 3HAO-
MEHT BO34€eNC- || cKonom

TBUSIM)

H
Onac-
TWUYHbIE
Mare-
pvansl

1

|
Bbicoko-

YaCTOTHbIN

kabenb
HaKOHeu-
HUK

n

J

Mexa-
HU3K-
poBaH-
HbIN
WHCTPY-
MEHT

[NogroToBka Ha
MecTe
akcnnyarayum

Bua 06paboTku

BnaxHas
Cyxas

[exkoHTamu-
Hauusi

Crepunusauus

MogroToBka

BbiGvpaeTcs B 3aBUCMMOCTM OT NPOLLEAYpbl O4YUCTKM U Ae3UHGEKLMN

OuuncTka

PyuHas 3

MatumHHas =}

YnbTpasBykoBas

LLlenoyHoe
cpeacTBo

MotoLiee

Kucnoe
CpeacTeo

moloLiee

HewTpanbHoe MmotoLlee
cpencTeo

OnonackvBaHve
3

HesunHdekuns

Xummyeckas

Tepmuyeckas

Cywwka

Tmax

BraxHbim
(napoBas
cTepunusauus)
(NpeanoyTUTENbHLIN
meTon)

Tensom

MapadhopmanbaervaHas

Okcupgom aTuneHa

BospgywHas




Crepunmsauus
XALKMMA
CTEepUNM3YOLLMMMN
cpegcTeamm

Mna3ma napos
nepek1cu Bogopoaa

3 anMeHHETCH TONbKO And antoM1UHUEBLIX CMJ1aBOB.

3) PekoMeHayeTcsi Npy OKOHYaTEeNbHOM OMoSiackMBaHUM AeVOHU3MPOBAHHON BOAOM.
YcnoBHble 0603Ha4YEeHUs:
"+" - MOXET NPUMEHSITLCS;

- Henpuemnemo;,

N.A. - He pa3peluaeTcs.

¥ TepMOCTOVIKaﬂ pe3nHa nnu naTtekc (I/IJ'IVI nx coquaHme), CUNUKOH, NNacTKK, 3anonHaLwme nosioCcTn MeaAnUMHCKOro nusgenua.

MpunoxeHue B (cnpaBo4Hoe). Mpumep
MHCTPYKLUMN NO NOBTOPHOU o6paboTke
MeAULMHCKNX U3AeNuin MHOropasoBoro
MCNoJsib30BaHuUA

Mpunoxexuve B
(cnpaBo4Hoe)

OpraHusauumn, 3aHumatopecs obpaboTKoi, MOryT NpoBOAMTL 06paboTky
MeONLMHCKUX U3OENMA Pa3NUYHbIX M3rOTOBUTENEN, MO3TOMy HeobXxoamnmo, YToObI
W3rOTOBUTENW MNpUHUManM eauHylo ¢opMy MpeacTaBrieHUs  MHCTPYKUMA MO
noBTopHoM obpaboTtke. WHCTpykumsa MoxeT ObITb npeactaBneHa B copme,
npvBedeHHoOW Ha pucyHke B.1. WMsrotoBuTenb [OIMKeH rapaHTMpoBaTb
npegocTaBrieHMe Bcel HeoOXOAMMOW  MHGOPMaLMKM, KOTOPYd MOXHO Ferko
CKOMMOHOBAaTb W BblAerMTb B pasnuyHble pasfensl. Popma, npvBefeHHas Ha
pucyHke B.1, 1 npumep, NpvBeAeHHbIN Ha pUcyHKe B.2, MoryT 6bITb MCNOnb30BaHbI
U3roToBUTENEM AN 60MNbLUMHCTBA MEANLMHCKUX N3AENWIA.

Mpumevanne - [lpuBegeHHass dopma SIBRSETCS OQHUM U3  BapuaHTOB.
WHdopmauma moxeT ObiTb npedcTaBneHa W psaoM  pasnuuHbix — copm,
HeobXxoaUMbIX 4Na NpeacTaBneHnst MHhopMaLL M.

PucyHok B.1 - ®opma MHCTpyKUMK No obpaboTke
(MegUUMHCKOro nsaenusa MHOropa3oBOro UCNOJib30BaHUA)

M3roTtoButens: MeTton;: CumBsor:

HanmeHoBaHve Homep
N3roToBuTENs

W3penve(s):

I'Iepe'-leHb KaTalroXHbIX HOMEPOB U onucaHne nsgenva nnn Tun



BHUMAHNE

OrpaHvyeHnst Mo NPUMEHEHUIO XMMUYECKUX PeareHToB,
napaMeTpoB, MecTa 0cob0i OCTOPOXHOCTU

OrpaHuyeHus
nposeaeHux
NOBTOPHOM 06paboTkm

npwv

Uncro BO3MOXHBLIX LMKMIOB 00paboTku unm ykasaHue
cpoka crnyxObl

NHCTPYKUMN

MecTo ncnonb3oBaHus

WHCTpyKumm/npeaynpexaeHns

MoarotoBka K || MIHCTpyKkumn/npeaynpexaeHus

OeKoHTamMmHaLmm

OuucTka WHcTpyKunn/npegynpexaeHus, BKITOYas

aBTOMaTU4eckas obopynoBaHve / maTepuansl / napameTpbl

OuucTka pyyHas MHCTpyKumn/npeaynpexaeHns, BKIOYast
obopynosaHve / maTepuansl / napameTpbl

HesunHdekuus WHcTpyKumn/npegynpexaeHns, BKITOYas
obopygoBaHue / maTepuvansl / napameTpbl

Cyuwika WHCcTpyKunn/npegynpexaeHns, BKITOYas
obopygoBaHue / maTepuansl / napameTpbl

OcMoTp, TexHuyeckoe || MIHCTpyKkumn/npeaynpexaerns, BKIOYast

obcnyxvBaHve 1 || obopynoBaHue / maTepuarssl / napameTpbl

ucnblTaHns

YnakoBka WHCcTpyKunn/npegynpexaeHns, Bkmoyas matepuvansl /
meToabl

Crepununsauns MHCTpyKumn/npeaynpexaeHns, BKI/IOYast
obopynoBaHve / matepuanbl / napameTpbl

XpaHeHve WHcTpyKumnu/npegynpexaeHns

HononHutenebHas Jllobas pononHuTenbHas WHopMauus, copepallas

nHcopmauus pekomeHgauumn

PekBnauthbl WHdopmavms o6 nsrotosutene

N3roToBuTENs

MHCTpyKumMsi, npuBedeHHass Bbiwe, OblNa BamMaoupoBaHa W3rOTOBUTENEM

MEAVLMHCKMX N3Oenuini Kak npuemnemMaa ana noarotoBku MeguunHCKOro usgenua
Ana NOBTOPHOINO UCNOSb30BaHUA. OpraHM3au,|/|;|, npoesoadALliasa 06pa60TKy, HeceT
OTBETCTBEHHOCTb 3a npoBeaeHue I'IOBTOpHOIZ 06p860TKVI U uncnonb3oBaHne

obopynoBaHus,

maTepuanoBs W MpuBIieYeHWe nepcoHarna, ob6ecneymBaroLLero

HeobxoauMbI pesyrbTar. [Npouecc AomkeH ObiTe BaMAMPOBaH U NPOBEPEH.
Oara npoBeneHus: <fdata>

PucyHok B.1 - ®opma wWHCTpykuum no obpaboTke (MeaMLMHCKOro wsgenvs
MHOrOpa3oBoro UCMOMNbL30BaHUS)

YkazaHus no NPUMEHEHNIO:

1) WHCTPYKLU NN OOIMKHbI ObITb YETKUMU U KpaTKnMmu;

2) ykasaHHble MaTepuarbl 1 06opygoBaHMe OOMKHbI ObITh 0OLLEAOCTYNHLIMY;




3) wHCTpykuum no cbopke/pasbopke, TEXHWYECKOMY OOCIYXMBaHWIO W©
MPOBEPKE/MCMbITAHUSIM MOMYT OblTb NpPeACTaBneHbl OTAENbHbIM - [JOKYMEHTOM
(maHHble WHCTpYKUMM sBRstoTcs Gornee cneuuduyeckumm Ans KOHKPETHOro
MeOULMHCKOrO M3Aenust B OTNMYME OT [PYrMX WHCTPYKUWIA, KOTOpble MOryT
NPUMEHATLCA ANst BCEW rpynnbl MEQULMHCKUX U3LENUR);

4) Bce pa3genbl Tabnuubl A0mkHbI ObITh 3anonHeHsbI. 1o BO3MOXHOCTH cnegyeT
ucnonb3oBatb @pa3bl: "HET cneumanbHbix TpeboBaHui", "He npuMeHsieTcs B
[aHHOM cryvae”.

Mone "cumBon" sABnsieTcA HeobA3aTeNbHbIM, MNPUMEHSETCA ANA yKasaHus
CCbINIKM Ha WHCTPYKLUWIO, MPUBEAEHHYIO NMPY MapKMPOBKE MEAMLIMHCKOro U3fenus
Uy Ha ynakoBKe.

PucyHok B.2 - Mpumep

M3roTtoButens: Metoga;: CumBor:

Nspgenve(d): Becb XuWpypru4eckuii MHCTPYMEHT MHOropasoBOro MNpUMEHeHWs,
nocTaBnsieMbli , VMEWMA XeCTKO 3ahMKCUMPOBaHHbIE 3MEMEHTbI
(HenogBwXHbIE YacTW) U NPOCTbIE LUAPHVPHbIE COEAMHEHUs, 3a WCKMoYeHueMm
coAepXaLmx anoMuHMeBble Cnasbl



BHMNMAHUE VIHCTPYMEHT 13 antoMnHUsA MOXET ObiTb NOBPEXOEH Npu
NPUMEHEHUN LWENoYHbIX (PH>7) M KWCMbIX MOKOLMX
cpeacTB. Heobxoammo yaenutb ocoboe BHUMaHwe npu
OUYMCTKE OJIMHHBIX Y3KUX KaTETEPOB U MMyXUX OTBEPCTUN.
He npeBbiwate __ °C

OrpaHunyeHusi npu | MoBTopHass  obGpaboTka He  yxydwaeT  CBOWCTB

nposeAeHun nHcTpymeHTa. OKOHYaHWe cpoka crnyxObl onpegensieTcs

NMOBTOPHON N3HOCOM W NOBPEXOEHNSIMI NPU UCNONb30BaHNN

obpaboTkn

MHCTPYKLUMN

MecTo Ynanute N3NNLLIKN 3arpsi3HEHUN ofHopa3oBoM

1CMonb30BaHuA TKaHeBOW/GymaxHon candeTkon

3aumTa n| Het cneymarnbHbIX TpeboBaHu. MHcTpymeHT

TPaHCMOPTMPOBaHWE || pekoMeHOyeTCs WCMonb3oBaTbh Kak MOXHO ObicTpee
rocrne NpoBeAeHUst NOBTOPHOM 06paboTkm

MoprotoBka HeT cneumanbHbIx TpeboBaHuin. Pasbopka He TpebyeTcs

Ouunctka O6opynoBaHue: yncTsLee/ae3nHMumpyoLee

aBTOMaTUyeckas obopyaoBaHve, MotoLLee cpedcTBO (HaMMeHOBaHVe).

1 lMpy 3arpyske WHCTPYMEHT [OSkeH OblTb CHaGXeH
YCTPOWCTBaMU  KaHIOMALUMM,  LIAPHUPbLI  OTKPbITHI, @
OTBEPCTUS MPOUNLLEHDI.

2 Lukn npoBoAnTCS: MUHUMYM
MWH onornackuBaHue.

MWH MbITbe U

3 locrne pasrpy3kvs npoBepstoT MOfIoCTU, OTBEPCTUSA U
T.O. Ha OTCyTCTBMe cnefoB 3arpsisHeHuin. [pu
HeobGXxoaMMOoCTM npoleaypy NOBTOPUTb WM MPOBECTM
PYYHYHO OYUCTKY

OuucTka pyyHas

O6opynoBaHue: Motowee cpenctBo (npumep), LUeTKa,
npoTo4Has BoAa.

MeTtona:

1 VlHCprMeHT cnonackmearwT Ana yoaneHua cnenos
3arpAsHeHua.

2 Bce MOBEPXHOCTM OYMLLAIOT C MOMOLLBIO LLUETKA U
pacTBOpa MOIOLLEro cpefcTBa, NMpu 3TOM HEOBXo4MMO
NPOBEPUTb  YMCTOTY  LUAPHUPHBIX  COEAWMHEHWA B
OTKPLITOM U 3aKPbITOM MOSIOKEHUSIX.

Mpumeyanne - Ons obecneyvyeHnss YUCTOTbI MOSOCTEN U
OTBEPCTUN creayeT NCMOoMb30BaTh CreumarnbHYyHo LLETKY.

3 3arem ononackuBalT 4YUCTOM MPOTOYHOW BOOOW B
TeyeHve __ MuH. [lpy 3TOM HeobxoguMmo NpoBEPUTb
npoTtekaHne BoAbl uYepe3 KaTeTepbl, a Takke B
3anorHeHve 1 0CBOBOXOEHWE IMyXUX OTBEPCTUI

HesnHdekuns [e3nHdmumpyowmii pacTBop (HauMeHoBaHWE) criegyeT
UCMonbL30BaTb B COOTBETCTBUWM C MHCTPYKLUMEN MO ero
NPYMEHEHNIO

[Mp nNpuUMeHeHWM aBTOMATUMYECKOM OYUCTKM B KavyecTBe TepMUYEeCcKomn

Oe3VHEKLUM MOXET MCMOMb30BaTbCsl OMOMackuBaHve Npu TemnepaType B
°C B Te4yeHune MWH




Cyuka

Ecrm cyuwika siBnseTcs YacTblo Uukna AesvnHdekuum, To
TemnepaTtypa He JorpkHa npesbiwatb 120 °C

TexHu4eckoe
obcnyxvBaHve

CwmasaTb LUapHUPHbIE coeauHeHust macriom,
NPUMEHSIEMbIM B XMPYPruW. YAanuTb 3aTynUBLLMACS UK
NOBPEXOEHHbIA UHCTPYMEHT

MpoBepka
UcnbITaHUSA

LapHupHbIN  MHCTPYMeHT: [lpoBepuTb Ha nnaBHOCTb
xoga (6e3 "wrpbl") LWwapHupa. 3anopHblIi  MexaHu3m
(3awenka) OOIKeH ObITb npoBepeH Ha
yHKLMOHMPOBaHMe. Becb WMHCTpPyMEHT [orvkeH ObiThb
NpOBEPEH Ha Hanmn4ve NOBPEXOEHN 1 n3Hoca. Pexylume
KPOMKW [10SDKHbI ObITb HenpepbiBHbIMU, 6e3 3a3y6puH.
OnvHHBIA TOHKWWA WNHCTPYMEHT (ocobeHHo
BpaLlaloLLmincs) HeobxoaUMO MPOBEPUTb Ha Hamvuue
WCKPUBNEHWA. B crnydae ecnm MHCTPYMEHT siBRsieTcst
YyacTblo Gonbluo CcOOpPOYHOM eauHULbI, Heobxoaumo
NpoBEpUTb Ha BO3MOXHOCTb COOpKM conpsiraemMblX
3MemMeHToB

YnakoBka

MuavemayanbHas: MoxeT ncnonb3oBaThCs
CTaHgapTHbIN MaTepuan. HeobxogumMo yoocToBepuThLCS,
YTO  MCMNOMb3yeMbll  NakeT WMeeT  [OoCTaTOYHble
pa3mMepbl, 4TOObI YNakoBKa He HapyLluanack. [pynnosas:
MHCTpyMEHT MoOXeT pasmellaTbCs B  CcrneuuanbHOM
KOHTEHepe wnM B 0DOWeM  KOHTelHepe  Ans
cTepunm3auun.  HeobxoammMo  yAOCTOBEPUTLCH, YTO
pexyLpe KpOMKWM 3alMLIeHbl U Macca KOHTeViHepa He
npeeblwaeTr _ kr. KoHTemHepbl  ynakoBbIBalOT
NPUHATBIM CNOCOGOM

Ctepunusauus

[MapoBon cTepunmaaTop, MWUHUMYM MWUH Mpun
Temnepartype °C. Temnepatypa He [orkHa
npeBbILLaTh °C

XpaHeHve

HeT cneunanbHbix TpeboBaHuii

[ononHutensHas
NHGopMaLms

[Mpn cTepunu3aummn pasnMYHOrO MHCTPYMEHTa B OO4HOM
cTepunusartope HeobxoaMmo ybeamtbes, yTo
MaKcuMarbHas 3arpyska He Gbinia NpeBbllleHa

PekBunanuThbl
N3roToBUTENS

CM. TenedoHHbI CNpaBOYHWK W agpec pasMeLLeHust
npeacTasutens unm tenedoH (44)123 456 789

MHCTpyKLUS,

npueeaeHHasa Bbllle, Obina BanugupoBaHa WU3rotoBuTenem

MEOVLMHCKUIA U3OENuiA Kak npuemnemast ons nogrotoBkn MeauLMHCKOro usaenvs
OIS NMOBTOPHOrO MCMosfb3oBaHus. OpraHusauus, 3aHuMalowasics obpabGoTKon,
HeceT OTBETCTBEHHOCTb 3a MpoBefeHVE NMOBTOPHON 06paboTkn U UCToNb3oBaHue

OGOpy,ElOBaHVIH, Mmartepuanoes W npuelrie4eHe nepcoHana,

obecne4vnBaroLLmX

HeobxoauMblin pesynbTaT. pouecc AomkeH 6blTb BamMMOMPOBaH UM MPOBEPEH.
JltoBble OTKIMOHEHWsI OT NPOoLEeaypPbl, YCTAaHOBIIEHHOW B MHCTPYKLUM, AOKHB! GbiTh
OUEHEHbl C TOYKM 3peHUss IPPEKTUBHOCTM M BO3MOXHBIX HEBNAronpusTHbIX

nocnencTBui

PucyHok B.2 - MNpumep

Bubnuorpacpun




[11 WNCO 11134:1994

ISO 11134:1994

[2] EH285:1996

EN 285:1996

[8] WNCO 11135:1994

ISO 11135:1994

[4] WCO 11607:1997

ISO 11607: 1997

5] EH nco
14937:2000

EN ISO
14937:2000

[6] WMCO 15223:2000

ISO 15223:2000

[71 WNCO 7000:1989

ISO 7000:1989

Crepunusaumsi MeaunuMHCKoN npoaykumnn. TpeboBaHus k
BanMaauum u Tekywemy KOHTpomto. [poMbiluieHHas
CTepunn3aLmsi BraxHbIM Temnnom

Sterilization of health care products. Requirements for
validation and routine control. Industrial moist heat
sterilization

CTepunmsaTtopbl napoBble. bonblume cTepunmsaTopsl

Sterilization. Steam sterilizers. Large sterilizers

MeguuuHckme wm3germs.  Bammvpauma w Tekywmin
KOHTPOSb CTEPUNMN3aL MM OKCULOM 3TUNEHA

Medical Devices. Validation and routine control of
ethylene oxide sterilization

YnakoBka ANnA MEAUUMHCKMX W3AEnuiA, NoanexaLyx
UHULWHON cTepunmaaummn. O6wpe TpeboBaHus

Packaging for terminally sterilized medical devices

Crepyrmsaums  meguuuHckon  npogykumm.  Obuwme
TpeboBaHus no onpegeneHnio XapaKkTepUCTUK
CTEpPUNM3YIOLLErO  CpPeAcTBa U MPOEKTUPOBaHWS,
BanMaauMm M TeKyWero  KOHTpons  npouecca
cTepunusaLmm MeauLMHCKNX npnuoopos

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

Magerma meguumHckne. CUMBONMbI, MpUYMEHsIEMble Ha
MeOMULIMHCKUX n3genvsx, 3TMKeTKax " B
COMpPOBOANTESLHO JOKYMEHTaLMm

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

O603Ha4eHns yCcrnoBHble rpadmyeckme, HaHOCKMMbIE Ha
obopynoaHve. NepeyeHb 1 cBogHas Tabnmua

Graphical symbols for use on equipment. Index and
synopsis

[8] Medical Devices Agency: Sterilization, Disinfection and Cleaning of Medical
Equipment: Guidance on Decontamination from Microbiology Advisory
Committee to the Department of Health, Medical Devices Agency; Part 1:
Principles; Part 2: Protocols; Part 3: Procedures, 1993-2000, London

OneKTPOHHBIN TEKCT AOKYMEHTa
nogrotoeneH 3A0 "Kogekc" n cBepeH no:

odmumansHoe nsnaHue

M.: CtaHgapTtuHdopm, 2013
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