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MpeaucnoBue

Lenu n npuHuunel ctTaHgapTusaumm B Poccuiickoit egepauyn yctaHorneHbl PeaepanbHbIM 3akoHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHU4ECcKOM perynnpoBaHum»

CeefeHUA o cTaHpapTe

1MOArOTOBIIEH O6uecTBoM € orpaHUYEHHON OTBETCTBEHHOCTLIO «PapMcTep» Ha OcHOBE COBCTBEHHO-
ro ayTeHTU4HOro Nepesoaa Ha PyCCKUA s13blKk MEXAYHAPOAHOro cTaHAapTa, ykasaHHOro B MyHKTe 4

2 BHECEH TexHun4eckum komuteTom rno ctaHaaptusauum TK 383 «Ctepunusaums MeauUMHCKOR Npoayk-
ummny deaepanbHOro areHTCTBa Mo TeXHUYECKOMY PEryIMPOBaHUIO U MeTpoNorum

3YTBEP>XOEH W BBEOEH B AENCTBUE MMpukasom denepanbHoro areHTCTBa No TeXHUYEeCKoMy pery-
nuposaHuio n meTponorun ot 12 uonsa 2012 . Ne 183-ct

4 Hactoawumi ctaHaapT uaeHTUYeH MexxayHapoaHomy ctaHgapty MCO 15883-4:2008 «MalunHbl MotoLle-
AesnHbuumpyowme. Hactb 4. TpebosaHWs U METOALI UCTIbITAHWIA annNapaToB, UCMOMNb3YOLLIMX XUMUYECKY!O fie-
3uHeKumo Ana TepmonabusbHbix aHgockonosy (ISO 15883-4:2008 «Washer-disinfectors — Part 4: Requirements
and tests for washer-disinfectors employing chemical disinfection for thermolabile endoscopes»).

Mpu NpyMeHeHWN HacTosILLLero cTaHAapTa pekoMeHAYeTCa UCNONb30BaTh BMECTO CChINTOYHLIX MEXayHa-
poAHbIX CTaHAAPTOB U AOKYMEHTa COOTBETCTBYIOLLME UM HaLMOHanbHbIe CTaHAAPTbLI, CBEAEHUS! O KOTOPLIX NpUBE-
AeHbl B AONOSTHATENBHOM NpuUnoxkeHun JA

5 BBEAEH BMEPBbIE

lNpasuna npumerHeHus1 Hacmosweao cmaHdapma ycmaroenersbl  TOCT P 1.0—2012 (pasden 8). MHghop-
Mauusi 06 UsMeHeHUsIX K HacmosuweMy cmaH®apmy nybukyemcs 8 exe200HOM (1o cOCmosHUI0 Ha 1 aHeaps
mekyuwezo 2o00a) UHopMayLUOHHOM yKasamerne «HauyuoHanbHblie cmaHOapmbl», a oghuyuanbHbIl mekcm usme-
HeHuli U rorpasoK — 8 eXeMecsyHOM UH(hopMalUOHHOM yKa3amere «HauyuoHanbHble cmaHdapmbl». B cryyae
riepecMompa (3aMeHbi) unu ommeHsi Hacmosiwezo cmaHOapma coomeemcemeyrouiee yeedomneHue bydem ony6-
nuKosaHo e briuxallieM 8bifycKe exXeMecsiHHo20 UHhopMaLyLOHHO20 yKkazamens «HayuoHanbHbie cmaHdap-
msi». Coomeemcemeyiouiasi UHbopMauusi, yeedoMIeHUe U MeKCMb] pa3MeLyaromes makke 8 UHGhopMayLOHHOU
cucmeme obujeeo ronb306aHuUsI — Ha othutuanbHoMm calime @edeparibHO20 azeHmMemea o MEXHUYECKOMY pe-
eynupoesaHuio U Mmemporoauu 8 cemu MiHmepHem (gost.ru)

© CrangapTuHdopm, 2013

HacTosLuuit cTaHaapT He MOXET BbITh MOMHOCTBLIC UMW YaCTUHHO BOCMPOU3BEAEH, TPaXUPOBaH U pacrpoc-
TpaHeH B kauecTse ocuLMansHoro uagaHus 6es paspelleHna degepansHOrc areHTCTBa Mo TEXHUYECKOMY pery-
NMPOBAHWIO U MeTPONorUK
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BBegeHue

PekomeHayeTcsi npovTeHne aaHHoro «BeeaeHusi» coemecTHo ¢ «BeegeHnem» k MCO 15883-1.

MotoLue-aesnHdpmrumpyowme MawwnHel (MAM), ykazaHHbIe B HacTosILLeM cTaHgapTe, npegHasHadeHb! 414
06paboTkM n3gennin, KoTopble MOTYT BbITb MOrpY>KeHbl B BOAY UM BOAHbIE pacTBOpLI. [N HEKOTOPbLIX 3aenni
neped 06paboTkol MoXeT NoTpeBboBaTLCS 3allyTa COOTBETCTBYIOLLMX YACTeR OT NOrpy>KeHWsl B COOTBETCTBUM C
pabounMm MHCTPYKUMSIMW NPOV3BOANTENS U3OENUs.

O6nacTtb NpuMeHeHWs ctaHgapTos cepun MCO 15883 BkrtovaeT B cebst naGopaTtopHble, BETepuHapHbIe,
cTomMaronoruyeckue, hapmaLeBTUHecKUe U Apyrue creumanbHble NPUMeHeHs], Hanpumep, MotoLLe-ae3nHbnLm-
pyloLiMe MaLLWHbI AN KApKacoB KpoBaTel U TPAHCMOPTHBIX TENEXEK U Ae3nHdeKUMM nocyabl U HOXEBbIX U3e-
NV, NpeaHa3HaYeHHbIX AN UMMYHO-0cnabneHHbIX 6oMbHbIX.

TpeboBaHus K MotoLLEe-Ae3UHDULMPYIOLWMM MaLLMHAM 4NA APYrMX NPUMEHEHUIA YCTaHOBNEHbI B APYrux
craHaapTax cepuu UCO 15883.

TpeboBaHus TexHukM 6esonacHocTy gns MOM npueegeHsl 8 MOK 61010-2-045.

B oTHOLLeHWM noTeHuWansHoro BpeaHoro BausaHusa MAM Ha kavecTBo Bogbl, NpeAHa3Ha4YeHHOW 4nsa NoT-
peGrneHns YenoBeKoMm:

a) cnegyeT OTMETUTB, YTO A0 TeX Nop, Noka He ByAyT oao6peHbl KOHTPoONMpyeMble EBponeiickue Kputepuu,
OCTaloTCSl B CUINE CYLLECTBYOLLME HAUMOHAaNbHbIe NpaBuna, kKacarLLMecs UCNoNb3oBaHWS /NN XapakTepUCTUK
MOM;

b) HacToawwmiA cTaHaapT He npepocTaBnseT HWUKaKoW WHOPMALUM O TOM, MOTYT S UCNOMb30BaTLCS
MotoLe-ae3nHpuLMpyloLme MallnHbl 6e3 orpaHudeHuii B Noboit cTpaHe, asnsioLlelicst UneHom Esponetickoro
coto3a (EC) unn Esponeiickoii accoumaumm ceoboagHor Toprosnu (EACT).

MCO 15883 cocTouT U3 criegytowmx YacTtei nog obwmum 3aronoskom «MotoLLe-ae3nHbuumpyowme ma-
LWWHbBI»

-Yactb 1. O6wue TpeboBaHus, TePMUHBI, ONPeaeneHUs U UCTIbITAHNS,

-YacTb 2. TpeboBaHUs U METOABI UCMIbITAHUI aNNapaToB, UCMONb3YHOLLMX TEPMUYECKYIO Ae3nuHdbeKUMIo Ans
XVPYPruyeckux MHCTPYMEHTOB, aHecTe3nonornieckoro o6opyaosaHus, 6a4vkos, Yaluek, NpUEMHUKOB, NOCYAbI,
nagenuii n3 cteknaun T. a;

- YacTb 3. TpeboBaHWs 1 MeTOALI UCTILITAHWIA annapaToB, UCMONb3YIOWMX TePMUYECKYHo Ae3nHdeKL o
KOHTEMHEPOB ANS OTXOA0B XU3HEAEATENbHOCTN YenoBeka;

-YacTb 4. TpeboBaHWA U METOALI UCTBITAHWIA annapaToB, UCMOMNb3YIOLLMX XMMUYECKYI0 Ae3nHMeKLMIo Ans
TepMonabunbHbIX 3HOCKOMOB;

-YacTb 5. 3arpsisHeHUs Ans NpoBeAeHNs UCTbITaHUIA 1 MeToAbl, AeMOHCTpUpYowne adhdeKTUBHOCTb MOiA-
K1 [TexHn4yeckas cneumdpmkaums).
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HAUMOHANBbHBIA CTAHOAPT POCCUMCKOW ®EOQEPALMUM

MALLUUHBI MOKOLE-OE3NHPULAPYIOLLUE
YacTb 4

Tpe6oBaHUA U MeToAbl UCTILITAHUIA annapaToB, UCMONb3YOLWMUX
XUMUYECKYI0 Ae3UHdeKLMIo AN TepMONabunbHbIX 3HA,O0CKONOB

Washer-disinfectors. Part 4. Requirements and test methods for washer-disinfectors
employing chemical disinfection for thermolabile endoscopes

DaTa BBepeuna — 2014—01—01

1 O6nacTb npMMeHeHus

Hacrosiumii ctaHaapT ycTaHaBnMBaeT YacTHbIe TpeboBaHusl, B TOM uncne TpebosaHWA no pabotocnocobHo-
CTH, K MotoLLle-ae3nHduLmnpyoLwmm malliHam (qanee — MAM), npeaHasHauyeHHBIM ANst UICMOMb30BaHNA € Lie-
TbHO OYNCTKN N XMMUYECKOW Ae3nHbeKUMM TepMonabunbHbIX 3HA0CKOMOB.

HacTosilumii cTaHgapT ycTaHaBnMBaeT Takke TexHUYeckne TpeboBaHus K OUMCTKe U Ae3nHbeKLun caMmoid
MOOLLEe-Ae3NHMDULIMPYIOLLIEA MaLLMHbI 1 ee YacTel 1 NpucnocobneHunii, KoTopble MoryT TpeboBaTbes Ang 4ocTU-
YKeHUs1 Heobxo Mo paboTocnocobHOCTU.

B cTaHgapTe nprBeaeHbl Takke METOAbl, KOHTPONbHO-U3MepUTErbHbIE MPUBOpPLI U MHCTPYKLWK, TpebytoLLm-
ecs1 NS UCMbITaHnsa TUna, paboyvunx UCMbITaHUIA, Banuaaumy (aTTectaumm Npy MoHTaxe, aTTecTaunmn yCTaHOBIEH-
Horo obopyaoBaHuUsi U aTTecTauumn AeicTByloLero o6opyaoBaHus Mpyu NEPBOM MOHTaXeE), TEKYLLLEro KOHTPOIS 1
MOHUTOPWHra, a TaKkKe MOBTOPHOW BanuaaLiMu, nepmoaMieckoi Unm nocre cyLecTBEHHOrO PEMOHTA.

MpumevaHune 1— B npunoxeHun A npueeaeHo AONONHUTENBHOE PYKOBOACTBO MO HAANEXalWeMy pasgene-
HUIO OTBETCTBEHHOCTM ANs pAga AeNCTBUI, OXBATbIBAEMbIX HACTOAWMM CTAHAAPTOM.

MpumevaHune 2— MIM, cooTBeTCcTBYIOWME TPEOOBAHUAM HACTOALWETO CTAHAAPTA, MOTYT TaKKe NPUMEHATLCS

NSl OYUCTKU U XMMUYECKON AE3MHPEKLMM APYIMX TEPMONAGUNbHBIX MEAULMHCKMX U3LENWIA MHOrOPa3oBOro UCMONb3o-
BaHWs1, ANs KOTOPbIX UX NMPOM3BOAMUTENb PEKOMEHAOBAN 3TOT MeToq Ae3nHGEeKUUN.

MAOM, cooTBeTCTBYIOLLME TPEBOBAHUSIM HACTOALLErO CTaHAapTa, He NpeAHasHavYeHb ANs OYUCTKU U 1e3UH-
dbeKkuMn MEANLMHCKUX U3Oennii, B TOM Yucne NpucnocobneHnii 3HA0CKOMNOB, SABMSIIOLMXCA TEPMOCTOMKUMMU, 1
KoTopble MOryT 6bITb Ae3NHMULMPOBAHBI UIM CTEPUNN30BaHLI TepMUdeckuMmn Metogamu (cm. UCO 15883-1, nyHKT
4.1.5).

TexHu4eckne TpeboBaHWs, yCTaHOBMNEHHbIE HACTOALMM CTaHA4ApTOM, MOTYT He o6ecnevnsaTh UHAKTUBA-
Lm0 Unu yaaneHve so3byauTener (MproHoBbIX 6enkoB) TpaHCMUCCUBHOW ry6yaToit sHUedanonaTuu.

MpumedaHune 3— Ecnu Bo3MOXHOCTL NpUCYTCTBUA NPMOHOBLIX GEMNKOB AonyckaeTcs, To TpebyeTcs ocobas
OCTOPOXHOCTb NpU BbIGOpE Ae3MHAEKTAHTOB U MOIOLMX CPEACTB, YTOOLI OHU HE pearMpoBany ¢ NPUOHOBbLIMK Gernkamm
Takum 06pasoMm, KOTOPbIA MOXET 3amMeanuTb UX yaarneHue Unu UHaKTUBaLMIO HA 3arpy3ke v MoloLe-ae3uHuLMpYyIo-
Wwen maluuHe.

HaCTOFlLLI,I/IIZ CTaHOapT MOXeT NpUMeHATbCA NoTeHUUarbHbIMA I'IOTpeﬁvlTeJ'lﬂMM 1 Npon3BoaAUTENIAMU B Ka4e-
CTBE OCHOBbI ANS1 COrnacoBaHuUs TexHuYeckux TpebosaHuii K MM, nponssoguTensamMm sHOOCKOMNOB, MOKOLLUX
cpeacTs, Ae3nHMULMPYIOLLNX CpeaCTB, a TakkKe Monb3oBaTensiMu.

2 HopMaTuBHbIe CCbINKK

B HacToslLLeM cTaHaapTe NCMoNb30BaHbI CChINIKM Ha criedytoLye cTaHaapThl, 06s3aTensbHbIe A4na npume-
HeHWs fgaHHoro cTaHaapTa. B cnyyae HegaTnpoBaHHbIX CCbINOK MPUMEHSIIOTCA caMble NMocneaHue U3aaHus LUTu-
pyeMbIX JOKYMEHTOB, BKMoYatoLLie BCce nonpasku.

UspaHune ocpuumnanbHoe
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NCO 11731-2 KauecTeo Boabl. OnpeaeneHuve 1 nogeveT Legionella. YacTs 2. MeToa npsimoit MembpaHHoM
dumnsTpaumm ana nonyveHust Boabl ¢ HU3KoW 6akTepuansHoli obcemeHeHHocTbio (ISO 11731-2, Water quality —
Detection and enumeration of Legionella — Part 2: Direct membrane filtration method for waters with low bacterial
counts)

MCO 15883-1:2006 MotoLLe-ae3nHbuumpytolime MawuHbl. Yactb 1. Obume TpeboBaHusi, TepMUHBI, onpe-
Aenenus u ucnbiranus (ISO 15883-1:2006, Washer-disinfectors — Part 1: General requirements, terms and definitions
and tests)

MNCO/TC 15883-5:2005 MotoLe-aesnHdpuLmpylolme MawnHbl. YacTb 5. 3arpsasHeHusa ans nposegeHns
ucnbITaHUsi U MeToAbl, AEMOHCTpUpYytoLmne addekTuBHOCTL Molku (ISO/TS 15883-5:2005, Washer-disinfectors —
Part 5: Test soils and methods for demonstrating cleaning efficacy)

M3K 61010-2-040 TpebosaHusa 6e30nacHOCTU K aNeKTpoobopyaoBaHUIO ANA U3MepeHust, KOHTpornst u nabo-
paTopHoro npumeHeHus. Yacts 2-040. YacTHble TpeboBaHuA k cTepunusaTopam U MotoLLe-ae3snHULUpPYoLWUM
MaLLMHaMm, NpuMeHsieMbiM anst 06paboTkm MeguumHckux matepunaros (IEC 61010-2-040, Safety requirements for
electrical equipment for measurement, control, and laboratory use — Part 2-040: Particular requirements for
sterilizers and washer-disinfectors used to treat medical materials)

3 TepmuHbl M onpeaeneHns

B HacTosiLLeM cTaHAapTe npuMeHeHbl TepMuHbl o MCO 15883-1, a Taloke crieyroLme TepMuHbI C COOT-
BETCTBYOLLUMU OMpeaeneHUAMU:

3.1 Bo3ayLWHbIA NpepbiBaTensb (air break): ®usndeckoe pazgenurensHoe yCTPOUCTBO B Tpybax nogaqu
BOAbI, NpefoTBpaLlatoLLee obpaTHbI NOTOK BOALI B UICTOMHUK BOAOCHaBXeHMs OT annapara, NoACoeAMHEHHOro K
Hemy.

MpumevaHune— Cm. EH1717.

3.2 MHOKynMpoBaHHbIA HocuTenb (inoculated carrier): YaepxusaroLLmii matepuarn, Ha NOBEPXHOCTU U
BHYTPW KOTOPOro HAHECEHO OnpeAeneHHOe KONMYECTBO XU3HECNOCOBHbIX TECT-MUKPOOPraHN3MOoB.

[MCO 11138-1, onpenenexue 3.10].

3.3 TecT Ha repMeTUYHOCTH (leak test): TecT, NpegHasHaveHHbIN 4Ns AoKazaTeNbCTBa TOro, YTO NOBEPX-
HOCTb, MOKPbIBAOLLASA U3Aenve W/unu BoiCTUNatoLas KaHarm U3aenns, ABNSeTCa HenoBpeXaAeHHoM B Takol cTene-
HW, KoTopas HeobXxoanmMa ANs BblAepPXMBaHWSA HeBONbLLOro NOMNOXKUTENLHOTO AaBNEHUS.

3.4 cucrembl nepeMeweHus xugkoctu (liquid transport systems): KoMnoHeHTbl MotoLLe-ae3uHbuum-
pytoLL el MalLnHbI, UCToNb3yeMble AN XpaHeHWs, HarHeTaHUs U nepemeLL.eHust Boabl U/Mnu pacTBOPOB BHYTPU
MotoLLe-Ae3MHULIMPYHOLLEA MaLLWHEI, 3a UCKNoYeHeM TpyBonpoBoaHON 06BSA3KM Nepeq BO3AYLLHbLIM NpepbiBa-
Tenem.

3.5 koadhdpmumMeHT MUKPOGHOIN MHaKTMBaLUK (microbial inactivation factor): UamepeHHoe n3aMeHeHne
nonynsLMN MUKPOOPraH3MOB, BbipaXKeHHOe B BUAE AeCATUYHOro norapudma (nopsaka) UBMeHeHUs!, BbI3BaHHOMO
neTanbHbIM BO3AelCTBUEM Ae3nHdeKkTaHTa.

3.6 koadbdpuumeHT MUKpoBHoro cokpalleHus (microbial reduction factor): MsmepeHHoe nsMmeHeHue no-
NynsLMY MUKPOOPraHU3MOB, BblpaXXeHHOe B BUAE AECATUYHOrO florapudma (nopsaaka) \aMeHeH s, BbI3BaHHOO
coyeTaHVWeM neTanbHOro Bo3aencTeuMs AeanHdeKTaHTa 1 husnyeckoro yaaneHust MUKpOOpraH13moB.

3.7 3akynopka (obstruction): HYacTuyHoe unu nonHoe GrioknposaHue.

3.8 uukn camopesuHdekumu (self-disinfection cycle): Pabouuii uukn nog ynpasneHveM aBToMaTUHeCcKo-
ro KOHTponnepa, NPoBoANMbIA Be3 Kakoi-NMbo 3arpy3ku B MotoLLe-Ae3uHMMUMPYOLLE MaLLMHe, NpeaHa3HaYeH-
HbI Ana ge3uHdeKuMn Bcex TpybonpoBoaoB, kKaMep, eMKOCTER U ApYTMX KOMMOHEHTOB CUCTEM NepemeLLeHNs
XMAKOCTEWN, KOHTaKTUPYHOWNX C BOAOW WU pacTBopamu, UCTIOSb3yeMbIMU NSt OYUCTKK, Ae3uHEKLUN Unn
ononackMBaHWa 3arpysKki.

MpwumeyaHune— 3710 He BKNoYaeT B ceba aesnHdekumio niobbix Tpy6onpoBoAoB Mexay UCTOYHUKOM Ae3WH-
heKTaHTa U KOHTPOIIbHBIM KIanaHoM B Cry4ae MCNoNb30BaHWsi OAHOPA30BOI0 MHOrO030BOTO KOHTEWHepa Ansi Npuro-
TOBMeHUs1 pabounx pacTBOPOB XMMUKATOB ANS NPUMEHEHUS1 B MOIOLLE-Ae3MHNLMPYIOWEe MalLmMHe.

3.9 TepmonabuneHbIn (thermolabile): Moepexxaaembiii Nnpy Bblaep)kKe B AvanasoHe TemnepaTyp, UCMonb-
3yemMoM AJ1s TepMUYeckoit Ae3nHdekumn.

MpumedyaHun e— MuHumansHas Temnepatypa Tepmmuyeckol aeavHdekumm, ykazaHHas 8 UCO 15883-1,
coctasnseTt 65 °C.
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4 Tpe6oBaHuA K pabo4unm xapakrepucTukam

4.1 O6wme TpeboBaHUA

4.1.1 MOM pomkHbl cooTBeTCcTBOBaTL TpeboBaHusam UCO 15883-1, 3a ucknoueHuem:

- nyHKTa 4.2.3 (CTagna ounCTKN);

- nyHkTa 4.3.1 (TexHU4eckue TpeboBaHus K TepMUdecko aesnHdekumu);

- nyHkTa 5.3.2.5 (MrKkpobronorndeckoe kayecTBO BOAb! AN KOHEYHOTO OMOSIAaCKUBaHUS);

- NyHKTa 6.4.2 (NpoBepka Ka4ecTsa BOALI ANl KOHEYHOro onofackueaHus);

- NyHKTa 6.5.6 (NpoBepka BEHTUNALMK KaMephl, NpeAoTepallatoLleli cosaaHune B Hell U3bbITOUHOro AaBne-
HWs1 BOASIHBIM Mapom);

- MyHKTa 6.7.2 (npoBepka Tenexek Ans obpalleHus ¢ 3arpyskoi BHe MOM);

- NyHKTa 6.8.2 (MpoBepka TeMnepaTypbl 3arpy3ku);

- nogpasgena 6.10 (npoepka 3hdEKTUBHOCTM O4UCTKK; NYHKT 6.10.2 nsmeHeH Ha nogpasagen 6.11 HacTos-
Lero cTaHgapTa).

MpumeyaHue— 31 nogpasgens! GbiNY 3aMeHEHbI UM U3MEHEHb! B pEAAKLIMM HACTOAWEro cTaHaapTa.

4.1.2 Kaxpgoe nsgenue, Bkrnwoyas nobol ero kaHan unm nonocTb, 4oMkHO 6biTb 06paboTaHo B MM B
crnegyoLnx cTagusix:

a) TecT Ha HerepMeTUYHOCTbL (rae aTo NPUMEHUMO) cornacHo 4.2;

b) ouncTka (koTopas MOXKeT COCTOATh U3 HECKOMbKUX cTaguin) cornacHo 4.3;

C) geavHdekUua cornacHo 4.4;

d) okoHUaTenbHOE onosiackuBaHWe cornacHo 4.5;

e) yaaneHue ononackveatoLLei Bogsl cornacHo 4.6;

f) cywka (rae aTo NpUMeHNMoO) cornacHo 4.7.

4.1.3 Nocne 3aBeplieHns obpaboTkn 8 MOM sHaockon gorkeH 6biTb cBOG0AEH 0T BereTaTUBHLIX hopM
HakTepuii (Ho He obsizaTenbHO OT crop) U ApYrux aarpsisHeHnin. CoveTaHue NpoLeccoB OUNCTKN U AeanHdeKLmn
OO0JDKHO ObITh paspaboTaHo TakuM 06pasoM, YToObl 06ecneunTb BbINoHEHNE STUX YCIOBWIA, NPUHUMAS BO BHAMA-
HME BO3MOXHbIA BEICOKWIA YPOBEHb [MCXOAHO] BakTepnansHo KoHTamMmuHaumK, cM. [24], [25] 1 [26]. Heobxogumo
MPVHATL BO BHUMaHWE W gpyrve hakTopbl, Takme Kak KOHCTPYKLMSA KOHHEKTOPOB (NepexoaHukos). Mponssoautens
MOM gornkeH nokasaTe UX BOSMOXKHOCTU MpY NPOBEAEHUN UCTIbITaHWA TUMNa CO BCEMU TUNamMu 3HAOCKONOB, ANA
06paboTkn KOTOPLIX paspaboTtaHa MOM.

MpumeyaHwue1— [deMoHCTpPaUMA BO3MOXHOCTU MOMHOIO LMKa MoxeT 6bITb 06ecneyeHa npy NpoBeaeHUU
UCMbITAHUN Tmna, nyTeMm npuMmeHeHus MO,E[VIC*)VIK&LI,VIVI MEeTOAUKMH, onvcaHHoOW B NPUNoXeHnn B, C ncnonb3oBaHnem
MMKpPOOpraHmaMa ¢ 3apaHee J0Ka3aHHOW Hauborbliel pe3MCTEHTHOCTBIO K Ae3UH(DEKTAHTY U pearibHbIX 3HA0CKOMOB,
nvinn metoamku, npueegeHHon B UCO/TY 15883-5, npunoxenune A.

MpumeuyaHwune2— SDPEeKTUBHOCTE 06paboTKM (BKNOYAA OYUCTKY U AE€3UHMEKLMIO) 3aBUCUT OT MHOMMX
haKTOpOB, Cpeau KOTOPLIX CrieaytoLme:

a) KOHCTPYKUUA (xapakTepucTuku) o6pabaTtbiBaemoro usgenwvs;

b) npupoga ypansiembix 3arpsi3HeHuit U CTENeHb 3arpsA3HEHHOCTH;

c) TemnepaTtypa;

d) mexaHuueckas aHerpusi (TUN, MOWHOCTL);

€) npoayBka Arisl yaaneHus ononackvealowen sogpl;

f) cuctema motowero cpeacTea;

g) npupoaa, o6beM, KOHLEHTpaUusl U TeMnepaTypa pacTBOPOB A1 OYUCTKU U Ae3nHEKUMK, N UX cnocobHOCTL
cMauMBaTh OuYMLLAeMblE U AE3NHULMPYEMbIE NMOBEPXHOCTH;

h) ANMTenbHOCTL pa3nuuHbIX cTagwii o6paboTku,

i) yaaneHvne BbIMbITbIX 3arpsi3HEHUIN.

4.1.4 iHcTpykuun npoussoautens MOM gomkHbl pekomeHaosaTh cobniogeHye Bcex TpeboBaHWi Nponsso-
antena usgenus, Hanpumep, o pyYHOI o4uCTKe U 0 pa3bopke sHAockona nepea obpaboTtkoii B MAM.

4.1.5 3HaveHne NboK NnepemMeHHol npolecca, BruvsioLleln Ha 3¢hdeKTUBHOCTL LKA, A0STKHO BbITh Npea-
BapuTENbHO 3agaHo, a ee U3MEeHeHMWe A0MKHO BbITb BO3MOXKHO TOMLKO € MOMOLLBIO KIloya, KoAa UM UHCTPYMEH-
Ta (cm. UCO 15883-1, nyHkTb1 5.18.3,5.18.8, 5.18.12).

4.1.6 CpeacTaa kOHTpoNs 06bema paspeLLeHHbIX XUMUYeCcKUX CpeACTB Anst 06paboTkv AomKHbI obecneyu-
BaTb nogavy 3agaHHoro o6bema ¢ TOHHOCTbIO He XyXe 5 %.
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4.1.7 Ecnu B8 MOM ucnonb3syetcs Asa unu bornee pasnuyHblX XuMrUieckux cpeactea ans o6pabotku,
OOIMKHbI 6bITb MPUHSITLI Mepbl 0becneveHnst TPUCOeAMHEHWS K HY>KHOMY KOHTERHEpY C XMMUYECKUM CpedCcTBOM.

MpunMedyaHun e — Tonbko HanMume 3TUKETOK U/MNK LBETOBOE KOANPOBAHME MEPEXOAHNKOB, KOHTEMHEPOR W/nnu
TPYyOOK MOXET OKa3aTbCsl HE AOCTATOYHbLIM AMsl BbINOMHEHUs1 3Toro TpeGoBaHus.

4.1.8 NHcTpykumm npoussoauTenst MOM aomkHbl pekoMeHaoBaTb TeEpMUYECKyo Ae3uHdeKuno W/nnu cte-
pynusauuio TepMOCTONKMX NPUCocobneHni K TepmonabunbHeiM sHaockonam. [Cm. UCO 15883-18, nyHkT 4.1.5,
nepeuyucrieHue j)].

4.2 CucteMbl NpoBepPKU repMeTUYHOCTU

4.2.1TpeboBaHus 4.2 HacTosILLero cTaHaapTa pacnpocTpaHsaoTca Tonbko Ha MAM, npeaHasHaveHHble ANa
06paboTKM 3HAOCKONOB, TPEBYIOLLMX NPOBEPKU BOAOHENPOHULAEMOCTU U3AENUS.

MpwumeyaHwue— ITOT TeCT NpeaHa3HaAYeH AN AEMOHCTPAUMK TOro, 4TO 3HAOCKON He GyaeT noBpexaeH
NPOHVWKHOBEHWEM BOAbI BO BpeMsi NpoBeAeHus uukna obpabotkm B MAM. OH cunTaeTcs Tonbko NUwb NPOBEPKOW Leno-
CTHOCTM 3HAOCKONA, KOIJa BCe NapameTpbl Tecta Ha repmetnyHocTe MAM (Hanpumep, aaBnexnne, AnUTeNbHOCTb, MaKCH-
MaribHO AOMyCTUMAasl yTeuka) COBMECTUMbI C MapaMeTpamu, ykasaHHbIMM Npou3BoguTenem aHaockona.

4.2.2 MM pomkHa 6bITb cCHabXeHa:

a) yCTPOWACTBOM AiMisl BbINONHEHWS aBTOMAaTUYECKOro TecTa Ha repMeTUHHOCTL 3HAOCKOMA, KOTOPbLIN A0MKEH
6bITb 3aBepLUEH 0 TOro, Kak 3arpy3ka Ha4yHeT KOHTaKTUpoBaTh ¢ obpabaTtbiBaroLmmMm xxuakoctammn 8 MOM; nnbo

b) MHCTpyKUKMeit No BLIMONHEHWIO TEeCTa HAa repPMETUYHOCTL B pYYHOM pexumMe neped obpaboTtkon 8 MOM.

Mpumeuyanune1—Tge 310 AONYCTUMO, MOXET NPUMEHATLCA ANLTEPHATMBHLIN METOA OnpeaeneHus
uenoCTHOCTN 3HAOCKONA, yKa3aHHbII‘/‘I npouw3BoguTtenemMm aHgockona.

MpumedvaHune2— MIM c aBTOMaTUYECKUM TECTOM HA FEPMETUHHOCTL MOTYT UMETL BbiBUpaemMylo Nonb3oea-
Tenem He3aBUCUMYIO OMUMIO NMOBTOPEHUA TeCTa B KOHUE 06paboTkn AONONHUTENBHO K HOPManbHOMY LUMKNYy o6paboTku.

4.2.3 B MOM c aBTOMaTU4eCKUM TECTOM Ha repMETUYHOCTb aBTOMAaTUYECKUIA KOHTPONNEP AOSKEH B CNy-
Yae obHapyXeHus HerepMeTUYHOCTM B 3HAOCKOMNE NpekpaLlaTe NpoaomkeHWe pabovero uukna v reHepuposatb
3BYKOBOW V1 BU3YyanbHbI CUrHarbl, CBUAETENLCTBYIOLLME O HEYAOBNETBOPUTENBHOM TECTE HA FePMETUYHOCTb.

KonebaHusi TeMnepaTtypbl MOryT HEFraTUBHO BAUSITL HA YyBCTBUTENBHOCTL TECTA HA FePMETUYHOCTD, U MPOU3-
Bogutens MOM gonkeH ykasaTb 4oNyCTUMBIA AvanasoH TemnepaTyp B MM Bo BpeMsi npoBeAeHUsi aBToMaTu-
YecKoro TecTa Ha repMeTUYHOCTb, eCinn TakoBOW UMeeTcst [cM. pa3aen 8, nepeuncrieHue f)].

MpumMeyaHue1— HeyaoBneTBOPUTENbHBIN TECT HA FEPMETUYHOCTL MOKA3bLIBAET BEPOSITHOCTb MNOBPEXAEHUS
M3genusi Npu NpoaoskeHnn obpaboTku; yAOBNETBOPUTENBHBIN TECT HA FEPMETUHHOCTL He AaeT abConNoTHON rapaHTUm
TOrO, YTO M3genue He ByaeT NOBpPexXAEeHO MpW nocneayiowen obpaboTke.

MprumeyaHne2— ABTOMATUHECKUI TECT HA FrEPMETUYHOCTD C NOAAEPXKAHUEM NMONOXUTENBHOTO AABNEHNUs BO
BPEMS MPOBEAEHUS LMK MOXET 06eCrneYnTs AONONHUTENBHLIN YPOBEHb 6e30nacHOCTM.

4.2.4 BMIOM ¢ aBTOMaTU4ECKUM TECTOM HA repMETUYHOCTb:

- cucTeMbl NpucoeamHeHus nagenusa K MOM gomkHbl MMeTb Takylo KOHCTPYKLMIO, YTOBbI NepexoHuKH,
npegocTasnsemMble nponasoauTenem MOM v npeaHaszHaueHHbIe ANs NPOMbBIBAHUS KAHANOB 3HA0CKOMNA, HEe MOrK
6bITb NpUCOEANHEHBI K KOHHEKTOPY 3HA0CKONA, NpeAHa3Ha4YeHHOMY s TecTa Ha repMeTUYHOCT;

- cucTeMa npucoeanHeHus sHgockona k MAM gomkHa UMeTb Takyo KOHCTPYKLMIO, YTOObI KOHHEKTOP MalLu-
Hbl ANS TecTa Ha repMeTUYHOCTb He MOT BbITb COeANHEH C NPOMbIBAEMbIMU KaHAaNaMn SHAOCKONA;

- CpeCTBO KOHTPOMNSA AABMNEHUsi BHYTPU u3aenus (Hanpumep, AaT4vK AaBNeHUs1) 4OMKeH bbiTh He3aBUCUM
0T cpeacTBa, MPUMEHSIEMOTO NSl perynmpoBaHua HayaribHOro AasneHust (Hanpyumep, perynmpyoLLero AaBrneHue
KnanaHa);

- cMcTeMa noanpeccoBKN U3Aenns BO BpeMsi NpoBeAeHUsl Tecta Ha repMeTUYHOCTb A0MKHA UMETb cpef-
CTBa NpedoTBpaLLEeHNs Ype3MepHOI NoANPECCOBKU U3AENUS B CliyYae 0TKasa CUCTEMbI KOHTPOSSl AABMNEHUS;

- cTeneHb U ANUTeNbHOCTL MOAMNPEecCcOBKM, a Takke nageHue AaBneHus Unu NoToK BO3AyXa, ykasbiBaoLve
Ha Hey[dOBNEeTBOPUTENbHbIV pe3ynbTaT TecTa (0Tkas), AOMKHbI TG0 COOTBETCTBOBATL UHCTPYKLIMSIM NMPOU3BOAUTE-
nga 3Hpockona, Ans 0bpaboTkM KoTopbIX NpeaHasHavyeHa MM, nnbo 6bITb He3aBUCUMO NOATBEPXKAEHLI NPOU3BO-
antenem MOM.

4.2.5 MM c aBTOMaTM4ECKMM TECTOM HA repMETUYHOCTb AOMKHbI UMETL CPEeACTBA aBTOMATUYECKOro ono-
BeLLeHWs NOMb30BaTeNs 3BYKOBbLIM U/UMKW BU3yaribHbIM CUrHANoMm rnocne 3anycka Liukna o6paboTku, ecriv KOHHeK-
TOpbl TECTA HA FrepMETUYHOCTb He MpUcoeAnHEeHbI K 9HOOCKONY.

4
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4.2.6 MOM c aBTOMaTU4ECKUM TECTOM Ha repMETUUYHOCTb AOJIKHbI UCTILITLIBATLCA B COOTBETCTBUM € 6.5
HacTosLLero cTaHaapTa.

4.3 Oyucrtka

4.3.1 O6uwue nonoxeHusa
Bce noBepxHOCTW aHAOCKONA (BHYTPEHHUE U HapyXHble), KoTopble TpebyeTca aAesvHduumposaTts B MOM,
AOMKHbI 6bITb ounweHbl. (Cm. UCO 15883-1, nyHkTbl 4.2.1.1,5.1.10 1 6.10.2).

MpumeyaHune— HekoTopble 3HAOCKOMNbI MMEIOT COCTABHbIE YacTU (Hanpumep, aNeKTPOHHbIE KOHHEKTOPbI),
KOTOpbIe NPOU3BOAUTEND PEKOMEHAYET He MOorpyKaTb B BOAY UIMU BOAHbIE pacTBOPbl. OTU cocTaBHble YyacTn obpabaTtbi-
BalOTCAA B COOTBETCTBUM C WHCTPYKUMSIMU MPOV3BOAUTENS], a 3aTeM 3aLLMLIAIOTCS OT NOTPYXEHUs1 BO BpeMsi o6paboTku
e MOM (cm. 5.1.2).

OuuncTka AomkHa BKNtoYaTh B cebst MoKy pacTBOPOM MOIOLLETO CPEACTBA, KOTOPOW Npu HeobxoaumocTu
MOXeT npeaLecTBoBaTL NPOMbIBKA. 3a MOMKOW [OSHKHO cnefoBaTh onosiackuBaHue Ao Tex nop, noka He 6yayT
BbINOMHEHbI YCNOBUSA, NpUBeaeHHble B4.3.4.

4.3.2NMpomMbiBKa

Mpu HeoBxoaumocT MAM AomkHa MMETL cpeacTBa MPOMBIBKU BHYTPEHHUX U HAPYKHLIX MOBEPXHOCTEN
aHgockona.

MpumeuaHune —IlpombiBka nepen MOMKOIW MOXeT OblTb HeoGXoauMa Anst yaaneHws 3arpsisHeHun nubo
nNpeaoTBpaLLEHUsI KAKOrO-NMOO B3aMMOAENCTBUSI MeXY XUMMKATaMu, UCMONb30BaBLIMMUCA B NpeaBaputernibHon 06-
paboTke, M xumukaTamm pabouero umkna MIAM.

MpoMbIBOYHAA BoAA UK pacTBOP A0SKHBI CIMBATLCS BO BPEMSI UITM MO OKOHYAHUM KaXkaoro Lykna obpa-
BOTKM, 1 He AOMKHbI UCTIONB30BaTLCS MOBTOPHO.

4.3.3 Monka

MpounasoamTens MOM gonkeH ykazaTb pekoMeHayeMble A5 NPUMEHEHMUS MOOLLMe CPEACTBA, YCTaHOB-
NEHHbIE MPY MPoBEAEHUM UCNbITAHUIA TUNA [CM. pa3aen 8, nepeyvucrieHre m)).

PacTBop MotoLLero cpeacTBa 40MKEH CAMBATLCS BO BPEMSI UMW MO OKOHYAHUW KaXKAoro Lvkna o6paboTku
1 He JOSKEH MCMos1b30BaThCsl MOBTOPHO.

TemnepaTtypa pacTBopa MOLLEro CpeacTsa Bo BpeMs NPoBeAeHUS CTaan MOMKU A0MKHA KOHTPONUMPO-
BaTbCA C Lienbto 06ecneyeHuns Toro, YTo oHa HaxodWTes B Npeaenax, yCTaHOBMEHHbLIX MPOM3BOAUTENEM MOIOLLETO
cpeacTea, a Takke AomkHa BbITe COBMECTMMa € TeMMNepaTypHLIMU OrpaHU4eHUsIMU 4nst obpabaTbiBaeMbIx U3ge-
TNiA.

OTo pocTuraeTcs:

a) ynpasrneHnem TeMnepaTypoi pacTeopa MOHLLEro cpeacTea; nnbo

b) rae aTo gonyckaetcs, paboToii MOM npy TeMnepaType oKpyXatoLLero Bo3ayxa COBMECTHO CO CpecTBa-
My NpeaoTBpaLleHus paboTsl MOM, ecniv TemnepaTypa pacTBopa MOOLLETo cpecTBA BbIXOAMT 3a YCTAHOBNEH-
HbIA TeMnepaTypHbIi AnanasoH.

4.3.4 OnonackuBaHue nocrie MOMKu

OnonackvBaHue Mexay MoiKkoi 1 AesunHdeKunen Heo6xoaMmo ANs YMeHbLUEHUS! KOHLEHTpaLMK OcTaTKoB
(xumunkaToB anst 06paboTKK 1 3arpsA3HEHUIA, B TOM YACHE MUKPOBHOW KOHTaMUHALMK) HUXKe NPeaerbHOMo YPOBHS,
npy KOTOPOM BO3MOXKHO OTpULIaTeNbHOE BrusiH1e Ha 3¢ppeKTUBHOCTL Ae3UHEeKLMOHHOW 06paboTKu.

OnonackusaHue Mexay Moikol 1 Ae3nHdeKunen AoMKHO NPOBOAMTLCA, €CNU He MOXET BbITh AoKasaHo,
yTo:

a) OTCYTCTBYET peaKLsi Mexay HeCOBMECTUMbIMU XMMUKaTaMy Anst 06paboTku, UCNONb3yeMbIMUA B 3TUX
cTagusix;

b) oTcyTcTBYET NOGOUHAS peakLns Mexay B3BeLUEeHHbIM UM OCTATOYHBLIM 3arpsisHeHEM M Ae3nHdeKTaH-
TOM.

BaavmogeiicTere Mexay Ae3nHEKTaHTOM M OCTaTOYHBIM 3arpsi3HeHMemM Heo6xoaMMO NPOBEPSITL B YCIO-
BUWSIX, KOrAa 3arpsisHeHWe NPUCYTCTBYET B KOHLEHTPALMN HEe HKE MaKcMasibHOM, peanbHO BCTpevatoLLencs Ha
npaKkTuKe, a KOHLEHTPaLUsA Ae3nHEKTaHTa He Bbllle MUHUMANBHOW YCTaHOBMEHHOM KOHLEHTpaLmu.

KavecTBo ononackusaroLei Bodsl 4OMKHO BbITb ycTaHOBMNEHO Nponasogutenem MAM; Boaa gonkHa 6biTb,
o MeHbLUEeR Mepe, MMTLEBOro Ka4uecTea.

4.3.5 OnpepneneHue achheKTUBHOCTU OUUCTKU

O heKTUBHOCTL OUMCTKN AOMKHA onpeaensaTbCa cornacHo 6.11.
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4.4 le3uHpeKkynsa

4.4.1 O6Wwue nonoxeHusn

HauuroHanbHble HopMaTuBHbIe TPEOOBaHUS MOTYT yCTaHaBIMBATL NpoLedypbl yTBePXAeHWS Ae3nHdeKTaH-
ToB, NprMeHsembix B MOM ans meanumHckmx nagenuin. CooTBeTCTBUE STUM HaLMOHaIbHLIM TPEBOBaHWAM A0k~
HO paccMaTpuBaTLCA Kak CoOOTBETCTBME TpeboraHUsM 4.4 B Npeaenax TeppuTopun 4eACTBUS HAaUMOHANbHBIX Tpe-
6oBaHuMiA.

CunTaetcs, uto cnocobHocTb MOM obecneunBaTe Ae3UHGEKLNI0 U3OeNUsi JoKasaHa, eCrik MPW UCTIbITaHMK
MAM cornacHo 6.12.6 npu ycTaHOBMAEHHbBIX MapameTpax KoHLeHTpaLmm Ae3nHdekTaHTa, 06bema, Temnepatypei
1 BpEMEeHM KOoHTaKTa AocTuraeTcsl Tpebyemblin koadhdmLMeHT MUKPOBHOM nHakTueaumm (cm. 4.4.2.4).

BbI6op AesunHdekTaHTa AomkeH obecneunsaTb COOTBETCTBUE €ro CriekTpa akTUBHOCTU NpeanonaraeMomy
npYMeHeHno. S DEKTVBHOCTL AE3UHIEKTAHTOB MOXET BbiTh Cepbe3HO YXyALIeHa OCTATOMHbIMM 3arpsi3HEHUSIMM,
HeopraHW4eCcKMMU CONSAMU U T. 4., OCTaBLLMMUCS Ha U3Aenuu, NoaToMy nepes aesnHdekumnei Tpebyetcs apdek-
TUBHas O4NCTKA.

MpumeyaHue— [Opyrve xumukaTtbl gnsi 06paboTku, Hanpumep MolLWwMe cpeacTBa, MOryT pearvpoeaTtb C
AE3NHIEKTaHTaMM M CEpPbe3HO BNUSTb HA WX aKTUBHOCTb, ECINM OHW He yaaneHbl neped cragueit 4eavnHbekumum.

4.4.2 3bdheKTUBHOCTb Ae3uHbeKTaHTa

4.4.2.1 MpuBegeHHbIE HUXKE UCTLITAaHUSI OCHOBAaHbI HA MPUMEHEHUW BOAHLIX PACTBOPOB Ae3uUHeKTaHTa.
MprMMeHeHWe Apyrnx cucTeM, OCHOBaHHbIX Ha ra3oobpasHbiX Ae3VHMEKTaHTax, He UCKoYaeTcs, HO TpebyeT npo-
BeeHWs 3KBMBaeHTHbIX UCTbITAHUIA.

4.4.2.2 Mpw ncnblTaHusx cornacHo 6.12 gonmkHa BbITb AokasaHa 3 ekTUBHOCTL Ae3uHMeKTaHTa in vitro.

4.4.2.3 KoHKpeTHbIA MeToa HelTpanuaaummn aesnHeekTaHTa AomkeH ObiTb BanuaMposaH cornacHo 6.12.2.6.

MpumMmeyaHne— ITM AaHHbIE MoryTt ObITb npegocTaeneHbl NponssoguTenem gesmHdekraHTa.

4.4.2.4Tpuv ncnbiTaHuax cornacHo 6.12.2 1 6.12.6 npy MUHUManNbHLIX BPEMEHW BbIAEPIKKA, KOHLLEHTpaLMK
1 TeMnepaTtype, cnonsayemeix 8 MOM, gesnHdekTaHT AoMmKeH nokasats:

a) UHaKTMBaLMo BereTaTUBHLIX hOpM BaKTepuin, BKIHOHAA APOXCKU U ApoXckenodobHble rpubbl, Mo MeHb-
Lweit Mepe Ha 6 nopsiakos (g 108);

b) nHakTMBaLWMIo MUKOBaKTEpUA Mo MeHbLLei Mepe Ha 5 nopsiakos (Ig 10%);

C) MHAKTMBALMIO FPUBKOBLIX CTIOP M BUPYCOB Mo MeHbLLIEN Mepe Ha 4 nopsaaka (Ig 104).

MpurmeyaHme 1 — YkasaHHble BENMUMHbLI MHAKTUBALMKU CHUTAOTCA MUHUMANBHBIMU 4Nt SHAOCKONOB; B APYIMX
CTaHAapTax C Uenbio pa3pelleHnsi MapkupoBKkU GUOLMAHON aKTUBHOCTW OHW MOTYT OTNINYATLCA OT YKA3aHHLIX BESINUNH.

MpwnmeyaHwue 2 —HaynoHanbHble opraHbl perynupoeaHusa moryT TpeboBate obecneveHne 6onee BbICOKUX
BEnnyvH UHaKTuBaLun.

4.4.2.5 BoibpaHHbI Ae3nHdeKTaHT 4oMmKeH ObITb akTUBEH B OTHOLLEHUN GakTepuanbHbIX S3HAOCToP.

Mpwy vcnbITaHUAX NPY MUHUMASTBHBIX KOHLIEHTpaLmMK 1 TeMnepatype, npumeHsiemblix 8 MOM ans obpaboTtku
3HOOCKOMNOB, Ae3WHMEKTaHT AOMMKEH CHIKaTb Nonynauuio 6aktepnanbHbIX Clop He MeHee YeM Ha 6 Nopsakos
(Ig 10%) 3a Bpems BLIAEPXKM A0 5 4 NGO C KBUBANEHTHOI CKOPOCTLIO. [le3UHMEKTaHT A0MKeH BbiTb UCTILITAH B
OTHOLLEHWU CTOoP C U3BECTHON PE3UCTEHTHOCTLIO K HEMY KaK U3 adpOoGHBIX, Tak U aHa3pOBHbLIX MUKPOOPraHN3MOB.

4.4.2.6 YcnoBus ucnblTaHUn Ans aokasatenbcTsa 6akTepuumMaHoOn akTUBHOCTU Ae3nHdeKTaHTa in vitro
[OKHBI YYUTEIBATE YCIIOBUS PUMeHeHWs AeanHdekTaHTa. Hanpumep, ecnv ononackveaHue mexay MOWKoN 1
AesvHdekunein oTCcyTCTBYET, Ae3UH(EKTaHT AoMKeH BblTb UCNbITaH B NPUCYTCTBUN MELLIAIOLLUX BELLECTB (CM.
TaKke 4.3.4) u, Hanpumep, B rPSI3HLIX YCIOBUSIX.

MpumeyaHue— J[lokazaTenbCTBO TOrO, YTO Ae3MH(EKTAHT COOTBETCTBYET BbiENPUBEAEHHBIM TPeGOBaHNUAM,
MOXeT 6biTb BbINOMHEHO MPOU3BOAUTENEM AEe3WH(EKTaHTa C NPUMEHEHMEM METOAWK, OCHOBAHHbLIX HA COOTBETCTBYIO-
wmx onybnuMkoBaHHbIX CTaHAapTax unu apyrmx nybnukaumsx (Hanpumep, EH 13624, EH 13727, EH 14348, EH 14476,
EH 14561, EH 14562, cnopounaHbiii Tect AOAC, ASTM E2111-00).

4.4.3 Temnepatypa

Temnepartypa pacTBopa Ae3nHdeKTaHTa Ha NPOTXKEHUM CTaauy Ae3nHGEKLMM AoMMKHA KOHTPONMPOBATbLCA,
YyT0bbI 0BecneunTs ee nogaepkaHue B npegenax, ykasaHHbIX NpovussogutenemM aeanHdekTaHTa, a Taloke AomkHa
6bITb COBMECTVMA C TEMINEPaTYPHBLIMU OrpaHU4eHUsMN A4Nst 0bpabaTbiBaeMbIX U3aeNniA.

910 pocturaetcs nMbo ynpasneHuem TemnepaTypoii pacteopa AesuHdektaHTa, nnmbo, rge a1o AonyckaeT-
cs1, pabotoit MM npu TemnepaType okpyXatoLLero B03ayxa COBMECTHO CO cpefcTBamu nNpegoTepalleHust pabo-
Tol MOM, ecnin TeMnepatypa pacTsopa Ae3vHbeKTaHTa BEIXOAUT 3a YCTAHOBEHHbBIA TeMnepaTypHbIi AnanasoH.

6
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4.4.4 KouTponb 06paboTku

KoHTponb 06paboTku B kaxkaomM pabovem Lnkne ¢ NoMOLLIbI0 aBTOMAaTUYECKOro KOHTponepa A0SKeH BKIHO-
vaTb B ce6a NpoBepKy TOro, 4To NapameTpbl 06paboTku, ykazaHHbIe npoussoautenem MM B kauecTBe He06X0-
OVMBIX Y A0CTaTOYHbIX AN AOCTWXEHUA Ae3nHeKUMM (Hanpumep, KOHLeHTpaLUms, TeMnepartypa v BpeMsl KOHTak-
Ta Ae3nHdekTaHTa), AOCTUTHYTHI (CM. TaKke 5.5).

Mukpoburonoruyeckas nposepka (Hanpumep, € NOMOLLILIO BUONOrUYECKUX MHAUKATOPOB UM MHOKYNIMpOBaH-
HbIX HOcUTenel) cTagun Ae3vHpEKLMN B KAXKAOM LMKIE He A0SKHA MPUMEHSITLCS A1l AoKasaTernbCTBa COOTBET-
CTBUA AaHHOMY TpeboBaHWo.

Mpwumeyanune—IoareepxaeHne KOHUEHTpaUMKM Ae3nHAEKTAHTa MOXET NoTpeboBaTh, HaNpUmep, smepe-
HUA 06bemMOB Ae3nHeKkTaHTa n 4obaBNeHHON BOAbI COBMECTHO C CepTUdhUKATOM COOTBETCTBUSA OT NOCTaBLUMKA AE3UH-
ekTaHTa B OTHOWEHNM Ero KOHUEHTPpaUuWK, CPOKa XpaHeHUs1, AaTbl OKOHYAHWA CPOKa FOAHOCTU U T. A. (cM. Takke 4.4.5.2).

4.4.5 NMpuMmeHeHue pe3uH(eKTaHTa

4.4.5.1 Obwue nonoxeHus

MpoussoauTens MAM gonxeH ykasaTb NPUMEHsIEMbIE Ae3UHEKTaHTbI, YCTaHOBIIEHHbIE NP BLINONHEHUN
ucnbITaHuii Tuna [(cMm. pasaen 8, nepevncnexHve m)).

PacTBopbl Ae3nHdeKkTaHTa AoMKHbI IM60 CNMBaTLCSA MOCNe OAHOKPATHOIO UCMONb30BaHWA B LMKNe, nMbo
UCMOJL30BaTLCS MOBTOPHO B TEYEHWE OrpaHUYEHHOro KONnyecTea UMKIoB (M. 4.4.4). Cnve nocne 0gHOKPaTHOro
UCMOIb30BaHUS B LIMKIIE SIBMSIETCA NPeAnoHTUTENbHbIM.

4.4.5.2 NosTOpHOE UCNONL30BaHNE PacTBOPOB Ae3nHdbEeKTaHTa

Ecnu koHcTpykums MM nossonseTt UCNonb3oBaTb OAUH U TOT Xe pacTBop Ae3uHdekTaHTa B ABYX UK
6onee nocnegoBaTenbHbIX pabounx LUWKnax, To A0SHKHbI BbITb NPUHATHI Mepbl 06ecneveHns Toro, YTo aKkTMBHOCTb
1 6esonacHocTb pacTBopa Ae3uHdekTaHTa (HanpuMep, HakonneHWe MHOPOAHOro MaTepuasna, CoBMeCTUMOCTb C
usaenuem) He yxyaLlalwTcsl B TeYEHUE ero cpoka UCMonb3oBaHUS.

Mepbl 06ecneveHust 4OMKHBI BKoYaTh B cebst cnepyrolee:

a) npoussoauTens MAM gonxeH ykazaTe CpeACTBa, KOTopble cnegyeT NPUMEHATb AN NOATBEPXKAESHUA
Toro, 4to Tpebyemas aHTUMUKPOOHAas aKTUBHOCTb pacTBopa Ae3nHeKTaHTa coxpaHunack. AT CpeacTsa AOMKHDI
6bITb OCHOBaHbI Ha MCCrie4oBaHUSIX MO BanNMAaLum, KoTopble 0GbIMHO BLIMOMHATCA NpoussoauTenem aesnHaek-
TaHTa ¢ Lenblo onpeaeneHns HeobxoaumMoro KOHTPONUPYeMOoro napameTpa UM napameTpoB, M0 KOTOPLIM MOXHO
rokasaTb aHTUMUKPOBHYIO akTUBHOCTL Ae3nHdekTaHTa. B uncno napameTpoB MOryT BXOAUTL, HAaNpumep, BOAo-
poaHbI nokasaTtenb pH, cTabunbHOCTb, KOHLIEHTPALIMA aKTUBHOMO AENCTBYHIOLLEro BelLecTsa, a Takke BcrnoMora-
TeNbHbIX BELLECTB, KOTOPbIE TOXE MOryT BNMSATL Ha paboTOCTOCOBHOCTb.

M punmevyaHune —,D,ame MWHUMarnbHblE NBMEHEHUS1 B COCTaBe ,D,e3VIHq)eKTaHTa MOryT UMeTb 3Ha4YUTEeNnbHOe
BNnAHWEe Ha CPOKU XpaHeHUus, aHTVIMVIKpOGHyPO aKTUBHOCTb U Ap.;

b) npoussoantens MM gonxeH gate pekoMeHAaLmMmn NoL30BaTeNto No MakcManbHOMY BPEMEHU UC-
MonbL30BaHWUA UM MakcUManbHOMY KOMMYECTBY LIMKMOB, B TEHEHWE KOTOPbIX Ae3MHAEKTAHT MOXET NPUMEHSATLCS.
OTO AOMKHO OCHOBLIBATLCA Ha BANMANMPOBAHHbIX 3KCNEPUMEHTanNbHbIX AaHHbIX;

C) Npu NpeBbILLEHNN BanWANPOBaHHbIX NapameTpoB UCMONb30BaHUSA (MaKCUManbHbIX BpeMeHW UCMonb3o-
BaHWA UNK KonmyecTsa paboynx LMKIOB) aBTOMaTUYECKUIA KOHTPOMeP AOMKeH BblaaBaTb 3BYKOBOM 1 BU3Yyarb-
HbI cUrHansl, a Takke BrokupoBath BeinonHeHWe paboyero LiKa 4o TeX Nop, noka XMMUKaTbl He 6yayT 3ameHe-
Hbl.

Mpounasoautens MOM gomkeH AaTe Nonb30oBaTENo peKoMeHAaLMM Mo KOHTPOI KOHLEHTPpaLMK Ae3nHdek-
TaHTa C NMOMOLLbH0 KOHKPETHOTO XMMUYECKOro MHAWKaTopa, COOTBETCTRYHOLLEro Ae3nHdeKTaHTy, NokasbiBatoLLe-
ro, YTo KOHUEeHTpauusa Ae3vHdeKTaHTa He Hke MUHUMAansEHO pekoMeHA0BaHHON (CM. Takke 4.4.4).

4.5 OkoH4YaTenbHoOe ononackuBaHue (nocre ge3vMHgeKL1m)

4.5.1 Xumunyeckaa uyucTtoTa BoAbl Afsl OKOHYATENbLHOro OrofackuBaHusl nocne ctagun gesnHdekumm
domxHa cooteeTcTBoBaTE MCO 15883-1, noanyHkT 5.3.2.5.

4.5.2 Mukpobuonoriyeckoe Ka4ecTBo BoAbl AN OKOHYATENBHOMo ONonackMBaH1s J0S1KHO COOTBETCTBO-
BaTb TpeboBaHnam 4.9.2.2.

4.5.3 Ecnv 06paboTke nognexat MeguLMHCKNe n3genusi, KoTopble npeaHasHadveHsl Ana KOHTaKTa ¢ KpoBsi-
HbIM pyCoM UK gpyrumm oBnacTsamm Tena, CTepUibHLIMN B HOPMasbHOM COCTOSIHUM, YPOBEHb GakTepuansHbIX
3HAOTOKCMHOB B BOAE ANA OKOHYATeNbHOro ononackMBaHns 4OMKeH KOHTPONIMPOBATLCA M NOAAEPKMBATLCS B
npegenax, yctaHoBMeHHbIX HauoHanbHbIMU HopMaTUBHEIMU akTamu (cMm. MCO 15883-1, nognyHkT 6.4.2.3).
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4.5.4 Mo 3aBeplleHUN CTaM1 OKOHYATElbLHOrO OMNonackuBaHUs Bofa He I0SHKHa XpaHUTLCA 4ns nocneay-
toLLLero NOBTOPHOIO UCMONb30BaHWUA Ha CTAaUK OMoNackuBaHUA B NocneAyoLmX LuKnax.

4.6 YpaneHus ononackusatoLiei Bogbl

4.6.1 MOM gomkHa UMeTb CpeacTBa ANd yaaneHu s ononackuBaloLen Boabl U3 KaHanoB aHAocKomna no
3aBepLUEHN CTaUKN OKOHYATENBHOIO OMONacKUBAHUS.

MpwumeyaHue— o 3aBeplIeHNN aBTOMATUHECKOTO LIMKITA HA HAPY)XHON MOBEPXHOCTN U3AENUA HE AOIMKHO
6bITb CIULWIKOM GOMNbLIOro KONMYecTBa NOBEPXHOCTHOI BOALI, KOTOpoe Morno 66l noTpeboBaTth Cywku candeTkon nepea
MCNONb30BaHUEM U3AENUS.

4.6.2 Ecnu no 3aBepLUeHUN cTagun ononackuBaHus Ans yaaneHust 6onblueli yacTu ocTasLlencs Boabl
KaHanbl M3genvsi NpoAyBalTCs BO3AyXOM, TO OH AomnkeH bbiTb cBoBoAeH OT Macna, a Takke nNponyLleH Yepes
dunbTp, 3aaepxusatoLunii He MeHee 99,99 % yactuu pasmepom 0,2 MkM 1 Bonee.

4.6.3 Ecnu MOM npegHasHaueHa anga yaaneHust oCTaTouHON BOAbI U3 KAHANOB 3HAOCKONA, OHa A0IKHa
NCMbITbIBATLCA B COOTBETCTBUN C 6.8.

4.7 Cywka

4.7.1 Ong cywku kaHanos nnbo cama MM gomkHa umeTb BeiGUpaeMyto Nonb3oBaTenem CTaguio CyLIKN,
B0 UHCTPYKLUM MO ee NPUMEHEHUIO A0MKHLI YKa3biBaTb Ha HEOBXOAUMOCTL CYLLKU U3AENUA U ero KaHanos
nepen XpaHeHWeM B COOTBETCTBMU C UHCTPYKUMSIMWA NpOU3BOAMTENS u3aenuvs [cM. pasgden 8, nepevncneHue j),
2-11 ab3aLy).

MpumedyaHune 1 — ABTOMaTUYECKME LMKITbI, B KOTOPbLIX U3Aenne He MONHOCTBLIO BbICYyLIMBaeTCA, NpeaHasHa-

YeHbl Anst o6paboTkm uagenuii, ucnonb3dyemMbix 6e3 xpaHeHusi. XpaHeHne He MONHOCTLIO BbICYLLEHHbIX U3AENUn MOXeT
MPVBECTU K KOHTaMWHAUUW UINv POCTY MUKPOOPraHM3MoB.

MpumedvaHue 2—[na obneryeHnsi BbICYLUMBAHWUS MOXHO MCMONb30BaTh MPOMBIBKY CIIMPTOM (Hanpumep,
70 % wmsonponaHonom), npoweawmum yepesd 0,2 Mkm hunerp, ecnym 310 COBMECTUMO C U3OENUeM.

4.7.2 KauecTBo BO3ayxa, UCMONb3YEMOro Ha CTaAuM CYLLKMW, [IOIPKHO BbITh HEe XyXXe, YeM yKkasaHo B 4.6.2.
4.7.3 Mpw ncnbiTaHUKM COrnacHo 6.8 He [OMKHO ObITb HUKAKWUX BUOUMBIX Kanesnb Braru.

4.8 Camope3uHdeKkyun

4.8.1 Unkn camogesnHdekumm gomkeH 6biTb NpeaycMoTpeH, 4tobbl MOM He cTana o4arom KoHTamuHauum
3arpy3sku 1 YtTobbl 06ecneunTs cpeacTeo NposeaeHUa AesnHdekuun MAM nocne BMellaTensCTea 4N BbINONHe-
HWS1 0BCNY>KUBAHWS, pEMOHTa UNU UcnbiTaHui (cm. Tarke UCO 15883-1, noanyHkT 5.3.1.2).

MpumedaHwue 1—Lukn camogesnHdekumn npegHasHadeH Takke ans pabotel B cuTyauum, koraa MAM
okasanacb KOHTaMWMHMpoBaHa. B kOHTaMWHMPOBAHOW NWHWMM NOABOAA ONONACKMBAIOWEW BOAbI K 3HAOCKONY Nerko mo-
XeT obpasoBaTbCs Crov GUONMEHKU ¢ GONbLWKUM KONUYECTBOM MUKPOOPraHU3MOB B COCTOSIHUUN, B KOTOPOM OHWN BbICOKO-
PE3UCTEHTHBI K XMMWYECKOW Ae3MHMEKUUNN.

MpumedvaHune 2— MeToa TepMUHECKON Ae3NHDEKUUN C NPUMEHEHNEM BMAXHOTO TENNa ABNAETCA Npeanoy-
TUTenbHbIM. Vcnonb3yemas Temnepartypa fomkHa 6biTh Bbllue MakcumanbHoOW pabouen Temnepartypbl, 4O0NyCTUMON
ans sarpyxeHHon MOM.

Ecnu npyMeHeHe TepMUIecKoii Ae3HMEKLMN HEBO3MOXKHO, TO AOMMKEH MPUMEHATLCA Ae3UHeKTaHT, OT-
JIYHBIA OT TOTO, KOTOPbIIA MCNorbayeTea AnA Ae3uHdekumn sHaockona. Micnonb3oBaHWe 0QHOTO U TOTO e Ae3WH-
(bekTaHTa HeceT PUCK NOSIBMEHUSA Y MUKPOOPTaHU3MOB PE3UCTEHTHOCTM K 3TOMY KOHKPETHOMY Ae3UH(EKTaHTY 1 UX
pPasMHOXEHWSI.

MpumedaHue 3 — Henb3sa cumtath, 4TO Ae3nHMEKUMA MHAKTMBUPYET BCe GakTepuanbHble Cnopsbl.

4.8.2 Cuutaetca, uto MM, B koTopoi LMkn 06paboTku aHaockona obecnevmsaeT Ae3nHpeKuno kKamepbl U
BCeX Tpybonposoaos 1 6akoB (pesepByapoB), KOHTAKTUPYIOLLMX C BOAOW UK pacTBOpaMu ANSA O4YUCTKU, Ae3WH-
dbeKUMM UNI ononackMBaHUS 3arpy3Kku, COOTBETCTBYET ykazaHHOMY TpeboBaHUo 6e3 Hanuuus 4oNOSIHUTENbHOTO
LMKa camogesvHepekumu.

4.8.3 MpowussoauTtens JOMKEH NpefoCcTaBuUTb onucaHue Yacten MOM, nMmerowmx oTHOWEHKe K LUKy
camoaesuHdeKkuMKn, a TaKke nokasaTb, UCNOSb3YETCA N B 3TOM LMKIe o6opyaosaHue ana obpaboTku Boabl
(cm. 4.9).

4.8.4 Ecnv umkn camofieanHdeKkLun oTNMYaeTcs OT HOpMarbHOro paboyero Lkna, To OH 10MKeH:
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- paboTtaTb oA yrnpasrneHueM aBToMaTUHECKOTO KOHTpOIepa;

- BbITb LMKITIOM, BbIBUpaeMbIM Nonb3oBaTeneMm;

- obecnevunBaThb Ae3nHEKLMIO KaMepbl U BCEX CUCTEM TPAHCNOPTUPOBAHUS XKUAKOCTEW;

- UMeTb cpecTBa NpeaynpexaeHust nonb3osaTensi o Tom, yto MM gormkHa paboTtaTh 6e3 kako-nnbo
3arpysku B kaMmepe, a Takke, HaCKOMbKO 3TO NpaKTUYeckm LienecoobpasHo, UMeTb CpeAcTBa, NoATBepXAaloLLMe
OTCYTCTBWE U34eNus A0 TOro, Kak LIMKI HAaYHeT BbIMOSHSTLCS;

- B cny4ae TepMuyeckoii camogeauHdekunm MOM o6ecneunts, UTobbl BCe YacTu CUCTEMbl Harpesa U co-
nyTCTBYOLLWE TPYOONpoBoAbl, Yepes KOTopble BoAa U BogsiHoM nap nonagatoT B 6ak MOM, aocturnu sHayeHust
3KBMBaANEHTHOro BpeMeHu Ay He meHee 600.

4.8.5 Lukn camogeauHdekumm gormkeH obecneuunts addekTuBHyto aesuHdekunio MOM, ecnu oHa okasa-
nacb KOHTaMWHWPOBaHHOW B pesynbraTte oTkasa 0bopyaosaHus anst 06paboTku Bogpl. CooTBETCTBUE NpoBEPSIETCH
cornacHo 6.12.5. PabotocnocobHocTb cuMTaeTcsl YAOBNETBOPUTENBHOMW, ECIN MOCHe NPOBeAeHWs LIMKIa camoge-
3uHeKLMN KoHeuHoe MUKpoBHoe uncro cocTasnsieT He 6onee 10 KOE/100 cm®.

4.8.6 CucTeMbl TepMUYeckoi Ae3nHEKUUM OOMKHBI OLIEHUBATLCS € MOMOLLbI0 HEMPEepbLIBHOIO TEpMOMeT-
pPUYECKOro KOHTPOSISl CUCTEMbI, NPUYeM AaTYMKU AOITKHbI BbITh pacnofniokeHbl B MECTAX CUCTEMBI, YKa3aHHbIX
npoussoauTenem MM B kayecTBe cambix XxonogHbIx. TpebyemMoli TeMnepatypbl Ae3MHMEKLMUN A0MKHA 4OCTUT-
HYTb BCA CUCTEMA TEPMUYECKOW Ae3nHpeKLUUM.

4.8.7 Ana cucteM xummudeckoi camogesunHdekummn Tpebyetcs Mukpobuonormyeckas nposepka. Mpoeepka
ponxHa bbITb paspaboTaHa Takum 06pasom, 4Tobel 0becneunTs B NpoLecce Lykna camodesnHdekumn aesnH-
dekumio TpybKu, KOHTAMUHUpOBAHHON BuonneHkon ¢ Pseudomonas aeruginosa (cm. UCO/TY 15883-5, npunoxe-
Hue F), n oueHuTb BAunsiHMe umkna. CnocobHocte MAM nposoAuTL camoaeanHEKLMIo cCHUTaeTCA AoKasaHHOMN,
€Cnu Npy NpoBepke cornacHo 6.12.3 AoCTUrHYT Tpebyemblih KO3hPULIMEHT MUKPOBHOTO COKpaLLEHUSA.

4.8.8 B HaunoHarnbHbIX HOPMaTUBHBIX TpeBOBaHUAX MOTYT Yka3blBATLCA NpoLeaypbl yTBepXKAeHWS Banvaa-
ummn camogesuHdexkummn MOM ans MeaMumMHCKMX nsgenuin. CuntaeTcs, YTo COOTBETCTBUE 3TUM HaUMOHaNbHbLIM
TpeboBaHWsAM 03Ha4aeT CooTBeTCTBUE TPEGOBaHUAM 4.8 Ha TeppUTOPUK, Fae NPUMEHUMbI 3TU HAaLMOHaNbHbIE Tpe-
6oBaHusA.

4.9 O6opynoBaHue ansa o6paboTku Boabl

4.9.1 O6LWuKe nonoxeHus

HomkHbl 6bITe MPegycMOTpeHbl cpeacTBa obecneyeHus Toro, Uto obopygosaHue ansa o6paboTku Boabl,
aenswoLleecs YacTbio MOM (ymsruutenu, aemoHusaTopsl, unsTpbl U T. A4.), paboTaeT B AnanasoHe (Hanpumep, no
CKOPOCTM MOTOKA, AaBMeHWI0 Nogayn), ykazaHHOM npoussoautenemM obopyaosaHus ans o6paboTku Boabl.

4.9.2 [le3uHdekuunn o6opynoBaHusa ansa o6pabotku Boabl

4.9.2.1 Ecnu o6opyaosarue ans 06paboTku Bogpl siBnsieTcs yacTsto MAM, To 0HO A0MKHO BbITb paspabo-
TaHo 1 CIPOEKTUPOBAHO TakMM 06pa3om, YToBbl OHO MOTII0 NepUoAMYECKU NOABEPraTbCA Npoueaype Ae3nHdek-
umn. PykoBoaCTBO MO MUHUMarbHOW YacToTe o0bsizaTensHol Ae3nHdekLmm 06opyaosaHns 4omKHO BbITb Npeaoc-
TaBreHo npoussoguTenem MM ¢ yueTom uHdopmaLuum, NonyyeHHoM oT Norb3oBaTeNs B OTHOWEHUN KayecTBa
nuTatoLert Bogel 1 OT Npou3BoanTens obopygosaHus ans ob6paboTtkv Bodbl [cM. NYHKT 8, nepeyucneHue n)].

MpumedaHune— [esnHdekums obopyagoBaHus anst 06paboTkm Bogbl MOXET NPOBOANTLCA B pamKax LuKna
camoge3nHMbeKUmm.

dakTnyeckas HacToTa ycTaHaBIMBaETCs MOSIb30BaTENEeM Ha OCHOBAHWUWN U3BECTHbIX, HAaNpUMep, CE30HHbIX,
konebaHuii kavecTBa NuTaroLLel Bogb! Ans MOM v ncropumn pabotbl 06opyaoBaHus ansi ee 06paboTKu.

MeToauka Ae3nHdeKLMN He OOMKHA Bbi3blBaThb NoBpexaeHWe obopyaosaHusa ana o6paboTtkm nnubo yxya-
waTb ero apdeKkTUBHOCT.

CumnTtaeTcs, uto adbbeKTVBHOCTL NpoLeaypbl caMogesuHbekLmn 06opyaoBaHus 06paboTku Bodbl AoKa3aHa,
eclv Npu NpoBepKe cornacHo MeToankam, npuseaeHHbIM B 6.12.4 1 6.12.5, 13 kaxgoro 13 aAByx o6pa3sLioB Boapl
o6wbemom no 100 cm® BeiaeneHo MeHee 10 KOE, a Takoke AOCTUTHYTbI APYrve KOHTPONMpYeMble NapamMeTphi.

4.9.2.2 Ecnu obopygosaHuve ans 06paboTku Boabl He anseTca vyacTbio MAM, To nponssoauTens MOAM
AONXKeH ykasaTb TpeboBaHus K Boge, noctynatoweit 8 MOM. B HuX gonxkHbI cogepxaTbca TexHuYeckune Tpebo-
BaHWS K 4ONYCTUMOW MUKPOBUOMOrMieckom KoHTaMnHaumMmn nutatowei soael [cM. 4.3.4 v paszaen 8, nepeyncrie-
Hue n)].

Mpwuwmeyanune—/[na cootseTcTBUA TPe6OBAHUAM K AONYCTUMON MUKPOBMONOrMyeckon KoHTamuHauum
nuTaloLWwen BoAbl NONb30BaTENMi0 MOXET OKa3aTbCa HeOHBX0ANMBIM NPUHATL Mepbl ANA Ae3nHbeKuMn BHEWHero o6opy-
JoBaHus ans 06paboTku BoAbI.
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JomxHbl BbITb NpegycMOTPeHbI CpeacTBa Ae3UHMEKLMM MOCTYMNALLER BOAbI, UCMONb3yEeMOW NPpU OKOHYa-
TenbHOM ononackmBaHuu. JesunHdpekumoHHas obpaboTka gomkHa obecrneunBaTh creayoLlee:

a) cogepxaHve MUKPOOPraHU3MOB B BOAE AN OKOHYATENbHOro OMoMnacKkMBaHUS OOMKHO ObITb MeHee
10 KOE/100 cm?;

b) oTcyTcTBME B Boge nernoHenn, Pseudomonas aeruginosa n mnkobaktepuii (cm. 6.3).

Mpumeyanune— Onsa KOHTPONA MUKPOOMONOIMHYECKON KOHTAMMHALMKM OMnonackuBatrowas Boja:

- XpaHuTcsl B NpegHasHa4YeHHOM AN Hee pesepByape npu Temnepatype He meHee 65 °C B TeueHvne BPEMEHU C
AoKa3aHHON 3hPEKTUBHOCTBIO Ae3nHeKUMN nocTynarwwen Boasl; nméo

- Ae3nHduUMpYyeTCA HemMeaneHHO nepea ucnonb3oBaHueM; nnbo

- uneTpyeTCs C yaaneHnem B3BeLUEeHHbIX YacTuy pazmepom Gonee 0,2 MkM; nmbo

- AIBMAETCA CTEPUNBHON, B 3aKPbITOM KOHTENHepe, ¢ npucoeguHeHvem Kk MM, KoHCTpyKkums koToporo obecneum-
BaeT acenTu4eckyto J4OCTaBKy.

4.9.2.3 KoHCTPYKUMA 1 MaTepuansl COeMHEHUsI Mexay UCTOUHUKOM BoAbl, 06paboTaHHOW Ans yaaneHus
MUKpPOBUVOOrMyeckoro 3sarpsisHeHns, U CUCTEMOW LIMPKYNSILIMK 4Ns onoSiackMBaHUS SHAockona AoSkHbI o6ecne-
YMBaTb acenTMYecKoe NepemMeLleHme.

HeobxoavmMo obecnevnTs Neproamyeckyto Ae3nHpeKLMIo 3TOro coeguHeHus. Yactota u MeToguka npoBe-
deHusi TakoW Ae3nHpeKLUn AoMKHbI BbITh YkazaHbl npovasoguTenem MOM.

4.9.2.4 Mpwn HeoBXo0AMMOCTU OKOHYaTeNbHasA 06paboTka BoAbI ANSA BbINoNHeHWs TpebosaHuii 4.5 AomkHa
HenpepbIBHO KOHTPOMPOBATLCA aBTOMAaTUYECKUM KOHTponnepom MM oT MoMeHTa, NpeALLEeCTBYOLLErO HaYany
CTaaum ornonacknMBaHus, 40 OKOHYaHMS LyKna 06paboTky ¢ Lienbio NOATBEPXKAEHUS TOro, YTO NapamMeTpbl, BIUsIO-
LLMe Ha acbdpeKTUBHOCTL paboThl 0bopyaoBaHus Anst 06paboTku BoAbI, OCTalTCs B 3adaHHbIX Mpedenax.

4.9.3 O6¢cnyxuBaHue Tpy6onpoBogoB

Mpownssogutens MOM ponxeH ykasaTb nnaH obaszaTtensHoro npodunakruieckoro obcnyxmsaHusi Tpybo-
NpoBoAoB, siBnsoWMXcs YacTbio MAM 1 obecneunBatoLLmX Npoxoa BoAbl Anst OKOHYAaTeNbHOro ononackuBaHusa
K 3aHgockony. B nnaHe gomkHa 6bITh YKazaHa YacToTa, C KOTOPOW 3Tl TpybonpoBoabl AOMKHbBI 3aMEHSITLCA.

5 Tpe6oBaHUsA K MeXaHMYECKUM YacTAM U npoueccy

5.1 MaTtepuanbl. PaspaboTka, Npou3sBoACTBO U KOHCTPYKLUSA

5.1.1 MakcvmaneHas Temnepatypa N1to60i )UAKOCTW, KOHTAKTUPYHOLLEI C 3arpy3koid, AoMmKHa NoaaepKu-
BaTLCA HUXE TeMrepaTypbl BO3MOXHOT0 MoBpexAeHUs nagenuii, Ans 06paboTku koTopbix NpeaHasHaveHa MOM
(cM. NCO 15883-1, nyHKT 4.1.4).

5.1.2 [lepxxaTenb 3arpysku 415 pasMeLleHnst obpabaTbiBaeMbIx U3genunii AoMKEH UMETb MaTepuanbl U KOH-
CTPYKLMIO, MUHUMU3UPYIOLLIE BO3MOXHOCTbL MOBPEXAEHUA U3aeNni BO BpeMA 3arpy3ku, o6paboTku 1 BbIrPY3KU.

5.2 CuctemMa NnpoMbIiBaHWUA KaHanNoB Usgenuin

5.2.1 O6LwWue cBeaeHUsA

5.2.1.1 lNo KpalHe Mepe, B TeYeHWE KaxXaom YacTh U3 cTaguin oOMUCTKU, Ae3nHGEeKLMM 1 ononackuBaHus
cucTema NpoMbIBaHWS! KaHanoB oMmkHa oBecneunTb NOToK pasnuYHbIX XXugkoctei ansa o6paboTku yepes Bce
BHYTPEHHWe KaHasbl W/ NonocTy U3aenuii, kKotopble TpebyeTca o4UcTUTL 1 Ae3uHdbuLmMpoBaTh. Hanuuuve notoka
MOXHO [joKa3aTb OAHUM U3 credyoLmx cnoco6oB:

a) C MOMOLLIbI0 aBTOMaTWYECKOr0 KOHTpOrepa, UMEIOLLLEro CpeaCcTBO NPOBEepKM Harnmums notoka o6pabathl-
BaIOLLMX XUAKOCTER CKBO3b KaXabli KaHan (cm. 5.2.2), nnbo

b) TpeboBaHWeM B MHCTPYKLMK ANst Nonb3oBaTerns, 4Tobbl Nonb3oBaTens:

- Nepep 3arpyskoi nsgenusi e MOM ybeauncst B TOM, 4TO BCe kaHanbl o6ecneyrsaloT cBoboAHOE NPOXoX-
AeHve Bofbl;

- ybeauncs, 4to Bce HeobxoaMMble NPUCOEAMHEHNA BbINONHEHbI Nepes Hayanom LMKna u octanuchb Ha
MecTe Mo ero 3aBepLUeHN;

- ybeamncs no A0OKyMeHTUpOBaHHOI permctpaumm npouecca 8 MAM, 4To nogada obpabaTtbiBatoLLmMX XULAKO-
CTelt Bbina obecneyeHa Ha Bcex cTagusax obpaboTku (cMm. 5.5);

- ybeguncs B HanW4Mm NoToka Yepes Kaxablil U3 kaHanoB dHAOCKoNa No 3aBepLUeHUU Kaxaoro paboyero
UMKIa UM HemeasieHHo nNepea NPUMeHeHeM.
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Cnocob a) aensieTcs npeanovTuTensHbIM. MNepeg BbiGopom 060pyaoBaHUSA, COOTBETCTBYHOLWLENO Cnocoby
b), Nnonb3oBaTenn goKHbI yYMThIBATE HEOOXOANMOCTL NOBLILIEHHBLIX TPeboBaHWIM K 0bydeHUo nepcoHana, ero
3aHATOCTM BO BpeMs NpoBeaeHus 06paboTku u obecneveHunto He3aBUCMMON peructpawm Toro, 4to o6paboTtka
6blna npoBeaeHa yaoBNETBOPUTESNBHO.

5.2.1.2 Npowunssogutens MAM gormkeH NpegocTaBUTb Auarpammbl KOHTYPOB LIMPKYNSILIMA XKUAKOCTEN Mo BCeM
KaHanam Bcex MeanLIMHCKUX U3Aenuii, Ans obpaboTku KoTopbix NpeagHasHadeHa MOM (cwm. 4.1.2), ocHoBbIBaACH
Ha HbopMaLn OT NPOU3BOANTENS KaXXO0ro U3aenuvs [cM. pasaen 8, nepeuncneHue i)].

Ecnu angockon siBnsieTcs 0OHUM 13 «CEMENCTBa» CXOXUX NO CYLLEeCTBY U3aenui, oH AOMKeH NpeacTas-
NATb AWarpaMMy NMoTOKOB ANs «CeMeicTBa» 3HOAOCKONMOB.

Avarpamma noToKOB U/ MHCTPYKLUMMN OOMKHbI NOKasbiBaTh BCEe OrpaHUYeHUst TOro, KakumM obpaszom unm K
kakoMy nopty MM aomkHbI 6bITb MOACOEAMHEHbI KaHAMNbI 3HAOCKONA.

5.2.1.3 MNpownssognTens MOM gormkeH ykazaTb MUHUMAaNbHbIA 1 MaKCUMarbHbIA NOTOKN U MakcUManbHoe
JaBsneHune, kotopble MM cnocobHa nepegaBaTh B KaxablA KaHan unu cuctemy kaHanos. Ecnu MM npeaHasHa-
YeHa Ans 06paboTky cneumanbHbX MeaULMHCKUX U3Aennid, TO He AonyckaeTcs NpeBblwaTb MakcUManbHble AaB-
INeHue 1 MoTOoK, yKasaHHbIe NponsBoanTENeM N3aenus.

B cnyyasix, korga pasnuyHble KaHanbl MPOMbIBAHOTCA/OPOLLAOTCS MO pas3nMiHbIM AaBNeHWeM, CUCTEMBI
noAcoeaVHEeHWs A0MKHbI UMETb KOHCTPYKLMIO, He A0MYCKatoLLyo HernpasuibHOe nogcoeanHeHue.

5.2.2 MNMpoBepka opolleHUsi KAHaNOB aBTOMAaTUYECKUM KOHTPOMepPoOM

5.2.2.1 NarotouTtens MOM gomkeH ykazaTb ANS KaKAOro kaHana MakcMManbHO 4oNyCTUMYO CTeneHb
YMeHbLUEHWUsI NoToka (Hanpumep, nsMeHeHWsl pacxoaa, AaBNeHUsl, CKOPOCTU U T. A.), KoTopas He yxyawaeT ad-
heKkTMBHOCTL 06paboTkmM [cM. pasgen 8, nepevncrieHmne a)).

WarotoeuTens MOM gosmkeH 3anpocuTb y M3roTOBUTENS U3AENWS OTHOCSLLMECS K ey AaHHble (Hanpumep,
pasmepbl KOHHEKTOPOB, BHYTPEHHWE pa3Mepbl KaHaNoB, MakCMMarbHble BENUYHLI AaBNEeHUS, KOTOPbLIM KaHanbl
MoryT 6bITb MOABEPrHyThI), No3BosioLLmMe narotosutento MOM paccumTaTh NOTOK Yepes He3aKynopeHHble KaHa-
Nbl.

Ecnu ognH unu 6onee KaHanoB nsgenus 3akynopeHbl HACTOSLKO, YTO 3TO MOXKET yXyALWUTb 3¢hheKTUBHOCTb
06paboTku, aBTOMaTUYECKWIA KOHTPOIEP AOMMKEH BbI3BaTb NOSIBNEHUE NHAMKaLMKM 06 oTka3se.

CooTBeTcTBME 3TOMY TpeboBaHWI0 AEMOHCTPUPYETCst NPOBEPKOI cornacHo 6.6.

Y 3HO0CKOMOB HEKOTOPLIX KOHCTPYKLMIA 3aKYNOpKa OAHOro kaHana MOXXET BbI3BaTh NepeHanpasiieHne noTo-
Ka B Apyroi kaHan unu nopt. Mpu Takmx o6CTosATeNbCTBaX ONpeaeneHne 3akyrnopku aBToMaTMyeckumM KOHTpone-
pOM MOXKeT BbITb HeHaaeXHbIM. [Nonb3oBaTtento cregyeT 06paTUTLCA K MHCTPYKLMSIM M3rOTOBUTENS U3aenus ans
BbISIBNIEHNs1 MeToAa, UCMOSb3YHOLLEerocs Ans npoBepKu OTCYTCTBMS 3aKyMOPKN BCEX KaHanoB.

5.2.2.2 Ecnv gBa unu 6onee KkaHanoBs n3genus He nogcoeauHeHsl K MM, aBToMaTUYECKUIA KOHTpONep
[OOIMKeH BbI3BaThL NOSIBNEHNE MHAMKaUMM 06 oTkase.

CooTBeTcTBME 3TOMY TPEBOBaHWIO 4EMOHCTPUPYETCS NPOBEPKOI cornacHo 6.7.

5.2.2.3 ABTOMaTNYeCKUA KOHTpONNep A0MKEH NOATBEPAUTD, YTO ANUTENLHOCTL NMPOKAYKA COOTBETCTBYHO-
Lel xuakocTy Ans 06paboTKM He MeHee MUHUMANBHOMO BPEMEHW BblAEPXKKM, YCTaHOBNEHHOro NpyY Banvaaummn B
KavecTBe HeobXoAMMOro Ans kaxaown ctagum obpaboTtku. OTkas B o6ecneveHnn Tpebyemoii Npokayku AOSMKEH
BbI3BaThL MNOSIBNEHME UHAUKALMKN 06 oTKa3e.

5.2.2.4 Ecnn umeeTtca obLee nogcoeanHeHNe NOToKa XXMAKOCTU K Bonee yem ogHOMY KaHany npyu ogHOM
BXOAHOM AaBneHuu, uarotosutens MAM gonmxkeH npegoctaBuTb AoKa3aTeNbLCTBO TOr0, YTO NOTOK Yepes Kaxabli
U3 3TUX KaHaroB He MeHee MUHUManbHO TpebyeMoro Ansa ahHEKTUBHON OUUCTKK, Ae3nMHDbEKLMM U OroNnackuBaHUst
Kaxkgoro obpabaTtbiBaeMoro kaHana usaenus.

5.3 CUCTeMbl BEeHTUNIMPOBaHUA U APEHUPOBaHUSA

MOM goskHa 6bITb paszpaboTaHa U CKOHCTpyUpoBaHa Takum obpasom, UTobbl 06ecneunTb OTCyTCTBUE Bpea-
HbIX BbIbpocoB (cM. MOK 61010-2-040).

Mpumeyanune— Cnegyer o6paTuTb BHUMaHWE HA MECTHOE 3aKOHOAATENbCTBO B OTHOLWEHUW KOHLLEHTpaLum
XUMUKaTOB Anst 06paboTku, copacbiBaembiX B BUAE OTX0Q0B.

5.4 KoHTponb TeMnepaTtypbl

5.4.1 O6wMe nonoxeHusn

Mpu npoBepke cornacHo 6.9.1 Ha NPoTsHKkeHWUU Uukna obpaboTkn TeMnepaTypa, 3aperncTpupoBaHHas Ha
NOBEPXHOCTU KaMepbl U Ha BCeX MOBEPXHOCTAX 06pabaTbiBaeMoro nsgenus, AomkHa HaxoauTbCA B Npeaenax
pabouero guanasoHa, ykasaHHoro uarotosutenem MAM ans kaxgov ctaguu pabodero Upkna.
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5.4.2 KoHTponb TemnepaTtypbl Ha CTagUU MOMKHK

Mpu nposepke cornacHo 6.9.1 Ha NPOTSKEHUKU CTagUKM MOWKM TemnepaTypa, 3aperucTprupoBaHHas Ha
MOBEPXHOCTW KaMepbl U Ha BCexX NOBEPXHOCTAX 00pabaTeiBaeMoro n3aenisi, 4oMmKHa COOTBETCTBOBATL TeMrepa-
Type MOWiKK, ykasaHHol narotosutenem MAM, nnu npesbiwaTth ee He 6onee Yem Ha 5 °C (cm. MCO 15883-1,
NyHKT 4.2.3).

5.4.3 MotoLle-ne3anHhpuLMpyoLe MallUHbI C TEPMOCTaTUHECKAUM KOHTPOMEM CTaauu Ae3uHdekLn

Mpw NpoBepke cornacHo 6.9.1 Ha NPOTSKEHNW CTagunn Ae3vHeKLMN TeMnepaTypa, 3aperncTpupoBaHHas Ha
MOBEPXHOCTM KaMepbl U Ha BCEX NMOBEPXHOCTAX 0B6pabaTbiBaeMoro n3genus, 4oMKHa COOTBETCTBOBATL TeMnepa-
Type AesnHeKLmm, ykazaHHo nsrotosmtenem MIM, unu npesbiwaTth ee He 6onee yemHa 5 °C.

5.4.4 MOM c orpaHu4YeHUeM MUHUManNbHOW paboyel TemnepaTypbl Ha cTaguUsAX MOWKU U/unu
Le3nHdeKLUumn

Ecnu npu npoBepke cornacHo 6.9.2 Bo Bpemsi CTaaunii MoKy W/unm aesuHdekunm TemnepaTtypa noBepxHo-
CTV Kamepbl U XXUAKOCTU AN 06paBoTKM HUKE MUHUMANbLHOM TeMmepaTyphbl, yka3aHHOW N3roToBUTENEM N3aenus,
AO0SKHA NOSIBUTHCS MHAMKaLMS 06 oTkase.

5.5 XuMuyeckue cocTaBbl Ans 06paboTku

Ycnosusi npuMeHeHus (Temneparypa, KoHUueHTpauusi 1 T. 4.) B MM Bcex Xummieckux coctaBoB ans obpa-
BOTKM (MOIOLLMX CPeacTs, Ae3NHMDEKTAHTOB U T. 4.) A0IKHbBI HAXOAUTLCS B Npeaenax, ykasaHHbIX U3roToBUTENIEM
XUMUYECKMX COCTaBOB.

Mpu HeoBxoanMoCTU NpoBeAEHNS UCMbITAHWA naroTosmTens MOM gormkeH NonyyYuTb OT U3rOTOBUTENS XW-
MWYECKOro CocTaBa MeToAMKN MX HEWTpanuaaunm (Hanpumep, cnocob orpaHuyeHys Noboii nocneaytoLlen aHTn-
6akTepuanbHoi akTUBHOCTW) U 4OBECTU 3Ty UHpopMaLumto Ao noTpebutens (cm. 4.4.2.3, npyuMeyanue).

5.6 Bepudukauusa (noareepxaeHue) o6paboTku
Bepudmkauna — cornacHo MCO 15883-1 [nyHKT 5.11.4, nepeuncnerue c)).
5.7 CucreMbl fo3UpoBaHUA

Ona MOM, B koTopbIX Tpebyemas 4033 XMMUYECKOro cocTasa Anst o6paboTku cogepXuntcsa B 04HOA030BOM
KOHTEHEpe, 3aMEHSIEMOM Nepes KaxabIM LMKIOM, A0SKHbI ObITb MPpeaycMoTpeHbl Mepbl 06ecnedeHuns Toro, YTo
TpebyeMblil 06beM GbIn BbINYLLEH U3 KOHTEHepa.

MpoBepka cooTBETCTBUSI — cornacHo 6.10.

Ons MOM, B KoTopbIX XMMUYeckne cocTaBbl Anst 06paboTku NOCTYNalT B MHOrO4030BbIX KOHTEWHepax,
npumensietcs MICO 15883-1, nogpasgen 5.7.

6 MeToabl UCNbITaHUA Ha COOTBETCTBUE

6.1 O6wue Tpe6oBaHuA

MpuBeaeHHbIe B HACTOSILLEM pasaene UCTbITaHUs AONONHSIT ucnbliTaHus, NnpuseaeHHsle B UCO 15883-1,
W ABNSIIOTCA cneunansHeiMy ans MOM, npeaHasHaveHHbIX Ang 06paboTki TepMonabunbHbIX aHgockonos. OHU
ABNAOTCA CTaHA4apTHBIMU UCNbITaHUAMU, NpegHa3HaYeHHbIMU ANs AoKa3aTenbCTBa COOTBETCTBUSA YKa3aHHbIM
TpeboBaHUAM HacToSLLEro cTaHgapTa. X MoXHO NpUMEHSATb NpY UCTbITaHUAX TWMa, pabodnx UCMbITAHUSAX, Banu-
Aauuu, NOBTOPHOW aTTecTauum, a Takke npu TeKyLLMX UCNbITaHUAX, MPOBOANMbBIX NOMb3oBaTENeM WUiu no ero
nopy4eHuto. B kavyecTse 060CHOBaHMUSI COOTBETCTBUSA HACTOSAILLEMY CTaHAapTy MarotouTens MAM MoxeT npume-
HATb U ApYr1e UCnbITaHUA U MeToAUKK, obecnevmBatoLLMe paBHOLEHHOE NOATBEPKAEHWE cOOTBETCTBMSA. Mpu
BO3HUKHOBEHUW N0GbLIX CNOPOB HEOBX0AMMO NPUMEHSAITL CTaHAAPTHBIE UCTIbITAHUSA, NPUBEAEHHBIE B HACTOALLEM
cTaHgapTe.

CsopgHast nporpamMmma 1cnblTaHui, kpome ykasaHHbIx B MCO 15883-1, npveeaeHa B npunoxerun C.

MpunmeyaHwn e— Heckonbko UCNbITAHUI MOXET ObiTb NPOBEAEHO OOHOBPEMEHHO KaK Apyr ¢ APYrom u3
Tabnumupl, Tak U ¢ nenbiTaHusmu no MK 61010-2-040.

6.2 UcnbiTaTenbHoe o6opyaoBaHue

6.2.1 O6wue TpeGoBaHUsA

YkasaHHoe o6opyaosaHue He BXxoauT B coctas MM v npegHasHayeHo Ans ux ucnbitanuii. CymmapHas
TOYHOCTb BbIGpaHHOR CUCTEMBI JoMKHA oBecneumBaTh OLWNGKY MeHee + 2 % 13MepsieMol BeNYUHbI, eCrnn nHoe
He yKasaHo NPUMEHWUTENIbHO K KOHKPETHOR 3MepuTensHo cucTeme.
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6.2.2 UsmepeHue aaBneHus

JaTuvk n/vnu cuctema usmepeHus 4oIMKHbI UMeTb TEMMNepaTypHYLo KOMMeHcauuio.

MorpelwHOCTL AaTynKa He AormkHa npesbiwaTth 0,25 % OT NoAHOro AManasoHa UsMepeHus.

Pervctparop namepeHusi gaBneHunst 4OIMKeH UMeTb CyMMapHYLo npegenbHyo owunbky He 6onee 1 % ot
MaKCUMaSTbHOMO YKa3aHHOro paboyero AaBneHus usmepsieMon BeNUHUHbI.

6.2.3 U3amepeHUe noToka

6.2.3.1 Boga

Mpumensietca TpebosaHue MCO 15883-1, nyHkT 6.4.4.

6.2.3.2 Xumuueckuii coctaB anst obpaboTku

MpumensieTcs TpebosaHne MCO 15883-1, nogpasaen 6.9.

6.3 Boga, ucnonb3yemas Ansi OKOHYaTeNbHOro ononackusaHuA (nocne gesmHdekummn)

Bopa, ncnoneayemMas aAnst OkoHYaTernsHoro ononackuBaHus (nocne AeavHdekLun), AoMKHa COOTBETCTBO-
BaTb TpeboraHusam NCO 15883-1, nognyHkT 6.4.2.4. Kpome Toro, oHa gosmkHa 6bITk NpoBepeHa Ha obLuee Konn-
YeCTBO XKM3HeCNocobHbLIX MUKPOOPraHN3MOB, a Takke Ha npucyTcTeue legionellae, Pseudomonas aeruginosa v
mycobacteria B Touke BBoAa B kamepy MM cornacHo npunoxexuio E.

Pesynbrathl gomkHbI BbITb MpegcTarneHsl cnegytolim obpasom: KOE/100 cm® Boabl Anst obLuero konude-
CTBa XXN3HeCNoCcobHbIX MUKPOOPraHNM3MOoB U Hanuune/oTcyTcTBUe ana legionellae, Pseudomonas aeruginosa v
mycobacteria.

PekomeHayeTcs NpOBOAWTL UCMbITaHWE Neped MOHTaXKOM U Mo KpaiHewn mepe eXxerogHo nocne Hero. Yka-
3aHHble B UCO 15883-1, nognyHKT 6.4.2.4, nCnbITaHUS Takke JOIMKHbI BLIMOAHATLCS Nepe NnepBbiM MOHTaXOM Y
perynsipHo nocne Hero. 3T UCTbITaHWS MOTYT ObITb NPUMEPHO eXeHeaenbHbIMU A0 TexX nop, noka He byaeT
JokasaHo, 4To nocTynaroLas Boga nocTosiHHO COOTBETCTBYET TpeboBaHUAM, U MeHee YacTbiMU Nocne 3TOoro.

Mpumeuanune 1— Moxer notpeboBaTbC NPOBEAEHNE UCTIBITAHWA HA HANUYWE APYIMX KNMMHUYECKU 3HAUYN-
MbIX MUKpoopraHmamoB (Hanpumep, Acinefobacter).

MpumeyvaHnne 2— Ecnu B BOAE BO3MOXHO NPUCYTCTBUE OCTATOUHbIX KONMHECTB MOIOLWLENO CPeacTBa Mnm
AesnHeKTaHTa, Heo6xoaMmOo UCNoNb3oBaTh HEMTPaNM3aLUMIo ANA CBEAEHNA K MUHUMYMY UX aHTUMUKPOOHON aKTUBHO-
ctu (cm. 5.5).

6.4 XKecTKoCTb BOAbI, MCNONbL3yeMOM NpU NpoBeAeHUU UCNbITAHUA TUNA

6.4.1 Ecnu narotoButens MM ykasbiBaeT npeaenbHyo XecTKocTb BoAabl, noctynawle 8 MOM (cm.
NCO 15883-1, nyHKT 5.23.1), To ncnbITaHWs TUNA AOMKHbI POBOAWTLCS C BOAOW YKa3aHHOM XKECTKOCTU.

6.4.2 Ecnu npegenbHast )xecTKocTb usrotosutenem MIAM He ykazaHa, TO NPy UCNLITAHUAX TUNA C LieNbio
noATBEpPXAEHNS COOTBETCTBUSI HACTOSILLIEMY CTaHAApPTY B kauecTse nuTatoLleld Boasl Ans MAOM ans passegeHust
MOIOLLLETO cpeacTBa UNK Ae3nHdeKTaHTa foskHa NMPUMEHSITLCA JKecTkasi Bofa, NpUroTasnMeaemas crieyowmm
obpasom:

a) Pacteop A

-MgCl, 6essoaHbIf: 19,84 ;

-CaCl, 6e3BoaHbIi: 46,24 1;

- cTepurbHasa ouunLLieHHas Boaa: 4o 1 AmMS;

- cTepunusosaTth npu 121 °C B TeveHune 15 MuH.

b) Pacteop B

-NaHCO,;:35,02T;

- cTepunbHan ounLLieHHas Boaa: Ao 1 am3;

- cTepUnn3oBaTh hunsrpaumen.

MepeHocAT He MeHee 600 cM® cTepUnbHOI OUNLLLEHHON BOALI B MEpHyto konby Ha 1000 cm®, no6aensaioT
6 cm® pacTeopa A 1 8 cm® pacTeopa B, nepemelumBaloT 1 CTepUIbHOI OUULLLEHHON BOAOI 40BOAAT 06bem A0
1000 cm3.

Ooeoaat npu HeobxoaumocTtu pH pacteopa go (7,0 + 0,2) c nomoLLblo ruapokenaa HaTpua UNU CONSIHON
KMCIOTbI.

Mocne npurotoBneHnst pacteopa, cogepxatero 80 % 3Toro NpoBepoYHOro pacTeopa, KOHeYHas! KOHLEHT-
pauus gonkHa 6b1Tb 300 mr CaCOg/kr.

6.5 TecT Ha repMeTUYHOCTb

6.5.1 O6wune nonoxeHus
OTOT TeCT OCHOBaH Ha UCMOMb3oBaHWUN N3genusa-uMmmuTaTopa.
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MpumeyaHue— Magenme-mmmratop MOXeT HE NPEACTABNATL PABHOLEHHO BCe BO3MOXHbIE TWMbl SHAOCKO-
MnoB.

6.5.2 UcnbiTaTensHoe o6opyaoBaHue

6.5.2.1 UcnblTaTenbHelil 06pasel, NpeacTaBnsowmii coboil 0Tpesok TpYOKM, C OAHON CTOPOHLI OKaH4MBato-
LLMIACS KOHHEKTOpOoM Ans noacoeAnHeHus Kk MAM, a ¢ Apyroi CToOpOHbI — BEHTUNEM AN peryfiMpoBKU NOToKa;
BHYTpeHHUIA o6bem Tpybkm gormkeH 6biTh B Npeaenax = 10 % oT BHyTpeHHero o6bema caMoro 60s1bLUoro 3H40C-
kona, Anst 0bpaboTku kKoToporo npeaHasHayeHa MOM.

6.5.2.2 Npeobpa3zoBaTenb AaBreHWsl, C TOMHOCTbIO NokasaHui + 1 m6ap (+ 0,1 k[Ma) Bo BceM gvanasoHe
pabouyero gaBneHWs N3MepuUTENsHON CUCTEMBI.

6.5.3 Metoguka

6.5.3.1 KanubpoBka

MpoBepsioT kKanMBPOBKY AaTuMKa AaBNEHUsI.

6.5.3.2 MNpoeepka ycTpolicTea cbpoca AaBneHust

MogcoeanHsaT UcnbiTyeMblil obpazsey, (6.5.2.1) k MOM, BeHTUNb perynnpoBK/ NoToka A0SHKeEH BbITb
MOMHOCTBLIO 3aKpbIT. CUCTEeMa perynMpoBK/ AaBneHus 4omkHa bbITe OTKMoYeHa. 3anyckaroT TeCT Ha repMeTuY-
HOCTb. 3anuceiBatoT gaBneHue p,, Mpy KOTOpoM cpabaTbiBaeT cucTema cbpoca AasneHus. MpogomkaroT paboTy,
noka nokasaHus AasneHus npeobpasosaTens (6.5.2.2) He cTaHYT NOCTOSAAHHBLIMU, U 3aNUCLIBAIOT AABEHUE py.
CnegyeT ybeanTbcs, UTO p, U py HE MPEBbILLIAIOT MaKCUMarbHOro AaBneHus, ykasaHHoro usrotosutrenem MM
[cm. pasgen 8, nepeuncneHue c)l.

6.5.3.3 lNpoBepka TecTa Ha CKOPOCTb YTEUKN U MHAUKALUWN YTEUKU

6.5.3.3.1 Pexxum oTkaza

PerynupytoT BeHTWUMb perynMpoBK/ NoToKa Ha UCNbITyemMoM obpasLie npu AaBNeHUn, paBHOM JaBeHuUto
TecTa Ha repMeTUYHOCTb P4, TaK, YTODbI MOSTyUMTh CKOPOCTb YTeUKU Gonblue, YeM CKOPOCTb, yKasaHHYo U3roTOBM-
Tenem MAM. MogcoeauHsitoT ncnbiTyeMblit obpasew, k MOM 1 npoBoaaT Tect Ha repMeTudHocTb. CriegyeT ybe-
ANTLCS, YTO MO Moka3aHWsAM NpeobpasoBaTens napaMeTpbl oTkasa 6binu obecneveHsl. CriegyeT ybeanTbes, UTo B
MOM nosisunack nHankaums ob oTkase.

6.5.3.3.2 Pexxum gonycka

PerynupytoT BEHTWTb peryniMpoBky NoToka Ha UcnbiTyemMoM obpasLie npy AaBneHWn, paBHOM AaBIIEHUIO
TecTa Ha repMeTUYHOCTb P4, TakK, YTOBbLI CKOPOCTb yTe4kU cocTaBnsina 80 % OT BENIMYMHBLI CKOPOCTU MpY OTKase,
ykasaHHoi nsrotosutenem MAM. MoacoeanHsioT ucnbiTyembiii o6pasel, k MOAM 1 NpoBOAAT TECT HA repMeTUY-
HocTk. CriegyeT y6eanTbesl, YTo Mo nokazaHusam npeobpasosaTens 66U o6ecneyeHbl napameTpsl gonycka. Cre-
ayeT ybeauTtbes, Yto 8 MM nosisunack nHamkauus o gonycke. Kputepun tecta Ha repMeTUYHOCTb MOTYT BbITh
npeAcTaBneHsl B BUAe gnarpamMmmbl BpeMsi — AaBrieHue, Kak MoKa3aHo Ha pucyHke 1.

A
Pmax
p2 / \
\
P3
P —
%, t, t, ts

Py — aTMocepHoe Aaenenve; p . — AaBNeHUe, He Bbille KOTOPOro AonxHa paGoTate cuctema cbpoca nasnexns; p, — nasnexue,

£0 KOTOPOro NOLMPECCOBLIBAETCA SHAOCKOMN B TECTE HA MEPMETUYHOCTD; [, — Havano BPEMEeHU BbIPABHUBAHWS B TECTE Ha repme-

TUMHOCT; p, — A@BMEHUE MOCNe Ha4anbHOro BpeMeHW BbipaBHUBaHMA (MO BbIGOPY), ¢, — Ha4ano nepuoaa KOHTPONS AABAEHUS B

TecTe Ha repMeTUYHOCTb; Iy — OKOHYaHMe Nepuosa KOHTPONs [ABNEHUA B TECTE HA rePMEeTUYHOCTb; P, — AABNEHME B KOHUE

nepuosa KOHTPONA AaBMNEHWUSA B TECTE HA rePMETUHHOCT; Ap/f — MaKCUManbHas CKOPOCTb YTEYKW, Pa3peLleHHan AN NPOAOMKEHUN
obpaboTku

MpumedaHue—lpu NocTosHHON paboTe HACOCa UMM MHOTO MCTOYHMKA BO3AyXa cuctema cbpoca aaeneHns
npefoTBpalLaeT SHOOCKOM OT MOANPECCOBKU A0 AABIEHMUS BbILE Prax.

Pucynok 1 — [uarpamma Bpems — JaBrieHue Ansi TeCTa Ha repMeTUHHOCTb
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[ns pacyeTa CKOPOCTU YTEUKU NPUMEHSIHOT POpMYny

<Aplt MnMMSAp/t. (1)

(ts 1)

P2-p3)
(tz —15)

6.5.3.4 «McnbiTaHWe Ha repMeTUYHOCTLY ANA Cnydast HenoAcoeaMHEHUs
6.5.3.4.1 MeToauka

OTcoeaunHaOT NOpT UcnuiTyemoro obpasua or MOM. 3anyckatoT pabouuii umkn.
6.5.3.4.2 Pesynetathl

dukenpytoT, nosBUNack N1 NpeaynpeanTensHasa Hagnuehb.

6.6 NMpoBepka 3aKynopku KaHanos

6.6.1 O6wue ceegeHus

MpoBepka npeaHasHaveHa Ans Aoka3aTenbCTBa NpaBubHOM paboTbl cUCTEMBI, OrpeaensiioLLeit 3aKynopKu
KaHanos BHyTpWU U3genus.

OTanposepka OCHOBaHa Ha UCMOMNb30BaHUN U3aeNUs-uMmuTaTopa.

6.6.2 OGopyaoBaHue 4Nnsa UcnbITaHUN

Ona mogennpoBaHWUA MEAULIMHCKOTO U3aenva HeobxoaMMOo UCNOoNb30BaThb U3aeNMe-MmnuTaTop.

Uzgenune-ummTaTop A0MKHO COCTOSATH U3 KaHasIbHBIX KianaHOB SHAOCKOMA B KOMBUHALMK ¢ Tpems TpyGka-
MY 13 nonuteTpadTopaTuneHa/Tedpnona (MTP3), UMUTUPYIOLLMX BOAHBIA KaHan (BHYTPEeHHWA gnameTp 2 Mm, 4nu-
Ha no 1500 Mm B 06e CTOPOHbI OT KianaHa), BO3AYLUHbIV KaHan (BHYTPEHHU guameTp 2 MM, AnvHa no 1500 mm B
o6e CTOpOHbI OT KnanaHa) u GUonNcuiiHLIN kKaHan/kaHan otcoca (BHYTPeHHUI gnameTp 4 MM, anuHa no 1500 mm B
ob6e cTopoHbl OT knanaHa), 100 Mmm — Tpy6ka mexay 61uoncuiiHblM NOPTOM K KnanaHoMm otcoca. MoryT BbiTb
AobasneHbl 1 gpyrue Tpy6Gky, 4ToBbl UMUTUPOBATL KOHCTPYKLMIO 0COBbLIX 3HAOCKONOB, AN 06paboTk KOTOPLIX
npegHasHavyeHa MOM. Hanpumep, 4To6bl UMUTUPOBaTL 31€BaTOPHLIN KaHas, MOXHO UCMOMb30BaTb OTAENbHYHO
TPYOKy C BHYTPEHHUM AnameTpoM 1 MM 1 gnuHorn 2000 MM € NPOBONOKOW U3 HepXXaBeloLLie cTanu guameTpomM
0,7 MM BHYTpU. MNpuMep COOTBETCTBYIOLLLErO U3AeNuUs-MmuTaTopa npueeaeH Ha pucyHke 2. Cxembl KOHCTPYKLMK
TUMWYHBIX KaHanbHbIX KNanaHoB NpusedeHbl B npunoxeHum F.

KaxabIi kaHan cHabxeH cpeCTBOM (Hanpumep, 3aMKOBLIM KOHHEKTOPOM Tuna flyep) aAna nogcoegnHeHUs
UCTbITYeMbIX 06pasL/oB K KaHanam B NOOXKeHUsIX, U306 paxeHHbIX Ha pUcyHke 2. UcnbiTyemele 06pasupl MoryT
6bITb MCNONb30BaHbI ANS OrpaHNYEHKsl NOToKA Yepes KaHambl Npy NpoBeAeHUM NPOBEPKU OTCYTCTBUS 3aKyNOPKU
kaHanos. cnblTyemble 06pasLibl MOTryT 6bITb UCKYCCTBEHHO KOHTAMUHUPOBAHLI NPOBEPOYHLIM 3arpsi3HeHUeM Npu
BbINOMHEHWW NPoBEPKM 3O EKTVBHOCTU OUUCTKM.

Ecnu ans BeiNnonHeHst NpoBEpKU OTCYTCTBMSA 3aKynopku kaHanoB usrotosutenem MM pekomeHaytoTcst
crneLuanbHble KOHHEKTOpLI/cenapaTopbl, TO MPOBEPKY MOBTOPSIOT €O cneuuranbHbIM MOANULIMPOBAHHBIM UCTILITY-
eMbIM 06pasLom, MMetoLLEM B COCTaBe Takue crieLuanbHble KOHHEKTOpbI/cenapaTopel.

AN

] ]

[5}-D

a) BoagywwHo-BoaHbIE KaHanbl

— BO3AYLWHO-BOAHLIN KnanaH; B — KOHHeKTop cocyza ¢ Boaoi; C — auctanbHbifi KOHeL,;, D — BO3AYLIHbIA KOHHEKTOP,
, 3, 4, 5 — nonoxeHne UCTLITYEMbIX 0OPA3LOB C UCMONL3OBAHUEM TOMEK MOACOSAUHEHNS C MUHUMATBHLIM BIUSIHUEM Ha
MOTOK Yepes UCrbITyeMblit obpasel)

A
1, 2
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71
1 7] C

[6]

B

b) BuoncuiHeln KaHan/kaHan otcoca

A — knanaH otcoca; B — aucransHbii 6uoncuiiHbiin nopt; C — auctanbHbii KoHew,; 6, 7, 8 — nonoxenue ucnbiTyembix o6pasuos ¢
WUCNONb30BaHUEM TOUEK MOACOSANHEHUA ¢ MUHUMATIbHBIM BIIMSIHUEM Ha MOTOK Yepe3 UCTbITyeMblid obpasey

PucyHok 2 — lMpumepbl npueMnemMoro usgenusa-ummutaropa ans Mcnornb3oBaHus
npy NpoOBEpKe 3aKyrNnopku KaHaroB, NPOBEPKE OUUCTKA U B MUKPOOMONIOMMYECKOM TecTe

6.6.3 MeToguka

Ecnu aBTomatuueckuii koHTponnep B MM umMeeT cpeacTBo 06Hapy>KeHuWsl 3aKynopky kaHarnoB (cM. 5.2.2),
MOBTOPSAIOT paboumMi LMK € U3aenuemM-MMuTaTopoM, B KOTOPOM OAWH KaHan 3akyrnopeH. MoBTopsiloT Takyto npo-
BEPKY, 3aKyrnoprBeast No ouepean Bce UMetoLMecst KaHanol.

6.6.4 PeaynbTatbl

®ukcupytoT, NOsIBUMOCK N NpegynpexaeHue 06 oTkase Npu NpoBepKe KaXK4oro 3akyrnopeHHoro kKaHana.

6.7 MpoBepka HenpUcoeAUHEHUA KaHaNoB

6.7.1 O6opyaoBaHue AN UCNLITAHUA

Heobxogumo cobpaTb nsgenme-MmMmnTaTop, aHanorMyHbIii onucaHHOMY B 6.6.2, y KOTOporo Ha AUCTanbHOM
KOHLLe BCe TPYOKM He 3aKynopeHbl.

6.7.2 MeTtoguka

Ecnun aBTomaTuveckuin koHTponnep 8 MM nmeet cpeacTBo 0bHapyXeHUst HeNPaBUITBLHOMO NMPUCOEeAVHEHMS!
KaHanoB (CM. 5.2.2), NoBTOpAT pabo4nii LMK C U3genmemM-MMnmTaTopoM ¢ He3akynopeHHbIMU KaHannamu, B KOTO-
poM oAuH KaHan He NpucoeauHeH. MoBTOPSAIOT Takyio NPOBEpKY, He NpUcoeauHSIA Mo ouepeau BCce uMetoLLnecst
KaHanbl.

6.7.3 Pesynbrarbl

®ukcupytoT, nosisunoce Nu npegynpexaeHve o6 oTkase Npu NpoBepKe KaXaoro HenpucoeamHeHHOro
KaHana.

6.8 CyxocTb 3arpysku

6.8.1 O6wue nonoxeHus

Ecnn MOM npeaHasHaueHa 4nsa CyLWKy 3arpy3ku, AoSKHa BbIMNONHATLCS nposepka no MCO 15883-1, noa-
pasgen 6.12, a Taicke onucaHHas B 6.8.2 npoBepka cyxocTu Ha NPOCBET KaHana.

6.8.2 MeToauka

Mo 3aBepLueHWU Lykna 06paboTkv n3BNeKaoT 3arpy 3Ky (3HAOCKOMN UMK U3genMe-uMmTaTop) U pacnonoratT
ee Tak, UYTobbl 61 MOCTOSIHHLIN YKIIOH B CTOPOHY NMPOBEPSAEMOro Beixoaa kaHana. MNpunogHumatot guctansbHbIi
koHeu, Ha 50 — 100 MM BblILLE HKHEN TOYKWU U3aenusi, HanpaensioT ero Ha JINCT OKpaLleHHoW (HanpuMep, 3ene-
HOW Unu ronyboit) KpenupoBaHHOW Bymaru U NPoAyBaloT MO oYepeau KaXabli KaHan ckXaTbiM BO34YXOM MeaULNH-
CKOIA cTeneHn YncToThl noa AasneHnem 105 — 120 klMa.

B aHgockone HeobxoanMo NPOBEPUTL BCe KaHarbl, HanpaBnsAs MOTOK BO34yXa Kak OT ONTUYECKOro KoHLa,
TaK U OT KOHTPOJILHOIO KnanaHa.

MpoBepsitoT, ecTb W Ha BymMare TeMHble NsiTHA OT BRaru.

6.8.3 PesynbraTbl

3anucbiBatoT, 6bITK N 0BHapYKeHbI Kannu BNar Ha AUCTanbHOM KOHLE SHAO0CKOMNa UNW U3AeNUsS-UMUTaTo-
pa npuv NpoayBKe BO3AYXOM.
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6.9 TepmomMeTpupoBaHue

6.9.1 NMpoBepka TeMnepaTypbl Kamepbl U 3arpy3ku Bo Bpems Lukna o6paborku

6.9.1.1 ObopyaoBaHve ANsi UCTIbITAHUIA

6.9.1.1.1 NaTuuku Temnepatypsbl, cooTBeTCcTBYoWME MCO 15883-1, NyHKTY 6.2.1, HO € TakuM npeaenbHbIM
AvameTpom, YTobbl NpY UX BBEAEHUM B KaHarbl 3HAOCKONA 4aTYUKN He yMEeHbLUIANM NOTOK Yepes KaHan HacTosb-
KO, UT0bbI yXyALwnTL 3dcheKkTMBHOCTL 06paboTku (cm. 5.2.2.1).

6.9.1.2 MeToauka

Pacnonaratot gatunkv Temnepatypbl no 6.9.1.1.1 cneayrowm obpasom:

- B ABYX MaroHanLHo NpOTUBOMOMOXHbLIX TOUKAX KaMepbl;

- 04VH B IPUMEPHOM reOMETPUYECKOM LIEHTPE Ha MOBEPXHOCTU ABEPU UITU KPbILLKU;

- M0 OQHOMY PSIAOM C KaXbIM aTYMKOM aBTOMATUYECKOrO KOHTPOIS TeMnepaTypbi;

- M0 O4HOMY PSIAOM C KaXAbIM AaTYMKOM TemnepaTtypbl peructpatopa o6paboTku;

- OQIH Ha KOHTPONbHOM BNoKe 3HAO0CKOMNA B KOHTAKTE C METAN/IMYECKO) YacTblo;

- M0 0AHOMY B HE MEeHee YeM OHOM KaHane Ha AUCTanbHOM KOHLE 3HAocKorna Ha rnybuHe He MeHee
100 mm;

- oCTalbHble AaTUMKU HA BHELLHE NOBEPXHOCTU MOrPYXKHOWM YacTu U onTudeckoro kabensa aHgockona ¢
WHTepBasioM Mexay HUMu He Bonee 750 Mm.

JaTyunku AOMKHbI HAXOANTBECA B HEMOCPeACTBEHHOM KOHTaKTe C U3fenmemM Uin KaxabiM yCTaHOBEHHbIM
KOHTPOMbHBIM AaTUMKOM U AOSKHBI pacnonaraTbCsa, HAaCKONbKO 3TO BO3MOXHO, B MeCTe, KOTopoe MeanNeHHee
BCEro 4OCTUraeT 3a4aHHoM TeMneparypbl.

PervcTpupytoT TemnepaTtypbl Npy NposeaeHUU Umkna 06paboTku. BLINONHSIOT NPoBepKyY Tpu pasa.

6.9.1.3 Pesynbtarthl

3anucelBaOT 4NN KaXKO0ro AaTvmKa MakcumarnbHoe OTKNOHeHWe OT 3afaHHOoN TeMnepaTypbl AN KaxXaon
ctagum 06paboTkK U NPOBEPSIOT cooTBETCTBUE TpebosaHuam 5.4.1 —5.4.3.

6.9.2 NMpoBepka NnpoBeaeHUA UUKNA NPU NpeAesibHbIX TeMnepaTypax Ha cTaguaX MOWKU U XUMU-
Yyeckon gesuHobeKuun

6.9.2.1 Obwwne ceegeHus

Mposepka npumeHsieTcs Tonbko Ana Tex MAM, B KOTopbIX cTaaUA MOWKM W/UNK Ae3nHdEeKLUN He perynu-
pyeTcsl TepMocTaTUYECKU.

6.9.2.2 ObopyaoBaHve ANsi UCTIbITAHUIA

O6opyaoeaHue cornacHo 6.9.1.1.

6.9.2.3 MeToauka

PasmeLLatoT AaT4UKM TeMepaTyphbl, Kak ykazaHo B 6.9.1.2. BuINONHAOT LUK Npy TeMnepatype nogasae-
MOro pacTBOpa MotoLLEero cpefcTea u/unu gesvHdgekraHta Ha 2 °C — 4 °C HuXKe MUHUManbHOW TeMnepaTypbl,
yKkazaHHoW aAns cragum Moliku/aesnHdekumuy. BeinonHsioT BTOPO LMK Npyu TemMnepaType nogaBaeMoro pactsopa
MotoLLero cpegcTea u/vnu geanHgektaHta Ha 2 °C — 4 °C Bblle MUHUManbHOW TeMneparypbl, ykazaHHOMW A4S
cTagmm Moiku/aesnHgekumm.

6.9.2.4 Pesynerartsl

3anucbiBaloT MUHUManNbHYIO TEMNepaTypy 3arpy3ku Unv NoBEpXHOCTU KaMepbl BO BPpEMSI CTaAuUN MoK/
Ae3vHdeKum1, 1 Bbidarn v Npyu 3TOM aBTOMaTUYECKUIA KOHTponnep npeaynpexaeHve o6 oTkase.

MposepsitoT cooTBeTCTBUE TPeboBaHUAM 5.4 4.

6.10 NpoBepka AO3UPOBKU XUMUYECKUX CPEACTB

6.10.1 MeToguka

Ona tex MOM, B KoTopbIx Tpebyemas 4o3a XMMUYeCKoro coctasa Anst 0bpaboTku cogepkuTcsi B 0qHO4030-
BOM KOHTENHepe, 3aMeHsIeMOM fepeq KaXKablM LUKITOM, BbIMOMHAIOT LMK, UCTONb3Y$sl HEMOSHbIA KOHTEHep, co-
aepxatmnt 90 % — 95 % ot Tpebyemoro obbema.

6.10.2 Pesynbrathbl

3anucbiBaloT, Bolgan v asToMaTUyYeckuii KOHTponnep npegynpexaeHue ob oTkase.

6.11 NMposepka 3¢pheKTUBHOCTU OYMCTKU

6.11.1 O6wme cBegeHUnA

Onu1caHHble Hke MeToAuKa NPOBEPKA U UCTIbITaTeNbHas 3arpyska pa3pabotaHbl Ans oKka3aTenbCTBa cooT-
BeTcTBUA TpeboBaHUsM K achdekTBHOCTU o4ncTkM cornacHo UCO 15883-1, nogpasaeny 6.10, u yunThIBAIOT CNOX-
HOCTb KOHCTPYKLUMW 3HAOCKOMNA.
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OueHka 3 heKTUBHOCTU OYUCTKU AOMKHA MPOBOAUTLCS NP BLINOSHEHUU TOMNBKO CTaAUN O4UCTKU, BKIKOYast
Bce 06paboTku, KoTopble BoinonHsitoTea B MOAM ao MmomeHTa nogayu aesnHdekTaHTa.

MpoBepka abHeKTUBHOCTU OUMUCTKU AOMKHA NPOBOAUTLCA CHavana Ha nsgenuu-ummuTaTope, a satem nocne-
JoBaTenbHO Ha AOCTAaTOYHOM YKMCIe (He MeHee ABYX) Pa3fiMyHbIX N3OSN, ABNSIOLLMXCS XapakTepHbIMU U3aenu-
MU, Anst 06paboTKu KOTOpbLIX NpegHasHavyeHa MAM.

MpumeuyaHune 1— OTM npoBepkn NpegocTaenAT obwee noaTeepxaeHne ahheKTMBHOCTU OUNCTKN.

MpumeuvaHnune 2— Cneagyer o6paTUTb BHUMaHWE HA BKNIOHEHNE DakTepui B HEKOTOPbIE UCTIbITATENbHbIE
3arpasHenusi. MoxeT okasaTbcsl HeLlenecoobpasHbiM MCNONb30BaHWE X B YCTAHOBNEHHbIX paboTtatowmx MOM.

Ans Toro utobbl usrotoBUTEens MAM Mor 3asBNsATE 0 BO3MOXHOCTU 06paboTkv B MM ocobbix usgenui,
Heobxogumo nomnyyeHWe AaHHbIX O TOM, YTO 3TK usgenusa mMoryT 6biTb adekTBHO ouneHsbl B MOM. Ecnu
3HAOCKOM SIBNSIETCA OAHUM U3 «CEMENCTBA» NPUHLMNNANIBHO NOXOXUX U30eNWIA, 0CTAaTOYHO UCTIbITAHUS Xapak-
TepHOro obpasua U3 «cemencTeay.

Mpumeuyanune 3 — Ecnm nHeTpykumsa nsrotoeutens MM no o6pabotke B MawmHe KOHKPETHOIO 3HAOCKONA
TpebyeT ero npeasaputensHoi 06paboTku, Hanpumep, pyHHON OYMCTKM KOHKPETHOM YacTu UMW KaHarna, ata npeasapu-
TenbHasi 06paboTka AormkHa ObITb BKIIOYEHA B BUAE COCTABHON YacTU METOAUKN NPOBEPKN.

6.11.2 [lepxaTenb 3arpy3ku

OepxaTens 3arpysku, BbIbpaHHbIV Anst UChibITaTesIbHOM 3arpy3kn, AoMmkeH 6bITb pekoMeHaoBaH U3roToBUTe-
nem MOM anga obpabaTtbiBaemoro usgenus.

6.11.3 UcnbiTaTenbHas 3arpyska

NcnbiTaHns Tuna [OomKHbI MPOBOAMTLCA C UCMONb3OBaHMeM 06pasuoB GUONMEHOK, OMUCAHHBLIX B
NCO/TY 15883-5, npunoxeHuu F 1 BBEAEHHBIX B COCTaB U3aenus-uMutaTopa, U3o6pakeHHOro Ha pucyHke 2.

0ns vcnbiTaHwi Npy aTTectaummn aKcrnyaTauMm Heo6XxoanMo NPUMEHSITb U3genue-uMmmuTaTop, nsobpaxeH-
HOE Ha PUCYHKe 2, UNK Takoe, KOToPoe UMUTUPYET KOHKPETHbLIA 0cobblid aHAOCKON, NpeaHa3Ha4YeHHbIN Ans obpa-
60Tk1 B MOM [Hanpumep, Mogenb aHAockona ¢ nonocaTbiM (pa3aeTbiM/He3alluLeHHbIM) YCTbeM]. TecT-06pasLibl
B U3AeNUn-MMmTaTope AoMKHbI BbITh KOHTAMUHUPOBAHBI TECT-3arpA3HeHUeM, onMcaHHbIM B 6.11.4.

Kpome atoro, ans ncnbiTaHUiA TUMa U aTTecTaumMmn aKCniyaTauumn AoMKHbI UCNoNb3oBaTbCs BUALI TECT-
3arpy3sku, cobpaHHble 13 OCTaTOMHOro YMcia XxapakTepHbIX TUNOB (chupm, Mogeneit) aHaockonos, Anst o6paboTku
KOTOpbIX NpegHasHa4veHa MOM.

Mpumeyanune—[na MUHUIMU3ALMKN PUCKA NOBPEXAEHUA 3HAOCKONA PeKOMeHayeTCa NpoBepATh 3hdekTne-
HOCTb OGpaSOTKVI CHa4vana Ha un3genuun-mnmmtarope, a 3atemMm Ha 3HAQocKone.

6.11.4 TecT-3arpsisHeHUA

WNsgenus, cocTaensioLme TeCcT-3arpy3sKy, 40MKHbI BbITb KOHTAMWUHUPOBaHbLI 0AHUM UK Gonee Hagnexa-
UMM TecT-3arpsisHeHWeM o Mmetoauke, npueeaerHHon 8 MCO/TY 15883-5 Ana KOHKPETHOro TecT-3arpsisHeHUs
(cm.Tarkke [13] —[21]).

MpumeyvyaHnune 1— lMonb3oBartento cnegyet o6patMTe BHUMaHNE Ha MECTHOE 3aKOHOAATENLCTBO, KOTOPOE
MoOXeT TpeGoBaTb NPUMEHEHWUs1 KOHKPETHLIX TeCT-3arpsisHeHU A 1 METOAMK.

MpumevaHnwne 2—Narotosutensm MOM crnenyet o6paTtuTe BHUMaHWE Ha TO, KAKME TECT-3arpA3HEHUst n
MeTOAMKM BbiGpaHbl NONb30BaTENeM UCMbITaHWs AelCTBYIOWEro 06opyaoBaHUs, 3TO MOXET BbIIBUTH HEOOXOAMMOCTbL
npoBeAeHus1 aHanorM4YHbIX UCMbITaHW Neped noctaekon MOM.

TecT-3arpssHeHNsA AN 3arpysku, CTEHKU KaMepbl U AepxaTens 3arpy3kn MoryT GbiTb 0gUHAKOBBLIMU UMK
pasHbIMU. [Mpr MCnonNb3oBaHWK pasHbIX TECT-3arpsA3HEHN HeoBXoAMMO JOKYMEHTUPOBaTb 060CHOBaHMWE UX BbIGO-
pa.

6.11.5 MeToguka

MomelLatoT TecT-3arpysky, KOHTAMUHWPOBaHHYIO TecT-3arpsi3HeHWeM, B kamepy. MogcoeauHsitoT TecT-
3arpysKy K ycTpoCcTBaM OpOLLEHWNS KaHaNoB B COOTBETCTBUM C UHCTPYKLsIMK narotosutenss MM v obpabatbisa-
toT ee. [poBepka Ha KOHTaMUHVPOBaHHbLIX U3AenusX (3HA0CKoMax) AoSKHA NPOBOAUTLCS TONBKO Mocne YAoBMeT-
BOPUTENBLHOrO 3aBepLUEHNsI MPOBEPKM C UCNONMb30BaHNEM U3aeNns-MMuTaTopa.

3anyckaroT HopManbHbIA LK OUYUCTKM A7 UCTIBITYEMOro TWMa 3arpy3ku. MpepbIBatoT LIMKI HEMocpeaCcTBEHHO
nepe Ha4anom ctaguu AeamHdekun. 3atem nccneayroT TeCT-3arpy3ky Ha HanuumMe OCTaTOYHOrO 3arpA3HeHNs
no metoawke, npueedeHHo B UICO/TY 15883-5 ans KOHKPETHOTO MCMONb30BABLUEroCcs TECT-3arpA3HeHNS.
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6.11.6 Pe3ynbrarbl
PUKCUpYIOT 4OCTAaTOUHOCTb CTaAUU OYUCTKW, NPUMEHSIS kpuTepun MCO/TY 15883-5 ANng KOHKPETHOTO UC-
NoNb30BaBLUErocs TECT-3arpsi3HEHUSI.

6.12 NpoBepka 3achchekTMBHOCTU Ae3UHpeKLUU

6.12.1 O6wWwue nonoxeHun

MapameTpbl npuMeHeHUs ae3vHdekTaHTa BHYTPY MAM AomkHbI GbITb B Npedenax napaMmeTpoB, BaNUanpo-
BaHHbLIX U yKa3aHHLIX U3roToBUTENeM AesnHdbeKkTaHTa B KayecTBe A0NYCTUMbIX.

MpoBepka Ae3nHdeKTaHTa 4O/MKHA MPOBOANTLCA B KOHLIE CPOKA €10 XpaHeHwus!, ykazaHHOro ero arotosure-
nem, rnocre xpaHeHus1 AesvHdeKTaHTa B HAaUXYALWNX YCIOBUSIX XpaHEHUS!, yKazaHHbIX €r0 U3rOTOBUTENEM.

MpumeyaHune— Ba3aBucumocTn ot Tpe6oBaHNI HALMOHANBHLIX HOPMATUBHBIX AKTOB, NPU HEOBXOAMMOCTMN 3TH
YCINOBUS1 MOTYT 6bITb MOAENUPOBaHbLI BanvaMPOBAHHLIM YCKOPEHHLIM CTapeHneM NuGo, NPU HaNMuuM BanmampoBaHHO-
ro uccrnefoBaHusi CTabunbHOCTH, padbaBnerHnem Ae3nHGEKTaHTa 40 MUHMMAaNbHOW KOHUEHTpauuM, Habniogaemon B
KOHLIE CPOKA XPAHEHMUs! U YKA3aHHOW M3rOTOBUTENEM AE3NH(EKTaHTA.

MpoBepku, NpoBoAUMBIE € Aie3uHdeKTaHTamMu, NOSTyHaeMbIMU UK aKTUBMPYEMBIMU HENoCpeACTBEHHO Me-
pea UCMosb30BaHWeM, AOMKHBI NPOBOAUTHLCA NPU MUHUMANBHOW KOHLLEHTPaLWK, KoTopast MOXKET Noy4aThesl Npu
0BbIYHOM MCMONBL30BAHWUU.

B HauuoHanbHbIX HOPMAaTMBHBIX TpE6OBaHWsAX MOTYT yKa3biBaTbCsl NpoLieaypbl 0406peHnsa Ae3nHEKTaHTOB
ana npumeHeHua 8 MAM ons meguUMHCKMX n3aenuin. CumMTaeTces, UTo COOTBETCTBME 3TUM HauMOHaNbHbIM Tpebo-
BaHWSAM 03Ha4YaeT cOOTBEeTCTBME TpeboBaHNAM HACTOALLErO pa3aena Ha TeEpPUTOPUM AEACTBUS HALUMOHANbHBLIX
TpeGoBaHui.

6.12.2 NpeaBapuTenbHas NpoBepka XMMUYECKUX Ae3UH(EKTaHTOB

6.12.2.1 Obwue nonoxeHns

Heobxoavmo NpoBecTW NepBUYHYIO CEPUI0 UCTILITAHWIA, U3NOXEHHbIX B 6.12.2.2 — 6.12.2.9, npeaHa3sHa-
YeHHbIX 4151 MPOBEPKU in vifro 6akTepuumaHo akTUBHOCTU pacTeopa Ae3nHeKTaHTa Npy NapameTpax, paBHOLIEH-
HbIX TEM, KOTopble ByayT npy 06paboTKe BO Bpemsl NpoBeAeHWs cTaauy Ae3vHdekunm, ecnv He MMeeTcsl paBHO-
LieHHbIX AaHHbIX MPY COOTBETCTBYOLLUX NapaMeTpax 3a 6onee KOpOTKOe BPEMS KOHTaKTa.

Ons aToro HeobxoaYMo NPOBEPUTL BUPYNMLMAHYHO, 6akTepuLmaHyto, MukobakTepuunaHyto 1 (npu Heobxo-
AMMOCTI) CMOPOLMAHYIO aKTUBHOCTL pacTeopa Ae3uHdekTaHTa.

Mpv NpoBegeHN 3TUX UCNbITAHUIA AOMKHBLI COBNIOAATLCA YCNOBUA 3KCNepUMEHTa, NOBTOPAIOLLME YCOBUS
BHYTpy MOM.

3Tu gaHHbIE AOMKHBI BbITh NMOMyYeHbI OT U3rOTOBUTENA Ae3UH(EKTaHTa U3 3KCNEPUMEHTOB, NPpoBEAEHHbLIX
nsrotosutenem MAM, no ero nopydeHuto unum ot TpeTber CTOPOHbI.

6.12.2.2 KoHueHTpauua

Mpoaykums goskHa 6bITb UCTIbITAHA NPU MUHUMANBHOW KOHLIEHTPaUMW, UMetoLLeics Ha CTaauy Ae3nHdek-
LMK, OCHOBbIBasICb Ha paboYei KoHLLeHTpauun, pekoMeHaoBaHHOW nsrotoeutenem MAM.

Heobxoaumo ucnbitatb Kaxkabi Ae3MHEKTaHT U3 cnucka, NpeacTasneHHoro usrotosutenem MAM.

B cnyuae, korga pacTeop AesvHdbekTaHTa npeaHa3HaveH AN MHOropasoBoro Ucrnornb3osaHus, acddekTne-
HOCTb pacTBOpa A0JKHa onpeaensaTbes kak hyHKUMA ero MMHUMasIbHOW KOHLEHTpaLmK.

6.12.2.3 Temnepatypa

Heobxoammo paccMoTpeTh ABa Criyvas:

- ecnu ctagus ae3vHdeKLMn NPoBOANTCA NPU TEMNEPaTYpe OKPYKatoLLel cpeabl, To TemnepaTypa Ucnbita-
HUIA AOHKHA COOTBETCTBOBATL MMHUMAILHOV TeMnepaType, 4oMyCTUMON Ha cTaaun AeanHdpekumum;

- ecnv cTaaus ae3vHgEeKLMU NPOBOANTCS NPW KOHTPONMPyeMol TemnepaType, To TemnepaTypa UCnbiTaHUA
[OSHKHa COOTBETCTBOBATL TeMnepatype Ae3uHdekumn, ykasaHHow nsrorosutenem MAM.

6.12.2.4 Bpems KoHTaKTa

HeobxoamMmo paccMoTpeTh Ba Criyqas:

- ecnu cTagus aesnHgeKLMM NpoBoaNTCS NpY TeMnepaType oKpyXatLen cpefpbl, TO BpeMs KOHTaKTa npu
UCMbITAHUAX OOIDKHO GbITh PABHO MUHUMATBHOW ANUTENBHOCTU CTaaun Ae3nHMEKLWK;

- ecnv ctaausa aeanHdekLMn NPpoBoAUTCA NPU KOHTPONIMPYEMON TeMNepaTtype, TO BPEMS KOHTaKTa 0SIKHO
GbITb paBHO MUHUMANbLHOV ANMUTENBHOCTU CTaaWK Ae3nHd ek, B TeHeHne KOTOPOI TeMnepaTtypa pacTeopa ae-
3uHdeKTaHTa He HKe MUHUMANbLHOWN yKka3aHHOW TeMneparypbl.
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3T cryvan NPUMEHAIOTCS, ECNK HEe UMeeTCs paBHOLLEHHbIX AaHHbIX NMPY COOTBETCTBYHOLLIMX NapaMeTpax
3a B6onee KOPOTKOE BPEMS KOHTaKTa.

6.12.2.5 KauecTtBo BOAbI

Ecnu cyliecTByeT BEpOATHOCTb yXyALeHUst apheKTUBHOCTY Ae3nHpekTaHTa 13-3a pa3BGaBneHUst )KECTKOM
BOAOW, TO NPOBEPKa AOMKHA NPOBOANTLCS C pacTBOPOM Ae3VHeKTaHTa, MPUroTOBIeHHOro pa3GasneHnem Boaoi
C XKeCTKOCThI0 cornacHo 6.4.2.

6.12.2.6 HeliTpanusauus

Mepea Havanom nposepku ahdeKTUBHOCTM Ae3nHeKkTaHTa gomkHa ObITb AOKa3aHa U 4OKYMEHTUMpOoBaHa
MeToAvka HedTpanusauum gesnHdekTaHTa no oKoHYaHUK BpemeHU Bblgepxkkn. OHa aomkHa BkoyaTs B cebs
AoKasaTenbCTBO TOro, YTo ANs MNoGOro NCNonb3yoLLErocs HeTpanuaytoLLero areHTa H cam areHT, Hi NPoAyKT
€ro B3aMMoAelicTBUsI C Ae3nHDEKTaHTOM He sBnsoTCs BakTepuumaHbIMU 6o BakTepuocTaTuieckumun. Ecnm B
KayecTBe CUCTEMbI 0BHaPYXXEHNS BbIKMBLLNX TECT-MUKPOOPraHN3MOB MPUMEHSETCS BTOPUYHbIA «XO3SIMHY, TAKOK
KaK KynbTypa KneTok, To HeobxogMMo Aoka3aTb OTCYTCTBME NOBOUHOo achbdpeKTa Ha CUCTEMY KYFbTYpPbI KIETOK 1
Ha onpeaeneHue HebosbLIOro KonNMYecTBa TECT-MUKPOOPraHn3mMoB, 406aBMeHHbIX B TECT-CUCTEMY B KaYecTBe
BuoHarpysku.

6.12.2.7 TecT-MUKpOOpraHuamsl

TecT-MUKPOOPraHW3Mbl A0SKHbI BEIGUPATLCS HAa OCHOBE CNEAYHOLLUX KPUTEPUEB:

- AOKYMEHTUPOBaHHast BLICOKAsi PE3UCTEHTHOCTL K NPOBEPSEMOMY Ae3UHPEKTaHTY;

- LUTAMMbI SIBNSIOTCS TUMUYHBIMKY AN 0bpabaTtbiBaeMoro n3aenus;

- KTUHWYECKN 3HAYUMBIE LUTaMMbl, KOTOPbIE MOXXHO 0BHapyXWTb Ha 0BpabaTbiBaeMoM U3genuu;

- penpeseHTaTVBHbIe LTaMMbl ANl BOMbLIOW rpynnbl OpraHW3MOB, HanpuMep, rPamMmnonoXUTeNbHbIX
GakTepui.

Kak MUHUMYM, cpeaun TecT-MUKPOOPraHM3MoB 4OMKHbI ObITe rpamnonoXUTeNbHbIE U rpaMoTpuLaTensHble
BereTaTMBHble hopMbl GakTepuii, GakTepuanbHble cropbl, MUkobakTepun, 6e3oboroueuHble BUpYChl, 06onoqey-
Hble BUPYChI U rprbbl (BKITHOYast CriopoBble hopMbl U APOXKN).

MpumeyaHune— PekomeHaauum no BbiGOPY MMKPOOPraHM3MOB MOXHO HaWTW B COOTBETCTBYIOWMX ONyo-
NUKOBAaHHbIX CTaHgapTax no npoBepke 3deKkTMBHOCTU AesdnHdekumu, Hanpumep, EH 13624, EH 13727, EH 14348,
EH 14476.

6.12.2.8 ®opma nNpegocTaBneHNs TeCT-MUKpoopraHM3mMoB

HecMmoTpst Ha To, YTO MepBUYHbIE UCTIbITAHUS HA 3P(PEKTUBHOCTL MOTYT NPOBOANTLCS C UCNONb30BaHUEM
CYCMEeH3nn MUKPOOPraHnu3MoB, iokazaTenbCTBO aKTUBHOCTU Ha KOHTAMUHUPOBAHHLIX MOBEPXHOCTAX ABMAETCA
HeobxoaVMbIM. FTOBEPXHOCTM MHOKYNMPYEMBIX TECT-MUKPOOPraHU3mMamuy TecT-06pasLoB A0MKHLI UMUTUPOBaTL
nosepxHocTu kamepbl MM 1 obpabaTbiBaembix usgenuii (cm. 6.12.2.7).

6.12.2.9 KynstuBuposaHue TeCT-MUKPOOpPraHU3MOB

MeToauka KynsTUBMpPOBaHUA, UCNONb3yeMas Ansl NoAcHeTa KonmyecTsa BbDKUBLLWX NOcne BO3AeNCTBUA
Ae3nHdeKTaHTa MUKpPOOpraHU3MoB, 4oSTkHa ObITb BanuauposaHa. MeTtoguka kynbTMBUpoBaHWUA AomkHa obecne-
ynBaTb BOCCTAHOBMIEHWE MANoro Yncna (nopsiaka 4ecsiTv) MUKPOOPraHU3MOB, AN KOTOPbIX OH MPUMEHUM.

6.12.3 MpoBepka camoae3snHgpeKLumn

6.12.3.1 UcnbiTaHWe TUNa

McnbiTaHne Tvna npegHasHaveHo 4s1s AoKasaTenbCTBa Toro, YTo pexxuM camoaesnHdekum MOAM aesnHdpu-
umpyeT Yact MOM, KOHTaKTUPYIOLLME C XKUAKOCTAMU, KOTOPbIE NpedHasHaYeHbl 4NA KOHTaKTa ¢ 3arpyskoin unu
MOFYT KOHTaKTUpOBATb C HEW.

MpwumeyaHune— Pexum camogesntdekumn MM MoxeT 6biTb aBTOMaTUHECKUM UMW BbIBUPaeMbIM BPYUHYHO.
OHa MoXeT GblTb TEPMUYECKON UMK XMMHUYeckon. B nocnegHem cnyyae aeanHgekTaHT gns ee NnpoBeaeHnsi MoxeT 6biTb
Kak TeM Xe CamblM, KOTOPbI UCMONb3yeTCa ANs XMMUYECKOW Ae3nHdeKuun 3arpysku, Tak u apyrum. Tepmuueckas
Ae3vnHdekumns ABNAeTcs npeanoYTUTENbHBIM METOAOM.

HomkHa npuMeHATbCA MeToAuka, onncaHHast B MCO/TY 15883-5, npunoxeHuu F.

6.12.3.2 OkcnnyaTaumoHHast U nnaHoBas nposepka

[na nogTBepXaeHus Lukna caMmoae3nHgekLMmn 4ocTaTouHO NMPOBEPKU BOALI ANA OKOHYATENbLHOro onornac-
kvuBaHus (cMm. 6.3). Mpo6a Boabl AomkHa ObITh B3sTa U3 Nto6oK YyA0BHON TOHKW NOcne NPOXOXKAEHUS BCEX KOMIO-
HEHTOB, KOTOpble Heo6xoaAMMO 6blTo Ae3UHDULMPOBATD.

20



rOCTP UCO 15883-4—2012

6.12.4 NMpoBepka MUKPOGUONOrMYECKOro ka4yecTBa BoAbl, NPMMeHsieMOW ANsl OKOHYaTeNnbLHOro ono-
rnackuBaHusA

6.12.4.1 UcnbiTaHue TMNa

3hbeKTMBHOCTL cUCTEMBI AR 06paboTKM AOMKHA NPOBEPATLCS C MOMOLLBIO MHOKYIISILUMKU TeCT-MUKpoopra-
HuamoM E coli wutamma K 12 B Havane notoka cuctembl 4ns o6pabotku. MHokynsita AomkHO BbITb 4OCTATOYHO NS
TOro, 4To6bl Npy HepaBoTaroLLelt crcTeme 06paboTkM Ha Bbixoae obecneunTs nonynsiuvio 108 Mukpoopranmamos
Ha 1 cM® BoAbl ANs OKOHYaTenbHOro ononackueaHua. Mpoba BoAb! AN OKOHYATENBHOTO OMoNAackUBaHUs (He
meHee 200 CM3) OoMKHa ObITb cobpaHa Bo BpeMs TekyLlero uukna. flenatoT aHanus aAByx anukeoT no 100 cmiu
onpeaenstoT KONMYeCTBO 0CTaBLLUMXCS MUKPOOPraHM3MOB MeTOA0M chunsTpaLmm.

3anucblBatoT KONTMYECTBO KOOHNEeobpasyoLLX eanHNL, N3BRNEYEHHbIX U3 KaXKO0M U3 arnvKBOT.

Ux gonxHo 6bITb MeHee 10.

6.12.4.2 BxcnnyaTaloHHas NpoBepKa

Ons o6paboTkn Bodbl NCNOMb3YOT pasHbie MeTodsl, obecnevnsatoLLme Heobxoaumoe MUKpobuonormiec-
Koe kauecTBO BoAbl Nepes ee UCToNb30oBaHNEM.

WcnbiTaHve omKHO NOATBEPANTL PaGoTOCNIOCOBHOCTE KOHKPETHOM CUCTEMbI METOAOM, YKasaHHbLIM U3roTo-
BUTENEM.

B kayecTBe He0OX0AMMOro, UCTIbITaHWe OOSHKHO BKIoYaTL B cebsi:

- MoATBEPXAEHWe LienoCcTHOCTW (bunsTpa (Hanpumep, No ToukaM 06pasoBaHus My3bIpbKOB);

- noATBepPXKAEeHWE TePMUYECKOH Ae3nHMEKLMM C MOMOLLbHO TEPMOMETPUPOBAHUS.

6.12.5 e3auHcpekUna cuctem nepeMeLleHUs XXUOKOCTEN Nocrne oTkasa o6opyanoBaHus ansi o6pa-
60TKM BOAbI

6.12.5.1 UcnbiTaHve TMNA

Ons oueHkn aesnHdekumm obopyaoBaHms ans 06paboTku Bogbl HE06X0AUMO UCTONbL30BATL METOAUKA UC-
nblTaHui, ykazaHHble B D.5.2.1 1 D.5.2.2.

6.12.5.2 OkennyaTtaunMoHHas 1 NnaHoBas MPOBEpKN

[nsi nogTBEpPXKAEHNA LMKNa camoae3nHMeKL MM 4oCTaTOMHO NPOBEPKM BOAbI ANt OKOHYATeNbLHOro ononac-
KnBaHWUs, Kak ykasaHo B 6.3 1 npunoxeruu E. Mpoba Boabl AomkHa BbITh B3sATa U3 Nobor yao6HoM ToukM nocne
MPOXOXAEHWUA BCEX KOMMOHEHTOB, KOTOpble Heo6xoarnMo ObINo Ae3MHPULMPOBATL.

6.12.6 XuMuueckas geavHdeKkUus 3arpysku

6.12.6.1 UcnbiTaHue TvNa

WcnblTaHne f4OMKHO NPOBOANTLCS B COOTBETCTBUN C MpUIoXeHneM B.

MeToauka UCMbITAHWSA OOMKHA NpegycMaTpuBaTh NMPUMEHEHUe U3denusi-uMmutaTopa, NoBTOPALEro
0coBeHHOCTU 3arpy3ku, a Ans KOHTpors achdeKTUBHOCTU CTaaumn Ae3nHGEKUMN HOKYNIMPOBaHHbIE HOCUTENU
OOMKHbI ABMATLCA YacTblo usgenus-umutaTopa. Heobxogumo ucnonb3oBaTb HECKONbKO MWKPOOpPraHu3-
MOB.

MpumedaHue 1— CnMcok MUKPOOPraHM3MOB MpeAanaraeTcsi, HO MOXHO MCMONbL30BaTb U Apyrve no
YCMOTPEHMIO MUKpo6Uornora nméo No HACTOAHMIO MOSIb30OBaTENsl.

Mpumeyvanune 2— Ona 6onee nonHon MHGOPMaUMN O MUKPOOMOIOIMUECKON NPOBEPKE NPOLECCOB XMMUYEC-
KOW Ae3uHdekumn cm. npunoxexue G.

6.12.6.2 MNpoeepka B paboyem COCTOSIHAM

OkcnnyaTauvoHHasa NpoBepKa AoMKHa AoKa3aTb, YTO BCE KOHTPOSIMPYEMbIE NapaMeTpbl, BAMAOLWME Ha
Ae3vnHdeKumMio 3arpyskun, HaxoaaTcs B Npeaeriax, ycTaHOBNEHHbIX Npu NpoBeAeHUU UCTbITaHUA Tuna.

6.12.6.3 ATTecTaumsa npu akcnnyaTauumn 1 TexkyLaa nposepka

Ana umutaumm NnpeaMeToB 3arpy3ku A0MKHO NPUMEHSATLCS U3Aenue-MMuTaTop, ecnm ato TpebyeTtca Haumo-
HanbHbLIMU HOPMAaTWUBHBLIMW akTamu. [Inst koHTpons 3a 3¢ eKTUBHOCTLIO Ae3nHeKUMOoHHO 06paboTkn B cocTase
nsgenusi-uMnTaTopa AOKHbLI UCMONb30BATLCA MHOKYTMPOBAHHLIE HOCUTESN.

MpumeywaHnue 1— BMecro MHOKYNMPOBaHHbLIX HOCUTENEW UMM HAPSAAY C HUMU MOXHO MCNONbL3OBaTb
MWKPOOPTraHW3mbl, HAXOAAWMECA B cOcTaBe TecT-3arpsaAsHeHnn (cm. MCO/TY 15883-5).
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Mpv NpoBeaeHUM aTTecTaLym aKCryaTaLum U TeKyLLel nposepki obpaboTka MoXeT BbITh NoaTBEpXKAEHa
MyTeMm B3ATUSA NPo6 ¢ SHOOCKOMNOB, KOTOPbLIE MOCIE UCMONB30BaHWS Ha NaLueHTax 6binv noaseprHyTel obpaboTke.
MuKkpoBHY0 KOHTaMMHALIO Nocre Ae3nHEEKLUM HeoBXoAMMO YCTaHOBUTL aHanaom o6pasLoB, B3ATLIX HeMe -
NEeHHO NOCe OKOHYATENbLHOrO ONONAaCcKUBaHWS, crneaytoLlero 3a aesuHdekumei. [na obecnevyeHns rapaHTm
yMeHbLLEHNS MMKpOGHOI KOHTaMUHAaLLMKM HeoBX0ANMO NPOBEPWTL AOCTATOUHOE YMCO 0BPA3LIOB B KaXaoi npo-
Bepke, T. e. B o6pasuax, B3sATbIX 13 06paBoTaHHbIX 3HAOCKOMNOB, BoobLLE He AOMKHO BbiTh BOCCTAHOBMEHHbIX
MUKpPOOPraH13MOoB.

MpumevyaHune 2— PykoBoacTBoO No npoTokony ot6opa o6pasuos cm. B [23] v [24].

7 [lokymMeHTauusa n MHCNeKUuus
[oKyMeHTaums 1 MHCNEKLMS AOMKHBI COOTBETCTBOBAaTL TpeboaHusm MICO 15883-1, pasgena7.
8 UHdbopmauums, npeaoctTaBnsemMasl U3roToBUTeENnem

Kpome nHcbopmaumm, ykasaHHo B UCO 15883-1, pasgene 8, nsrotoutens MOM gomkeH npeaocTaButsb
crnepytoLLyto MHdopMauuio:

a) nagenvs n/vnu cemencTea nsgenuii, Ans koTopbix y nsrotosutens MAM ecTb gokasaTenbCTBa TOrO, YTO
OHW MOTyT BbITh yAOBNETBOPUTENBHO 06paboTaHbl, U Hobble Mepbl PeaoCTOPOXKHOCTM MPUMEHUTENBHO K KOHKPET-
HbIM M34EeNUsAM UK YCIOBUSIM UX 06paboTky (cMm. 4.1.4 1 5.2.2.1);

b) ansa noboro nagenus WM ceMencTea U3aennii — onucaHve Yucna v Tmna noacoeanHeHuin, TpebyemMbix
AN OPOLLEHUNS KaHanoB;

C) MUHUMarbHBIA U MakcUManbHbIA NOTOKU U MakcumarnsHoe AaBneHune XUAKOCTEN B KaXXA0OM KaHane Bo
Bpems 0bpaboTkn 8 MOM;

d) makcrmMarsHo AoNYyCTUMOe orpaHUYeHe NoToka Yepes Kaxabli KaHar, Mpy NpeBbILEeHU KOTOPOro aBTo-
MaTUYECKUIA KOHTPOMNEp BbldacT coobLueHme 0b oTkase;

e) MakcyMasbHas TeMnepaTypa ftobol XKUAKOCTU Ans 06paboTKM1, KOHTAKTUPYIOLLEN C U3aenMemM Bo BpemMs
obpaboTku B MOM 1 cnocobHol BbI3aBaTL MOBPEXAEHWE U3Oenns;

f) MakcyMansHoe 4oNyCTUMOE U3MEHEHWE TeMMepaTypbl NpW NPOBeAeHUM aBTOMATUYECKOTO TecTa Ha rep-
METWUYHOCTb (MPY ero Hamu4um);

g) cBedeHusi o ToMm, kakue yacTn MOM nogsepratoTcst AesnHdbekuMn Npy NpoBeaeHUN LiMKNa camoae3nH-
dekunm (cM. 4.8.3);

h) ykasaHus o yacToTe, ¢ KOTOpOW AOMKHO Ae3nHbULMpoBaTbcs 06opyaoBaHWe ans 06paboTku Bodbl, SIB-
nsawweecs YacTteto MOM;

i) AMarpamMma noToKoB xuakocTel B MOM ans opolleHus kKaHanos usgenvs;

j) MIHCTPYKLWMM Mo NpUMeHeHWIo, BKItoYatoLLme B cebsi:

- pekoMeHaaLmMm 06 NConb30BaHNM TePMUYECKOl Ae3nHeKLMN Ans TepMocTabunbHbIX U3genuii 1 npucrno-
cobneHuii (cm. 4.1.8),

- pekoMeHgaLmmn 0 HeoBxoAUMOCTU CYLLKU U3ZenuiA, Npearnonaraembix K XxpaHeHWo nepes ncnonb3oBaHu-
em (cm. 4.7.1),

- CpefcTBa NpoBepKM NOToKa XNAKocTen Ans 0bpaboTky Uepes kaxabli kaHan (cMm. 5.2.1.1),

- MeToAWKY 1 YacToTy AesuHdeKkuMn coeguHeHnst mexay MIAM 1 UCToYHNKOM BOAbI 415 OMnonackuBaHus
nocne gesunHdexunn (cm. 4.9.2.3),

- MeToauKy oTbopa Npob Boabl ANs OKOHYATENLHOrO ONONACKUBAHNUS U3 KaMepbl,

- Ansa MOM, He cHabXeHHbIX aBTOMaTUYECKUM TECTOM Ha repMeTUYHOCTb, — UHApopMaLto 0 Heo6xoaMmo-
CTV NpoBeAeHUs1 Py4HOro TecTa Ha repMeTUYHOCTL Nepeg 06paGoTkoii [cMm. 4.2.2, nepeuncrieHune b)];

k) MecTa cucTeMbl ¢ caMoli HU3KOIM TeMnepaTypol ANs pasMeLLeHUst AaTYMKOB TemnepaTypbl (cm. 4.8.6);

[) MTHCTPYKLIMM MO 0BCYyKUBaHWIO, BKITHOYAS MaHOBOE NpodunakTudeckoe obenyxmeaHue Tpybonposogos
Ans noABeAeHWs K 3HA0CKoMNy BoAbl ANsl OKOHYaTEeIbHOro ONonackMBaHWa nocre Ae3nHpeKLun 1 YacToTy UX
3amMeHbl (cM. 4.9.3);
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m) MotoLLMe cpeACTBa U Ae3nHpeKTaHTbl, 4oMyCTUMbIe K NpuMeHeHuto B MOM, ycTaHoBReHHbIe Npuy npoBe-
AeHun nenbitadnia Tuna (em. 4.3.3 n 4.4.5);

n) ecnv obopyaoBaHune anst 06paboTky Bogbl He AenseTcs YacTbto MOM, — TpebosaHus k Bode, Nofasae-
Mo B MOM, Bkntovas TpeboBaHme K KOHTPOH0 MUKPOBHO KOHTaMUHALIMKM UCTOYHMKA BOAbI (CM. 4.9.2.2);

0) KayecTBO BoAbl ANs ononacknBaHus nocne Monku (cm. 4.3.4);

p) AeTarnbHoe onucaHue Toro, Kaknum obpasoMm 1 K kakomy nopTy MAM A0KHLI NOACOEANHATLCSA KaHanbl
3Hpockona (cm. 5.2.1.2).

9 MapKupoBKa, 3TUKEeTKU U ynakoBKa

MapkupoBka, STUKETKM 1 yrakoBKa AOMKHEI cooTBeTCcTBOBaTL TpeboaHmam NCO 15883-1 (pasgen 9).
10 UHbopmaumsn, 3anpalivBaemMasl U3roToBUTENeM y nokynartens
Mpumensitotea TpebosaHnsa UCO 15883-1 (pazgen 10)

Kpome 3TOlo, y nonb3oBaTtensd HBO6XOLI,I/IMO 3anpoCnTb Cregytoulyro I/IHCbOpMaLI,I/IPOZ

a) o npedocTaBnsieMbIX CpeAcTBax obecrneyeHns NpaBUIbHOCTU NOACOEANHEHWS K KOHTEMHepY ¢ XMMImKa-
Tom anst 06paboTkm (cMm. 4.1.7);

b) CMMCOK BCEX TUMOB SHAOCKOMOB W N3aenni, KOTOpble NoJib3oBaTeslb HaMepeBaeTCA O6pa6aTbIBaTb B
MOM.
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MpunoxeHve A
(cnpaBo4HoOe)

KpaTkas nporpamma gercTBuUn,
OXBaTbIBaeMbIX HACTOSILLUM CTaHAAPTOM

A1 O6wme cBeageHunn

HacTtosiwmii ctaHgapT pacnpocTpaHsieTcsl Ha psig nporpaMm AeicTevid. Hactosiwmin ctanaapT He ykasbliBaeT oT-
BETCTBEHHOTO 3a BbINONHEeHWe 3TuUX gelicTBuin. HacToswee npunoxexne npegHasHadeHo Ans Toro, 4Tobbl ykasartb npu-
MepHoe pasgeneHve OTBETCTBEHHOCTM MPU BbINOMHEHUW YKa3aHHbIX OEACTBUIA.

[MaeHbIMWM AEVCTBYIOWMMY NNLAMWN SABNSAIOTCA:

- nsrotoeutens MAM,;

- N3roToBMTENb MEAULMHCKOro uagenus (sHgockona);

- U3roToBUTENb XMMKKaTa Anst 06paboTkm (MoLero cpeacTea, Ae3nHdeKkTaHTa);

- MoKynaTenb/nonb3oBaTtenb.

A.2 Nepen moHTaxkxom MAM

Ob6was 0TBETCTBEHHOCTb 3a NPOEKT U KOHCTPYKunio MM nonHocTeio nexvT Ha uarotoeutene MAM. Hactoawwmn
ctaHgapT TpebyeT TaKke, 4ToOb! n3rotoBuTens MOM:

- yKa3sar, C KakuMy 3HZ0CKoNaMm MOXHO ucrnone3oeate MAM; ato Heobxogumo caenath ¢ y4eToM MHopMaumy,
npeaocTaBnsAeMoln N3roToBUTENEM 3HOOCKONA;

- NpegocTaBun AaHHble UCMbITaHUIA, nogTeepxaatowme pabotocnocobHocTts MM B OTHOLWIEHUM KaK OYMCTKU, Tak
W Ae3nHEeKLU Npyu NCMNonb3OBaHUM XMMUKATOB Ans o6paboTkmn, ykasaHHbix narotoButenem MIOM; ato Heobxoaumo
caenatb € y4eToMm MHdopMaumu, NpegocTaBnAeMoi U3roTOBUTENeM XUMUKATOB,;

- y3Han oT nonb3oBartensi MHHOPMaUMIO O KA4YeCTBE UMEIoLWEeNCcs Bogbl B MecTe moHTaxa MIAM;

- MpOBen ucnbiTaHnsa Tuna kaxxgon mogeny MAM ¢ ueneio noaTBepxaeHnsi cooTBeTCTBUS TpeOGoOBaHUAM HACTOS-
LLLero cTaHaapTa;

- nposen paboure UCnbITaHus C Lenblo NOATBEPKAEHMA TOTO, YTO Kaxaan BbinylweHHasa MM paboTtaeT cornacHo
CTaHAapTy, YCTAHOBMEHHOMY MPU UCMbITAHUM TUNE;

- npepocTaBmn Nonb3oBaTento MHPOPMaLUWIo O NpaBubHOM ncnonb3oanun MAM (Bkniovas, npu Heobxogumo-
CTW, CCbINKY Ha UHCTPYKLMM M3rOTOBUTENS 3HAO0CKOMNa B OTHOLLEHUW ero o6paboTkm).

A.3 MoHTax n pa6ota MOM

Mocne moHTaxxa MM Ha mecTe ncnonb3oBaHus, 06lasa OTBETCTBEHHOCTb 32 obecneyeHne NpaBUNbLHOCTU MOH-
Taxa u padotel MM 06bIMHO NOXUTCA Ha nokynaTtens/nons3oBartens. B cchepy 0TBETCTBEHHOCTW BXOOAT:

- MPOBEPKN W UCMbITAHWUS NP MOHTaXE;

- MpOBEepKN PYHKLNOHWPOBAHUS;

- MCMbITaHWA NpW atTecTaunmn aKcnnyataumm;

- Nepuogu4eckne NCMbITaHus;

- UCNONb3OBaHME PEKOMEHAOBAaHHbIX XMMUKATOB Ansi obpaboTku;

- pabota MM B COOTBETCTBUM C MHCTPYKUMAMU uarotoButens MIM (B Tom uncne o6 orpaHnyeHnmn o6pabarsiBae-
mbix B MOM n3genuax nepedHem, npeacTaBneHHbIM U3roTOBUTENEM).
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Mpunoxeune B
(o6a3arenbHoe)

Mukpo6uonoruveckan npoeepka 3cpdeKTUBHOCTH
XUMMHYeCcKon Ae3nHbeKuUn 3arpysku

B.1 TecT-MnkpoopraHu3mbl
B.1.1 Heo6xogumo ncnonb3oBaTb psif MUKPOOPraHW3MOB, NPEeACTaBNAIOWMX OCHOBHbIE TPynnbl U obnagaiowmx
BbICOKON PE3NCTEHTHOCTBIO K Ae3MHAEKTaHTy (cM. 6.12.2.7).

NpwumeyaHune—B kavyecTBe NOAXOASLLMX MKPOOPraHM3MOB NpeanaraloTca NpUBeAeHHbIE HUXE MUKpOOpra-
HW3MbI (Hanpumep, cloga BXOAAT MUKPOOPraHu3mebl, ykasaHHole B EN 13624, EN 13727, EN 14348, EN 14476). MoryT
TaKKe NPUMEHATBCA AOMNONHUTENbHBIE UMW PAaBHOLIEHHBIE YKA3aHHLIM MUKPOOPraHu3mbl C NOATBEPXAEHHOW BbICOKOM
PEe3NCTEHTHOCTBIO K Ae3NHPEKTaHTy Npu Npeanonaraemblx YCNOBUAX NPUMEHEHNA (TeMnepaTtype, KOHUeHTpauum v ap.)
nmbo 060CHOBaHHLIE ANst YACTHOrO NMPUMEHEHMSI.

MpeanoqTUTENbHBIMU BUAAMU SABMSHOTCS:

Pseudomonas aeruginosa (Hanpumep, wtamm ATCC 15442);

Serratia marcescens (Hanpumep, wrtamm ATCC 13880);

Staphylococcus aureus (nanpumep, wrtamm ATCC 6538);

Enterococcus faecium (Hanpumep, wtamm ATCC 12952);

Enterococcus hirae (Hanpumep, wtamm ATCC 10541);

Mycobacterium terrae (Hanpumep, wrtamm ATCC 15755);

Candida albicans (nanpumep, wrtamm ATCC 10230);

Aspergillus (spores) niger (Hanpumep, wtamm ATCC 10864);

Adenovirus type 5 Adenoid 75 (Hanpumep, wtamm ATCC VR-5);

Poliovirus Type 1 Lcs-2ab a;

Bovine parvovirus strain Haden (Hanpumep, wrtamm ATCC VR-767);

spores of Geobacillus stearothermophilus (Hanpumep, wtamm ATCC 7953);

spores of Bacillus subtilis/atropheus (Hanpyumep, wtamm ATCC 6633).

B.1.2 Heo6xoauMo 1crnonb3oBaTe onpedeneHHble WTaMmMbl U3 KONMEKUMU TUMOB KynbTyp.

B.1.3 Mpoeepky Heo6xognmo NpoBoauTe NGO ¢ PsIAOM MUKPOOPraHU3mMoB (CM. 06pasLbl, NpuBeaeHHbie B B.1.1),
UMEKLWMX HanbOonblLY PEe3UCTEHTHOCTb K KOHKPETHOMY Ae3uHGeKTaHTy, [AoKa3aHHyl0 B NMpeaBapUTEnbHLIX TecTax
(cm. 6.12.2.7), nubo ¢ apyrMmu MMKpOOPraHMaMamu, UMeLWyMn 0cobyio pe3MCTEHTHOCTL K Ae3nHGEKLMOHHON 0bpa-
6oTke unm ocobeHHO noagxoasMmK Ans npeanonaraemoro npumeHenus. NpoBepka gorkHa BKMOYaTh B cebs obceme-
HeHVWe ogHMM unu Bonee wWTammamu BUPYCOB, LWTaMMOM MUkoGakTepum n GakrepuanbHbIMK Criopamu.

MpumedaHune 1— OnucaHHble HUXE METOAMKU HE MPUrOAHbLI Arisl MPOBEPKU CO LUTAMMAaMW BUPYCOB.
PykoBoacTBO no meToanke paboThbl CO LWUTaMMaMMu BUPYCOB MOXHO HaWTW, Hanpumep, B EH 14476.

MpumeyvyaHune 2— Henb3sA oXngaTbe MNOMHOMO YHUUTOXEHWS GakTepuarnbHbIX Cnop Npy Ae3nHMOEKLNOHHON
06paboTke, TEM HEe MeHee HeKoTopasl CMOPOUMAHaA akTMBHOCTL Npeanonaraetcs (CM. npumedaHue K 4.4.2.5). Hu3skas
aKTMBHOCTb MPOTUB CNOP NO CPABHEHUIO C aKTUBHOCTBIO MPOTMB BEreTaTUBHBLIX KIETOK AernaeT cropbl Mone3HsbIM UHAVKa-
TOPOM ANsl ONpeAeneHnst TOro, Kakyto oo MUKPOBHOrO CoKpalLeHUsl COCTaBNSIeT yaaneHue, a kakylo — yMepLLBIEHUE.
Wcrnonb3aoBaHue TepModuibHbIX cnop obnervaer BbipalyBaHne 6e3 Mewwarowero BNusiHUS Me30(UNbHbLIX MUKpOOpra-
HW3MOB, KOTOPbIE TalKe MPUCYTCTBYIOT.

B.2 MpurotoBneHne nHokynATa

B.2.1 YenoBus KynbTMBMpPOBaHNA

B.2.1.1 O6wume ceeaeHus

OcobeHHOCTN MeTOAMK NPUIOTOBINEHNS KYNbTYP AOMKHbI OblTh YKa3aHbl BMECTE € pedynbratamu. [e ato BO3MOX-
HO, credyeTt Nonb3oBaThCs CTaHA4APTHBIMK OMNyONUKOBAHHEIMKU METOAVMKAMM.

B.2.1.2 XXnakocTb ansi cycneHawm

BaktepuanbHele cnopbl HEOBXOAUMO CyCreHaMpoBaTh B CTEPUMBHOW OUCTUNIMPOBAHHOW BOAE.

OcTanbHble TECT-MUKPOOPraHW3Mbl HEOBXOAUMO CyCcneHANPOBaTh B NOAXOAALWEM CTEPUIIBHOM W30TOHUYECKOM
pacTeope, Hanpumep, Anst 6akTepuin — B NnenToHHON Boge ¢ 10 % rmytamara HaTpwmsi.

B.2.1.3 UnokynsaT

WHOKyNaT OOmKeH copgepXaTh M3BECTHoe BOMblioe KONMYECTBO TECT-MUKPOOpraHuama, Hanpumep, ans Gakte-
pWii IHOKYMAT JOIKEH cogepkate He MeHee 108 KOE/cmd. Monynsiumm B MCXOIHOM MHOKYTISITE M OTNOKEHHAs Ha TECT-
obpasue Ans BbiAepKKM B Ae3nHGeKUMOHHON 06paboTke AoMXHbI GbiTh NOACYMTAHbI C NPUMEHEHMEM BanuaupoBaH-
HbIX METOOMK.
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B.3 TecT-06pasubl

Onsa vecneaoBaHus OMUCTKM U Ae3UHMEKLMM HeOBX0aUMO UCNOnb3oBaTh ugenve-ummTaTop (cm. 6.6.2).

TecT-00pa3subl Ans o6ceMeHeHns MOXHO caenaTb U3 TednoHoBbix (MTP3) Tpybok 0guHaKoBOro amameTpa anv-
HoW 150 mMMm.

3aTeM MX MOXHO MOMECTWUTb Ha KaXXJOM KOHLUE U B cepeavHe AnvHHon Tpybku. OHM OQOMXKHBI pacnonarateecs ¢
YKITOHOM OT KOPOTKOrO OTpe3ka CUITMKOHOBOW TpyOku Gonbluero auametpa. Oblas AnvHa Kaxaon Tpybku, BKoYas Tpu
TecT-o0pasua, gomkHa 6biTb He meHee 1,5 M.

B.4 MeToauka o6cemeHeHMs

BBOAAT MUKPOLLMPULEM anvKBOTLI MO 25 MKN B Kaxabli U3 150-MUNIMMETPOBLIX TecT-06pasyos. BpalaloT TecT-
0o6pasubl 40 BU3yarbHOMO BbICbIXaHWS M NOBTOPSIIOT AaHHYI0 Mpoueaypy ele Tpu pasa.

B.5 MeToauka BoccTaHOBreHUs

MepeHOCAT MHOKYNUPOBaHHBIN TecT-06pasel B CTEPUIbHBIA M3OTOHUYECKUI PacTBOP, COAEPXKaLUMIA NOAXOAsLLMIA
HEeNTpanM3aTop Ae3nHMEKTaHTa.

M3BnekaloT MHOKYNMpOBaHHbIN TecT-o6pasel, nocne BblAEPXKKM B HeTpanuaaTope B TeHeHWe BanuaupoBaHHOIO
BPEMEeHM.

PaspesaiT 150-MunnumeTpoBbIli  TecT-00pasel, nornonam, 3aTeM ogHy M3 NOJIOBUHOK CHOBA Mororam v paspe-
3a10T B ANVHY CTEPUIbHBIM CKanbnenem. [epeHocsT paspesaHHbie B ANMHY NONoBUMHKM B 20 cM® cTepunbHOro pactsopa
Punrepca kpenoctu '/,, cogepxawero 0,05 % nommcop6ata 80, B TOHKOCTEHHOM CTEKIIIHHOM KOHTERHEPE C 3aBUHUM-
BaIOLLECA KPbILWKOW (HAanpumep, B YHWBepcanbHoii CKsiHke Ha 25 cm®).

MepeHOCAT KOHTEVHEpP B YNbTPa3ByKOBYIO BaHHY U obpabaTeiBaloT ynsrpassykom npu 45 'y B TeueHne 10 MuH.

WcrnonbaytoT antoaT 4nst NPUMroTOBNEHUs NoCreaoBaTenbHbIX pa3BefeHni, U3 KOTOPbIX MOXHO ONpeaenuTb Komnu-
YEeCTBO XKM3HECNOCOBHBIX MUKPOOPraHW3aMoB.

MepeHocAT Apyryto NONOBKMHKY TecT-o6pasua B cpeay Ansi BOCCTAHOBNEHUs (TECT: pocT/HeT pocTa).

B.6 Mpoueaypa

B.6.1 OueHKa NcXoQHOro MHOKyNATa

Mo mMeToAMKe BbipallMBaHWs OnpeaenstoT Ha TecT-obpasuax, NpUroToBneHHbIX cnocobom no B.3, B.4, nonynauuio
KaXkAoro TeCT-MMKpOOpraHnama, KOTOPbI MOXHO BOCCTAHOBMTb M3 MHOKYNATA.

B.6.2 OueHka h3n1eCKOro N3BreYeH1s ¢ NPUMEeHEeHNEeM CNop B Ka4eCcTBe MHAUKATOPHOTO MUKPOOPraHM3Ma

MogeepraloT nagenue-ummnTatop ¢ Tect-obpasuamu, MHOKYNMPOBaHHbIMKU cnopamu Geobacillus stearother-
mophilus, Ae3nHMEKUMOHHON 06paboTke ¢ NPYMeHEHNEM BOAbI BMECTO Ae3uH(EKTaHTa U BOCCTAHABNMBAKOT ONUCaH-
HeiM B B.5 meTogom. PasHocTb mexagy nonynaumMaMmn 3Tux AByX TeCT-06pa3suoB U MCXogHOro nHokynata 6yaet mepon
PU3NYECKOTO M3BIEYEHNS TECT-MUKPOOPraHM3MOB Ha cTagumn aeanHdekumn B MAM.

MpurnmeyaHne— TepmodUrbHbIE CNOPLI NPUMEHSIIOTCA NPU NPOBEAEHUN UCTILITAHWIA TUNAa ANs TOro, YTo6bI
JokasaTb, 4To nobble octaBwwmecs B MM crnopbl He BNUSIIOT HA nocneaylolme TeCTbl, B KOTOPbIX NMPUMEHSIIOTCSI ME30-
hOonbHbIE MUKPOOPraHM3Mbl.

Mocne o06paboTkn B Takon ummutaummn ctagum geavHeekumm B MM B kaxxgom TecT-o6pasue A0ImKHO OCTaTbCsl He
meHee 105 crop.

Ecnu pgeanHdekTaHT 0b6nagaer s3HaUMTENbHOW CNOPOLMAHONW aKTUBHOCTLIO, TO HEO6XOAMMO OUEHUTb (huanyeckoe
yaaneHve TecT-MMKPOOPraHM3MoB NyTEM MOBTOPEHWSA uccregoBaHus co cnopammn Geobacillus stearothermophilus, B
KOTOPOM Ae3UH(PVLMPYIOWWI PacTBOP 3aMEHEH BOOW.

Ecnn MOXHO gokasaTk, YTO B COCTAB Ae3UH(EKTAHTa HEe BXOASIT MOBEPXHOCTHO-AKTUBHbIE BELLeCTBa W/ mMolo-
Wwme cpeacTBa, TECT MOXHO NPOBOAWTL C NMPUMEHEHWEM BEreTaTMBHbLIX MUKPOOPraHU3MOB, Hanpumep, Enterococcus
faecium, v 3amMeHasa Oe3MHOULUMPYIOWMIA PacTBOP BOOOW.

Ons Hekotopbix MOM mMoXeT okazaTbCsl HEOOXOAMMBIM YMEHbLLIWTL CKOPOCTb MOTOKA U/Mnn o6bEM XUAKOCTM,
nponyckaeMow vepes usgenue-MMuTaTop Npy BhINMOMHEHWW 3TOrO UCMbITaHWA, YToBLI Nocne Hero B TecT-o6pas3ue ocTa-
nock He meHee 105 cnop. Ecrnin Takme orpaHnyeHusi MPUMEHSIIOTCH, TO OHW ACIDKHBI BbiTh OTpaxeHbl B oTyeTe 06
MCNbITaHUKM TUNA.

B.6.3 OueHka achhekTMBHOCTH Ae3nHeKLnn

MopgepratoT nsgenue-MMMTaTop ¢ TecT-obpasLamMm, MHOKYIIMPOBAHHBIMK TECT-MUKPOOPraHU3mMomMm, WTaTHOW ae-
3nHMeKUoHHOW obpaboTke B MOM u nNpoBoAsT BOCCTAHOBMEHME MO YKa3aHHOW MeToAuke. BeINOMHAT BCEe TeCThl
ABaxgbl.

B.7 PesynbTathbl

BanucbiBaloT KO3MMOULNEHT MUKPOOHOIO COKPaLLEHUs], NOJTYYEHHbIW ONSA KaXA40ro UCMONb30BaHHOIO TECT-MUKPO-
opraHuama (cm. 4.4.2.4).
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Tab6nunua C.1 — Kpartkasi nporpamma ucneitaiuii MM B gononHeHne k ucnoitaHuam no MCO 15883-1

Moppa3snen Bug ucnbitaHun
KpaTkoe onucaHue UcCnbiTaHus Tpebo- Uenoi- | Acnbi- | PaBouee ATTecta- | ATTecTa- [ Texyee
BAHUS Tanme | TaHmue | ucneita- UM byHK- umna uenbiTa-
Tvna HUe unoHupo- | skcnnya- Hue
BaHUA Tauuu

1 MNpeaynpexaeHue o6 oTkase B Tecte 423 6.5 X X X B X(Q)
Ha repMeTU4YHOCTb

2 TeCT Ha repMeTNYHOCTb 4.2.5 6.5 X X X B X(Q)

3 OdhheKTBHOCTb OUNCTKM 4.3.5 6.11 X B X X X(Q)

4 lNpoeepka athheKkTMBHOCTU Ae3nHbekK- 4.4.2 6.12.2 X B B B B
TaHTa in vitro

5 3hheKTUBHOCTb AE3UHAEKLMN — UC- 441 [6.12.6.1 X B B B B
nbiTaHue Tuna

6 SdbhekTMBHOCTE Ae3nHDEKLUMN — aT- 442 16.126.2 o B X X X(Q)
TecTaums OYHKLMOHMPOBAHUS 1 3KCMnya-
Taumm

7 Temnepatypa Ha cTagum gesnHdek- 443 6.9 X ¢] o X X(Q)
unm (cm. Huxe, 17)

8 Cywka 4.7 6.8 X (0] X B B

9 [leanHdekuns cncTembl nepemelle- 4.8.5 6.12.5.1 X B B B B
HUSl XUZKOCTEN — UCMbITaHWE Tuna

10 desvHdekumnsa cuctembl nepeme- 4.8.5 6.12.5.2 0] B X B X
WeHUsa Xuakocten — atTectaums yHk-
LMOHMPOBAHUA M TeKylee UChbiTaHue

11 Mpoeepka camope3nHeKuum — uc- 4.8.7 16.12.31 X B B B B
nbiTaHWe TMna

12 MMpoeepka camopaesnHdekummn — 4.8.7 16.123.2 O B X B X
aTTecTaumna pyHKLMOHUPOBAHUA 1 TEKyLLee
ucnbiTaHue

13 OesuHdekums obopyaoBaHus ans 4.9.2 6.12.4 X B O B B
o6paboTkn BOALI

14 O6paboTka BoAbl ANA OKOHYaTEelb- 4,52 6.12.4 X B X B B
HOro ononackueaHuss — mukpobuornoru-
Yeckoe Ka4ecTBo

15 TecT Ha 3aKynopky KaHanoB 5.2.21 6.6 X X X B X(Q)

16 Tect Ha nogcoeguHeHWe kaHanos 5.2.2.2 6.7 X X B X X(Q)
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OxornyaHue mabnuust C.1

Mogpaspnen Bug ucnbitaHuin
Kpartkoe onucanue ucnbitaHus Tpebo- Ucne- | Nenbi- | PaBouee ATTecta- |ATTecTa- | Teryuiee
BaHns Tanme | TaWue | ucnwira- | WA PyHK- uuA uenbiTa-
TMna HUe LUMOHUPO- | aKCnnya- HUe
BaHUA Tauun
17 Temnepatypa B Te4eHME LMKNa 5.4.2, 6.9.1 X X X X X(Q)
5.4.3
18 lMpoBepka MMHUMAanNbHOW Temnepa- 5.4.4 6.9.2 X X X X X(Q)
Typbl 06paboTku
19 KavecTtBo BOAbI 4.5.2, 6.3 B B X X —_
4.9.2.2 a), X (W)
4.9.2.2 b) X(Q)
20 MpoBepka AO03NPOBAHUA XUMUKATOB 5.7 6.10 X X X B o]
(ans 0gHO4030BOrO KOHTENHepa)
21 MNpoeepka GNOKNPOBKM TECTA Ha rep- 4.2.4, 6.5.3.4 X X B X B
METUYHOCTb 425

MECTHbIM 3aKOHOAATelNbCTBOM.

YacToTa: Q — exeksaptanbHo, W — exeHegernbHo.
MenbiTaHua no BuiGOpy MOryT ObliTb NpOBEAeHbl HA YCMOTpPeHue nonb3oBartens nubo moryt tpeboBatbest

MpumedaHune—X— pekomeHgyetcsi, B — He pekomeHgyeTcsi, O — ncnbiTaHne no BeliGOpy.
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Mpwvnoxexnne D
(o6asatenbHoe)

MeToauku MUKpoGuonoru4eckoi oueHku aesuHgekLuun
CUCTeMbI NepeMelLLeHUs XXUAKOCTU

D.1 O6wimne cBegeHnn

lee npueeaeHHbIE HWXE METOAMKM NpeAHa3Ha4eHbl AN UMUTALMM PasnuyHbLIX aBapuiHBIX CUTYauWn, KOTopble
MOryT BO3HUKHYTb NMPWU HOpMarnbHOM mucnons3osannm MAM u sBuTbCs NpUMUMHOIA ee koHTamuHaumm (cm. 4.9.2 n 6.12.5).

Mo metoauke 1 (ormcanHon B D.5.2.1) npoepsioT unkn camoge3uHdekumn nocrne MMutTaumm (MCKyCCTBEHHO
BbI3BAHHOrO) OTKasa obopyaoBaHusi Ana 06paboTkn BOApl, KOTOPLINA, XOTH M Obl GLICTPO (B TeveHne 24 4) ycTpaHeH,
Bbl3Ban koHTamuHaumio MM mukpoopraHusmamm, NPUCYTCTBYIOLMMU B NUTAIOLWLEN BOAE.

MeTtoauka 2 (onucanHas B D.5.2.2) Take umMntupyet KoHTammuHauuio MOM MukpoopraHmaMamu, NPUCYTCTBYIOLLK-
MW B MMTaOWEN Boge, NMocnefoBaBlWylo 3a OTKA3oM BHYTPeHHero obopyaoBaHua ansa o6paboTtkm Boapl. OgHako B 3TOM
cny4vae umkn camogesnHdekumn NpoBoAMTCA TONMBKO MO UCTEYeHUU OZHOW Heaenu nocne oTkasa obopyaoBaHusa obpa-
60TkKn BOABI, U B TeweHne aton Hegenu MAM npogormkaeT akcnnyaTMpoBaThes (OAWH LIMKIT MOMKW/Ae3uHeKUMN 3HZ0C-
Kona B AeHb). 3Ta MeToAMKa No3eonseT oueHnTb 3hEeKTMBHOCTb LMKNA caMmogesnHMeKLMN NOTEHUMANbHO KOHTaMu-
HupoBanHon MM nocne HegenbHOW 3kcnnyataumn. bonee Toro, NOCTOAHHLIA KOHTPONb BHYTPEHHENO YPOBHSI KOHTAMM-
Hauum MOM B TedeHne nHTepBana BpeMeHW Mexay OTkazoM 060pyAOBaHMA U BbINOMIHEHWMEM LMKNA caMoae3nHMEKLNUM
no3eonseT oueHuTb, addekTneHa Nn KOHCTPykuma MOM B OTHOWEHUM OrpaHUYeHUst pasBUTUSI MUKPOOPraHU3MOB B
TpyBonpoeogax MAM.

D.2 Annapatypa u peareHTbl

D.2.1 MAM ponsa aHgockonos

D.2.2 Pseudomonas aeruginisa CIP A22 (unn akBMBaneHT) B kayecTBe TECT-MUKPOOPraHnama.

D.2.3 baktepuarnbHas cycneHans, ¢ Tutpom ot 10° go 1010 KOE/cm3, B cTepunbHOM AMCTUNNMPOBAHHON BOJE.

D.2.4 Coeso-kasenHoBbl nutatensHeln (CKM) arap, B kadecTBe cpeabl ANA BbipawmBaHua M nogcyeTa
(cm. EH 12353).

D.3 Umknbi

D.3.1 O6wue cBeageHnA

HornxHbl 6bITe 4OCTYMNHBI CReaytolme LMKbI;

- MOMHBIN LUK MOWMKM 1 Oe3VHMEKUMN SHOOCKONa;

- UMKN camoaes3nHMeKLnu;

- umkn oT6opa npo6;

- UMKN C KOHTaMMHauMewn.

D.3.2 Linkn ot6opa npo6

Uukn oT6opa npob AomkeH COOTBETCTBOBaTb OOLIMHOMY LMKITY OYMCTKM M A€3MHMEKUMN SHOOCKONA, HO TOMBKO
npepBaHHOMY nepea ctagvnen aesnHMeKkuMn 1 B KOTOPOM MOILLEe CPeACcTBO 3aMEHEeHO CTepuUNbHOW AUCTUNNMPOBaH-
HOW BogdoW. Kak TonbKo UMK NpepBaH, Co gHa Kamepbl ¢ BOAOW AomkHa 6biTh B3siTa Npoba BoAbl, LMPKYIMPOBaBLLIEN Mo
Tpy6onpoeogam MOM.

MpumeyaHue—Tlporpamma umkna ot6opa NpPob COCTOUT TONMBKO U3 CTAAUI OYUCTKM U OMOMAaCKUBAHWA U
obecneymBaeT UMpKynsaunio Bogel no Tpybam MOM 6e3 kakoro-nubo gobaeneHns 4e3MHEUUMPYIOLLEro UMM MOKOLLETO
cpeqcrea.

Ecnv umkn HeBO3MOXHO NpepBaTb HEMOCPeACTBEHHO Nepea cTaaven Ae3uHMEKUMW, TO NMPOBOAUTCSA NOMHbIN
LIMKN C 3aMeHOii BCeX pacTBOPOB XMMUKATOB Ha CTEPUIIBHYIO OYULLEHHYIO (Hanprmep, MeToaoM 0BOpaTHOro 0cMoca) Boay.

D.3.3 Llnkn ¢ koHTamnMHauuemn

Mporpamma AaHHOro cneunanbHOro LMKa COOTBETCTBYET OOLIMHOMY LMKIY OYMCTKU U Ae3UH(EKLUU, HO Npu
aToM:

- OTKIIOYEHa cUCTeMa Harpesa pacTBopa Ae3vHgekTaHTa (ecnm oHa nmeeTcs);

- BMECTO MOIOLWLEro cpeactea u aesmHdeKTaHTa UCNONb3yeTcs CTepUnbHas AUCTUNNMPOBaHHas Boda.

Bo Bpems nposeaeHus aToro uukna ¢ koHTamuHauuein MM nogknoveHa k BHeWHeMy 6aky ¢ KOHTaMUHUPYIOWMM
pactBopom (cM. pucyHok D.1), Tak 4To Bo Bpemsl kaxxgow cTagum atoro uvkna MIAM nutaeTtcs TONbKo KOHTaMUHUPYIoWMM
pacTBOpOM 13 BHellHero Gaka.

D.4 NoakntoveHne MOM k BHewHemy Baky

Moaknioyenne MAM k BHewHemy Baky nokasaHo Ha pucyHke D.1.
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1 — MOM; 2 — wuctodHuK Bogbl; 3 — cnuB (kaHanusauus); 4 — BHelUHWUA Gak

MpwumedaHne— Bcneacteme pekoMeHAaUMI U3FOTOBUTENS, BHELWHWE YCTPOMCTBA AOMKHbI GbiTh Bpe3aHsl
MeXay UCTOUHUKOM BogocHabxenns n MOM (ymsirautenem, u T. 4.).

PucyHok D.1 — MMogkntovenne MOM k BHelwHeMy 6aky. Cxema uchbITaHus

D.5 MeTtoavka

D.5.1 O6wme cBeaeHms

D.5.1.1 OeanHdekuns BHelwHero Gaka

Mepea kaxabiM MCMbITaHMeM o6pabaTeiBaloT BHEWHWIE 6ak, B KOTOPOM roTOBUTCHA KOHTaMUHUPYIOWMWIA pacTeop, B
LMKNe TepMuyeckon AesuHdeKuun ¢ IKBUBaNeHTHbIM BpemeHeM Ay He meHee 600.

D.5.1.2 TMogTBepxaeHne OTCYTCTBUSI MUKPOBUONOrMyecknx 3arpsisHeHnii Bo BHelwHeM Gake nocne agesnHgekunn

Bo Bpems nocrieAHei cTagvmn oronackueaHus BHewHero 6aka cobupaioT 9 cm® Bogbl, uMpkynupyrowei B 6ake n
npunerawowmx Tpybax.

BeogaT 1 cm® GakTepuanbHol cycneHsun Pseudomonas aeruginisa ¢ Tutpom 10% 6aktepuii/cm® B oToBpaHHbIe
paree 9 cm® Bobl.

Mocne TWATENBLHOrO NepeMeLIMBaHMA M BpeMeHn koHTakTa 10 MMH onpeaensoT KOMIMYECTBO XU3HECNOCODHbIX
GakTepuin B peakunoHHOM cmecu Ty ¢ MOMOLLLIO MocneAoBaTensHOro passeaeHus n nogeveta Ha vawke ¢ CKI arapom.

OnonackvBaHue cHMTaeTcsl AeVCTBUTENbHBIM, TOMBKO ecrm

Tn
10f20,8, (D.1)

rae Ty — KONMWYECTBO XKM3HECrnocobHbIX GakTepuit B peakuMoHHON CMECH;
T; — ToYHas koHUeHTpauus GakTepuit B 6akTepmanbHOW CYCneH3un (KOHTPONb).

D.5.1.3 MNpurotToBneHme KOHTaMUHUPYIOLLEro pacTBopa

3anuealoT BO BHelWHwWii 6ak 30 am® BogonpoeoaHoii Boabl M 30 cm® cycnensun Pseudomonas aeruginisa ¢
koHUeHTpaumen 109 KOE/cm®. Mocne TwartensHoro nepemelunBalusa oTéupaloT npoby ana onpeaencHusl TOUHOM KOH-
LeHTpauumM MMKPOOPraHM3MOB B KOHTaMUHUPYIOLEM pacTBope T C MOMOLbIO NOCNeAoBaTeNbHOro pa3sefeHns u nog-
cyeTa Ha vawke ¢ CKI arapowm.

D.5.1.4 KoHtammHaumsa MM depes ceTb nuTalowen Boapl

Mocne MPUroTOBMNEHNA KOHTaMUHUPYIOWEro pacTeopa u otkntoveHna B MM o6opyaosanus o6pabotku Boaebl
nogkniovatoT ucnelityemyto MOM k BHewHemy 6aky (pucyrnok D.1). MNocne aToro 3anyckaiot Umkn ¢ koHTammHaumein MM
Ans obecneveHns LUPKYNSAUMU KOHTAMMHMPYIOLLLEro pacTBOpa No BCEM BHYTPeHHUM Tpybam MM.

D.5.1.5 OnpegenexHne ypoBHA koHTamuHaumm MM

Mpu BLINONMHEHUWM Pa3NUYHbLIX WUCMbITAHWIA ONpeaensiioT ypoBeHb koHTammHauum MM ¢ nomolubio npoeeaeHus
uMkna otbopa MpPob M MocrneaywLlero onpeaeneHusl KOHUEHTpaUMM MWMKPOOPraHM3MOB B BOJE, LMPKYNUPOBaBLIEN
no MAM. [ins atoro oT6MpaloT BO Bpemsi Lukna ot6opa npo6 2 am3 soasl 13 BaHHsl MAM. ®unbtpyior o6bembl 10, 100 n
1000 cm3 13 B3siTbIX 2 AM® yepes 0,2 MkM MembpaHbl. 3aTeM NPOMbLIBAIOT MEMBPaHbl CTEPUITBLHOM ANCTUNNNPOBAHHOM
BOZOIt 3 X 50 cm® Kaaylo, MOMELLAIOT Ha MUTaTenbHYI0 cpeay AN NoAcYeTa n MHKYGUpYIoT npu 37 °C B TeueHne 24 u.

Mocne nHKy6aumMmn NOACUUTHIBAIOT KONIMYECTBO KOMOHUEOOPasyoWmX eAnHUL, 1 UASHTUAULMPYIOT KX, U 3anuchiBa-
10T pesynbeTarbl B BUAE KOnnyecTsa KOE/gm3.

D.5.2 OnpepeneHne achpeKTUBHOCTHN Ae3nHeKLUN CUCTEMbI MepeMeLLLeHUA XXNaKocTen

D.5.2.1 MeToguka 1

BoinonHsiioT crnegyollee:

1) ycranaenusator MOM;

2) BbIMOMNHAOT LMK camoaesnHdekumm,
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3) BLINONHAT UMKN oT6opa Npob;

4) onpegenstoT ypoeeHb koHTammHauum MOM;

5) oTknoHallT cMcTemMy NOArOTOBKM BOoAb! (T. €. yAansioT unbTp, OTKMNIOHaloT CUCTEMY Harpeea);

6) AesnHUUMPYIOT BHEWHNI Bak;

7) roTOBAT KOHTaMUHUPYIOWWI PacTBOP;

8) koHTamuHnpytoT MM vepe3 MCTOUHUK BOAOCHAOXeHUST;

9) octaensawT MAM npu komHaTHOM TemnepaType (He meHee 20 °C) Ha 24 4 ans pocTa MUKPOOPraHU3MOB;

10) noacoeauHsiotr MAM K UCTOUHMKY BOAOCHABXEHUSI HOPManbHBLIM CNOCOBOM;

11) nogknNlo4aloT cUcTemMy NOAroTOBKU BOAbI;

12) BINONHAOT UMKN camoge3nHdekunm;

13) BEIMONHAOT UMKN oTOopa Npob;

14) onpegensioT ypoBeHb koHTamuHauum MIAM B cootBeTcTBUM ¢ D.5.1.5;

15) ecnv pesynbTaTthl aHanu3oB o6pasuoB, B3STbIX MO NepeuncneHnio 14), nokasbiBaloT KOHTaMuHauuio bonee
10 KOE/100 cm3, noBTOpSIOT nepeqncnexns 12)}—14) po Tex nop, Noka KOHTaMMHALMUA He CHU3WUTCA A0 Tpebyembix
10 KOE/100 cm3;

16) 3anUCbIBAIOT YMCNO LMKNOB CamoAe3nHdpekunn, noTpeboBaBILUMXCS ANSl CHWXKEHUS KOHTaMuHauun a0
10 KOE/100 cm?.

MpumeuaHune—HeTr HeobBXO0aQUMOCTH OnNpeaensiTb YpoBeHb KOHTaMMHAUWMK Nepea NPOBEAESHUEM LMKNa
camogeanHdekumn [(cM. nepevncnenve 12)], nockonbkKy CTeneHb KOHTaMMHALMK 3aBUCUT OT KOHCTPYKUWW CUCTEMBI
nepemeLlLenmns xuagkoctert B MOM. Kpome Toro, ot60p Nnpo6 Ha 3TOM 3Tane MOXeT NPUBECTU K CYLLECTBEHHOMY YOaneHuto
MUKPOBMONOrMYEeCKOW KOHTaMUHALMK U3 CUCTEMBI.

D.5.2.2 MeToguka 2
BeinonHsioT cneaytowee:
1) ycranasnusaiot MAM;
2) BIMNOMHSIIOT LMK camogesnHdekumuy;
3) BbinonHALT Lmkn oT6opa npob;
4) onpedensoT ypoBeHb KoHTamuHauum MOM;
5) oTKMOYaKT CMCTEMY NMOATOTOBKM BOAbI;
6) geanHUUUpYIOT BHEWHUI Bak;
7) rOTOBSIT KOHTAMUHUPYIOLLIWIA PacTBOP;
8) koHTamuHupytoT MM yepes NCTOYHUK BOJOCHabXeHUs;
9) octaensT MOM npu komHaTHoI Temnepatype (He meHee 20 °C) Ha 48 4 ans pocTta MMKPOOPraHU3MOB;
10) noagcoeguusitor MM K MCTOYHVKY BOAOCHaGXEeHWA HOPMarbHbIM CMOCO6oM;
11) NOAKMIOYAIOT CUCTEMY MOATOTOBKN BOAbI;
12) BbINOMNHAT CTaHAAPTHBIA LMK OYUCTKM U Oe3VHMEKUMN 3HQ0CKoNa;
13) BbINONHAOT UMK oT6opa npo6b;
14) onpegensioT ypoBeHb koHTammHauun MM B cootBetcTBum ¢ D.5.1.5;
15) ocraensT MOM npu komHaTHOW Temnepatype (He meHee 20 °C) Ha 24 4 gns pocTa MUKPOOPraHU3MOB;
16) BbIMOMNHAOT CTaHOAPTHBIA LMK OYUCTKM U Oe3VHMEKUMN 3HQ0CKoNa;
17) BbINONHAOT UMKN oT6opa npo6;
18) onpegensioT ypoBeHb koHTammHauum MM B cootBetcTBumM ¢ D.5.1.5;
19) octaensaT MOM npu komHaTHOW Temnepatype (He meHee 20 °C) Ha 24 4 gns pocTa MUKPOOPraHU3MOB;
20) BbINOMHAT CTAHAAPTHLIA LMK OYUCTKN U Ae3NHMEKUMN 3HO0CKONa;
21) BbINONHSAOT UMk oT6opa npob;
22) onpenensioT ypoBeHb koHTamuHauum MM B cootBetcTBum ¢ D.5.1.5;
23) octasnsitoT MAM npu komHaTHOW TemnepaType (He meHee 20 °C) Ha 24 4 Ans pocTa MUKPOOPraHU3MOB;
24) BbINOMNHSIIOT CTAHAAPTHBIN LMK OYUCTKU M Ae3NHMDEKUMU 3HAO0CKONA;
25) BbINONHSIIOT Unkn oT6opa npob;
26) onpeaensitoT ypoBeHb koHTamuHauum MM B cootBetcTBum ¢ D.5.1.5;
27) octasnsitor MAM npu KomHaTHOW TemnepaType (He meHee 20 °C) Ha 24 4 Ans pocTa MUKPOOPraHU3MOB;
28) BBINOMHSIOT CTAaHAAPTHBIN LMK OYNCTKU M Ae3NHMDEKUMU SHA0CKONa;
29) BbINONHSIOT UMK oT6opa npob;
30) onpepensioT ypoBeHb koHTamuHauun MAM B cooTBeTtcTBum ¢ D.5.1.5;
31) ocraensior MM npu kOMHaTHOW TemnepaType (He meHee 20 °C) Ha 48 u ans pocTa MMKPOOPraHU3MoB,
32) BBINOMNHAT LMK caMofe3nHdeKLmy;
33) BbINOMHAKT UMk oTbopa npob;
34) onpepensioT ypoBeHb koHTamuHauun MAM B cooTBetcTBum ¢ D.5.1.5;
35) ecnn pesynbTaThl aHanu3oB 06pa3UoB, B3ATHIX MO nepeuncriennio 33), NnokasbiBaloT KOHTamuHaumio 6onee
10 KOE/100 cm3, nosTopsiioT nepeuncrienns 32) — 34) 4o Tex nop, noka KOHTaMMHaUMA HEe CHU3UTCA A0 TpeByembix
10 KOE/100 cm3;
36) 3anuCbIBaOT  YMCMO LUWKIOB CcamopesvHdeKumy, noTpeboBaBIUMXCA AN CHWXEHWS KOHTaMuHauun Ao
10 KOE/100 cm3.
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Mpwvnoxexnne E
(obsazaTrenbHoOe)

MpoBepka MMKpPO6GUONOrM4eCcKoi KOHTAaMUHALIUMU BOAbI
NSl OKOHYATENbHOro ononackuBaHus nocrie AesvHgeKuun

E.1 MNpobbl BoabI

OTt6upaioTt Nnpobbl u3 Touek 3abopa Bogbl psagom ¢ MAM u ua Toukm nogayum Bogpl B kamepy MM nnm B 3arpysky v
mapkupytoT «MAcxoaHeiit obpaseuy n «O6pasey, MIAM» coOOTBETCTBEHHO.

KoHTeliHepb! Anst Npo6 AomkHbl BbiTb CTEPUMBbHBIMKU U UMeTh 06BbEM He MeHee 250 cmd,

BeinonHsoT aHanua npo6 B TeveHue 4 4 nocrie otéopa nubo B TeveHne 48 4 npu ycnoBuwn xpaHenus npo6 npu
Temnepartype 2 °C — 5 °C.

HenocpeactBeHHo nepea ot6opoM Npo6 TwaTensHO NPOTUPAIOT NMOBEPXHOCTU Tovek O0TOopa npod TamnoHom,
CMOUYEHHbIM 70 Y%-HbIM M30MNPONUMOBLIM CAUPTOM, MPOoNyLWeHHbIM Yepe3 0,2 MKM unbsTp, U JalT CNUPTY UCNapUTHLCS.

B kakaoi NpoBEpKE M3 KaXK/I0W ToukM oT6opa o6bem npobel fomkeH BuiTk He MeHee 200 cm®, ecnn He ykasaHo
WHoe.

E.2 NMpoBepka Ha a3poOHbIe Me3odunbHbIe bakTepnn

BbInonHs0T aHanM3 ononackMBaloWen Bogbl Nocne Ae3uHMEeKUMn Ha Hanuume aspobHbIX Me30UnbHbIX BakTe-
puii B cootBeTcTBUM € 6.4.2.4 n UCO 15883-1 (npunoxenune C).

E.3 NpoBepka Ha MMKOGaKTEepUM N3 OKpyXaloLLen cpeabl

duneTpytor 100 cm3  anmkeoTel Npobbl BoALI Mo BakyymoM yepes 0,45 MKM pUNETP [OCTATOUHOTO pa3mepa
(Hanpumep, gnameTpom 47 MM), KOTOpPbLIA NO3BOMSIET NepeHecTn hunbTp U UHKYBMPOBaTb, Kak ONUCaAHO HUXeE.

MepeHocAT UNBLTP B aceNTUHECKMX YCMOBUSIX B YaLIKy Ha NOBEPXHOCTL arapa Muan6pyk 7H10 u nnkybupyioT npu
(30 £ 2) °C. Yawku cnepyet perynsipHo ocmaTtpuBaTtb. MHkybaumio cnegyet npoBoguTe B TeveHne 28 aHer, nocne yero
MOXHO caernaTb BbiBog 06 OTCYTCTBUM pocTa.

MpumeyaHune— «Muanbpyk» siBNsieTcsi TOProBoii Mapkoit. 3Ta nHdopmaums gaHa ans yaobcrea nonb3osa-
Tenew HacTOsILLEro cTaHgapTa M He sBMsieTcs ogobpeHnem Ha3BaHHOW Npoaykuum co ctopoHbl MCO. MoxeT npume-
HATBCS SKBMBaNEHTHAsi NPOAYKUMS, eCNU NOKa3aHOo, YTO OHAa MPUBOAUT K TakuM Xe pesyneraTtam.

Onsa npegoTBpaleHus BeiCbIXaHWsl MUTaTENbHON cpeabl cneayeT 3akpbiTbh Yalky [Metpu.

BeINONHSAIOT NpoBepKy B ABYX NMOBTOPHOCTAX. [1pOBEPAIOT (DUNETPLI EXXEHEeOErNbHO, NOACUMTLIBAIOT W 3anUCbIBaOT
KONM4YeCTBO KOINOHMWI pocTa GakTepuid.

3anucbiBatoT cpegHee konmyecTBo KOE B o6pasue.

MpunmedyaHwune—Ecnu B nHTepeane mexgy 48 n 72 y BoipalimBaHus Habnwogaercs CnUWKoM BypHbIA pocT
KOHTAMMHaHTOB C OTHOCUTENBHO Bonee BbICOKOW CKOPOCTBIO pOCTa, TO MOXET NOTPeboBaTLCA NOBTOPUTL 0TGOP NPob n
NPOBECTU NpeaBapUTENbHYIO YaCTUYHYIO AEKOHTaMuHaUMIO 06pasua ogHUM Unn Gonee XMMUYECKUM CPeacTBOM, K KOTO-
pomy mukobakTepum Gonee ycToWYMBLI, YEM ApyrMe MUKPOOPraHuamel.

Ecnu poct MukoGakTepwin HabniogaeTcs, ToO peKOMEHAYETCs NepeHecTy KyrnbTyphbl B CneuuanmampoBaHHyio nabo-
paTopvio OnsA MASHTMUKAUUKM BblAeNEHHbIX LWTaMMOB MUKOBAKTEpUA.

E.4 MpoBepka Ha nerMoHennbl

BbinonHAT aHanwa ononackMealolWwen BoAbl Nocne AeavHdekuMn Ha Hanuuue legionelle B COOTBETCTBUM C
NCO 11731-2.
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MpunoxeHne F
(cnpaBo4Hoe)

TUnnyHble XapakKTepUCTUKMN KaHanbHbIX KnanaHoB
N KOHHEKTOPHbIX NOPTOB

1 — BXOQHOW MOPT 3MEeBATOPHOIO KaHana; 2 — KnanaH oTcoca; 3 — knanaH Bo3gyxa/sBogwl; 4 — BHUONCUNHBIN NOPT

n +0,1 . 0 0.1
punmMmevyaHune —D,OI'IyCKVI o0 MM — Ond oTBEPCTUN, -0/1 MM — And BanoB U x U, 1 MM — Ans oCTalbHbIX

pasmepos.

PucyHok F.1 — O6wwmii Bua KoHTponbHoro 6rnoka. PacnonoxeHue KnanaHoB U NopToB

33



rocT P UCO 15883-4—2012

JRa32 (/Rais)

M4
33

22,3

|
I 22
- %%
N~
‘/

21,2

1
|, 06

v.ava

AN

,
Zzrzz
x

s s
v .

v .

| v s

'

a

a — K AUuCTanbHOMY KOHUY

n +0,1 . 0 £01
pnmevyaHne — D,OI'IyCKVI 0 MM — Ons oTBEPCTUN, -0 MM — and BanoB n = U, MM — AOnsA OCTallbHbIX

pasmepos.

PucyHok F.2 — lNMpumep BxogHOro noprta aneBaTOPHOrO KaHana
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Pucyrok F.3 — lNpumep knanaHa otcoca
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pasmepos.

Pucynok F.4 — lNMpumep knanana Bo3gyx/Boga
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PucyHok F.5 — Mpumep GroncuiiHoro nopra
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MpunoxeHne G
(cnpaBo4Hoe)

JononHuTenbHble NpMMeYaHUs K MUKpoGuonoruieckomn
npoBepKe XMMU4eckon aesuHdekLuu

G.1 CnoXxHOCTb MUKPOGMONOrM4eCKon NpoBepKn

CyuwiecTByeT Uenblil psig Npobrem, CBA3aHHLIX C MMKPOBUONOrMYeCKUM KOHTporeM Ae3nHdekumoHHol obpaboT-
kv B MOM. OgHuMK 13 HekOTOpbIX NPOGNeM ABMSAOTCSA creayowme:

a) xKenaemasi Ha NpakTUKe KOHeYHasi ToYka (OTCYTCTBUE BbIKMBLUMX MUKPOOPraHW3MOB) HE MO3BONSAET Konuqe-
CTBEHHO WMHTEPNPETUPOBATL PesyrnbraTbl U He AAaeT rapaHTuW TOro, YTO UCMONb30BaBLUMECH METOAbl BOCCTAHOBMEHWUS
(BblpalMBaHKs) MOIMW BbISIBUTb BbIKMBLUME MUKPOOPraHU3Mbl;

b) nckyccTBeHHask MHOKYNAUUST Ae3MHPULMPYEMbIX NOBEPXHOCTEN MOXET HeJOCTaTOYHO aeKBaTHO MMUTUpPO-
BaTb €CTECTBEHHYIO MUKPOMIIOPY, MOCKOMNbKY KakK pe3NCTEHTHOCTb MUKPOOPraHW3MOB, TaK U UX aare3nsi K MoBepXHOCTU
MOryT O6blTb M3MEHeHbl NPV KyNbTUBMPOBaHWM in vitro 1 MeToamkamy npurotoBrnexus (cbopa, oUncTKM, MHOKYNSALMK U
T.4.);

C) «Hamxyawmey» ycrnoBusi MOryT ObiTb CO3[aHbl NPY UCMONb30BaHUKM BOMNbLUMX NOMynsAUMi, KOTOpblE Takke Heob-
XOOWMbI AN MOMYyYEHUs1 KONMMYECTBEHHbIX pe3ynbratoB. OQHaKko 3TO MOXET He BMONHe COOTBETCTBOBATb NONYNAUMSM,
BCTPEYaloLLMMCsl B ECTECTBEHHBIX YCIOBUSIX, U3-3a arperauuv u ap;

d) po6aBneHne opraHnyeckoro matepuana (06bIYHO KPOBW UMW ChIBOPOTKM KPOBU) W/MIINM HEOPraHUYeckoro mare-
puana (o6bIYHO MUHEeparnbHbIX conew, 0bycrnaBnMBaKWMX KECTKOCTb BOAbI) MOXHO UCMONb30BaTh AN MMUTauuK 3ar-
PSI3HEHWI, HO HE TaK MHOTO AAHHbIX NOATBEPXAAT UAEHTUYHOCTb 3TUX MCKYCCTBEHHBIX 3arpsI3HEHUIA TeM, KOTOpble
BCTPEYaIoTCs B €CTECTBEHHbIX YCITOBUSIX;

e) NpeacTaensiiowme NHTEpPec MUKPOOPraHM3Mbl SIBMSILOTCS NAaTOreHHbIMK (Kak obnuratHbIMK, Tak U akyneTaTme-
HbIMW), HO ANs Lenev NpoBepkM HeoOBXOAUMO UCMOMNb30BaTb TONIBKO HENAaTOreHHbIe WTaMMbl. Bo MHOMX cnyvasx aoka-
3aTernbCTBA CXOACTBA NOBEAEHUSI U PE3UCTEHTHOCTM Pa3nnyHbIX 06pa3LoB U WTaMMOB SIBNAOTCA HEQOCTaTOHHBIMU UK
BOBCE OTCYTCTBYIOT.

f) noBepxHocTaMK, NpeACTaBNAWYMN OCOBEHHBIN UHTEPEC, HaCTO ABNAOTCS BHYTPEHHWUE NOBEPXHOCTU M3AENUN
C ONVHHBIMKY TOHKMMU KaHanamu. Ux HegoCTynHOCTL genaeT KONMYECTBEHHYIO MHOKYISILMIO U U3BreveHne bonee criox-
HbIMMN.

G.2 NpoBepka ae3nHdpeKUNOHHON 00PaboTKN

Mpyn HopmanbHoOW 06paboTke cTagumn OYUUCTKU U ae3uHdekumn umkna B MM cnpoekTupoBaHbl Tak, YTOObI
yAanATb NOBEPXHOCTHOE 3arpsa3HEHUe, W MO3TOMY AOMXKHbI yAanaTb 6OMbLIyI0 YaCTh KOHTAMMHUPYIOLLMX MUKpPOOpra-
HU3MOB.

Moatomy npu npoBeaeHUN UCMNbITaHUK NO NpoBepke 3PHEKTUBHOCTU XUMUUECKOW Oe3nH(EKLMN HeobXxoammo:

a) nnbo OUEHWUTb yaaneHne MUKPOOPraHM3MOB Ha CTagMAX OYUCTKM M OMOJIACKMBAHUS M A0Ka3aTb, YTO 3Ta
achbdheKTUBHOCTL  yaaneHus IBNAETCA BOCNPOM3BOAMMON B Npuemnemsbix rnpegenax (1. €. TaKOW, YTO Arsl U3BECTHOW
MCXOAHON KOHTAMUHMPYIOWEN NONyNAuMKM K Hadany crtagum ae3nHdekumn ocTaHeTCsl M3BECTHasl OCTaTo4YHasi nonyns-
uus);

b) Nn60o McKNIOUMTL CTagUM OYUCTKU M ONOMNACKMBAHUA U3 LUMKNA Npyu npoBefieHUn NpoBepok 3hHEeKTMBHOCTH
XUMUHECKOW Oe3nHEKLMN.

B mo6om criyuae Bo3geiicTBue pacTBopa Ae3nHdeKTaHTa u nocneayioLee ero yaarneHue onornackMsaroLLein Boaon
Take 6yaeT Bbi3biBaTh HU3MUECKOE yAANEHNE MUKPOOPraHU3MOB, M CTENEHb 3TOro yaarneHuss Heo6xoaumMo OLEHUTD,
4TO SAAIBNSAETCHA COCTABHOWM 4acTblo Banuaauum MeToavknu NpoBepKu.

G.3 Bannaauus MeToguKv NpoBepKn

Banupauus metoaukum npoBepkn AOMKHA NokasaTb:

a) ymeHue obecrneunTb BOCNPOM3BOAUMOCTL NOMYNAUMM MUKPOOPraHU3MOB (Ha Ae3uHULUPYEMON NOBEpPX-
HOCTU) BbIOpaAHHLIM METOLAOM MHOKYNAUMK; 3TO AOMKHO BKNKOYaTh B cebsi onpegeneHne Hem3bexXHOW MoTepu XuU3He-
CNOCOGHBIX MUKPOOPraHM3MOB, NOCKONbKY MHOKYNAT BbLICIXAET Ha NOBEPXHOCTH;

b) B kakol cTeneHn aTm MUKPOOPraHU3Mbl TEPAIOTCA C NOBEPXHOCTU NMpU (HU3NYECKOM BO3AENCTBUM Ae3UHeKLK
1 NOCNeAyIoLEro ornorackMBaHus; NPyU OLEHKe 3TOro BO3gencTens Heobxoammo obecneunTb, YTOGbI GbINo yYTEHO Brvs-
HWE NPUCYTCTBYIOLUMX OObIYHO B AE3MHMDEKTaHTE NOBEPXHOCTHO-aKTUBHLIX BELLECTB M/MMK MOIOLMX CPEACTB, a Takke
NOXOXWUX MO BIUSIHWIO KOMIMOHEHTOB.
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Mpumeuvanne 1 — 310 MOXET BbITb OBECNEYEHO:

1) NpuroToBneHMem pacTeopa NoBEPXHOCTHO-aKTUBHOIO BELWECTBA U OLIEHKON €ro aHTUMUKPOBHOW akTMBHOCTU B
OTHOLLEHUMN TECT-MUKPOOPraHM3MOB B TECTAx C CycneHauewn in vitro;

2) oueHKOl cTeneHn yganeHuss MMKPOOPraHU3mMoB YUCTON BOAON U PacTBOPOM MOBEPXHOCTHO-aKTUBHOIO Belle-
CTBa 1 UX NOCNeAyoWMM CPaBHEHNEM (C YUETOM NONPaBKW, BbI3BAHHON MHAKTUBUPYIOLWLEN aKTMBHOCTBIO, OnpeaeneHHON
B NpegblayLieM nyHkTe);

3) BO3MOXHOCTBIO HEWTpanu3aumm Ae3mHgeKTaHTa; HeMTPpanu3yLWMn pacTBOpP UCNONBL3YETCA 3aTEM BMECTO BOAbI
ANA OKOHYaTENbHOro OMonackuBaHusl NMocre AesnHMEeKUMn (CTeneHb HOU3NYECKOro YAANeHUs MUKPOOPraHW3MOB HEWT-
panuaylowmmMm ononackuBaHMeM Takke HeobXoaAMMO OUEHWTDL);

4) oueHKON TOro, B KakoW CTeNeHn MeTOAuKa BOCCTaHOBIEHUsI NO3BONAET 0OHAPYXUTb (NN U3BMEYb) BbDKMBLINE
MUWKPOOPraHnambl.

MpumedvaHne 2— MeToanku, B KOTOPbIX:

1) cycneHann MUKPOOPraHW3MOB MOJAITCA B KaHambl M34enust U npu 9TOM AOMyCcKaeTCsi, YTO OHWU MPUNUNaioT K
HUM B 6OMbLIMX KONMNYECTBAX;

2) nocnepywuwan o6paboTka M3aenusi XXuakMM Ae3MHMEKTaHTOM, NoAaBaeMbIM B KaHarbl, U Npu 3TOM JOnycka-
€TCA, YTO OH (PU3NYECKN HE BbIMbIBAET HMKAKUX OTIOXMUBLUMXCA B KaHanax MUKpOOPraHu3MoB;

3) oueHka neTanbHOCTU Ae3nHeKTaHTa OCYLUEeCTBISIETCA nodaqen B KaHanbl pacTBopa anarta (NpoMbIBHOrO
pacTeopa) ¢ NocneaylLWmm NoACHETOM KONMYECTBA XKU3HECNOCOBHBIX MUKPOOPraHM3MOB B 3rtoaTte U npu 3Tom Jorycka-
€TCsl, YTO SMNKaT BbIMbIBAET U3 KAHANOB MWKPOOPraHuamMbl ¢ aghdekTMBHOCTLIO, Bninskon k 100 %, sensawTcs npuemne-
MbIMW TOMNbKO B TOM Crydae, KOrga Ans Kaxaoro U3 ykasaHHbIX AONYLWEHVI MMEIOTCA CucTeMaTtmyeckue Banuaaums v
obocHOBaHuMe.
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Mpunoxenne QA
(cnpaBo4HoOe)

CBefeHUsi 0 COOTBETCTBUU CChINOUYHbIX MEXAYHAPOAHbIX CTAHAAPTOB U [OKYMEHTa
CCbIIOYHbIM HaLMOHAaNLHLIM cTaHaapTam Poccuiickoin ®eaepauum

Tabnuua OAA

0O603HaYeHNe CCbINOYHOTO Crenent O603HauYeHNe U HAMMEHOBaHUE COOTBETCTBYIOLLErD
MexXayHapofHOro cTanjapra cooTBeT- HaUMOHANLHOrO CTaHaapTa
CTBUA
MnCO 11731-2 — *
MCO 15883-1:2006 IDT MOCT P MCO 15883-1:2008 «MaiumnHbl Motowe-ae3anHduum-

pytowwme. Yactb 1. O6wme TpeboBaHusi, TEPMUHBI, ONpeaeneHns n
MCMbITaHUA»

NCO/TC 15883-5:2005

M3K 61010-2-040

COOTBETCTBUA CTAHOAPTOB:

- IDT — naeHTH4YHbIE CTaHAapThI.

* COOTBETCTRYIOWMI HaUMOHanNbHbIA cTaHAapT otcyTeTeyer. [lo ero yrBepxaeHust peKOMeHaQyeTcst UCnornb3o-
BaTb NepeBod Ha PYCCKMI s3bIK JAHHOTO MexayHapoagHoro ctaHgapta. [NepeBog AaHHOrO MexayHapoaHOro CTaH-
AapTta HaxoauTtca B PegepantHOM MHMOPMALMOHHOM HOHAE TEXHUYECKUX PErMaMeHTOB W CTaH4APTOB.

MpumeuaHwne — B HacToswen Tabnuue MCNonb3oBaHo criedylolee yCNoBHOe 0603Ha4YeHNe cTeneHn
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Bu6nuorpacdpun

NaboparopHas creknsiHHas nocyga. NMpuHUMNbI AU3aiHA U KOHCTPYKLMW BOMIOMETPUYECKON
CTEKNAHHON nocyapl

Laboratory glassware — Principles of design and construction of volumetric glassware
Crepvnusauns meavumMHCKol npoaykumu. buonoruveckne nHgukatopsbl. Yacte 1. O6wme Tpe-
6oBaHna

Sterilization of health care products — Biological indicators— Part 1: General requirements
3awmTa NMTLEBOI BOAbI OT 3arpsAi3HEHUs1 B BOAHLIX YCTAHOBKaxX U o6uwme TpeboBaHus K ycTpon-
CTBaM ANs NpeaoTBpaLleHunsl 3arpsisHeHus1 o6paTHLIM NOTOKOM

Protection against pollution of potable water in water installations and general requirements of
devices to prevent pollution by backflow

Xumunveckne gesnHdekTaHTbl u aHtucenTnkn. CoXpaHHOCTb MUKPODBHBIX LITAMMOB, UCTONb3ye-
MbIX AN onpegeneHnsa 6akTepuunaHoi u OYHMUNAHON aKTMBHOCTH

Chemical disinfectants and antiseptics — Preservation of microbial strains used for the deter-
mination of bactericidal and fungicidal activity
Xumunyeckne ae3nHEeKTaHTbl U aHTUCENTUKU. KONnyYecTBEHHbIN CYCNEH3NOHHBIN TECT 3151 OLIEHKK
PYHIMUMAHON aKTUBHOCTU XUMUYECKUX Ae3UHAEKTAHTOB /ISl UHCTPYMEHTOB, UCTIONb3YEMbIX B
meaguumHe. Metoguka npoeepku 1 TpeboBanus (asa 2, war 1)

Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of
fungicidal activity of chemical disinfectants for instruments used in the medical area — Test
method and requirements (phase 2, step 1)
XvmMunyeckne ae3nHMEKTaHTbl U aHTUCENTUKU. KOnnyYecTBEHHbIN CYCNEH3NOHHBIN TECT 3151 OLLEHKK
HakTepULMAHON aKTMBHOCTU XMMUYECKUX O63UH(EKTAaHTOB Ar1sl MHCTPYMEHTOB, UCTIONb3YeMbIX
B megmuuHe. MeToagmka nposepku n Tpebosanus (dasa 2, war 1)

Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments used in the medical area — Test
method and requirements (phase 2, step 1)
XvmMmunyeckne ae3nHMEKTaHTbl M aHTUCENTUKK. KONMYeCTBEHHbIN CYCMNEH3NOHHBIN TECT NS OLEHKK
MUKOBaKTEPULMOHON aKTUBHOCTM XMMUYECKUX AE3VH(EKTAHTOB B MEAULMHE, B TOM Yncne ae-
3MHEKTaHTOB AN MHCTPYMeHToB. MeTtogvkv npoeepky n TpeboBaHus (dasa 2, war 1)
Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in the medical area including instrument
disinfectants — Test methods and requirements (phase 2, step 1)
Xumunyeckme OesnHpeKkTaHTbl U aHTUCENTMKW. BupynuuuaHbii KayeCTBEHHbIA CYCNEeH3MOHHbIN
TECT A5 XUMUYECKUX Oe3VHMEKTAHTOB M aHTUCENTUKOB, UCMONb3YEMbIX B 34paBOOXPaHEHUM.
MeTtoguka nposepku n TpebosaHus (asa 2, war 1)

Chemical disinfectants and antiseptics — Virucidal quantitative suspension test for chemical
disinfectants and antiseptics used in human medicine — Test method and requirements
{phase 2, step 1)
Xvmndeckne ae3vHMeKTaHTbl U aHTUCENTUKU. KauyecTBEeHHbIM TECT ¢ HOCUTENEM AN OLEHKW
H6akTepuUMOHOW aKTUBHOCTU MPUMEHUTENBHO K WHCTPYMEHTAM, WCMOSIb3YEMbIM B MEOQULMHE.
MeTtoauka nposepku n Tpeboanua (dhasa 2, war 2).

Chemical disinfectants and antiseptics — Quantitative carrier test for the evaluation of bactericidal
activity for instruments used in the medical area — Test method and requirements (phase 2,
step 2)
Xumnyeckne Oe3HMEKTaHTbl U aHTUCENTUKN. KavyeCTBEHHbIW TECT C HOCUTENEM AN OLEHKU
YHIMMUMAHON N aHTMAPOXCKEBOW aKTMBHOCTW NPUMEHUTENbHO K MHCTPYMEHTaM, UCNosib3ye-
MbiM B MegmuunHe. Metogvka npoBepku u TpeboeaHus (dasa 2, war 2).

Chemical disinfectants and antiseptics — Quantitative carrier test for the evaluation of fungicidal
or yeasticidal activity for instruments used in the medical area — Test method and requirements
(phase 2, step 2)

CranHpapTHas MeTogMKa KOMMYECTBEHHOTO TeCTa C HOCMTENeM Anst oueHkn GakrepuumagHon,
PYHMMUMAHON, MMKOBaKTEPMUMAHOA U CNOpoUnAHON 3MEKTUBHOCTU XUAKUX XMMUYECKMX Bak-
TePULMAHBIX CPEACTB

Standard Quantitative Carrier Test Method to Evaluate the Bactericidal, Fungicidal, Mycobac-
tericidal and Sporicidal Potencies of Liquid Chemical Microbicides

AOAC sporicidal test, Sporicidal Activity Test: Official Methods of Analysis, 15th Ed., Association
of Official Analytical Chemists, Arington VA, Method 966.04, 1990

Testing and evaluating the cleaning and disinfection efficacy of endoscope washer-disinfectors
and disinfecting automats, Hyg Med 20, pp. 40—47, 1995; Hyg Med, 26, p. 524, 2001
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